3AKOH 3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJIULIUHA

B cuna om 13.04.2007 2.

O6wn. JIB. 6p.31 om 13 anpun 2007e., usm. JAB. 6p.19 om 22 ¢hespyapu 20082., uzm. /{B. 6p.65
om 22 wau 20082., uszm. JAB. 6p.71 om 12 aseycm 20082., uszm. /IB. 6p.10 om 6 gpespyapu 20092., usm. /[B.
op.23 om 27 mapm 2009e2., usm. /[B. 6p.41 om 2 wonu 20092., usm. /IB. 6p.88 om 6 noemspu 2009e., usm. /{B.
op.102 om 22 oexemspu 2009z., usm. J{B. 6p.59 om 31 roau 2010e., usm. /IB. 6p.98 om 14 oexemepu 2010e.,
usm. AB. 6p.9 om 28 anyapu 2011e., usm. /[B. op.12 om 8 gpespyapu 201 12., usm. [B. 6p.60 om 5 aseycm
2011z., usm. [{B. 6p.61 om 9 aseycm 201 12., usm. [[B. 6p.38 om 18 maii 20122., usm. u don. /[B. 6p.60 om 7
aszycm 20122., usm. u oon. /IB. op.102 om 21 oexemspu 2012e., uzm. /[B. 6p.15 om 15 ¢espyapu 201 3e.,
oon. /[B. op.1 om 3 sanyapu 2014e., usm. u don. /[B. op.18 om 4 mapm 2014e., usm. /[B. op.12 om 13
gespyapu 2015e., usm. u oon. /IB. 6p.48 om 27 wnu 2015e., uszm. /[B. 6p.43 om 7 wonu 2016e., uzm. /[B.
op.85 om 24 oxmomepu 2017e., don. /IB. 6p.103 om 28 oexemapu 2017e2., usm. u oon. /[B. 6p.84 om 12
oxmomepu 2018e., oon. /IB. 6p.91 om 2 noemspu 2018e., uzm. u oon. /{B. 6p.102 om 11 dexemspu 2018e.,
usm. /[B. 6p.17 om 26 gpespyapu 2019z., uzm. u oon. /B. 6p.64 om 13 aseycm 2019e2., usm. /[B. 6p.17 om 25
gespyapu 2020z., usm. JAB. 6p.52 om 9 wnu 20202., usm. u oon. /IB. 6p.67 om 28 ioau 2020e., uzm. u oon.
J[B. 6p.103 om 4 oexemepu 2020e., usm. u oon. /[B. 6p.105 om 11 oexemspu 2020e., don. /]B. 6p.62 om 5
agzycm 20222., usm. /[B. 6p.84 om 6 oxkmomepu 2023e.

[Tpoext: 602-01-67/27.07.2006 r.

I'naBa nbpBa.
ObIIH IMOJOKEHUSA

Paznean I.
OO01mm pasnopendu

Un. 1. To3u 3aKk0H ypexaa yCIOBHATA U pea 3a:

1. paspemaBaHe ynorpebdara WM perucTpalusATa Ha MPOMUIUICHO TPOU3BEICHH WU
IIPOM3BEICHN 110 METOJ, BKJIIOYBAIL MPOMMILIEH IPOLEC, JIEKAPCTBEHU IPOJYKTH, IpPEIHA3HAYCHHU 3a
XyMaHHaTa MEJUIINHA;

2. (m3m. - 1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) pa3zpemaBaHe Npou3BOACTBOTO U
BHOCA Ha JICKapCTBEHU IIPOAYKTH;

2a. (woBa - JIB, 6p. 102 or 2012 r., B cunma ot 21.12.2012 r.) mpou3BOACTBOTO, BHOCA
THProBUsTa Ha €PO C AKTUBHU BEIIECTBA;

3. paspelaBaHe U IPOBEXKAAHE HA KIMHUYHU U3IIUTBAHUS,

4. THProBuUsTa HA €IPO U HA IPeOHO C JIEKAPCTBEHU MPOIYKTHU;

5. mapajiesnieH BHOC Ha JIEKapCTBEHH MIPOAYKTH;

Sa. (aoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mocpeAHUYECTBO B 0OJIACTTa HA
JIEKapCTBEHUTE MPOIYKTH;

56. (noBa - /IB, Op. 18 ot 2014 r.) u3HOC Ha JEKapCTBEHU MPOJYKTH IO peia Ha IJlaBa JieBeTa
"6";

6. pexJjamMara Ha JIEKapCTBEHU IPOIYKTH;

7. mpocnensBaHe 0€30MacCHOCTTA Ha IyCHATUTE HA Ma3apa JIEKApCTBEHU MPOTYKTH;

8. KIacu(puKanuATa 32 HAYMHA Ha NIPEIUCBAHE U OTITyCKaHE Ha JIEKAPCTBEHUTE MTPOAYKTH;
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9. KOHTpOJIa Ha MPOM3BOJCTBOTO U BHOCA, HA THPrOBUATA HA €APO M JIPeOHO, MPOBEKIAHETO HA
KJIMHUYHY W3MHUTBAaHMS, HA PeKJaMara M Ha CHCTEeMara 3a IpocieasBaHe 0e30IacHOCTTa Ha IyCHAaTHTE Ha
na3apa JIeKapCTBEHU MPOTYKTH;

10. nuenooOpa3yBaHETO Ha JIEKAPCTBEHUTE MIPOJYKTH;

11. M3roTBAHETO Ha TO3UTHBEH JIEKAPCTBEH CIHCHK;

12. (moBa - JIB, 6p. 67 ot 2020 r.) mpocneasBaHe Ha e(ekTa OT TepamusATa C JIEKAPCTBEHU
MPOIYKTH.

Uin. 2. To3u 3aKOH MMa 3a LE Ja Ch3/1aJI€ YCIOBUs, KOUTO OCUTYpSBAT IyCKaHE Ha Ma3apa Ha
JIEKapCTBEHH MPOTYKTH, KOUTO OTTOBAPSIT HAa U3UCKBAHMITA 32 KAUeCTBO, 0€30MacCHOCT U e(PUKACHOCT.

Yn. 3. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) JlekapcTBeH MpPOAYKT B
XyMaHHaTa MEIUIIMHA €:

1. BCSIKO BEIIECTBO MJIM KOMOMHAIIMA OT BEIIECTBA, MPEACTAaBEHU KaTO MPUTEX aBaIll CBOMCTBA
3a JIeYeHHe WM npoduIakTuKa Ha 3a00JIIBaHUS IPU XOpa, WK

2. BCSIKO BEUIECTBO WMJIM KOMOWHAIMSI OT BEIIECTBA, KOUTO MOTaT Aa ObJaT W3IMOJ3BaHU WU
MpHUJIaraHy Ha XOpa C Te:

a) BB3CTAHOBSIBAaHE, KOPUTHpAaHE WM TpoMsSiHa Ha (U3MONOTHYHU (QyHKIMH 4Ype3
(bapMaKoIOTUYHO, UMYHOJIOTUYHO WJIM METAa0OJIUTHO JAeHCTBUE, WIN

0) mocraBsiHE Ha MEAMIIMHCKA TUArHo3a.

(2) BemecTBo € Bcsika MaTepwsi, YUATO TPOU3XO MOXKE Ja Obe:

1. yoBenIky (YOBEIIKA KPHB, YOBEIIKU KPHBHU MPOAYKTH U IPYTH);

2. )KUBOTHHCKH (MUKPOOPTAHU3MH, KHBOTUHCKH OpTaHH, eKCTPAKTH, CCKPETH, TOKCHHH, KPHBHU
MPOIYKTH U JPYTH);

3. pacTtuTeneH (MHUKpOOPTaHM3MHM, PACTCHHUS, YAaCTH OT DPACTEHMS, PACTHTEIHHU EKCTPAKTH,
CEKpEeTH U APYTH);

4. XuMUYECKH (€JIeMEHTH, IPUPOTHU XUMUYHU MAaTEepPUAIId, CAHTETUYHH WU TIOJTYCUHTETUYHU
BEIIIECTBA U JIPYTH).

Uin. 4. Korato eauH MpOAYKT OTrOBapsi €JHOBPEMEHHO Ha XapaKTEPUCTHUKUTE Ha JIEKapCTBEH
IIPOAYKT U Ha IIPOLYKT, YPEIAEH C APYT 3aKOH, CE NpUIaraT U3MCKBaHUATA HA TO3H 3aKOH.

Yn. 5. JlekapcTBeHUTE NMPOIYKTH € KIACU(PUUIUPAT CHIIACHO AHATOMO-TEPANIEBTUYHO-XUMUYHA
KJIacudukanus B ChOTBETCTBHE C M3UCKBaHMsATAa Ha CBeToBHATa 37paBHa opranuzanus (C30).

Ui 6. To3u 3aK0H HE ce mpujara 3a:

1. XepMEeTHYECKH 3aTBOPEHU PAAUOHYKITUIH;

2. KpbB, IJ1a3Ma WA KPbBHU KJIETKH OT YOBELIKH IPOU3XO0J, C U3KIIOYEHUE HA IJ1a3Ma, KOSITO €
MOJy4Y€Ha M0 METO/I, BKIIFOUBALL IPOMUIIEH TIPOLIEC.

UYn. 7. (1) Pa3pemaBat ce mpou3BOICTBOTO, BHOCHT, THPTOBUSATA HA €pO U IpeOHO, peKIamara u
JICYCHUETO, TPO(PUIAKTUKATA M JHATHOCTHKATa CaMO C JIGKAPCTBEHU IPOJYKTH, KOWUTO Ca TOTYUYWIH
paspelieHue 3a ynorpeoda 1o pejia Ha:

1. TO3M 3aKOH, HIIH

2. Pernament (EO) Ne 726/2004 na EBpomnetickust nmapaameHnT u CbBeTa.
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(2) 3abpansBaT ce BHOCHT, THPrOBHATA, JICYCHHETO, MPO(UIAKTHKATA W TUATHOCTHUKATA C
JIEKapCTBEHU MIPOAYKTH C U3TEKBJI CPOK HA TOAHOCT.

(3) IlputexxaBaHeTo Ha paspelleHHE WM YJOCTOBEpEHHE 3a ymnorpeba, NMPOU3BOACTBO U
KJIMHUYHU U3IUTBAHMS Ha JIEKAPCTBEHU NPOAYKTH, U3JIAJCHH 110 pella Ha TO3U 3aKOH, HE € OCHOBAaHUE 3a
0CBOOOXKJaBaHE OT OTTOBOPHOCT ChHIVIACHO AEHUCTBAIIOTO 3aKOHOIATENCTBO.

Y. 8. He ce u3uckga paspenieHue 3a ynorpeda no peja Ha TO31 3aKOH 3a:

1. nexapcTBEH MPOAYKT, IPUTOTBEH 110 MarucTpajHa pelenTypa B alnTeka,

2. IeKapCTBEH NPOAYKT, IPUTOTBEH 110 (papMaKoIeiiHa pelienTypa B anTeka;

3. MEeXAMHHU NPOJYKTH, MpeIHA3HAUYEHHU 3a MPOU3BOJACTBEHa 00pabOTKa OT JHMIE, MOTYYHIIO
paspenieHue 3a Npou3BOJACTBO 10 peAa Ha TO3H 3aKOH;

4. aKTMBHM U IOMOLIHH BEILIECTBA;

5. lekapcTBEHU MPOJYKTH B MPOLIEC HA pa3pabOTBaHE W/WIIN U3IHTBAHE;

6. IeKapCTBEHU NPOAYKTH, IPEIHA3HAYCHH 34 U3HOC;

7. (HoBa - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
or 21.12.2012 r.) nekapcTBEH MPOAYKT 32 MOJIEpHA Teparnus, KOUTO c€ M3rOTBS 32 KOHKPETEH MallMeHT 110
VH/IMBU/YaJIHO JIEKapCKO MpEeNrcaHue ChOOpa3HO crenuu(UYHM CTaHAApTH 3a KauecTBO M Ce Ipujara B
ne4e0HO 3aBe/IeHNE Ha U3KIII0YUTENHATa IpodecroHalHa OTTOBOPHOCT Ha JIeKapsl.

Y. 8a. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IIpu npousBoacTBoTo Ha
JIEKapCTBEHH NPOIYKTH, NpEeIHA3HAYCHW EIUHCTBEHO 32 W3HOC, HAa MEXIMHHU MPOXYKTH, AKTHUBHU
BEIIIECTBA M HAa MIOMOIIHU BEIIEeCTBA Ce MpuiaraT CbOTBETHUTE pa3lopei0M Ha IjaBa MeTa.

Yn. 9. (1) Jleuenne Ha KOHKpETEH MALMEHT MOXeE J1a ce MpHJlara ¢ JIEKapcTBEH MPOAYKT, KOHTO
HE € pa3pellieH 110 pe/ia Ha IJlaBa TPEeTa, 10 CIelrallHa NopbyuKa Ha JeueOHO 3aBe/ieHue 32 OOJTHUYHA TIOMOI]
IIPU YCJIOBUS U 110 peJl, OIIpeesIeHH ¢ Hapea0a Ha MUHUCTbpa Ha 3]]paBeoIa3BaHETo.

(2) PprkoBOMTENAT HA J1€4EOHOTO 3aBEIEHUE HOCH OTTOBOPHOCT 3a MPHJIATAHETO Ha JICYCHUETO
o an. 1.

(3) (Homa - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) JIeuenuero ¢ gekapcTBEH NPOILYKT
3a chCcTpagartenHa yrnorpebda cpriaacHo wi. 83 ot Permament (EO) Ne 726/2004 na EBporneiickus mapiaMeHT
n Ha CpBeTa ce U3BbPIIIBA [IPU YCIOBUS U 110 pejl, ONpeiesIeH ¢ HapeabaTa o ai. 1.

Y. 10. (1) MuUHUCTBPBT Ha 3apaBEONa3BaHETO MO MOTHUBHPAHO MPEIJIOKCHHE Ha TIIABHUS
IbPKABEH 3/IpaBEH MHCIIEKTOP, ChIVIACYBAHO C M3MBIHUTEIHUS AUPEKTOp HAa M3MbIHUTETHATA areHIUs 110
nekapcrBara (MAJI), Mmoxe chC 3amoBe]l Ja pa3pellid JeUeHUe 3a ONpeeNieH CPOK C JEKapCTBEH MPOIYKT,
KOWTO HE € pa3pellieH Mo peJa Ha TiaBa TpeTa, KoraTo B CTpaHaTa MMa OOsBEHA eMHIeMUsl, MPUIHNHEHA OT
[IaTOT€HHU MUKPOOPraHU3MH WM TOKCUHHU, WIM UMa IPEINOoaraéMo Wik NOTBbPACHO pa3NpoCTpaHEHHE Ha
XUMHYECKH areHTH WIH ApeHa paJualus U HsMa MOAXOAAII pa3pelleH 3a ynorpeda JeKapcTBeH MPOIYKT.

(2) B cnywaute mo an. 1 mpuTexaTenuTe Ha paspelieHue 3a ynorpebda, MpOU3BOAUTEIUTE U
MEIUIMHCKUTE CIELUAINCTU HE HOCAT TpakJaHCKa WM aJMUHUCTPATHBHOHAKa3aTeIHa OTTOBOPHOCT 3a
MOCNEACTBHUATA MPU YMOTpeda Ha HEpa3pelieHO MOKa3aHWe Ha JIGKAPCTBEH MPOAYKT WM Ha JIEKApPCTBEH
MIPOJYKT, KOWTO HE € pa3pelleH M0 pe/ia Ha IlaBa TpeTa.

(3) Paznopenbara Ha an. 2 He U3KJIIOYBA OTTOBOPHOCTTA 3a Je(EKTHU CTOKH CHITIACHO 3aKOHA
3a 3alIMTa Ha MOTPEOUTETHUTE.

Yn. 11. (1) MuHMCTEPBT Ha 3ApPaBEONA3BaHETO MOXKE IO NPUYMHHU, CBBP3aHU CHC 3allluTa
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3/IpaBETO Ha HACEJIEHUETO, ChC 3aII0BE]] /1a Pa3OpEaAN Ha U3IIbIHUTEIHMS nupekTop Ha MAJI na pa3pemu 3a
ynoTpeba JICKapCTBEH MPOAYKT, KOWTO HE € pa3pelieH 3a ynoTpeda Ha TepuTopusra Ha PemyOnuka
bparapus u 3a KOWTO HsAMa NOJAACHO 3asBICHHUE 3a M3/1aBaHE HA pa3pelleHHe, HO € paspelleH B Apyra
IbpKaBa YJICHKA.

(2) B cnyvaute no an. | u3nbIHUTENHUAT AUpekTop Ha WAJI unu ymbIHOMOILEHO OT HETro
JuIe:

1. uabopMupa MpUTEKATENs] Ha Pa3peUICHHETO 3a YNoTpeda Ha JIEeKapCTBEHUS MPOAYKT 3a
3aloyBaHe Ha MpoIIeypa Mo pa3pelIaBaHeTo Ha MPOyKTa 3a yrnorpeoda;

2. BIIMCBA KAaTO IPUTEXKATEI B U3/1aJICHOTO pa3pelIeHue JIMLIETO 1o T. 1;

3. M3KCKBA OT PETyJaTOPHUS OpraH Ha JIbpXKaBaTa WIEHKa, U3/aja pa3pelieHueTo 3a ynorpeoa,
KOIUE OT OLIEHBYHHUS JOKJIAJ U KOTIHE OT pa3pelleHUueTo 3a ynorpeoa.

(3) (Hom. - IB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) U3nbaHuTenHaTa areHIUs IO
JIeKapcTBaTa € JUIbXKHA J1a OCUTYPU ChOTBETCTBHE HA €TUKETA, JIMCTOBKATA 32 MALMEHTa, KIACU(pHUKAIHITA,
pekiamara U MpocieasBaHeTo Ha 0e30MacHOCTTa Ha MyCHATHs Ha Masapa JIEKapCTBEH MPOAYKT Mo ail. 1 c
M3MCKBAaHUATA Ha TO3M 3aKoH. MH(popmanmsra BbpXy OINAKOBKAaTa M B JIMCTOBKATa HAa JICKApCTBEHHS
MPOJYKT M0 all. 1 He € 3aABKUTENHO Aa Ob/ie Ha OBIrapCcKu €3uK.

(4) Uznbaautennuar nupekrop Ha MAJI nunpopmupa EBponeiickara koMucHs 3a M3/1aJieHUTE
paspelieHuss no an. 1, 3a UMETO M ajpeca Ha HpUTEXaTels Ha Pa3pelIeHHETO, KaKTO M 3a jJarara Ha
MPEKPaTSABAHE HA BAJIUTHOCTTA UM.

Un. 12. (1) Odpunmanna papmaxomnes B Permyonuka bearapus e EBpomneiickara dhapmakories.

(2) Odunmannara ¢apmakoriess Moxe jaa ObAe AOMBJIBAHA C M3UCKBaHHUATA Ha bbiarapckara
dhapmakories.

(3) MuHUCTBPBT Ha 3/IpaBEOINa3BaHETO OMpeneis ChC 3aloBe] JaTHTE Ha BIM3aHE B CHJIa HA
aKTyaJTHOTO M3JaHue Ha ourmamHaTa GpapMakornes: ¥ Ha JOITbTHCHUATA KbM HETO.

(4) 3anoBenra 1o ai. 3 ce oOHapoBa B "IbpkaBeH BECTHUK' U ce MyOIMKyBa Ha CTpaHHUIaTa Ha
WNAJI B unTepHer.

Yn. 13. (1) Monorpadpuute Ha EBpomeiickara Qapmakomnes ca 3aAbDKUTETHH 32 BCHYKU
BEIIIECTBA, TpenapaTH W JIEKapCTBEHH (OPMH, KOUTO C€ CHIbpXKAT B Hed. B ciydanre, 3a KOUTO HsIMa
MoHorpadguu B EBpomelickata (apmakomnesi, ce mnpuwiaraT H3UCKBAaHHUATa Ha aKTyaJlHUTE HU3JaHUsA Ha
dapmakonente Ha abpkaBute wieHku, CAI] u fnoHus, ako ca B ChOTBETCTBHE C OOIIMTE MpaBUiIa Ha
EBponeiickara papmaxomnes.

(2) Koraro cnenudukanusra, ChabpKaiia ce B MoHorpadus Ha EBponeiickaTta apmaxones uiu
B Jipyra HalMOHaJHa (apMakomnesi, € HeJocTaTbyHa 3a OCHIypsSBaHE KauyeCTBOTO Ha BEILECTBOTO WIIH
nexapctBeHata Gopma, MAJI Moxe ja M3MCKa JIOMbJIBAHE HA CIeUU(UKALMATA OT 3asiBUTENS/ TIPUTEkKATEISA
Ha pa3pelIeHueTo 3a yrnorpeoa.

I'naBa BTOpA.
OPI'AHU HA YIIPABJIEHUE U ®PUHAHCHUPAHE

Paznean I.
Opranu Ha ynpasJieHHe

Un. 14. (1) JlekapcTBeHaTa MOJIMTHKA € YacCT OT Jbp)KaBHATa 3/JpaBHA MOJUTHKA B PemyOnuka
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bbarapus u ce ochlecTBsIBA OT MUHUCTBPA HA 3/]paBEOIa3BAHETO.

(2) MuHUCTBPBT Ha 3/IpaBEOIa3BaHETO:

1. e HaIMOHAJIEH KOOPIMHATOP 0 MPOOIEMUTE HA JTEKAPCTBEHUTE MPOAYKTH;

2. yyacTBa B MEXKIyHAPOJIHHU OpTraHU U OPTaHHU3AIMHU, OCHIIECTBSIBAIIN IEHHOCTH B 00acTTa Ha
JIEKapCTBEHHUTE MPOIYKTH;

3. (ot™m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., HoBa - /IB, 6p. 102 ot 2012 1., B cuna
ot 21.12.2012 r.) opranu3upa npeaocTaBsIHETO HAa MyOanyHa HHGOPMAIHs Ha TAIMEHTCKUTE OpraHu3aIluu
Y HA OpPTaHM3AIMHUTE HA MOTPEOUTETUTE OTHOCHO JCUCTBUATA, PEAIPUETH Cpenry QanmuuIipaHeTo Ha
JIEKapCTBEHH MPOTYKTH;

4. ocbhUIECTBSABA IPYTU JEHHOCTH, IOCOUYEHH B 3aKOH.

(3) (Otm. - B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

. 15. (1) KeM MuUHHCTBpa Ha 37paBeola3BaHETO ce ch3naBa dDapmakorneeH KOMUTET KaTo
KOHCYJITAaTUBEH OpPIaH IO BBIIPOCUTE Ha JAelcTBalaTa (hapMakomnes.

(2) MUHHMCTBPBT Ha 3paBEOIIA3BAHETO IO NPEAJIOKEHNE HA U3IIBJIHUTEIHMS 1upekTop Ha MAJI
ompezensi cbC 3amnoBel cbhcTaBa Ha (dapmakomeHHMs KOMHUTET MU HAa EKCHEPTHUTE TPyNH KbM HEro u
YTBBPK/1aBa IPaBUJIHKKA 3a JEHHOCTTA UM.

(3) Heitnoctra Ha PapMakoneiiHus KOMHTET ce (puHaHCHpa OT OropkeTa Ha MUHHCTEPCTBOTO
Ha 3/IpaBeona3BaHeTo.

Y. 16. (1) (Jom. - B, 6p. 91 ot 2018 r., u3m. - JIB, 6p. 67 ot 2020 r.) KeM MUHHCTBpa Ha
3[IpaBeONa3BaHETO ce Ch3laBa Bucm cbBeT mo ¢apMaius, KOHTO BKJIIOYBAa METHMa MpPEACTABUTENH,
OTIpeJIeJIeH! OT MHHUCTBpA Ha 3[[paBeOINa3BaHETO, MIETUMA NPEACTaBUTeNM Ha bbiarapckus GpapmareBTHIeH
ChbIO3, €IWH TpeacTaBuTen Ha bbiarapckara aconuamuss Ha MOMOIIHHK-(papMalleBTUTE, JBaMa
npeactaBuTeny Ha Hanwmonannarta 3apaBHoocuryputenHa kaca (H30K) um mo eaun mpencraButen Ha
dapmaneBTHUHUTE (aKyJITETH HA BUCIIUTE YUHIUIIa. MUHUCTBPBT Ha 3/IpaBeola3BaHeTo € Mpejcenaren Ha
cbBeTa 0e3 IMpaBo Ha Tyac.

(2) Bucmust cbBet no ¢dapmaius € KOHCYJITaTUBEH OpraH, KOWTO 00ChX /A U JlaBa CTAaHOBHUIIA
10:

1. OCHOBHHTE HACOKU U IPUOPUTETHU B 00acTTa Ha papMalusiTa;

2. eTUYHU TIpo0JIeMU Ha dapMaIusiTa;

3. MpOeKTH Ha HOPMATHBHHU aKTOBE, CBbP3aHH ¢ (hapMaIusiTa;

4. HAyYHUTE PUOPUTETH B 00JacTTa HA hapMaIusTa;

5. mporpamMu 3a OpraHuM3WpaHe Ha OOINECTBEHHM OOpa3oBaTeNHM KaMIlaHWW B oOjacTra Ha
JICKapCTBEHHUTE TIPOTYKTH.

(3) (Ot™m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

(4) Opranunzauusara u AeiiHocTTa Ha Bucmusg cbBer no ¢apmaunus ce ypexxaar ¢ NpaBUIHUK,
U3JIaZieH OT MUHUCThPA Ha 3[JpaBeoNa3BaHEeTo M0 MpeuiokeHne Ha Bucmms chBeT no dapmarius.

Y. 17. (1) U3nbaHuTenHATA areHIUs 10 JIEKapCTBaTa € Crelnyain3upal OpraH KbM MHUHHCTBpA
Ha 3/IpaBeola3BaHETo 3a HAJ30p BbPXY KaueCTBOTO, 0€30IacHOCTTa M €(h)MKACHOCTTA Ha JIEKapCTBaTa.

(2) M3m. - B, 6p. 15 or 2013 r., B cuna ot 01.01.2014 r.) M3nbaHuTenHata areHuus Io
JIeKapcTBaTa € IPUINYEcKO JIUIE Ha OI0KeTHA U3MIPhKKa cbe cepanuine B rp. Codus KbM MUHUCTBpA HA
3/lpaBeoIa3BaHEeTo.

(3) U3nbaHuTeNnHaTa areHIys 1o JIeKapcTBaTa ce€ PbKOBOJAU M MPEACTaBIsABA OT U3IIBJIHUTEICH
JUPEKTOP, KOMTO ce Ha3Ha4aBa 10 peJja Ha 3aKOHA 3a aIMUHUCTPALUATA.
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(4) Crpykrypara, (QyHKUMUTE W oOpranusanmusTa Ha pabora Ha MAJl ce ompepenst B
YCTpPOICTBEH NMPaBUIHUK, IPUET OT MUHUCTEPCKUS ChBET.

(5) M3mbpiHuTENHATA areHIus 1o JeKapcTBara:

1. u3naBa paspeuieHus 3a NPOU3BOACTBO Ha JIEKAPCTBEHH MPOYKTH;

2. uW3AaBa paspelieHus 3a ymnotpeda U yJOCTOBEPEHHS 3a PETUCTpalus Ha JIEKapCTBEHU
MIPOIYKTH;

3. (mom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) u3aaBa pa3pemieHus 1 yI0CTOBEPECHHS
3a THPrOBHs HA PO C JEKAPCTBEHU IIPOIYKTH;

4. u3aBa pa3pelleHus 3a napajesieH BHOC Ha JIeKapCTBEHU MPOIYKTH;

5. (u3m. - [IB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) u3gaBa, oTKa3Ba WM MpPEKpaTsiBa
paspeleHus 3a TbproBUs Ha ApeOHO C JIEKapCTBEHU MPOAYKTH;

S5a. (moma - JIB, Op. 102 ot 2012 r., B cmia ot 21.12.2012 r.) BIHcBa NPOU3BOIUTEIIHTE,
BHOCHUTENIUTE U THPTOBIUTE HA €IpO C aKTUBHU BELIECTBA;

56. (moBa - JIB, 6p. 102 ot 2012 r., B cwia ot 21.12.2012 r.) BOoau perucTbp Ha JHIATa,
OCBIIECTBSIBAIIN TOCPETHIUYECTBO B 00JIACTTa HA JICKAPCTBEHUTE IPOAYKTH;

6. u31aBa pa3pelleHys 3a MPOBEKJaHEe Ha KIMHUYHU U3MUTBAHUS HA JIEKAPCTBEHU MPOAYKTHU;

7. W3BBpIIBA OlEHKA Ha Ka4yecTBOTO, e(ukacHOoCcTTa M 0e30MacHOCTTa Ha JIEKAPCTBEHUTE
IIPOJYKTH BbB Bpb3Ka C pa3pelIaBaHETO UM 3a yNoTpeoa;

8. U37aBa pa3pelleHus 3a peKiaMa Ha JIEKapCTBEHU MPOAYKTH;

9. ochlecTBsABa KOHTPOJ BBPXY MPOU3BOACTBOTO, BHOCA, CbXPAHEHUETO, THPrOBUATA HA €IPO U
NpeOHO, KITMHUYHUTE U3MUTBAHUS, 0€30[1aCHOCTTA U peKjIamMara Ha JIEKapCTBEHUTE MPOIYKTH;

10. u3BbpIIBa JaOOpPATOPEH aHATU3 IPU CbMHEHHUE 32 OTKJIOHEHHE B KaYeCTBOTO, €(PUKACHOCTTA
1 06€30M1acCHOCTTa Ha JIEKAPCTBEHUTE MPOYKTH U MpeANpruemMa npeABUICHNUTE B 3aKOHA MEPKH;

10a. (HoBa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ochlecTBsiBa (PYHKIMHUTE HA
KOMIIETEHTEH OpraH 3a MpocJe/sIBaHE Ha JIEKapCTBEHAaTa O€30MacHOCT;

11. (u3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) opranu3upa u nNoaabppia cucTemMa
3a mpocie/IsIBaHe Ha JeKapcTBeHaTa 0€30MacHOCT;

12. u3gaBa cepTU(UKaTH ChINIacHO cepTUduKkaTHaTa cxema Ha C30;

12a. (HoBa - 1B, 6p. 18 ot 2014 r.) u3naBa ceptudukaru 3a JJoOpa quctpudyTopcka NpaKkTHKa;

13. m3naBa ceptudukatu 3a JloOpa Mponu3BOACTBEHA MPAKTUKA;

14. (u3m. - JIB, 6p. 18 ot 2014 1.) KOHCYATHpa HHBECTHIIMOHHUTE TIPOEKTH 32 CTPOUTEJICTBO Ha
HOBHM W/WJIM TPEyCTPOMCTBO Ha CBHINECTBYBAIIM OOEKTH, CBBP3aHHU C MPOU3BOJICTBOTO HA JICKAPCTBEHH
MPOJYKTH, B ChOTBETCTBUE C MpaBuiaTa Ha JloOpaTa Mpon3BOACTBEHA MTPAKTHKA;

15. n3nbiHgABa PYHKIMUTE HA KOOPIUHATOP M KOHCYJITATUBEH OPraH Mo MpoOJIeMHTe, CBhP3aHU
C Ka4eCTBOTO, €(h)MKACHOCTTA U OE30MaCHOCTTA Ha JIEKAPCTBEHUTE NMPOTYyKTH;

16. ochiecTBsIBa KOHCYJITAaHTCKA, HayyHa, HHGOPMAIMOHHA U MU3/1aTelIcKa JEHHOCT B 00IacTTa
Ha JIEKApCTBEHUS CEKTOP;

17. koopmuHHMpa W ydYacTBa B JIEWHOCTH, CBBpP3aHM ¢ EBporelickata ¢apmakones H ¢
pazpaboTrBaHeTo Ha brirapckara apmaxores;

18. ydactBa B JeHHOCTH B 00JIacTTa Ha JIEKAPCTBEHHUTE MPOJYKTH, CBBP3aHMU C paboTara Ha
EBpormeiickara arennust mo JjekapcTBara, EBporelckus IUpeKTopaT MO KadyecTBOTO Ha JeKapcTBara H
3/lpaBeora3BaHe, Ha MEXAyHapOJAHU OpPraHU M OpPTraHU3alli{, KaKTO U C M3I'BJIHEHUETO Ha MEXIyHapOJHU
JOTOBOPH, 110 Kouto PenyOnuka buirapus e ctpana;

18a. (noBa - JIB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) yyacTBa B MeXIyHapoaHaTa
XapMOHM3AaIMsl M CTaHJApTU3alMsg Ha TEXHUYECKUTE MEpPKH, OTHACSIIM C€ J0 MPOCIeIsSIBaHETO Ha
JeKapcTBeHaTa 0e30MacHOCT, MO/ KOOpAUHAIMsITa Ha EBponeiickaTa areHIus mo JeKapcTBara;

186. (roBa - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) ch3maBa v MOAIbpIKa HAIMOHATICH
WHTEPHET TOpTAaJl 3a JIEKapCTBEHU MPOIYKTH;
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19. ochiecTBsiBa APYTrH IEUHOCTH, TOCOYEHH B 3aKOH.

(6) (M3m. - IB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 1., m3m. - JIB, 6p. 67 ot 2020 r.)
W3nbaHuTEeNHATA areHuus MO JIeKapcTBaTa KOOPAWMHHUpA IEeHHOCTUTE B 00JAcTTa Ha KOHTPOJIA BBPXY
JIEKapCTBEHUTE MPOAYKTH ChbBMECTHO C PETHOHAIHUTE 3/1paBHU HHcnekuu (P3).

(7) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3mbiHeHHETO HA MEPKUTE IO
TO3M 3aKOH, CBBP3aHM C IPENOTBPATSABAHE HA HABIM3AHETO W PA3MPOCTPAHEHUETO Ha (ammmduIupanu
JIEKapCTBEHH MPOJYKTH, CE€ OCBHIIECTBSIBA B ChbTPYAHUYECTBO Mex 1y MAJl 1 MUTHUYECKUTE OpraHu.

(8) (Homa - IB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.) M3nbJHUTENHATA areHIUs IO
JIeKapcTBaTa MOXKE Jia U3BbpIIBA CbBMECTHU IpoBepku ¢ HannoHanHnaTa areHIus 3a NpuxoauTe, AreHuus
"MutHuim", HarnuonanmHaTa 3QpaBHOOCHTYpPUTENHA Kaca, MMHHUCTEPCTBOTO Ha 3paBEONa3BaHETO U
Hanmonamuust chBeT MO LEHH M PeUMOYypCHpaHe Ha JIEKapCTBEHHUTE NMPOIYKTH INPH OCHIIECTBSIBAHE Ha
cBouTe (DYHKIMHU B 00J1acTTa HA KOHTPOJIA BbPXY JEKAPCTBEHUTE MPOAYKTH.

Un. 17a. (Hoe - IIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Pernonamuure 3apaBHU
HWHCIICKINU U3JaBaT YAOCTOBCPCHUSA 3a PECTUCTpALUA HA APOTCPUH.

Yn. 176. (HoB - B, 6p. 18 ot 2014 r.) (1) (U3m. u mom. - JAB, 6p. 67 ot 2020 r.) KeMm
n3nbiaHUTENHUS Aupektop Ha MAJI ce cp3gaBa ExcniepreH chbBET MO THProBUsl Ha APEOHO € JIEKAPCTBEHU
MPOAYKTH, KONTO BKJIIOYBA TpUMa IMpeacTaBuTenu Ha bbiarapckus ¢apmaneBTHUeH ChbI03, €AHH
npeacraButesl Ha bbarapckara aconmanus Ha MOMOIIHUK-(papMaleBTUTE, MO €IWH MNpPEICTaBUTENl Ha
(dbapmarieBTHUHNATE (PaKyITETH HA BUCIIMTE YYWIHIIA M deTtupuma mnpeacraButenn Ha MAJL. ChcTaBbT Ha
ChBETa CE€ OMNpEJEsl ChC 3aloBe/] Ha WM3NbJIHUTENHUs qupekTtop Ha MAJL, cbriacyBaHa ¢ MUHUCTbpPa Ha
3/1paBEOIIa3BaHETO.

(2) CoBeThT 1O al. 1 € KOHCYNITaTUBHO 3BEHO, KOETO:

1. u3rotBsa cranoBuia no nojgagaeHutTe B MAJI 3asBneHus u qokymeHTH no wi. 228, ain. 1 u 5,
KOUTO IPEJICTaBs Ha U3IIBJIHUTENHUS nupekTtop Ha AT

2. mpaBU MOTHBUPAHU MPEIJIOKEHUS 10 MUHUCThPA Ha 3/IpaBEOIA3BAHETO YpPE3 U3ITbIHUTEITHUS
nupektop Ha MAJI 3a mogoOpsiBaHe Ha AOCTHIIA HA HACEJIEHUETO JI0 JIEKapCTBEHU MPOIYKTH.

(3) Opranuzanusta ¥ ASHHOCTTa HAa €KCHEPTHUS CHBET MO aj. 1 ce ypexaar ¢ MPaBUIHUK,
W3/1aJICH OT U3IIBIHUTENHUS qupekTop Ha MTAJI o npennokeHne Ha CbBeTa.

(4) UneHoBeTe Ha €KCIIEPTHHS CHBET MO al. | He MOJy4yaBaT Bb3HATPAXKICHUS 3a ydyacTHE B
3acejaHus Ha ChBETA.

(5) 3a cBosiTa IEMHOCT EKCIEPTHHUST CHBET MO ajl. 1 ce OTYMTa €XKETOAHO IMpe] MUHUCTHPA HA
3/IpaBeoIa3BaHETo.

UYn. 178. (Hos - [IB, 6p. 18 oT 2014 r.) He Morar ga 0b1aT 4JieHOBE Ha €KCIIEPTHUS CHBET 10 YJI.
170, an. 1 nuia, KOUTO ca:

1. coOCTBEHHMIIN, YWICHOBE HA YIPABUTEIHN U KOHTPOJIHH OPTraHU Ha THPTOBCKH APY>KECTBA MU
€IHOJIMYHU THPTOBIM C MPEAMET Ha JCWHOCT IMPOU3BOJICTBO, BHOC, THPTrOBUS Ha €IpO WIH APeOHO C
JICKapCTBEHH MTPOAYKTH;

2. ChAPYKHULIMA WM aKIIMOHEPH, KOUTO MPUTEKABAT HAJ 5 Ha CTO OT KamuTalla Ha ThPTOBCKHU
JpyKeCTBa ¢ MPEIMET Ha JEHHOCT MPOM3BOACTBO, BHOC, THPrOBHS Ha €IpO WU JIPEOHO C JICKAPCTBCHH
MPOAYKTH WM pabOTAT Ha TPYAOB JIOTOBOP B TE3U JIPYIKECTBA.

Pazpea I1.
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Perucrpu

Y. 18. (Otm. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 1.)

Ui 19. (1) U3nbiauTenHaTa areHIus o JieKapcTBaTa MmoJabpxKa U BOJAU PETUCTPU Ha:

1. (u3m. - /1B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) NpOu3BOAUTEIUTE U BHOCUTEIUTE HA
JIEKapCTBEHH MPOJYKTH Ha Teputopusra Ha Permybnuka bearapus u Ha kBanuduupanure auma mo 4wi. 148,
T.2unour 161, an. 2, 1. 1;

2. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Npou3BOIUTENNUTE, BHOCUTEIUTE U
THPTOBIIMTE HA €IPO C aKTUBHU BEIIECTBA;

3. (mom. - JIB, Op. 67 ot 2020 r.) pa3pemieHure 3a ynorpeda U perucTpUpPAHHUTE JIEKAPCTBEHH
MPOAYKTH Ha TepuTopusaTa Ha PemyOnmuka bearapust u paspemnieHuTe 3a ynorpeda 1o IeHTpaau3upaHa
mporieaypa JiekapcTBeHH NpoayKTu 1o pena Ha Permament (EO) Ne 726/2004 na EBponelickus mapjiaMeHT U
Ha CbBeTa;

4. TBPTOBIIUTE HA €/IPO C JIEKAPCTBEHH MPOAYKTH Ha TepuTopusita Ha PenmyOnuka bearapus;

4a. (uoBa - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) mocpeanunure B 06IaCTTa Ha
JIEKApCTBEHUTE MPOAYKTH;

5. (m3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) uzmaneHuTe pa3penieHus 3a ThPrOBH
Ha JPEOHO C JIEKAPCTBEHH MPOTYKTH;

6. pa3peuIeHUTe KIMHUYHY U3UTBAHUS;

7. 31aJIeHUTE pa3pelieHus 3a napajieiieH BHOC.

8. (moma - /1B, 6p. 18 oT 2014 1., oT™. - [IB, 6p. 84 o1 2018 1., B cruma ot 12.10.2018 1.)

(2) (M3wm. - ]IB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) JlanHUTE OT perucTpute mo ai. 1, T.
1 - 7 ce myOnukyBar B 14-1HEBEH CpOK OT M3JaBaHe Ha ChOTBETHOTO pa3pellieHue Ha cTpaHunaTta Ha MAJI B
HUHTEPHET.

(3) (Homa - 1B, 6p. 67 ot 2020 1., oT™. - IB, 6p. 103 o1 2020 1., B cuna ot 01.01.2021 1.)

(4) (Homa - JIB, 6p. 67 ot 2020 1., m3m. - 1B, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.)
VI3IbIHATETHATA areHIHS 10 JTEKapCTBATA CBHP3BA HAIMOHAIHUS HOMED 3a MACHTH(HKAIMS M0 wi. 2591,
an. 1 ¢ KoJja Ha MpojayKTa Mo cMHChia Ha 4. 4, OykBa 0), moarouka i) ot [enerupan pernament (EC)
2016/161 na Komucusita ot 2 oktomBpu 2015 r. 3a gonsnBane Ha Jupextuna 2001/83/EO na EBpornelickus
napiaMeHT W Ha CbBeTa 4pe3 YCTaHOBSIBaHE Ha MOJPOOHU MpaBHia 3a IMOKa3aTeNUTe 3a 0e30MacHOCT,
MMOCTaBEHW BBPXY OMNMAKOBKaTa Ha JICKAPCTBEHWUTE MPOMYKTH 3a XyMaHHa ymotpeba (OB, L 32/1 ot 9
deBpyapu 2016 r.), Hapuuan no-nHaratbk "Jlemerupan pernmament (EC) 2016/161", 3a nexapcTBeHute
npoayKTH, onpeaeneHu B Jlenerupan pernament (EC) 2016/161, npenocraBen no ui. 68, an. 1, 1. 11 u uin.
217, 1. 6.

(5) (Homa - 1B, 6p. 67 ot 2020 1., oT™. - IB, 6p. 103 oT 2020 1., B cruta ot 01.01.2021 1.)

(6) (Homa - IB, 6p. 67 ot 2020 r.) Peructpurte no an. 1 moaabpkar ornepaTiBHa CbBMECTUMOCT
1 aBTOMAaTU3HMpaH HWHTEepdEic, mpenocTaBsl nH(HOpMALKUATAa B MAIIMHHOYETUM (opMaT, 94pe3 KOUTO MOXKE
na ObAAT U3MON3BAHU OT APYTY UHPOPMAITUOHHU CUCTEMH.

(7) (Ilpequmnaa an. 3 - JIB, 6p. 67 ot 2020 r.) M3nbaHuTeNHAaTa areHIus MO JieKapcTBaTa
MOIbPKA CUCTEMU 32 €JIEKTPOHEH OOMEH Ha JJaHHU C PETyJIaTOPHUTE OPTaHU Ha APYTUTE IbP’KaBU WICHKH,
EBporneiickara komucus u EBponerickara areHuus no Jiekapcraara.

Y. 19a. (Hos - IIB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) (1) CrorBeTHUTE P3U BOAAT M
MOAIBPKAT MyOIUIHHU PETUCTPH 32 U3A3ICHUTE OT TSIX YIOCTOBEPESHHSI 32 PETHCTPAIlHsl Ha JPOTePUH.
(2) B 7-mHeBeH CpPOK OT H3/IaBaHETO HA YJOCTOBEPEHHE 3a PErucTpalusi Ha JIPOTepHst
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cpboTtBeTHaTa P3U M3npama 10 MUHHCTEPCTBOTO HA 3paBeona3BaHeTo HHPOpMaLUs 3a U3AaACHHUS aKT.
(3) MuHUCTEPCTBOTO Ha 3][paBEONAa3BaHETO BOAU M NOJAbP)KAa HAa MHTEPHET CTPaHHUIATA CU
nyOirYeH HallMOHAJICH PETUCThP Ha M3/1aJJeHUTE YAOCTOBEPEHHUS 3a PErUCTPaLUs Ha ApOrepusl.

Pa3pea I11.
duHaHCHpaHe

Y. 20. (1) Heiinoctra Ha MAJI ce punancupa oT OI0/PKETHH CPEICTBA U IPUXOAHN OT COOCTBEHA
JNENHOCT.

(2) (M3m. - OB, 6p. 15 or 2013 r., B cuma ot 01.01.2014 r.) BromkerHute cpenctBa ce
OCHUTYpSIBaT OT CyOCHIUSi OT JbpKaBHHUS OropkeT upe3 Oropkera Ha MUHUCTEPCTBOTO HA
3[IpaBEOIa3BaHETO.

Un. 21. (1) UsneaHauTeNHATA areHIs IO JieKapcTBaTa € aJMUHHCTPATOp Ha MPUXOIUTE OT
coOCTBEHa JIeHHOCT, KOUTO ce (hOpMHUpAT OT:

1. xuMuKO-(hapManeBTHUYHU EKCIIEPTU3H;

2. 1a00opaTOpHU aHAIIM3H U U3NUTBAHUS;

3. omeHKa Ha JOKyMEHTAllUsl W HM3/1aBaHE HAa pa3pelIeHus, CepTU(HUKATH, YJOCTOBEPCHHS U
JIpyTU JOKYMEHTH, IIOCOYEHU B TO3H 3aKOH;

4. oleHKa TpU TOJHOBSABAaHE, MPOMSHA M 3ajJMYaBaHe Ha pa3pelIeHHEeTO 3a ynoTpeda u
YAOCTOBEPEHUE 3a PErUCTpaLUs Ha JIEKAPCTBEH MPOJIYKT;

5. mojgabpkaHe Ha pas3pelleHusTa 3a ynorpeda WM YIOCTOBEPEHHUATA 3a PErucTpauus Ha
JIEKapCTBEH MPOIYKT;

6. TI00M ¥ UMYIIECTBEHH CAHKIMH, HAJOXXEHH C HaKa3aTeIHW MOCTAHOBJICHHUSA, U3JAJCHU 3a
HapyLIEHUs 110 TO3U 3aKOH;

7. KOHCYNTaHTCKa, W3Jareicka M Hay4dHOU3CIeJOoBaTelcka JAeWHOCT B o0OiiacTTa Ha
JICKapCTBEHUS CEKTOD;

8. chriaacyBaHe Ha MHBECTULIMOHHUTE MPOEKTH 32 CTPOUTEICTBO Ha HOBU W/WJIM NIPEYCTPOICTBO
Ha CBIIECTBYBAIIM 00EKTH, CBbP3aHU C POU3BOICTBOTO HA JEKAPCTBEHU MPOAYKTH;

9. U3BBpILIBAHE HAa MHCIEKIMHU BHB BpPb3Ka C OLEHKA 332 CHOTBETCTBUETO Ha YCIIOBUATA Ha
MIPOM3BOJICTBO C M3UCKBaHMATa Ha JloOpaTa MpOU3BOACTBEHA MIPAKTUKA;

10. (moBa - IB, O6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) u3BbpIIBaHE HA WHCIEKIIUUA HA
pa3pellieHu 3a IPOBeXAaHe KIMHUYHU U3NTUTBAHUS;

11. (moBa - JIB, Op. 84 ot 2018 r., B cunma ot 12.10.2018 r.) U3BBpIIBAaHE HAa WHCIEKIIUH,
CBBP3aHU C u37aBaHe Ha cepTudukat 3a JJoOpa mpous3BoACTBEHA MpakTHKa win 3a JloOpa nuctpubyropcka
MPAKTHKA M0 UCKaHE Ha MHCIIEKTUPAHOTO JIUIIE;

12. (mpegumna 1. 10 - /1B, Op. 84 o1 2018 1., B cuma ot 12.10.2018 1.) 1pyru H3TOYHUIIH.

(2) (U3m. - 1B, 6p. 84 ot 2018 1., B cra ot 12.10.2018 1.) [Ipu ockiecTBsIBaHEe HA ACHHOCTHTE
moan 1, 7. 1-5u7-11 UAJI cebupa Takcu B pazMep, orpeseseH B Tapuda, npruera oT MUHHCTEPCKHS
ChBET.

(3) (Hoga - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B Tapudara no an. 2 ce onpenenst
MO-HUCKH M Pa3IMYHU 10 pa3Mep TAKCH 3a OCHIIECTBSIBAHE Ha MPOLEAYPHUTE MO pa3peliaBaHe 3a ynorpeoa,
MIPOM3BOJICTBO U BHOC HA JIEKAPCTBEHU MPOIYKTH 32 MAJIKH U 33 CPEIHU MPEINPUITUS BB (papMalieBTUUHUS
CEKTOp IO CMUCHJIa HA 3aKOHA 33 MAJIKUTE U CPETHUTE MPEATIPUATHS.

Ui 22. (1) ®unancoBute cpeacTna no wi. 21 ce pazxoasar 3a:
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1. konTponHara aeHocT Ha UAJI;

2. 3amaniaie Ha AedHocTy 1o wi. 21, an. 1, 1. 1 u 2, B ciiy4yauTte, KOrato u3BbPIIBAHETO UM €
BB3N0keHO oT MAJI o 1oroBop Ha IpyTrH JIUIA;

3. (orm. - IB, 6p. 38 o1 2012 1., B cuma ot 01.07.2012 1.)

4. cp3gaBaHe, NOAIbPKAHE U BOJEHE HA perucTpute no wi. 19, an. 1;

5. moAxbp)KaHe HAa CHUCTEMHU 3a €JEKTPOHEH OOMEH Ha JaHHM C PEryJaTOpHUTE OpPraHu Ha
JIPYTUTE TbpKaBU WICHKH, ¢ EBpornelickaTa komucus u ¢ EBporieiickaTa areHImus 1o JeKapcTBara;

6. (mom. - IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) undopmaniioHHa ¥ U3gaTeICKa
JEHHOCT, CBBp3aHa C Ka4eCTBOTO, €(PEKTHBHOCTTA M OE30MACHOCTTAa Ha JIEKAPCTBEHUTE MPOIYKTH H
MpocieisiBaHe Ha JIeKapCTBEHATa 0€30MacHOCT;

7. (mom. - JIB, 6p. 84 ot 2018 r. (*)) o0e3neuaBaHe qeHHOCTTAa HA CHCITUATM3UPAHUTE KOMUCHHI
mo wi. 47, an. 1 u 2, komucusara 1o wi. 103, an. 1 1 Ha ceBera 1Mo wit. 251, an. 3;

8. (ot™. - /IB, 6p. 38 oT 2012 1., B cmma ot 01.07.2012 1.)

9. yqacTusi B MEXIYHAPOIHHA U HAIIMOHATHU MEX Ty 1a00paTOPHU N3N TBAHUS,

10. (m3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - IB, 6p. 38 ot 2012 1., B cuna
ot 01.07.20121.)

(2) (dom. - B, 6p. 71 ot 2008 T., B cuna ot 12.08.2008 r., u3m. u gom. - JIB, 6p. 12 ot 2011 r.,
B cwia ot 08.02.2011 r., uzm. - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012
r., B cua oT 21.12.2012 r., u3m. - JIB, Op. 84 ot 2018 r. (*)) ®unancoBuTe cpeacTsa mo wi. 259, an. 5 ce
pa3xojBar 3a:

1. (otm. - IB, 6p. 60 ot 2011 1., B cuyma ot 05.08.2011 1.)

2. neitHOCTH Ha PapMaKoONEHHNS KOMUTET;

3. (m3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - IB, 6p. 102 ot 2012 1., B cumna
ot 21.12.2012 1., m3m. - IB, 6p. 84 ot 2018 r. (*)) neitnHoctu Ha KoMucusTa mo mpo3payHocT.

4. (ot™. - [IB, 6p. 38 o1 2012 1., B cuita ot 01.07.2012 1.)

5. (mom. - /1B, 6p. 71 ot 2008 r., B cria ot 12.08.2008 1., u3m. - JIB, 6p. 12 ot 2011 r., B cuna
ot 08.02.2011 r., u3m. - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - [IB, 6p. 38 ot 2012 1., B cmiia
ot 01.07.2012r.)

I'naBa Tpera.
ITYCKAHE HA ITA3APA HA JIEKAPCTBEHMU ITPOAYKTH

Pazpen 1.
O01IM MOJI0KEeHU S

UYn. 23. (1) (U3wm. - [IB, Op. 71 ot 2008 r., B cumna ot 12.08.2008 r.) [IpomuniieHo npousBeneH
JIEKapCTBEH MPOAYKT WM JIEKAPCTBEH NMPOJYKT, MOIYUYEH MO METOJI, KOMTO BKJIIOUBA MIPOMHUILIEH IPOLEC,
MO3Ke J1a ObJie MMycHAT Ha Ma3apa caMo cjiejl [oJIy4aBaHe Ha pa3pelleHue 3a yrnoTpeda Wid ciell MojlydaBaHe
Ha YJOCTOBEPEHHUE 3a perucTpanus, U31aJeHo 1o pela Ha TO3M 3aKoH wiM o peaa Ha Pernmament (EO) Ne
726/2004 na EBponeiickus nmapaameHT U Ha ChBeTa, U IIpU cna3BaHe u3uckBaHusATa Ha Pernament (EO) Ne
1901/2006 na Eponeiickus mapnameHT u Ha CbBera oT 12 nexemBpu 2006 . OTHOCHO JIEKapCTBEHUTE
NPOAYKTH 3a mHeauarpuuHa ynorpeba u 3a m3meHeHue Ha Permament (EMO) Ne 1768/92, JlupextuBa
2001/20/EO, HupextuBa 2001/83/EO u Permament (EO) Ne 726/2004, napuuan no-naratbk "Permament
(EO) Ne 1901/2006", u Ha Permament (EO) Ne 1394/2007 na EBpornetickus napnamenT u Ha CbBera ot 13
HoeMBpHu 2007 T. OTHOCHO JICKAPCTBEHUTE MPOIAYKTH 33 MOJIEpHA Tepanusl U 3a U3MEHEHUE Ha J(upekTuBa
2001/83/EO u Ha Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10 nexkemBpu 2007 1.).
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(2) Paspemnienue 3a ynotpeba 1o CMUCHIA Ha aji. | ce M3UCKBA | 3a PAJAUOHYKIIUJICH TeHepaTop,
PaAMOHYKIIUJIEH MPEKYyPCOp U 3a KUT.

(3) Bunosere nporeaypu mo cMuchia Ha ai. 1 ca:

l. nenTpanusupana;

2. mpolueaypa 1o B3auMHO MPU3HABaHEe/ IeIEHTPaTN3uPaHa;

3. HaIlMOHAIHA.

(4) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Ha Teputopusita Ha PenyoOnuka
bearapus morat ga ObgaT MycKaHW Ha Ta3apa caMo JICKApCTBEHHM MPOMYKTH, YHUTO MpPHUTEXKATeNl Ha
paspelleHneTo 3a ynorpeda/yaoCTOBEpEeHUE 3a PETUCTpallusl € YCTAaHOBEH Ha TEepUTOpUSTa Ha JAbpiKaBa
YJICHKA.

Un. 24. (1) (U3m. - IB, Op. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Pa3zpemenue 3a ynorpeda He
ce M3UCKBA 3a paano(apManeBTUIH, TPUTOTBEHN HEMOCPEICTBEHO NMpeH yrnoTpedaTa UM OT pa3pelIeHu 3a
ynotpeba pagHOHYKIUIHU TEHEPaTOpH, PaJUOHYKIWIHH NPEKypCOPH MU KHUTOBE B CHOTBETCTBUE C
yKa3aHHUsTa Ha IPOU3BOAUTEIIS UM.

(2) Ilpomykture mo an. 1 ce HpUrOTBAT OT KBaJW(UUUpaHU JULA B J1a00OpaTOpuu WIH
MHCTUTYTH, TOJTYYMIIM pa3pellieHre 3a U3BbPIIBAHE HA TakaBa JEHHOCT MO pela Ha 3akoHa 3a 0e30macHO
U3I0JI3BAaHE Ha AJIpeHaTa eHeprusl.

(3) IIpuroTBsiHETO, M3MOI3BAHETO W MPHJIAraHETO Ha MPOAYKTUTE MO aji. 1 ce u3BbpIIBa
CBIVIACHO MEIUIIMHCKHS CTAaHIAPT MO HyKJIeapHa MEUIIMHA.

Un. 25. (1) Kpurepunrte 3a omnpeneisHe Ha JIGKAPCTBEH MPOJIYKT, MpEIHA3HAUEH 3a JICUYCHUE,
MpoQUIAKTHKA WM TUArHOCTHKA Ha peaku 3aboisBaHus, ce ypexaar B Permament (EO) Nel41/2000 na
EBpomnelickus napaameHT u CbBera.

(2) YcnoBusTa u peabT 3a U3JaBaHe Ha pa3pelieHue 3a yrnorpeda Ha JIEKapCTBEHUTE MPOAYKTH
o ait. 1 ce onpenenar B Pernmament (EO) Ne 726/2004 na EBpomnefickus napiameHnT u CbBeTa.

Un. 26. (1) (U3m. - JIB, 6p. 71 ot 2008 1., B cumna ot 12.08.2008 r.) Pa3zpemenue 3a ynorpeda Ha
JIEKapCTBEH MPOAYKT, YIOCTOBEPEHUE 32 PETHCTpAllHsi HA XOMEOMaTHUeH JIEKapCTBEH MPOIYKT Mo wi. 35
WIA YJOCTOBEPEHHE 3a PETUCTpalMs Ha TPAAWIHMOHEH PACTHUTENCH JICKApCTBEH MPOAYKT 1Mo wi. 37 Ha
teputopusita Ha PenyOnuka bearapus ce nznasa ot usnbiaHuTenHus qupektop Ha MAJI Ha dusnuecko win
IOPUINYECKO JIUIIE, KOETO € YCTAHOBEHO Ha TEPUTOPUSATA HA IbpKaBa YICHKA.

(2) Koraro numero mo ai. 1 He € yCTaHOBEHO Ha TepuTopusara Ha PemyOmmka bwiarapus, To
oInpezens CBOM IPeICTaBUTEIL.

(3) IlpuTexarensaT Ha pa3pelIeHUEeTo 3a ynorpeda HOCH OTTOBOPHOCT 3a IyCHAaTHTE Ha ma3apa
JeKapcTBeHH NMpoAyKTU. ONpeaensHeTO Ha JIMIE 1Mo ajl. 2 He 0CBOOOXAaBa MpUTEXKaTelsl Ha pa3pelIeHueTo
3a ynorpeda OT OTTOBOPHOCT CHITIACHO JACHCTBAMIOTO B PenyOimka bbirapus 3akOHOIaTEICTBO.

Paznen 11.
N3uckBaHus KbM JOKYMEHTALUMSATA 32 M31aBaHe HA pa3pellleHue 3a ynorpeda

Ui 27. (1) (U3m. - IB, 6p. 71 ot 2008 1., B crita ot 12.08.2008 1.) 3a n3naBane Ha pa3pelieHue
3a ynoTpeda Ha JIEKapCTBEH HPOAYKT JIMLETO Ho wi. 26, an. 1 momaBa B MAJI 3asBneHue mo obpasell,
NpUIPYKEHO ¢ nocue BB Gpopmat "EnekTpoHeH 001 TEXHUYECKH JJOKYMEHT', KOETO ChIbpiKa:

1. uMe U ajgpec Ha ynpaBIeHHUE/TIOCTOSIHEH aJ[pec Ha 3asBUTENs M Ha NMPEJCTaBUTENs 10 4. 26,
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aJl. 2; KOraTo 3asBUTENAT € JIUIIE, PA3INYHO OT MPOU3BOAMTEINS MU MPOU3BOIUTEIUTE - aJJpec Ha OOCKTHUTE
3a IPOM3BOJICTBO;

2. HaMMEHOBAaHUE Ha JIEKAPCTBEHHUS MPOIYKT;

3. TaHHM 32 KaYECTBEHUS M KOJIMYECTBEHUS ChbCTAB HA JIEKAPCTBEHUSI IIPOAYKT, KaTO CE II0COUBA
MEXIYHapOAHOTO HENMAaTeHTHO HauMeHoBaHue, npenopbuaHo oT C30, mpu Haluuue Ha TaKOBa, WIH
CHOTBETHOTO XUMHUECKO HAUMEHOBAHHE;

4. TepaneBTUYHM [TOKa3aHMsI, IPOTUBOIIOKA3aHUS U HEXeJIaHU JIEKapCTBEHU PEaKLny;

5. (m3m. - [IB, Op. 71 or 2008 r., B cmia ot 12.08.2008 r.) mo3upoBKa, JiekapcTBeHa (opma,
HAYMH Ha OPUJIO0XKEHUE U ITBT HA BbBEXKAAHE U IIPEUI0KEH CPOK Ha TOIHOCT;

6. mpeAna3Hu MEpKU U MEpKH 3a 0€30MacHOCT NMPH ChXpaHsIBaHE HA MPOAYKTA, IPU MPUIAraHeTo
My Ha TMAlUEHTUTe W TPU YHUIIO)KaBaHE Ha OTHAABIMTE OT TMPOAYKTa, MPUIPYKEHH C YKa3aHUS 3a
MOTEHIMATHUTE PUCKOBE OT JIEKApPCTBEHMS IPOAYKT 3a OKOJIHATA CPefa;

7. onMcaHue Ha HAYMHA Ha IIPOU3BO/ICTBO;

8. onycaHue Ha KOHTPOJIHUTE METOU, U3MOJI3BAaHU OT IPOU3BOIUTEIIS;

8a. (HoBa - /IB, Op. 102 ot 2012 1., B cuna ot 02.01.2013 r.) neknapanus, 4e pe3yaTaTuTe OT
oxuta no wi. 160, am. 2, mpoBeneH OT NMPOW3BOIAUTENS HA JIEKAPCTBEHUs IPOIYKT, MOTBBPXKIAABaT, 4e
aKTUBHOTO BEIIECTBO € IPOM3BEJCHO B CHOTBETCTBHE C NPUHIUINTE M pPBKOBOJCTBara 3a JloOpa
IIPOM3BOJICTBEHA MPAKTUKA; B IEKIapallusiTa ce I0COYBa JaTaTa, Ha KOSATO € IPOBEJEH OJUTHT;

9. OlleHKa Ha MOTEHLMAIHUS PHUCK OT JIEKApCTBEHMs MPOJYKT 3a OKOJHATa cpella 3a BCEKH
OTJIEJIEH CITy4ail U MEpKH, IPEABUICHU 32 OTPAaHUYABAHETO MY;

10. pesyararu oOT:

a) hapmaneBTHUHUTE ((PU3UKO-XUMUYHH, OMOJIOTUYHU HIIM MUKPOOUOJIOTHYHH ) U3MTUTBAHHUS;

0) nNpeKIMHUYHUTE (TOKCUKOJIOTUYHU U (PapMaKOJIOTUYHU) U3IIUTBAHUS;

B) KJIIMHUYHU U3MHUTBAHUS;

11. nmexmapamms, 4e TNpH KIMHUYHUTE W3MHUTBAHUS, TNPOBEICHH W3BBH TEPUTOPHSTA Ha
IbP)KaBUTE WIEHKH, ca CIIa3eHU €TUYHHUTE NPUHIMNIK Ha JloOpaTa KIIMHUYHA NIPaKTHKa,

12. (u3m. - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) pe3romMe Ha cucTemaTa 3a
IpocJieiIBaHe Ha JIeKapcTBeHaTa 0€30MacHOCT, KOETO BKIIIOUYBA CIIETHUTE €JI€MEHTHU:

a) uMe Ha KBanuduuupanoro juue no wi. 191, aBrobuorpadus - obGpazoBaHHe, NPUIOOUT
npodecroHalieH ONMUT B 00JIACTTa Ha MpOCIEAsBaHe Ha JIeKapCcTBEHaTa 0e30MacHOCT M KBamH(UKaus 3a
U3IIBJIHEHHUE Ha 3a/IbJDKEHUATA MY 10 pe/ia Ha IJlaBa OCMa;

0) BCsiKa e/lHa IbpKaBa WICHKA, B KOSATO KBATHM(PHIUPAHOTO JIMIE U3ITBIHABA 33 bJDKCHUATA CH;

B) azapec, TenedoH, gakc, aapec Ha eJIEeKTPOHHATA IOIIa Ha JIIEeTo 1o OykBa "a'";

I') ajpec, Ha KOMTO C€ ChbXpaHsABAa OCHOBHMAT JOKYMEHT Ha CHCTEMaTa 3a NpoCie[sBaHe Ha
JIeKapcTBeHaTa 0e30MacHOCT;

12a. (uoBa - JIB, O6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) neknapauusi OT 3asiBUTENs, 4e
pasrmosiara ¢ HeOOXOJMMUTE CPEACTBA J1a U3II'BbJIHABA 33 IbJKEHUSATA 110 TJIaBa OCMa;

13. (u3m. - JIB, Op. 102 ot 2012 r., B cra ot 21.12.2012 r.) maH 3a ynpaBjeHHE Ha pUcCKa C
ONMCaHUE Ha CUCTEMATA 3a YNPABJICHUE HA PUCKA, KOATO 3asBUTEIIAT 11I€ BbBEJIE 3a CbOTBETHHS JIEKAPCTBEH
IIPOAYKT, 3a€THO C PE3IOME Ha IUIaHa;

14. xpaTka XapakTepUCTHKA Ha MPOAYKTa CHIVIACHO 4Jl. 34;

15. MmakeT Ha MbpBUYHATA U BTOPUYHATA OMAKOBKA Ha MPOJYKTA U MPEAJIOKEHHUE 3a JINCTOBKA B
CbOTBETCTBUE C U3MCKBAHUATA Ha IJ1aBa I1ECTa;

16. xomme OT pa3peleHueTo 3a IPOM3BOJCTBO, H3/aJEHO OT pEryJaTOpHUS OpraH Ha
Ibp)KaBaTa, B KOSTO C€ M3BBpIIBA IPOU3BOJACTBOTO, MpPUIAPYKEHO CbC ceprudukar 3a JlobOpa
MIPOM3BOJICTBEHA MpPAaKTHKA MM CEpTHU(HKAT, YAOCTOBEpPSABAIl, Y€ MPOM3BOJICTBOTO Ha JICKAPCTBEHHS
MPOAYKT W Ha aKTHBHUTE BEIIECTBA, BIM3AIIU B ChCTaBa MY, € H3BBPIICHO B CHOTBETCTBHE ChC CTAHIIAPTH,
Hail-MaJKo eKBUBAJIEHTHH Ha cTaHAapTUTe Ha JloOpaTa mpOM3BOJICTBEHA IPAKTUKA;
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17. xomue OT JOKYMEHT, C KOMTO JIEKapCTBEHUAT IPOAYKT € OIpeAeieH 3a JIEUEHHE,
npoQWIaKTUKAa WM JUArHOCTHUKA Ha peAKH 3a00JsABaHMs, NPUAPYNKEH C KOIUE OT CTAHOBUILETO Ha
EBpornelickara areHuus 1o JeKkapcrBara;

18. xonust OT BCUUKH pa3pelieHus 3a ynorpeoda, u3aieHu B Ipyra IbprKaBa 4ieHKa WIH B TPETa
IbprKaBa, 3a JISKapCTBEHMsI TPOAYKT, 3a KOWTO Ce HCKa pa3pelleHue 3a yrnoTpeoa;

18a. (moma - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) kKonue ot 00001IeHIE HA JAHHUTE
3a 0€30IaCHOCT, BKJIIOUUTENHO JAaHHUTE, ChAbP)KAIIM C€ B MEPUOJUYHHUTE aKTyalU3UpaHU AOKIAIU 3a
0€30macHOCT, ¥ KOraTo TaKKBa ca HAJIUIE, ChOOIIEHHUATA 32 TIOJJO3UPAHH HEKEIaHH JIEKAPCTBEHU PEaKIiH;

19. ciuchbk Ha IbpKABUTE WICHKHU, B KOMTO € IOAACHO 3asBICHHE 32 U3/laBaHE Ha pa3pelIeHne
3a yrnorpeba Ha JeKapCTBEH MPOAYKT;

20. (m3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Komue OoT KpaTKaTa XapaKTepUCTHKA
Ha MpPOJYKTa, MpeUIoKeHa OT JHULIETO Mo wi. 26, an. 1, win Komue OT KpaTKaTa XapaKTepUCTHKa Ha
NpOAyKTa, OJ00OpeHa OT peryJaTopeH OpraH Ha JIbpXaBa UICHKA/IbpKAaBH UICHKH, BeYe H3IAIH
paspelieHue 3a ynorpeoa;

21. kone OT OTKa3a 3a W3JaBaHE Ha pa3pelieHue 3a yrnorpeda B JbpikaBa WICHKA WU B TpeTa
IbpKaBa, MPUAPYKEHO C MOTUBHU; HH(OPMALIKA 3a BPEMEHHO CIIMpAHE WX 3a MPEKpaTsBaHe Ha IEHCTBUETO
Ha pa3pelIeHneTo 3a yrnoTpeoa;

22. komue OT MpeUIOKEeHaTa JIMCTOBKA 3a MAallMeHTa, HPUIPYKEHO OT o0000lIeHHe Ha
pe3yaTaTuTe OT OLIEHKAaTa Ha HUBOTO Ha Pa30MpaeMOCT Ha ChABPKAHMETO HA JIMCTOBKATa OT M30paHa OT
3asBUTEINS IIeJieBa Ipyna OT MAIMEeHTH, WIM KOMHE OT JHMCTOBKAa, 0J00pPEHA OT PEryjaTopeH OopraH Ha
I'bprKaBa 4JIeHKa, Beye U3/all pa3pelleHue 3a ynorpeoa;

23. TOKYMEHT 3a IUIaTeHa Takca B pa3Mmep, onpezeneH B Tapudata mo wi. 21, an. 2;

24. (voBa - [IB, 6p. 71 ot 2008 r., B cmna ot 26.07.2008 r.) nokymeHTHTe 10 Wi. 7 OT Permament
(EO) Ne 1901/2006.

(2) (Jom. - JIB, 6p. 18 ot 2014 r.) Joxymenture no ai. 1, T. 18 u 18a mo oTHoleHHEe Ha
JI'bp>KaBUTE YJICHKH, ChOTBETHO 110 T. 19, ce nmogaBar camo B nponeaypure no pazaen VII.

(3) 3a pangMOHYKIMAHM TEHEPATOPU KbM JAaHHUTE MO al. 1 ce MPeACTaBAT JOMBIHUTEITHO
CIIETHUTE TOKYMEHTH:

1. onucanue Ha cucTeMara 3aeJlHO C MOAPOOHO ONMCAHUE HAa KOMIIOHEHTUTE UM, KOUTO MOrar Jia
MOBJIUSST HA ChbCTABA WM HAa KAYECTBOTO HA JBIIEPHUTE PATUOHYKIUIM;

2. Ka4eCTBEHH U KOJIMYECTBEHH OCOOCHOCTH Ha ellyaTa WK cyOinmara.

(4) JoxymeHTHTE W JaHHUTE OT (apMalEBTHYHUTE, NPEAKIMHUYHATE W KIMHUYHUATE
M3IUTBaHMA c€ MPUAPYXKaBAT ¢ 000OIIEHH JOKIIAAN, U3TOTBEHU OT EKCIEPTH ¢ HE0OX01MMaTa TEXHUYECKa U
npodecroHanHa kpanudukanua. KeM nokmagure ce mpuiara aBroonorpaguyHa crpaBka Ha €KCIEpPTHTE,
M3TOTBUJIN JAOKJIAJA.

(5) Hocueto Ha 1eKapCTBEHUs MPOIYKT ce MpeACTaBs Ha ObJITapCcKH W/WIIM Ha aHTIIUICKH €3HK.

(6) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Cucremara 3a yrnpaBieHUE Ha
pucka no an. 1, T. 13 TpsiOBa 1a € mponopLuOHaIHa Ha UASHTU(PULUPAHUTE U HA MOTEHLUUAIHUTE PUCKOBE
OT JIGKApCTBEHUS NPOAYKT M HA HEOOXOJUMOCTTa OT ChOMpaHe Ha JaHHM 3a O€30macHOCT OT
IIOCTMAapKETUHIOBY [IPOYYBaHUS.

(7) (Homa - IB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [IputexaTensT Ha pa3pelieHHETo
3a ynotpeda akTyalau3upa JaHHUTE OT AOCUETO 1o ai. 1. 3a Bcska mpomsiHa B JJOCUETO ce Mpuiiara pebT Ha
rjlaBa Tpera, pasaen VI, korato e npuioKumo.

Y. 28. (1) (U3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) JIutero mo wi. 26, an. 1,
JOKOJIKOTO HE HapylllaBa IpaBaTa HAa MHIYCTPUAIIHA M THPrOBCKAa COOCTBEHOCT, He mpexactaBs B MAJI

nn

nanauTe 1Mo wi. 27, am. 1, 1. 10, OykBu "0" m "B", ako MOXKe na JTOKake, Y€ JICKAPCTBEHUAT MPOIYKT,
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MIOCOYCH B 3asBJICHHETO, € TeHEPHUEH Ha peepeHTEH JIEKAPCTBEH MPOIYKT, KOMTO € pa3pelieH uin e Oui
paspeliieH 3a ynorpeda B Abp)kaBa WICHKa, MPeIn He MO-MaJIKo OT § TOJIUHHU.

(2) llpurexarensT Ha pa3pelICHUETO 3a YyHOTpeda Ha TeHEPUIHUS IPOAYKT MO all. 1 He MOoxke Ja
ro ImycHe Ha Mmasapa, npeau na ustekaT 10 roauMHu OT Aarata Ha IIBPBOTO paspellleHue 3a yrnoTpeda Ha
pedepeHTHUS JTeKapCTBEH MPOIYKT.

(3) Jluuero mo un. 26, an. 1 mpu cma3Bane Ha yciaoBusiTa no ai. 1 u 2 moxe aa noaane B MAJL
3asBJICHHE 3a paspelieHue 3a ynoTpeba Ha TeHepudeH Ha pedepeHTeH JIEKapCTBEH MPOAYKT M KOraTo
pedepeHTHUAT MPOIYKT HE € MMajl HM3/aJeHO paspelieHHne 3a yrnoTpeda Ha TepuTopusara Ha PemyOnmka
boirapus.

(4) B cnyuyaute mo an. 3 nuiero mo wi. 26, an. 1 mocouBa B 3asBIEHHETO MO 4i. 27, aim. 1
IbpKaBaTa WIeHKa, B KOATO pe()epeHTHUAT NIPOAYKT € pa3pelleH Ui € Oul pa3pellieH 3a yrnorpeoa.

(5) B canyuaute mo an. 3 MAJI usuckBa OT peryjaTopHHMs OpraH Ha Obp)KaBaTa YJICHKA,
MOCOYEHA B 3asBJICHUETO MO wi. 27, an. 1, mOTBbpKIeHHEe HAa MHPOpManuATa 1Mo al. 4, KOJINYECTBEHUS H
KaueCTBEHUS ChCTaB Ha peepeHTHHS MPOIYKT U aKO € HEOOXOAUMO, TOMbIHUTENHA JOKYMEHTAIIHS.

(6) M3mpanuTenHaTa areHuus MO JieKapcTBaTa IPENOCTaBsl IPU MOUCKBAHE OT PEryjlaTOpeH
OpraH Ha JIbprKaBa WICHKA, B KOSTO € IMOJaJCHO 3asBJIEHUETO 3a NeHepuyYeH Ha pedepeHTEeH JIeKapCTBEH
IPOAYKT, KOHTO € pa3pelleH win € Ouil paspelleH 3a ynorpeda Ha Teputopusara Ha PenyOnuka bwiarapus,
HeoOXouMaTa HHGOpPMaNus 10 all. 5 B CPOK 10 €AMH Mecell OT JIaTaTa Ha MOMCKBaHE.

(7) HdeceTroauimHusaT Mepuo Mo aji. 2 Moxe Ja ObJe yIbJDKEH Hail-MHOTO C €[Ha rOJIMHA IO
HCKaHe Ha MPHUTEXaTessl Ha pa3pelieHueTo 3a ynorpeda Ha pedepeHTHHS JIEKapCTBEH MPOIYKT, aKo Ipe3
IBPBUTE 8 TOMMHU OT M3JaBaHE Ha Pa3pelIeHUETO 3a ynoTpeda Ha pedepeHTHUs JEKAPCTBEH MPOAYKT
IIPUTEXKATENAT My TOJIY4YH 3a CBUIMS NPOAYKT PAa3pelIEHHE 3a HOBO TEPANEBTUYHO IOKA3aHUE, YUUTO
3HAYUTEJIHU KJIMHUYHU IPEIUMCTBA MPe]] ChUIECTBYBALUTE JIeYeOHU BH3MOXKHOCTH Ca HAy4YHO 0OOCHOBAHH.

(8) (Homa - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Korato 3a nekapcTBeH MPOAYKT €
U3J1aJICHO IbPBOHAYAJIHO pa3pelieHHe 3a ynorpeba B CHOTBETCTBHE € Wi. 23, 3a BcAKa NPOMSIHA B
KOJIMYECTBOTO Ha aKTUBHOTO BELIECTBO, B JieKapcTBeHaTa ¢opMa, B KOJIMYECTBOTO B OMAKOBKA, B IBbTSI Ha
BBBEXK/JaHE Ha JIEKAPCTBEHUS MPOYKT, KAKTO M 32 BCUUKH JPYTH IPOMEHH WM pa3lIUpsBaHe Ha o0XBaTa Ha
paspelieHneTo 3a ynorpeba ChUIO Ce H3[aBa pa3pellieHHe ChIIAaCHO M3UCKBAHUATA HAa TO3U 3aKOH WM
I'bPBOHAYAIIHOTO pa3pelleHrne 3a ynorpeba ce aombiBa. Bcuuku Te3u paspelieHus ce cMATaT Karo
MPUHAJUIEKAIIM KbM €HO IJI00aTHO pa3pelieHue 3a ynorpeda Ha JIEKapCTBEHMs MPOJIYKT 3a LIEIUTE Ha
MpUJiaraHe Ha TO3H YJIEH.

Un. 29. (1) Jlunero mo un. 26, an. 1 mpencraBs B MAJI pesynratute OT HEOOXOAUMUTE
MPEIKIMHUYHA W/WIH KIMHUYHA W3MUTBAaHUS B CIIy4aWTe, KOTaTO JIGKAPCTBEHUST IMPOIYKT, MOCOYCH B
3asBJICHUETO:

1. He MOXke /1a ce ompeieNu KaTo TeHepUYeH, WIN

2. U3NUTBAHUATA 32 OMOHATMYHOCT HE JJOKA3BaT OMOEKBUBAJICHTHOCT, WJIN

3. (mom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.) MMa IpOMsIHa B aKTUBHOTO BEIIECTBO
WM BEIIeCTBA B KOJMYECTBOTO HA AaKTUBHOTO BEIECTBO WJIM BELIECTBA B JI030Ba E€IUHUIA, HA
TepaneBTUYHUTE TOKa3aHUs, Ha JIeKapcTBeHaTa opma, Ha HauyMHA Ha MPUIOKEHHE CIPSAMO pedepeHTHUS
JIEKapCTBEH MPOAYKT.

4. (ot™. - [IB, 6p. 71 ot 2008 r., B cmuta ot 12.08.2008 r.)

(2) Koraro OwuonoruueH JeKapcTBEH MPOAYKT, IMOCOYEH B 3asBIICHUETO, MOAO00OCH Ha
pedepeHTeH OHONIOTHYEH JIEKAPCTBEH MPOJYKT, HE OTroBaps Ha YCJIOBHUATA, 3a Jla OB OMpEIeNieH KaTo
TeHEpUYCH JIEKAPCTBEH MPOAYKT MOpaAd pa3MyeH HAYMH Ha IPOU3BOJCTBO WM PA3IMYHU H3XOAHU
MaTepuaal B CpaBHEHHE ¢ pedepeHTHHs Wik TO APYTrd NPUYHMHHU, 3asABUTENAT mpenctaBs B HMAIJL
pe3yaTaTUuTe OT HEOOXOAUMUTE MPEIKIMHUYHN W/ UITN KIIMHAYHU U3IUTBAHUS, CBP3aHU C TE€3H YCIIOBHS.
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(3) B cirydaute 1o an. 1 u 2 ce mpeacTaBs M JOKYMEHTAIUATA, ONpe/iejieHa B Hapea0aTa 1o 4.
42.

Yn. 30. (1) Jlugero no un. 26, an. 1, TOKOJKOTO HE HapyllaBa IpaBaTa Ha MHAyCTpUaiIHa U
THProBcKa coOCTBeHOCT, He mpenactaBs B MAJl mannute mo wn. 27, an. 1, 1. 10, OykBu "6" unu "B", ako
MOXKe€ J1a JJOKaxe, NMpU yCIIOBUS, ONPe/IeJIeHH B Hapeadarta mo 4i. 42, ye akTUBHOTO BEIIECTBO, BJIM3AIIO B
CbCTaBa Ha MpeajiaraHus 3a pas3pelieHHe 3a YNnoTpeda JeKapcTBEH NPOAYKT, € ¢ J100pe yCTaHOBEHa
ynotpeba B MEIMIIMHCKATA MPAKTUKA, UMa MpU3HaTa €(hUKACHOCT M MPUEMIIMBO HHBO Ha Oe3omacHocT. B
T€3U CIIy4au pe3yJTaTUTe OT M3MUTBAHUATA U TECTOBETE MOraT Ja C€ 3aMEHST ChC ChOTBETHUTE HAYYHH
nyOIMKaluy.

(2) JIunero no an. 1 mpeacraBst pe3yiTaTUTe OT HEOOXOAMMUTE MPEAKIMHUYHU U KIMHUYHU
U3NUTBAHUSA B CIy4yail Ha JIEKapCTBEH MPOAYKT, ChAbPIKAIl aKTHMBHH BEIIECTBa, C J00pe yCTaHOBEHA
ynotpeba, KOUTO He ca OWIIM HW3MOJ3BaHHM B IpeljlaraHaTa KOMOWHAIMS 3a TEPAleBTUYHU Ieid. B To3m
ClIy4aii He ce MpeACTaBs JOKYMEHTAIUs TI0 OTHOIIEHHE Ha BCSKO OTIEIHO aKTUBHO BELIECTRBO.

(3) Koraro akTMBHO BeIIECTBO MO CMHUCHhIAa Ha ajl. | MMa JI0Ka3aHO HOBO TEPaleBTUYHO
MoKa3aHue Ha 0a3aTa Ha 3HAYUMU MPEIKIMHUYHU WM KIMHUYHH JaHHU, CBBP3aHM C HOBOTO TOKAa3aHWE,
€HOKPATHO 3a CPOK OT €JlHa TOJIMHA CIeABAlll 3asBUTE]I HE MOXKE Jla C€ M030BaBa Ha JIaHHUTE 32 HOBOTO
MOKa3aHue Ha aKTUBHOTO BEIIECTBO.

Un. 31. B ciyyaii, korato JeKapCTBEH MPOJIYKT ChIbp>Ka aKTHBHU BEILECTBA, WM3MOJ3BaHU B
CbCTaBa Ha paspellieHd 3a ynoTrpeda JEeKapCTBEHHM MPOAYKTH, HO HEU3NOJ3BaHM B IpeiJsiaraHara
KOMOMHAIIHS 32 TePareBTHYHU IIeH, JIULIETO IO 4. 26, an. | nmpeacTaBs pe3ynTaTuTe OT NPEAKINHHYHUTE U
OT KJIMHUYHUTE M3MUTBAHUS, CBHP3aHU C Ta3W KOMOWHaIusA. B TO3u ciyuail 3asBHTENAT HE TMPEACTaBS
JOKYMEHTAIMs] OTHOCHO 0€301MacHOCTTa U €(PKACHOCTTA Ha BCSIKO OTAETHO aKTUBHO BEIIECTBO.

Yn. 32. [Ipurexarenst Ha pa3pelieHUe 3a yoTpeda Ha JEKapCTBEH MPOIYKT MOXKE Jla pa3pern
HU3II0JI3BAHCTO Ha (I)apMaI_[eBTI/I‘IHaTa, MNPpCAKIIMHUYHATA U KJIWMHWYHATAa AOKYMCHTAalUsd, CbAbpiKallla CC B
AOCHUETO HaA JICKAPCTBCHUA IIPOAYKT, IIPU OLUCHABAHE HA IOCICABAIIN 3asABJICHUA HA JICKAPCTBECHU NNPOAYKTH
ChC CHIIMS KAueCTBEH M KOJUYECTBEH CHCTAB MO OTHOIIEHHWE HA AaKTUBHHUTE BEIIECTBA U CHC ChIIATa
JeKapcTBeHa opma.

Uin. 33. IlpoBexnaHeTo Ha HEOOXOIMMUTE IMPOYYBAHMSI W WU3NUTBAHUS C L€ U3TOTBSHE Ha
JOKyMEHTAIMs 3a pas3pellieHue 3a ynorpeba M MOcCie[BalllUTe NPAKTUYECKH H3UCKBAaHMS BBB BpPB3Ka C
paspelaBaHeTo 3a ynorpeda Ha JIeKapCTBEHU MPOAYKTH 10 4il. 28 1 29 He € HapylleHUe Ha MAaTeHTa WK Ha
cepTH(UKaTa 3a JOINBbIHUTEIHA 3aKPHJIA HA JIEKAPCTBEH MIPOAYKT.

Ui 34. (1) KpaTtkara xapakTepucTHKa Ha IPOAYKTA ChABPKA ClieTHaTa HHPOpMAIIHs:

1. HauMeHOBaHUE Ha JIEKAPCTBEHHUS MPOJYKT, KOJIMYECTBO HA aKTUBHOTO BEIECTBO 3a JJ030Ba
€IMHUIIA, JIEKapCTBEHA GopMa;

2. KOJNMYECTBEH M KA4yeCTBEH CHCTaB IO OTHOIIEHHWE HAa AKTHBHUTE BEILIECTBA M HAa TE3U OT
MOMOIITHUTE BEIIeCTBa, MHPOpPMAIHITA 32 KOUTO € CHIIECTBEHA 3a MPABWIHOTO NpUJIaraHe Ha MPOAYKTa;
M3MO0JI3Ba C€ OOMIONPUETOTO UME UITU XUMHUYHOTO OIHUCAHUE;

3. nexapcTBeHa GopMma;

4. KIMHUYHY TaHHU:

a) TeparneBTUYHU TOKa3aHus;

0) 103MPOBKA U HAYMH HA MPUIOKEHHE MTPU BH3PACTHU U MPH JICTIA;
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B) IPOTUBOIIOKA3aHHUS;

I) CHEelHaHU MPEeAyNpeKICHHUs U MpeArna3sHu MEpKH MpH ymnoTpeda; 3a MMYHOJIOTHYHHTE
JIEKapCTBEHH MPOJIYKTH - MPEANa3Hu MEPKU 3a JIMIATa, KOUTO PabOTAT ¢ TAX U TU IpUJiarat Ha MalueHTH,
KaKTO M MPE/ITa3Hu MEPKH, KOUTO TPsiOBa Ja ce mpeanpueMar OT MaIfeHTa;

1) B3aUMOJICHCTBUS C IPYTH JIEKAPCTBEHU MPOAYKTH WU APYTU (JOPMU HA B3aUMOICHCTBHUS;

) ynorpeba rnpu OpeMEHHOCT UM KbPMEHE;

’K) BB3JICHCTBHE BBPXY CIIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIlIUHH,

3) HeXKEJIaHU JIEKapPCTBEHH PEaKIINH;

1) Tpeio3upane (CUMITOMH, AaHTHIOTH, CTIICIITHA MEPKH ),

5. hapMaKoIOTUYHH JaHHU:

a) papMakoAMHAMUYHU CBOWCTBA;

0) papmMaKOKMHETUYHHU CBOWCTBA,

B) NMPEIKINHUYHH JaHHU 32 0€301acCHOCT;

6. hapmalleBTUYHU JTaHHU:

a) CIIUCHK HA TIOMOIIHUTE BEIIECTBA;

0) OCHOBHU HECHBMECTHMOCTH;

B) CpPOK Ha TOJHOCT; CPOK Ha TOJHOCT ClieJ] pa3TBapsHE HA JIEKAPCTBEHHUS TPOAYKT (IIpHU
HEOO0XOIMMOCT) WJIH CJIE]] OTBApsSHE HAa IbPBUYHATA ONAKOBKA 32 IbPBU IIBT;

T') CIICHMAIHU YKa3aHUs 332 ChXpaHEeHHE;

1) BUJ U CbCTaB HA OTIAKOBKHUTE;

€) CIeUualHM YyKa3aHWsd 3a H3XBBPISHE Ha OCTaTbKa OT JIEKAPCTBEHHUS MPOAYKT WIM Ha
OTIAbUYHUTE MATEPUAIH OT HETO;

7. mpUTEkKATE Ha pa3peIIeHUETO 3a yIoTpeoda;

8. peructpaiioHeH HoMep;

9. mata Ha TBPBO paspelieHHe 3a ynorpeda WiIM Ha MOJHOBSBAaHE HA pPa3peIIeHHETO 3a

yroTpe0a;

10. nara, Ha KOSITO € M3BBPIIEHA MPOMSHA B ChIBPKAHUETO HA KpaTKaTa XapaKTEepHUCTUKA Ha
MIPOJIYKTA,

11. 3a pammodapmanieBTUIIM - H3UepHarenHa WHGOpMalMs 3a BBTPEIIHATA paJAMalOHHA
TO3UMETPHS;

12. 3a paguodapmaneBTUIM - IMOAPOOHM MHCTPYKLUUHM 32 EKCTEMIIOPAJIHO IPUIOTBSHE U
KayecTBEH KOHTPOJI M KOraro € MPWIOKHWMO, MAaKCUMalHOTO BpeME€ Ha ChXpaHEHHUE, Ipe3 KOETO
CBHOTBETHUAT MEXIUHEH INPOAYKT KaTo elyaT WIM IOTOB 3a ymnoTpeda (apmaleBTUK ChOTBETCTBA Ha
crienu(pUKaIMATa CH.

(2) B xparkaTta xapakTepHCTHKa Ha JIEKapCTBEHUTE MPOAYKTH Mo uj. 28 - 33 Morar na He ce
BKJIIOYBAT YaCTUTE OT KpaTKaTa XapaKTepPUCTUKA Ha pedepeHTHHs JIEKapCTBEH MPOAYKT, OTHACSIIHU CE JI0
MOKa3aHMA U JIEKapCTBeHU (HOPMHU, KOUTO ca OMIIM 1O/ MATEeHTHA 3aKPHJIa TI0 BPEMETO, KOTaTo TeHEPUUHUST
IPOAYKT € OMJI Ha mazapa.

(3) UsuckBanusita KbM (hopMaTa U ChIBPKAHUETO HA KpaTKaTa XapaKTEepUCTUKA HA MPOIYKTa ce
ompenenaT B HapeadaTa mo 4. 42.

(4) (Homa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kparkara xapakTepucTuka Ha
JIEKapCTBEHUTE MPOJAYKTH, BKJIIOYEHH B chucbka no wi. 23 ot Permament (EO) Ne 726/2004 nHa
EBponeiickus napiaameHT 1 CbBeTa, Chbpika HHGOPMaLUs CbC CIeIHUs TeKCT: "T03H JIeKapcTBEH MPOILYKT
MOJIJIC)KHU Ha JOMBIHUTETHO HaOmoneHue". [Ipen Tekcra ce mocTaBsi 3HAK B YEPEH LBST CHIVIACHO 4il. 23,
naparpad 5 ot Permament (EO) Ne 726/2004 na EBponeiickus mapiameHT u ChbBeTa, MPUAPYKEH OT
o0sicHUTeTHA OeJeKKa.

(5) (Homa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kparkara xapakTepucTuka Ha
JICKapCTBEHUTE MPOAYKTU ChABP)KA CTAHJAPTEH TEKCT, KOWTO MOOILIPSBAa MEIUIMHCKUTE CHELMAIMCTH Ja
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JIOKJIAJIBAT BCSKA MOI03MPAHA HEXKellaHa JIKAPCTBEHA peakius ChriaacHo obpasuute mo wi. 185, an. 2, 1. 4.

Pazaen I11.
Crneun(uyHM M3UCKBAHMS 32 XOMEONATUYHH JIEKAPCTBEHH NMPOAYKTH

Uin. 35. (1) YaocroBepeHue 3a perucTpaliis Ha XOMEONaTHUeH JEKapCTBEH MPOIYKT Ce h3/aBa
10 OIIPOCTEHA MPOLIeypa, aKO OTTOBaps Ha CIICTHUTE YCIOBUSL:

1. mpuiara ce mepopasHoO WK BHHIITHO;

2. BBpPXYy OIIAKOBKaTa My WJIH B Jpyra WH(GOpMAIWs, CBbp3aHa C HEro, He ca IMOCOYCHHU
crenu(pUIHN TEPareBTUYHH MOKA3aHHUSI,

3. pa3spereH € B JOCTaThb4yHa CTEMEH, 3a Ja rapaHTHpa Oe30MacHOCTTa Ha MPOAYKTa, U HE
ChIIbpiKa TIOBEUE OT €/IHA JAECETOXUIISAHA YacT OT TUHKTypaTa Maiika WM IoBeue OT €JHa CTOTHA YacT OT
Hal-mMaskata J103a, W3MOJ3BaHa B aJOMNAaTHATa, HA AKTUBHHUTE BEIECTBA, YHUETO HAIUYHE B aJONATHYCH
JIEKapCTBEH MPOIYKT BOJU A0 3abJIKUTEITHO JIEKAPCKO MPEANUCaHue.

(2) 3a m3naBaHe Ha YJOCTOBEPEHUE 33 PETUCTPALMsl Ha XOMEOIATHUYEH JIEKAPCTBEH IPOAYKT
nuteTo no 4i. 26, an. 1 mogasa B MAJI 3asBiienne mo oOpaser, B KOETO MOTart a ObJAaT OCOYEHU CEPHs OT
JIEKapCTBEHH MPOAYKTH, TMOIYYEHH OT €AMH M ChII XOMEOMATUYeH HW3TOYHHMK WM OT €AHM U CHIIH
W3TOYHHIIH.

(3) 3a nokaszBaHe Ha (apMalEeBTUYHO KAUe€CTBO M XOMOTEHHOCT Ha MAPTHUANUTE HA JICKAPCTBEHUS
MPOIYKT KbM 3asIBJICHHUETO IO aJl. 2 ce Tpujiara ciieHaTa JOKyMEHTaIUs:

1. (m3m. - IIB, 6p. 71 or 2008 r., B cuna ot 12.08.2008 r.) HaydyHO HAMMEHOBAHHUE WJIH
(dapmakoneliHO HAaNMMEHOBAaHWE HA XOMEOMATUYHHUS HW3TOUYHUK WM HW3TOYHUIM 33a€THO C Pa3TUYHHUTE
IBTHINA Ha BBBEXK/IAHE, JIEKAPCTBCHHU (DOPMHU U CTETICH HA pa3pekIaHe;

2. nmocue, B KOETO CE€ OINMCBAa HAYMHBT Ha MONTy4YaBaHE M Ha KOHTPOJ HA XOMEOMATUYHHS
W3TOYHMK WU W3TOYHUIM, JOKAa3Ball0 XOMeoNaTHmyHaTa ymoTrpeba Ha 0a3ara Ha TOIXOASINA
oubmorpadwus;

3. mocue Ha METOAUTE Ha MPOU3BOJCTBO M KOHTPOJ 3a BCSKA JIeKapcTBEeHA ¢opMa M OMUCAHUE
Ha METOJIUTE Ha Pa3pekaaHe U MOTCHIIMPAHE;

4. paspelieHue 3a MPOU3BOACTBO, MPHUAPYKEHO Chc cepTudukar 3a J[obpa mpous3BoICTBEHA
MPAKTUKA WM ChC CepTU(UKAT, TOKA3BaIl, Y€ MPOAYKTHT € MPOU3BEACH MPHU YCIIOBUS, CKBUBAJICHTHU Ha
n3ucKBaHUATa 3a JJoOpa mpou3BoACTBEHA MPAKTHKA;

5. KOmusl OT PETUCTPAllMU WIA pa3pelieHus 3a yrnorpeda, MONTYYCHH 3a CBHIIUTE MPOIYKTH B
IPYTU IbpHKABU YJICHKU;

6. MakeT Ha MbPBUYHATA W/WJIM BTOPUYHATA OTIAKOBKA Ha MPOJIYKTa;

7. maHHU 3a CTa0OMITHOCTTA HA MPOIYKTA.

(4) M3uckBaHusATa KbM JAHHUTE TIO al. 3 ce OmpeenarT B Hapeadara mo ui. 42.

Ui, 36. (1) 3a xoMeomaTHUHU JIEKAPCTBEHH MPOAYKTH, Pa3IMYHHA OT IMTOCOYCHUTE B Wwi. 35, an. 1,
ce mpuiiaraT pa3nopeaouTe Ha ui. 27 - 32.

(2) 3a xoMeonaTUYHM JICKAPCTBEHU MPOAYKTH 10 al. 1 ymiero mo 4. 26, an. 1 He mpencraBs
pe3yNITaTu OT MPEAKIMHUYHU U KIMHUYHU M3MUTBAHUS, KOTAaTO MOXE Jla IoKaxe ¢ oubnuorpadcku JaHHH
OT HaydYHaTa JIMTEpaTypa, 4e XOMeonaTnyHaTa ynorpeda Ha JICKapCTBEHUS MPOAYKT MU XOMEOMATUIHHUTE
W3TOYHHUIIM, KOUTO BJIM3aT B ChCTaBa My, Ca C YyCTAaHOBEHA OE30MaCHOCT.

(3) B cirydaunte 1o an. 2 ot OubimorpadckuTe JaHHU TpsiOBa Ja ca yCTAHOBEHU:

1. XOMEOnaTUYHHUAT XapaKTep Ha W3MOJI3BAaHUTE CYpPOBUHHM M TSAXHATa TPaJULMOHHA YMOTpeda
IIPH 32sIBEHOTO MOKA3aHME,
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2. Ge3BpenHOCTTa HAa XOMEONATUYHMS JIEKAPCTBEH MPOAYKT IO OTHOILICHHE HA CTENEeHTa Ha
paspexiaHe Ha BCSIKA OT ChbCTaBKUTE.

Pazgea IV.
CneundgyyHy U3MCKBAHNS 32 TPAAUIIUOHHU PACTUTEIHH JIEKAPCTBEHH NMPOIYKTH

Y. 37. (1) YaocroBepeHue 3a perucTpanusi Ha TPAIUIIMOHEH PACTUTENICH JIEKAPCTBEH MPOIYKT
ce M3/1aBa M0 ONMPOCTEHa MPOLEaYpa, aKO OTTOBAPS Ha CIIETHUTE YCIIOBHUS:

1. mMa TepameBTUYHU TOKA3aHUs, MPUCHIIM Ha yrmoTpedaTa Ha TPATUIIMOHHUTE PACTUTEITHHU
JIEKapCTBEHH MPOJIYKTH, U CIIOPE]l ChCTaBa M LIeNTa 3a ynoTpeda e mpeJHa3HaveH 3a yrnorpeda 6e3 IeKapcko
IpeacaHue U HabJloIeHUE;

2. mpuiara ce eIMHCTBEHO B OIPE/eJIeHO KOJIWYECTBO Ha JIEKAPCTBEHOTO BEIIECTBO B J1030Ba
eAMHUIA U TIPU OIpeiesieHa JO3UPOBKA;

3. mpuiara ce IMepopaiHO, Ype3 BIUWIIBaHe (MHXalalus) WIA € IpelHa3HauyeH 3a BBhHIIHA
ynoTpeoa;

4. mepuoabT HA TPAAUITMOHHA yIIOTpeOa chriacHo wi. 38, an. 1, T. 5 € U3TEKb;

5. JaHHWTE 3a TPaJUIMOHHATA yNOoTpeOda Ha JIEKapCTBEHHs MPOIYKT JOKa3BaT, uye HE € BPEACH
IIPH OTIPEJICIICHUTE YCIOBUS Ha yroTpeda u (papMaKoJIOTHUHUAT €PEeKT WK e(hUKACHOCTTA HA JICKAPCTBCHHUS
MPOJYKT ca yCTAHOBEHU Upe3 ABJATOrOAMIIHATA MY yIIOTpeOa U HaTPYIaHuUs OIIUT.

(2) M3mbaHuTEIHATA areHIys Mo JEKapcTBaTa MOXKeE /1a MPUJIOKHU Tpolieiypara 1o ai. 1 copsmo
pacTUTENeH JIEKAPCTBEH NPOAYKT, KOHTO ChAbpKA BUTAMUHU WIM MHMHEpAIH, YHUITO OE30MaCHOCT €
JIOKa3aHa IOKYMEHTAJIHO U YUETO JIEUCTBHE CIPSMO PACTUTEIIHUTE JEKAPCTBEHU BEILIECTBA B MPOAYKTA MO
OTHOIIIEHUE Ha CNEU(DUIHNUTE MYy TIOKa3aHUSI € CTIOMAaraTeTHo.

Un. 38. (1) 3a u3naBaHe Ha YJOCTOBEPEHUE 3a PETUCTpAIMs HA TPAJUIUOHEH PaCTUTENICH
JIGKapCTBEH MPOAYKT JHUIETO mo wi. 26, an. 1 nmogaBa B MAJI 3adBieHue, npuapy>KEHO ChC CieaHaTa
JIOKyMEHTAIUS:

1. mannuTe, mocoyeHu B wi. 27, an. 1, . 1 -9 u 1. 10, OykBa "a";

2. (m3m. - [IB, 6p. 71 ot 2008 1., B cuita ot 12.08.2008 r.) KpaTKa XapaKTepHCTUKA Ha MPOJYKTa,
C M3KJIIOYEHNE Ha JaHHuTe 1o 4i. 34, ain. 1, 1. 5;

3. B ciydall Ha pacTUTENIEH JIEKapCTBEH MPOJIYKT MO CMHUCHIAa Ha 4. 37, al. 2 Wiaud Ha
KOMOWHUpAH PaCcTUTEJICH JICKApCTBEH MPOAYKT - HHpopManusaTa mo wi. 37, an. 1, T. 5 3a KOMOMHAIUATA;
KOraro OT/AETHUTE AaKTUBHU BeEIeCTBA Ha KOMOWHUpPAHUA NPOAYKT HE ca JOCTAaTbYHO IIO3HATH, C€
MIPEJICTaBAT JaHHU 32 TPAIUIIMOHHATA YIIOTpeOa Ha BCSIKO OT TAX;

4. Korue OT pa3pelleHHe 3a ynorpeda WM YAOCTOBEPEHHE 3a PETUCTpalus Ha pacTUTETHUs
JIEKapCTBEH MPOIYKT, M3AaJeHU OT IbpKaBa WIEHKAa WIM OT TpeTa Abp)KaBa, W/WUIM KOMHE OT OTKa3,
IIPUJIPYKEHO C MOTUBUTE 32 PELLIEHUETO;

5. (u3m. - IB, O6p. 71 ot 2008 r., B cuna or 12.08.2008 r.) Ombmuorpadcku JaHHU WIH
€KCIIEPTHU CTAHOBUINA, KOUTO JOKa3BaT, Y€ PACTUTEIHUAT JIEKAPCTBEH HPOAYKT, 3a KOHTO € INOJaJCHO
3asiBJICHUE 3a PErucTpaiys, Wil ChbOTBETCTBAI HA HEro MPOAYKT UMa Hai-manko 30-roauinHa ynorpeda B
CBETOBHATa MEIUIIMHCKA MPAKTHUKA, OT KOUTO TMOHE 15 roawHu ymoTpeda Ha TEpUTOpUATA HA IbpKaBa
YJIEHKA JI0 JlaTaTa Ha M0JJaBaHe Ha 3asiBJICHUETO 3a perucTparus;

6. Oubnuorpadckd aHHU OTHOCHO O€30MacHOCTTAa Ha MPOJYKTa, MPUIPYKEHH C EKCIEPTEeH
JOKJIaJ;

7. KomHMe OT pa3pelieHHeTO 3a MPOU3BOJCTBO, MPUAPYXKEHO cbc cepTudukar 3a [lobOpa
MIPOU3BOJICTBEHA MPAKTUKA WM ChC CepTU(UKAT, JOKa3Balll, 4€ MPOAYKTHT € MPOM3BEIEH MPHU YCIOBHS,
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€KBHBAJICHTHU HA W3MCKBaHUATA 3a J[oOpa mpon3BOACTBEHA IPAKTHKA.

(2) U3npaHuTenHaTa areHIMs Mo JeKapcTBaTa MOXKE Jla M3UCKa OT 3asBUTENs JOMBIHUTEIHA
nH(pOopMaIIrs 32 OIICHKA Ha 0€30MaCHOCTTa Ha JIEKapCTBEHUS MPOIYKT Mo ail. 1.

(3) UzmpaHuTENHATA areHIUs 1O JIEKapcTBaTa MOXE J1a ToucKa ctaHoBuiie oT Komwurera mo
pacTUTENHM JEKapCTBEHU NPOAYKTH KbM EBporeiickaTa areHus 1o jJekapcTBara OTHOCHO JOCTOBEPHOCTTA
Ha JIaHHUTE MO ain. 1, T. 5, KaTo My TPEeIoCTaBU HEOOXOIMMHTE YacTH OT JIOCHUETO Ha JICKApPCTBCHHS
MIPOJIYKT.

(4) IlpeacraBenute gaHHU O ai. 1, T. 5 ca BaJiuJHU U B clly4auTe, Korato B nepuona Ha 30-
rOJMIIIHATA YyIIoTpeba B MeIMIIMHCKATa PaKTHUKA:

1. chOTBETCTBALMUAT JEKAPCTBEH MPOJAYKT Ha MPOJAYKTA, 3a KOMTO € MOJAaJCHO 3asBIICHHE 3a
perucTpanusi, € Oui Ha mazapa 0e3 pa3pelieHrue Uik perucTpaius 3a ynorpeda, uiu

2. KOraTto OposIT Ha ChCTaBKUTE B JICKAPCTBEHUS MPOIYKT, 32 KOMTO € MOJa/JeHO 3asBICHHUE 3a
perucrpanysi, € HamajeH WK € HaMaJIeHO KOJIMYECTBOTO UM B J1030Ba €IMHULIA.

Yn. 39. (1) Korato pacTUTeNIHUAT JEKapCTBEH MPOAYKT € Omil Ha masapa Ha OOIIHOCTTa MO-
Majako oT 15 roxmHm, HO oTroBaps Ha ycioBuATra Ha wi. 37, an. 1, MAJI npenocraBs 3a CTaHOBHILE
JIoKyMeHTanusTa 1o ui. 38, an. 1 Ha KomuTera no pacTutenHu JekapcTBEHU NPOayKTH KbM EBpomnelickaTta
areH1ys 1o JeKapcTBaTa.

(2) WznbnHuTenHaTa areHUUs IO JIKapCcTBaTa B3€Ma OKOHYATEJHO pelleHHe Clel
nyONMKyBaHETO Ha MOHOTpadus OT KOMHTETa MO all. 1 3a ChbOTBETCTBHETO HA MPOAYKTa C KPUTEPUUTE 3a
peructpanus 3a TpaAuLMOHHA yIoTpeoa.

(3) B cmyuauTe no an. 1 cpoksT 1o wi. 44 civpa Ja Teye.

Un. 40. V3mbeiHuTEenHATa areHIMs MO JIEKapCTBaTa MOXKE Ja HM3KMCKa OT 3asBUTENs Ha
pacTuTeNeH JIeKapCTBEH MPOAYKT J1a MoAaae JOKyMEeHTalus 1o wi. 27 - 32 wiu no wi. 35.

Un. 41. (1) (U3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r1.) M3nbIHUTEIHATA areHIUs
0 JieKapcTBaTa MyOJIMKyBa Ha CTpaHMIIATa CH B MHTEPHET CIHUCHK Ha PACTUTEIHHUTE BEIIECTBA, MpenapaTu
WM KOMOMHAIIMU OT TSIX, U3MOJA3BaHU B TPAJAULIMOHHUTE PACTUTEIHU JICKAPCTBEHU MPOJIYKTH, U3TOTBEH OT
Komurera mo pacTuTenHu JeKapcTBEHU MPOAYKTH KbM EBporielickaTta areHiuys mo jgekapcrBara. ClUChbKbT
ChIIbPiKa 3a BCAKO PACTUTEIHO BEIIECTBO TEPANeBTUYHHU MMOKa3aHUS, ChAbpPKAHNE HA aKTUBHATa ChCTaBKa B
7I030Ba €IMHUIIA U JIO3MPOBKA, BT HAa BBBEXKIAHE W Jpyra MHPOpManus, HeoOXoauma 3a 0e30MacHOTO
U3MOJI3BaHE Ha PACTUTETHOTO BEIIECTBO KAaTO TPAIUIIMOHEH JEKAapPCTBEH MPOIYKT.

(2) KoraTo npeanoxeHusT B 3asBICHUETO MPOIYKT 332 PErUCTpalus 3a TPAAULMOHHA yHoTpeba
ChJIbP’Ka PACTUTEJIHO BEIIECTBO, MpenapaT WIM KOMOMHALMS OT TAX, BKIIOYEHM B CHUCHKA MO ail. 1,
3asIBUTENIAT HE MPEJICTABs TaHHUTE, TOCOYEHH B uil. 38, an. 1, 1. 4 - 6.

(3) Korato pacTUTEIHOTO BEILIECTBO, MPENapaTbT WK KOMOMHAIUATA OT TAX OBbAAT U3KIIOYCHHU
OT CIHUCHKA MO al. 1, MpUTEKaTEeNIT Ha YJIOCTOBEPEHHETO 3a PErHCTpaIUsi Ha PACTUTENHUS JIEKapCTBEH
npoayKT TpsiOBa na mpenctaBu B MAJI mbiHata JOKyMeHTauus 1Mo wi. 38 B CpPOK /0 TpU Mecena OT
IpOMsIHATa.

(4) B caywail 4ye mpurexaTensT Ha YJOCTOBEPEHHETO 3a PETUCTpAllMs HA PACTUTEIHUS
JIEKapCTBEH MPOAYKT HE H3MbBIHU 3aabiDkeHuero mo ain. 3, MAJl mpekpaTsBa ynOCTOBEpEHHETO 3a
perucTpanus Ha IpoAyKTa.

Pazgen V.
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IIpoueaypa 3a uznaBaHe Ha pa3pelieHue 32 ynorpeda Ha JIEKAPCTBEHU NPOAYKTH U
perucTpanusi Ha XOMeONATHYHYU U TPATUIMOHHHN PACTUTEHU MPOXYKTH

Uin. 42. 3uckBaHuATa KbM JTAHHUTE U JTOKYMEHTUTE OT JOCHETO 1o 4. 27 - 32, um. 35, am. 3,
ui1. 36, an. 2 1 mo 4. 38 ce ompeAensaT B Hapea0a Ha MUHHCTHPA Ha 3/IpaBeola3BaHeTo.

U 43. (1) (M3m. - JIB, 6p. 67 ot 2020 r.) B cpok mo 15 gHm oT nmarara Ha nojaBaHe Ha
JOKyMeHTarusaTa no wi. 27 - 32, un. 35, an. 3 wiu no uin. 38 MAJI npoBepsiBa MbIHOTaTa Ha YaCTUTE Ha
JIOCHUETO, TPHUAPYKAaBalllM 3asBJIEHUETO, U CHOTBETCTBUETO MM C MH3HCKBAaHUATA 3a W3/1aBaHE Ha
paspelIeHrneTo 3a yrnorpeda i Ha yJJOCTOBEPEHUETO 3a PErUCTpalLys O TO3U 3aKOH.

(2) KoraTo He ycTaHOBM HEMbJIHOTH WJIM HECHOTBETCTBUA B IOjAaJeHaTa JoKymeHTauus, MAJI
yBEJIOMSIBAa MHCMEHO 3asBHUTENS, B CPOKA MO al. 1, 4e JOKyMEHTalMsTa € BaiuaHa. B yBemomieHueTo ce
[I0COYBa JlaTaTa, OT KOSITO 3all0UBa Jja TeYe CPOKBT 10 uil. 44.

(3) KoraTo ycTtaHOBM HEIBJIHOTH W/WJIM HECHOTBETCTBHS B JOKyMeHTarusTa mo am. 1, MAJI
yBEJIOMsIBa MIUCMEHO 3asBUTEIA J1a IPEJCTaBU JOMIBJIHUTENHA HH(DOPMAIUS W/WIK Ja IPEICTaBU YCTHO WM
MUCMEHO OOSICHEHHE MO KOHCTaTHUPAaHUTE HEMBJIHOTU M HECHOTBETCTBUS B CPOK A0 14 mHM OT parara Ha
YBEIOMIIEHHUETO.

(4) Koraro m3uckBaHusTa 1O ajl. 3 HE ca U3IBIHEHU B ycTaHOBeHUs cpok, MAJI nucmeno
yBEIOMSABA 3asBUTENA, Y€ 3asBICHHETO He € BamugHo. B To3m cinyuaii MAJI Bpbmia momaaeHaTa
JOKYMEHTaus B 14-1HEBEH CPOK U BB3CTAHOBSIBA 75 HA CTO OT IUIaTEHATa OT 3asiBUTEIIS TaKca.

(5) Koraro m3uckBaHusiTa 1o aj. 3 ca M3NBIHEHH B ycTaHoBeHHs cpok, MAJI yBemomsiBa
IIMCMEHO 3asBUTEN, Y€ AOKYMEHTAlMATa € BaJM[HA, KaTO B yBEJAOMJICHMETO I10COYBA AaTara, OT KOSTO
3aroyBa Jia Te4€ CPOKBT 10 4. 44.

Un. 44. Tlpouenypata mo HU3JaBaHE€ Ha pa3pellleHHe 3a YMNoTpeda WM perucTpanus Ha
JIEKapCTBEH MPOJYKT 3all0uBa OT JlaTaTa, IOCOYeHa B YBEJOMJICHUETO MO 4. 43, an. 2, ChOTBETHO MO Wil 43,
al. 5, ¥ IPUKJII0YBa B Cpok 110 210 nHu.

Yn. 45. (1) Korato B MAJI e momaneHo 3asBICHHME 3a paspelleHHe 3a ynorpebda wiu 3a
perucTpanusi Ha JEKapCTBEH MPOIYKT, 32 KOUTO B CHOTBETCTBUE C JNaHHUTE O wi. 27, am. 1, T. 18 uma
uHpopMalns, 4e B Abp)KaBa UJICHKAa UMa HM3JaJICHO pa3pelleHHe 3a ynoTpeda Ha ChIUS JEKapCTBEH
npoaykt, MAJI yBegoMsiBa mUCMEHO 3asiBUTEIS 3a IpUJIaraHe Ha Ipoleaypara mno ui. 74.

(2) Koraro B MAJI e momameHo 3asiBlieHHE 3a pa3pelieHre 3a yrnoTpeda win 3a peructpaius Ha
JIEKapCTBEH MPOJYKT, 32 KOMTO B CHOTBETCTBUE C JaHHUTE 1Mo 4. 27, an. 1, T. 19 uma undopmanus, de B
JI'bp>KaBa YJE€HKA JOCUETO Ha ChIIMS JIEKAPCTBEH MPOAYKT € B Ipouec Ha oueHsBane, MAJl He pasriexna
JOKyMeHTauusATa no wi. 27 - 32 wiu wi. 35, an. 3, win no 4. 38 U yBeJOMsiBa MUCMEHO 3asBUTENS 3a
MpUjIaraHe Ha npoueaypara no wi. 75.

(3) 3a mpunarane Ha pasnopeaduTe Ha an. 1 u 2 jekapcTBEH MPOIYKT Ce ONpeaess KaTo €AUH U
ChIII, pa3pelieH B Apyra Abp:kaBa WICHKA, WK KaTo MPOAYKT, KOMTO € B MPOIIeC Ha OLICHSIBAaHE HAa JOCHUETO B
Ipyra IbpKaBa 4JIeHKa, KoraTo JBaTa JIEKapCTBEHH MPOIyKTa:

l. UMar enHaKbB KAayeCTBEH W KOJUYECTBEH ChCTaB IO OTHOIICHHE HAa AaKTUBHOTO
BEIIIECTBO/BEINIECTBA U C€ MpeJiarat B €Ha U ChIlla JIekapcTBeHa (opma, KaTo ca JOMyCTUMHU Pa3IUKH B
MTOMOITHHUTE BEIIECTBA, aKO TOBA HE BJIMse Ha O€30MacHOCTTa U €(UKACHOCTTA, U KOTaTO

2. mpUHaANIekKAT HA €IHO JPYXKECTBO, WJIU 3asBJICHUE 3a JIEKAPCTBEHUTE MPOAYKTH IMOAaBaT
JUIa, TMPUHAUIeKAIIN KbM €JHO M CBIIO JAPYKECTBO WM OOEIMHEHUS Ha APYKECTBA, WM KOTaTo 3a
JIEKAPCTBEHUTE MPOAYKTH MOJABAT 3asIBJICHUE JIUIA, KOUTO Ca CKIIOYWIM JTULEH3UOHEH WU JAPYT JOTOBOP
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HJIW U3BBPIIBAT CbBMCCTHU ﬂeﬁCTBHH, CBBbpP3aHH C IYCKAHC Ha IMa3dapa Ha CbOTBCTHUA JICKAPCTBCH NPOAYKT
B PA3JIMYHUTEC AbPKaBU YJICHKH.

Y. 46. (1) IIpu onensiBane Ha qokymenTtanusata MAJIL:

1. MOxe Aa M3BBPIIM H3MUTBAHE HAa KpailHMA MPOJYKT, HA MEXKIMHHUS NPOAYKT WIH Ha
M3XOJHUTE MaTepUaNIU 32 JEKapCTBEHUS MPOIYKT, KAKTO M Ja TW M3MPATH 32 U3MUTBAHE B JIAOOPATOPHS OT
cucreMaTa Ha OQHUIMAIHUTE KOHTPOJIHU JIEKapCTBEHU Ja0OpaTOpUM B JbprKaBa WIECHKA, 3a J]a YCTaHOBU
JlaJIi KOHTPOJIHUTE METOM 3a aHAJIU3, U3M0JI3BaHU OT IPOU3BOAUTENS U ONMCAHU B JIOCHETO, OTTOBAPAT Ha
U3UCKBaHUATA;

2. MOTBBpXKAaBa CleJ] MPOBEpPKa HAa MACTO WM MO JOKYMEHTH Jald MPOU3BOIUTEIUTE Ha
JIEKApCTBEHH NPOAYKTH OT TPETH ABPKAaBU H3BBPIIBAT IPOU3BOJCTBOTO B CHOTBETCTBUE C JIaHHHTE,
onucanu B wi. 27, an. 1, T. 7, u/unu u3BbpUIBAT KOHTPOJIA B CHOTBETCTBUE C METOAMUTE, ONMUCAHU B 4il. 27,
aim. 1, 1. §;

3. mpoBepsBa IOCOYEHUS B  3adBJICHMETO OOEKT Ha  NPOM3BOJACTBO,  KOIaro
MPOU3BOIUTEINAT/IPOU3BOJUTEINTE HA JIEKAPCTBEHU MPOAYKTH OT TPETH IBbPKABU IO HU3KIIOUYEHHUE ca
BB3JIOKUIN Ha IPYT MPOU3BOJUTEN J1a U3BBPILIBA OMPENEICHH €Taly OT MPOU3BOACTBOTO WM KOHTPOJIA Ha
JIeKapCTBEHUS TPOAYKT.

(2) Korato MAJI u3BbpiIBa NpoBepKa Ha MACTO Ha OOEKT 3a MPOU3BOJCTBO, CPOKBT MO wi. 44
CrMpa Jia Te4e 70 U3rOTBSHE Ha JIOKJIAJ] C Pe3y/ITaTUTe OT IpOBEepKara.

(3) B cayuaute no an. 1, T. 2 1 3 npouU3BOAUTENNTE 3aIllallaT Takca B pa3Mep, ONPEIEIIEH B
tapudara mo ui. 21, ai. 2.

Yn. 47. (1) Kbm usnbianutennus aupekrop Ha MAJl kaTo KOHCYNTaTUBHU OpPraHu ceé Ch3JaBaT
CIIETHUTE CIICUATU3UPAH KOMUCHH:

1. Komucus 3a jieKkapCcTBEHU NPOAYKTH;

2. KoMucus 3a *MYHOJIOTHYHU JIEKAPCTBEHU TPOAYKTH;

3. Komucus 3a XoMeONaTU4HU JIEKaPCTBEHU IPOLYKTH;

4. Komucus 3a pacTUTEIHH JIEKAPCTBEHU IPOIYKTH;

5. Komucus 3a paanodapmaneBTuiy;

6. (HoBa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Komucus 3a nekapcTBEHH MPOTYKTH C
MPUIIOKEHUE B TIEIUATPUSITA;

7. (HoBa - 1B, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 1., u3m. - JIB, 6p. 102 ot 2012 1., B crina
ot 21.12.2012 r.) Komucus 3a jexkapCTBEHU MPOIYKTH 32 MOJIEPHH TEPaITUH;

8. (noBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Komucus 3a omeHka Ha pucka mpu
Ipocie/iIBaHe Ha JieKapcTBeHaTa 0€30MacHOCT.

(2) Ilpu HeoOXOAMMOCT HM3NBIHUTEIHUAT Iupekrop Ha MAJl Moxe na cb3gaBa M JApYrH
CHelMaTu3UpaHi KOMUCHUU U3BBH ITOCOYEHUTE B all. 1.

(3) B cmenumanu3upaHuTe KOMHCHHM C€ BKJIIOYBAT CHEHMATUCTH, KOUTO HMMaT HAay4YHU
MOCTH)KEHUS M IPAKTUYECKH OIUT B ChOTBETHUTE CEpU HA MPUIIOKEHHE HA JEKAPCTBEHUTE MPOTYKTH.

(4) KbM nocTosiHHUS ChCTaB HA KOMUCHUHUTE MOTaT Jla € MPUBJINYAT U BHHIIHHU CIEHUAIHUCTHU C
HAYYHM MTO3HAHUS U MPAKTUYECKH OMUT B 00JIACTTA Ha ClIeLU(HYHATA JIEKapCTBEHA TPpyIIa.

(5) MBnbnautennusat aupektop Ha MAJI onpenens ¢he 3amoBe ChCTaBa HA KOMHUCUUTE 32 CPOK
TpU TOAMHHU, pa3Mepa Ha BBb3HArPaXKJACHUETO MM M YTBBbp)KIaBa MPAaBUIHUK 3a YCIOBUATA U pela Ha
paboTaTa uM.

(6) 1o 30 stHyapu Bcsika TOJMHA W3MBJIHUTETHUAT aupekTop Ha MAJI yTBBbpKIaBa CIUCHIM HA
eKCIepTUTE U3BBH ChCTaBa HA KOMUCHMTE 10 ajl. 1 cie oj00peHne OT MUHUCTBPA Ha 3/IpaBeona3BaHeTo.

(7) WzneaautenaumsaT gupektop Ha MAJI Moxke 1ga ocBoOoaM TPENCPOYHO UJIEH Ha
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CTelMANIM3UpaHa KOMUCHS TI0O HETrOBa MOJIOA MPU HEM3IBIHEHHE HA 3aJbJDKCHUSATA MY 3a MOBEYE OT TPH
Mecella WIN IpU HeJOOPOCHBECTHO OCBILECTBSIBAHE HA (DYHKIIMHTE MYy.

(8) CbcTaBbT HA KOMUCUHTE U CIIUCHKBT HA €KCIEPTHUTE MO all. 6 ce 00sABABAT HA CTpaHUIIATa Ha
WNAJI B nHTEpHET.

Ui 48. (1) UneHoBeTe Ha cnenualIn3upaHUTe KOMUCHH 10 wi. 47, ann. 1 u ekcriepTute 1o ui. 47,
aJl. 4 TOANMCBAT eKJapalysl, C KOATO ce 3aJbJKaBaT Jja He:

1. pasrmacsBaT JaHHM M OOCTOATENCTBA, CTAaHATM MM M3BECTHH NpPU WU IO IOBOJ
OCBILECTBSIBAHE Ha JIEHOCTTA UM;

2. y4acTBaT B ACWHOCTH, CBBP3aHU C MPOU3BOJCTBOTO WM THProBHUATA HA €IpO U Ha APEOHO C
JIEKapCTBEHU MPOTYKTH.

(2) B cnyuail ye ynunara mo ajn. 1 ca yuyacTBanu B HSKOH OT eTamuTe Ha HOJATOTOBKAa Ha
TOKyMEHTaIsITa, HeoOX0AnMa 3a paspelaBaHe 3a yrnorpeda Ha JIEKapCTBEHUS NPOIYKT, T€ HE MOraT ja
ydacTBaT B 3aC€aHUATA HAa ChOTBETHATA CIEMAIN3UpaHa KOMUCHS IO 4il. 47.

(3) JIunarta mo an. 1 He riacyBaT Ipu B3€MaHE Ha PELIEHMs 110 BBIPOCH, 110 KOUTO T€ WIH
YJICHOBETE Ha CEMEICTBOTO UM MMAT ThPrOBCKH, (DMHAHCOBH UJIU IPYTH UHTEPECH.

Un. 49. (1) (U3m. - [IB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) B cpox mo 200 auu ot
JaTaTta Ha MOCThIIBaHe Ha BajuaHa AokyMeHTarus MAJl cbBMECTHO chCc ChOTBETHATA KOMHCHS 1O 4i. 47,
asl. 1 omeHsBa KauecTBOTO, OE30MACHOCTTA U €(PUKACHOCTTA HA JIEKAPCTBEHUS MPOAYKT M H3TOTBS OLEHbYCH
JIOKJIaJ] ¢ KOMEHTapu Ha pe3yiTaTtuTe OT (apMaleBTUYHUTE W MPEIKIMHUYHUTE TECTOBE, KIMHUYHHUTE
M3MHUTBAHUA, HA CUCTEMAaTa 3a yIpaBlIeHWE Ha PUCKAa M Ha CHCTEMaTa 3a MpoclesBaHe 0e30MMacHOCTTa Ha
CHOTBETHUS JICKAPCTBEH NPOAYKT. V3rOTBEHHAT OICHBYCH JOKJIAQM C€ TPEJCTaBS HAa H3IBIHUTCIHUS
nupextop Ha MAJL

(2) (Homa - /IB, 6p. 102 ot 2012 r., B cra ot 21.12.2012 1.) JloknaasT 1o an. 1 ce akTyanusupa
[IpU HaJTM4Ke Ha HOBa MHGOpMaIus, BaXKHa 3a OLIEHKAaTa Ha KaueCTBOTO, O€30MacHOCTTa U e(hUKACHOCTTA Ha
JIEKapCTBEHHUSI IPOJTYKT.

(3) (ITpepaumna an. 2 - JIB, 6p. 102 ot 2012 1., B cuita ot 21.12.2012 r.) Koraro nexkapcTBeHUsT
NPOAYKT ChIbpKa reHeTuyHo Moaudunupanu opranusmu, MAJl mpemoctaBs Ha MUHUCTEPCTBOTO Ha
OKOJIHATa CpeJia U BOAUTE HEOOXOoAUMaTa JIOKyMEHTAIHS OT JOCHETO Ha JICKApCTBEHHS MPOIYKT M M3HUCKBA
CTaHOBHUIIE B CpoK 60 JIHU MO OTHOIIEHHE HA MOTEHIIMATHUS PUCK 3a okoiiHaTa cpefa. lllectneceTnHeBHUAT
CPOK € B paMKHUTE Ha CpoKa 1o ai. 1.

(4) (Ilpegumaa an. 3 - JAB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cayyaute Ha
pamuodapmanestunn MMAJI mpemoctaBs HeoOXoawmara TOKYMEHTAllMs OT JOCHETO Ha JICKApCTBEHUS
MPOAYKT W M3MCKBA CTAHOBHINE B CPOK 60 THH OT ATEHIHMATA 3a SIPEHO PEryJHpaHe 10 OTHOIICHUE Ha
KauecTBOTO M 0e30macHOCTTa Ha MpoaykTa. lllecTaeceTTHEBHUST CPOK € B paMKHUTE Ha CPOKa MO ail. 1.

(5) (IIpenumna an. 4, wam. - [AB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.) Korato
MUHHUCTEpCTBOTO Ha OKOJIHATA Cpela U BOAWUTE W ATCHIMSTA 3a SAPEHO peryjupaHe HE ce Mpou3HecaT B
YCTaHOBEHHUTE 110 ajl. 3 U 4 CPOKOBE, CE MPHUEMA, Y€ CTAHOBHIIETO MM € TTOJI0KUTEITHO.

Yn. 50. (1) Korato MAJI ycTaHOBH HECHOTBETCTBHSI B IOCHETO C M3UCKBAHUATA 3a M3J]aBaHE HA
paspenieHue 3a ymnorpeda WM YIOCTOBEpEHHE 3a PETUCTpallus MO TO3M 3aKOH, YBEIOMsIBA MHUCMEHO
3asiBUTENS J1a MPEACTaBH JAOMBIHUTEIHA HH(POPMAIUs, CBbpP3aHa ¢ JOKyMEHTalusITa mo wi. 27 - 32 wiu 1o
1. 35, an. 3, wiu o wi. 38, W/WIM Aa MPeJoCTaBU YCTHO WM MHUCMEHO OOSCHEHWE MO KOHCTATHPAHHTE
HEITJITHOTH U HEChOTBETCTBUS B CpoK 180 qHU OT maTaTa Ha YBEIOMSBAHETO.

(2) B cayuaute no an. 1 cpoxsT no wi. 44 cnupa ga Tede OT JaTara Ha yBEAOMSBAHETO [0
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IpeOCTaBsiHEe HA MCKaHATa UH(OpMAIIHAL.

(3) Uzmpnautennusat qupexrop Ha MAJI mpekpatsBa mpolieypara 1mo u3aaBaHe Ha pa3pelicHue
3a ynotpeda Win yJJOCTOBEPEHHE 32 PETUCTPAIUs Ha JIEKAPCTBEH MPOIYKT, KOraTo:

1. 3asgBUTENAT HE NMPEAOCTaBU UHPOpPMALUATA 110 all. | B TOCOYEHHUSI CPOK;

2. nuuara no 4i. 26, an. 1 mouckatr NUCMEHO MPEKPATABAHETO I.

Uin. 51. B cpok 10 gHM OT U3TOTBSIHETO HA OLICHBYHUS JOKJIA MO 4. 49, an. | u3nbIHUTETHUST
mupektop Ha MAJI uznmaBa paspeiieHue 3a ymnoTpeOa/yIoCTOBEpEHHE 3a pErucTpalus Ha JECKapCTBEHUS
MPOIYKT WJIU TIPAaBU MOTHBHPAH OTKa3.

Ui 52. (1) (U3m. - [IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) B cpok 5 aum oT narata Ha
U3JlaBaHe Ha Pa3pelIeHHETOo 3a ynoTpeda/ya0CTOBEPEHUETO 3a pEerucTpalus B peructbpa no wi. 19, an. 1, 1.
3 ce BIMCBAT CIEIHUTE JAHHU 32 Pa3pelIeHHETO/yA0CTOBEPEHUETO:

1. peructpaiiOHEH HOMED;

2. HOMEp M JaTa Ha pa3pelIeHHeTO 3a YHoTpe0a/yJOCTOBEPEHHETO 3a PErucTpanus Ha
JIEKapCTBEHHS TTPOAYKT;

3. HaMMEHOBaHUE Ha JIEKAPCTBEHUS MPOAYKT;

4. MEeXIyHapOJHO HENATEHTHO HAMMEHOBAHUE HA BCSIKO aKTUBHO BELIECTBO;

5. UMe W aJpec Ha TpUTEXATeNs Ha pa3peuIeHHeTo 3a yHoTpeda/yA0CTOBEpEHUETO 3a
perucTparus;

Sa. (noBa - JIB, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 1.) ycnoBusita mo 4wi. 55a, 56 u 56a,
BITMCAHU B Pa3peIIeHUETO 3a YyIoTpeda/ yI0CTOBEPEHUETO 3a PETUCTpALIHS;

6. naTta Ha W3BbpPUICHA NPOMSHA B pa3peUICHUETO 3a YNoTpeOa/yI0CTOBEPEHUETO 3a
pETUCTpaIHsITa;

7. nata Ha TIpeKpaTsBaHe Ha Pa3pelICeHUETO 32 yIoTpeOa/yJOCTOBEPEHHUETO 33 PErHCTPALIUATA,

8. Ipyru JaHHH.

(2) Pa3zpemenuero 3a ynorpe0a/yJOCTOBEPEHUETO 32 PETUCTPALIMS Ha JIEKAPCTBEHUS IPOJIYKT CE
BpbUBa Ha JIUIETO N0 wi. 26, aji. 1 1 BIM3a B CUJjia OT J1aTaTa Ha BIIMCBAHETO MY B pEerucThpa no wi. 19, a.
1, T 3.

Y. 53. (U3wm. - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 1.) (1) M3mbaHuTeIHATA areHIUS
IO JIeKapcTBaTa MyOJuKyBa HA MHTEPHET CTpaHUIaTa CH B CPOK 0 14 THU OT U3]aBaHETO Ha Pa3pEIICHUETO
3a ynotpe0a/y0CTOBEpEHHUE 3a PeTUCTpallus JaHHUTE 1o Wwi. 52, an. 1, omoOpeHaTa KpaTka XapakTepuCTUKa
Ha TPOAYKTa U TaHHUTE OT JINCTOBKATA.

(2) W3mbpaHuTEeNHATA arcHIMS IO JieKapcTBara MyOJIMKyBa Ha HWHTEPHET CTPAHMIATA CH
OLIGHBYHMS JOKIaA mo ui. 49, am. 1 ¢ MOTMBUTE 3a B3€TOTO peEIIeHHe, KaTo 3alnyaBa JaHHHTE,
MIPEJICTaBIISBAIIM ThPTrOBCKA TalHA.

(3) HoxmansT mo an. 2 ce mpuapykaBa OT pe3loMe Ha pa3dupaem 3a OOIIECTBEHOCTTa €3HK.
PestomeTo chabpika pa3zies, CBbp3aH ¢ YCIOBHUATA 32 yIOTpeda Ha JTeKapCTBEHHS MTPOAYKT.

Yn. 54. (1) (M3m. - B, 6p. 12 or 2011 r., B cunma ot 08.02.2011 r.) IIpurexarenar Ha
paspelreHueTo 3a ymnoTpe0a/yJIOCTOBEPEHUETO 3a PETUCTpalis Ha JICKApCTBEH TPOJYKT ITHCMEHO
yBenomsia MAJI 3a natara Ha NeHCTBUTENHOTO MTycKaHe Ha Ma3apa Ha JeKapcTBeHUs MPOAYKT B PemybOnuka
boarapus.

(2) (M3am. - B, ©Op. 18 or 2014 r1.) IlpurexarensiT Ha pa3penieHUETO 3a
ynotpeba/ya0CTOBEpEHUETO 32 PErUCTpaIis Ha JICKApCTBEH MPOAYKT yBenomsiBa mucmerno MAJI Haif-manko
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JIBA Mecella Nper MPEeyCTaHOBSIBAHE Ha MPOAAKOWTE HA JIEKAPCTBEH NPOIYKT, HE3aBUCHMO [l €
BPEMEHHO, WJIN TIOCTOSIHHO.

3 (Msm. - OB, Op. 18 ot 2014 r.) IlpurexareniT Ha pa3pelIeHHETO 3a
ynoTpe0a/yA0CTOBEPEHUETO 33 PETUCTpallsl Ha JIEKAPCTBEH MPOAYKT II0COYBAa TMPHYMHHUTE 32
NPEyCTaHOBSIBAHE HA MPOJAXXOUTE B CHOTBETCTBUE C Wi. 68, ai. 1, T. 6 U Aekiapupa Jajiu MpeaIpUeTUTe OT
HEro JIEUCTBUS MO aj. 2 ce AbJKAT Ha HSIKOE OT OCHOBAHUSATA 1O i, 276 uiu no ui. 277.

(4) (M3m. - JIB, Op. 18 ot 2014 r.) [Ipu npeycTaHOBsIBaHE Ha MPOAKOWUTE HA JICKAPCTBECHHUS
OPOAYKT B pe3ylTaT Ha HENpPeABUAUMH OOCTOATEICTBA MPUTEKATENSAT Ha pa3pelieHueTo 3a
ynoTpeda/yA0CTOBEPEHUETO 32 PETHCTPALMs Ha JIEKAPCTBEH MPOAYKT yBepomsiBa nmucMeno MAJL B cpok 1o
7 THU OT YCTaHOBSIBAaHE HAa 0OCTOSTENICTBATA.

Ui 54a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1.) (1) (M3m. - /IB, 6p. 18 ot 2014
r.) Ilpu mnosyuaBane Ha curHaia B l3nbiHUTENHaTa areHUMs O JIEKapCTBaTa 3a IPEyCTAHOBSBAHE
MPOIAYKOUTE Ha JICKAPCTBEH MPOAYKT, ¢ M3KIIOUCHHE Ha ClydaWTe mo wi. 54, an. 2 u 4, areHuusra
U3BBpIIBA IPOBEpPKA B cpok 30 THU OT IOJy4yaBaHETO HA CUTHAJA.

(2) Tlpum wu3BwbpmiBaHe Ha mnpoBepkara mo an. 1 MAJI moxe na umsucka uHpopmanus oOT
NpUTEXaTeNIs Ha pa3peuieHHeTo 3a ymorpeba HW/WMAM OT JUIeT0 Mo wWi. 26, al. 2 OTHOCHO
[IPEYCTAaHOBSIBAHETO Ha MPOJIaXXOUTE Ha KOHKPETHHUS JIEKAPCTBEH MPOJYKT, KAKTO U OT ThPrOBLMTE HA €/IpO
C JIEKapCTBEHH MPOAYKTH OTHOCHO HAIMYHUTE KOJIMYECTBA OT MPOIYKTA.

(3) M3nbanuTenHata areHIUs MO JeKapcTBaTa IMyOJMKyBa Ha CTpaHUIATa CH B HMHTEPHET
pe3ynTaTuTe OT U3BBpILIEHATa MPOBEPKa.

Un. 55. (1) Pazpemenunero 3a ymnoTpeba/yaOCTOBEPEHHUETO 3a PETUCTpAIlUs Ha JICKAPCTBEH
MPOIYKT ce U3JlaBa OT U3NBIHUTETHUS nupekTop Ha MAJI 3a cpok 5 ronuHmu.

(2) (dom. - IB, 6p. 71 ot 2008 1., B cmina ot 12.08.2008 r.) Cnex u3tuvyaHe Ha cpoka mo ai. 1
paspelleHneTo 3a yrnorpeda/yJoCTOBEPEHUETO 3a PETUCTpalus Ha JIEKapCTBEHUS MPOAYKT MOXKe Ja Obae
noxHoBeHO oT MAJI Ha 6azara Ha OlleHKa Ha ChOTHOIICHUETO TOJI3a/pHUCK 1O pena Ha wi. 59a.

(3) (Usm. - 1B, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) Pazpemenunero 3a
ynoTpe6a/y10CTOBEPEHUETO 32 PETUCTpalls MOXKe Jia Ob/ie MPEeKpaTeHo U Npeau U3THUYaHe Ha CPOKa MO ajl.
1, ako mpuTex)aTeniaT My IOHMCKa MUCMEHO TOBAa OT M3MBJIHUTENHMS aupekrop Ha MAJI, kato mocoun
MPUYMHUTE.

(4) (Hom. - JIB, Op. 71 or 2008 r., B cmma or 12.08.2008 r.) Paspemenuero 3a
ynotpe0a/ya0CTOBEpPEHUETO 32 PETUCTpallUs CTaBa 0€3CPOYHO Ciell OHOBSIBAHETO MY, OCBEH B CIy4yauTe
o ai. 3.

(5) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
ot 21.12.2012 r.) IIpn Hamuuue Ha OCHOBATEIHU MPHUYUHM, CBBP3aHU C MPOCIEIBaHE Ha JICKapCTBEHATa
0€30MacHOCT, BKIIIOYUTEIHO MOPaad €KCIO3WIMs Ha JICKAPCTBEHUS MPOAYKT BBPXY HEIOCTAThYEH Opoii
nanueHTH, MAJl Moxe 1a u3nucka oT MpUTEXAaTeNs Ha pa3pelleHrueTo 3a yrnorpeda aa nojajae 3asBiIcHUE 3a
IIOJIHOBSIBAHETO MY 3a OLIE 5 TOAMHMU 110 peaa Ha uil. 59a.

(6) (M3m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) [Ipm m3THMUaHe Ha Cpoka Ha
pas3pelIeHneTo 3a yrnorpeda/y10CTOBEpEHHETO 3a PETUCTPALMs WM IIPU MPEKPATSIBAHETO UM JIEKAPCTBEHUST
MPOJYKT MOKE /1a ObJie MPOJaBaH /10 M3UeplBaHe HAa HAJMYHUTE KOJUYECTBA B CTpaHaTa, HO HE MOBEYE OT
€lIHa TOJMHA, CYUTAHO OT JaraTa Ha M3THYAHETO, CHOTBETHO HAa MPEKPATSIBAaHETO, C H3KIIOYECHHE Ha
CllydauTe, KOraTo MPUYUHUTE 33 PEKPATSIBAHETO Ca CBhP3aHM ¢ 0€30MaCHOCTTA Ha JIGKAPCTBEHUS TPOTYKT.

(7) Wsnbenautennusar aupektop Ha MAJI oTHeMa cbc 3amoBel  pa3peUIeHUETO 3a
ynoTpeba/yA0CTOBEPEHUETO 32 PETUCTPAIUS Ha JIEKAPCTBEH MPOIYKT, KOTaTo:

1. mpuTexaTensT My He € IyCHaJ JIEKapCTBEHHsI MPOIYKT Ha ma3zapa 0 TPU FOJUHH OT JlaTaTa
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Ha M3/1aBaHe Ha pa3pelIeHNeTo 3a ynorpeda, win

2. mpomaxOWTe Ha JIEKAPCTBEHUS MPOAYKT ca TPEyCTAaHOBEHH 3a TMEpPUON OT TPpH
MOCJIeI0BATEIHN TOAMHY ClIe/l TyCKaHeTO My Ha Iasapa.

(8) 3anoBenra mo ajn. 7 MojIeku Ha oOKajBaHE MO pefa Ha AJMUHUCTPATUBHOINPOLIECYATHUS
KOJICKC.

(9) Tlo u3kirOYeHUe U B MHTEPEC HA OOIIECTBEHOTO 3/IpaBe pasnopendaTa Ha ai. 7 MOXKeE Ja He
ce Mpuilara, ako TMPHUTEXKATEISIT Ha pPa3pelIeHUEeTO 3a yrnoTpeda Ha JIEKapCTBEHUS MPOIYKT IMTOCOYH
OCHOBATEJIHU IPUUYMHU. B Te3u ciyyan U3nbJIHUTENHUAT AUpeKkTop Ha MAJI MOTHBHpa PELLIEHUETO CH.

(10) TlpurexarensT Ha pa3pelieHHe 3a yrnoTpeda eXerogHo 3arvliala Takca B pa3Mmep,
orpeneneH B Tapudara mo wi. 21, an. 2, 3a nojabpkaHe Ha U3/1aJIeHOTO pa3pellieHne 3a yrnorpeoa.

Y. 55a. (Hoe - JIB, Op. 102 ot 2012 r., B cmia ot 21.12.2012 r.) (1) M3mbaHUTETHUAT
mapextop Ha MAJl moxke nma wu3naae paspeuieHne 3a ynorpe0a/yJoCTOBEpEHHE 3a pEeTrucTpanus Ha
JIEKapCTBEH MPOAYKT, B KOETO Aa ObJaT BKIIOYEHU €IHO WIH [IOBEYE OT CIETHUTE yCIOBHUS:

1. ma ce mpenmpuemar ONpeAeieHH MEpKH 3a TapaHTupaHe Oe3zomacHaTa ymoTpeba Ha
JIEKapCTBEHMSI MPOJIYKT, KOUTO J1a ObJaT BKIIOYEHU B CUCTEMATA 3a YIPaBJIECHUE HA PUCKA;

2. 1a ce MpoBeX/1aT MOCTMAPKETUHIOBU MPOYYBAHNUs 32 0€30MaCHOCT;

3. 5a ce cmas3BaT MO-CTPOrM OT IOCOYEHHUTE B IJIaBa OCMa 3aJIbJKEHUS 3a PETUCTPUpAHE WIH
JIOKJIa/IBaHE HA NOJJO3UPAHUTE HEXKEJIaHU JICKApCTBEHH PEAKIINH;

4. na ce cra3BaTr BCAKAKBH APYTH yCIOBUS MM OTPAaHUYEHUS ¢ orjies Oe3omacHaTa U epuKacHa
ynoTtpeda Ha JIeKapCTBEHUS MPOJYKT;

5. HanMuuWe Ha a/IeKBaTHA CUCTEMa 3a MPOCIIeIsiBaHe Ha JIeKapCTBeHaTa 0€30MacHOCT;

6. 1a ce U3BBHPIIBAT MOCTMAPKETUHIOBU MPOYUBAHUA 3a €(QUKACHOCT, KOraTo MMa OINaceHus,
CBBbp3aHU C €(pUKACHOCTTa Ha JIEKApCTBEHMs MPOAYKT, KOUTO MOXKE Jia OBbJAT pa3pelieHd caMo ciejl KaTo
JIEKapCTBEHMSIT MPOIYKT ObJi€ MMyCHAT Ha Ma3apa.

(2) B paspemenuero 3a ynorpeba/yJoCTOBEPEHUETO 32 PErHCTpalUs ce IOCOYBAT CPOKOBE 3a
U3ITBJIHEHHUE HA YCIOBMSTA 110 ajl. 1, KOraTo € IpUiIoKUMO.

(3) OcHoBaHusATa 3a HaJaraHe Ha YCJIOBHUETO MO aj. 1, T. 6 ce ompenessT ¢ AeIerupaH aKT IO
ynied 226 ot Jupektusa 2001/83/EO, kaTo ce 0TUUTAT HAYYHUTE HACOKH, pa3padOTEHH B PbKOBOJICTBOTO I10
1. 194a.

(4) N3uckBaHusATa 3a NPOBEXkJaHE HA IOCTMAPKETHMHIOBU IPOYYBaHUS 3a €(PUKACHOCT ce
OIIpEAEIAT B PbKOBOJICTBO, M3/1aJIeHO OT EBpomneiickara areHuusl 1o JiekapcTBaTa.

Yn. 56. (U3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilo u3kmtoueHue cien
KOHCYJITAIIUSl ChC 3asBUTEN M3MBJIHUTENHUAT nupektop Ha WMAJl mMoxke na u3gane paspelieHue 3a
ynotpeba/ yIOCTOBEpEHHE 3a pErucTpalys Moj YCIOBHEe, KOTaTo 3asBUTENAT MOXE Ja JIOKaxe, ye He e
MPEACTaBUI U3UEPIATEIIHA JAHHU OTHOCHO e(prKacHOCTTa M 0€301aCHOCTTA Ha JIEKAPCTBEHUS MPOAYKT MpU
HOpPMAaJIHH YCJIOBHUS Ha YIoTpeda Mmopaau eHa OT CICIHUTE MPUIHHHU:

1. moka3zaHusiTa, 3a KOUTO € IMpeAHA3HAYEH JIEKAPCTBEHHST MPOJIYKT, Ca TOJKOBA PSAKO
CpelaHy, ye 3asBUTENAT HE MOXKE J1a IPEJICTaBU ITbJIECH JI0Ka3aTeJICTBEH MaTepHall, Win

2. CbCTOSTHUETO Ha HAyYHUTE MO3HAHUS KbM MOMEHTA € TaKOBA, Y€ HE MOKE Ja C€ MPEACTaBST
BCEOOXBATHHU JIAHHHU, HIIU

3. crOupaHeTo Ha MOJOOHM JaHHHM MPOTUBOPEYM HA OOLIONPHETHTE MPHUHIMIIM Ha JIeKapcKaTa
€THUKA.

(2) Pazpemenuero 3a ynorpe0a/y10CTOBEpEHUETO 3a perucTpanus mo ai. 1 ce uzgaBa mpu eIHoO
OT CIICTHUTE YCIOBUSA:

1. 3aBUTENAT/IIPUTEKATEIAT J1a UITBIHSABA MMpOTpaMa OT MPOYUYBAHMS 3a CpPOKa IO ajl. 3, KaTo
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pe3yaATaTUTE OT TE3U MPOYUBAHUS CITY’KaT 3a MPEOIICHKA HAa ChOTHOIIEHUETO MOJI3a-PUCK;

2. JIEKapCTBEHUSAT MPOIYKT € C PEKHUM Ha OTITyCKaHEe caMo IO JICKApCKO MpEANUCcaHne, KaTo B
OTIpe/IeTICHU CIy4Yau MOXKE J1a ce ymoTpeOsBa camo MO CTPUKTEH JIEKapCKH KOHTPOJ B JIe4eOHO 3aBeIeHHe
3a OOJIHWYHA TIOMOIII, a B CITy4ail Ha paarodapMaleBTHK - CaMo 1101 KOHTPOJIa Ha OIPaBOMOIICHO JIUIIE,

3. B JIMCTOBKATa, KAKTO ¥ BbB BCSKA MEIUIIMHCKA MH(DOpMAIH, PUAPYKaBaIla JICKapCTBEHUS
MPOJYKT, CIIE/IBA J1a € MPEABUICH TEKCT, C KOWTO ce 0OphIlla BHUMAHKME HA MEIUIIUHCKUTE CIICITUAIIMCTH, Y
HSIKOM OT HAIMYHUTE TaHHH 32 JICKAPCTBEHUS IPOIYKT MOJJICKAT Ha TIOCIICIBAIIHN IPOYYBAHUS.

(3) PazpemenueTo 3a ynorpeda/yaoCTOBEpEHUETO 32 PETUCTpalus 1Mo al. 1 ce mu3aaBa 3a CpoK
eIHa TOIWMHA M 3a BCSKa ClielBalla TOJMHA MOXe na ObJe yIb/DkaBaHO Ha 0Oa3zaTa Ha OIEHKA Ha
W3MIBIHEHUETO HA YCIIOBUSATA 1O all. 2.

Y. 56a. (Hos - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) Cnen uzmaBane Ha
paspelieHneTo 3a ynorpeda/ynocroBepenuero 3a perucrpauuss MAJL Moxe Aa 3aQbDKU MPUTEXKATENsT Ha
pa3pelieHneTo/yJ0CTOBEPEHUETO 1a MPOBEJIE:

l. MOCTMapKeTMHIOBO IpOy4yBaHe 3a O€30MacHOCT, aKO ca Hajulle OINaceHus 3a
UACHTU(PUIMPAHU WIM NOTEHUMAIHU PUCKOBE WJIM JIUICBAa MH(OpMAalMs, CBbp3aHa C MPOCIEIsSBaHE Ha
JIeKapcTBeHaTa 0e30MacHOCT 3a ChOTBETHUS JIEKAPCTBEH MPOAYKT; KOraTO ChIIUTE PUCKOBE Ce OTHACAT U 3a
JpyTU JIEKApCTBEHU MPOIAYKTH, ciie]] KoHcyntanuu ¢ Komurera 3a olieHKa Ha pucka B olOiacTra Ha
(dapmakojornyHaTa OJUTEITHOCT, Ch3/IaJICH MO pena Ha wieH 56, maparpad 1, Oyksa "aa" ot Permament
(EO) Ne 726/2004 na EBponeiickus napaament u Ha ChBeta, MAJI npenopbuBa Ha ChOTBETHHS MTPUTEKATEI
Ha paspellleHue 3a ynorpeda J1a MpoBele ChbBMECTHO MPOy4YBaHE 3a 0€30IacHOCT C JAPYTUTE 3acerHaTH
IIPUTEKATENIN Ha Pa3pEIICHUE;

2. TOCTMapKeTHMHTrOBO IPOyuYBaHE 3a €(HUKacHOCT, KOraro IO3HaHHWETO 3a OosiecTTa WU
U3MOJI3BaHaTa KIMHUYHA METOJOJIOTHS JaBa OCHOBAaHHE 3a pPEBHM3MpPAaHE Ha OIEHKUTE 3a e(pUKACHOCT,
M3BOJUTE 3a KOUTO Ca HAIIPAaBEHU KbM JlaTaTa Ha U3JJaBaHE HA Pa3pelleHUeTo.

(2) WsnpanutenHaTa areHUMs IO JieKapcTBaTa MHCMEHO YBEIOMsIBa MpHUTEXaTels Ha
pa3pelIeHneTo 3a ynoTpeda/y10CTOBEPEHUETO 3a PErUCTPallus 32 33AbJDKEHUETO 110 all. 1, KaTo 000CHOBaBa
MPUYMHUTE U [TOCOYBA IIEJIUTE HA IPOYUYBAHETO M CPOKOBETE 32 MIPOBEKIAHETO MY.

(3) B 30-mHeBeH CpoK OT MOJy4yaBaHE Ha YBEJOMJICHHETO MO al. 2 NpPUTEKATENAT Ha
pa3pelIeHneTo 3a yrnoTpeda/yI0CTOBEPEHUETO 3a pEerucTpanus Moxe na nmorcka ot MAJI mpenocraBsiHe Ha
BB3MOXKHOCT 32 IIpe/CTaBsiHe Ha HH(OpMAIIMSI OTHOCHO 3aIbKEHUATA TI0 all. 1.

(4) Cnen momywyaBane Ha wuckaHero mo ain. 3 MAJIl ompenenst cpok 3a mpeicTaBsHE Ha
nH(pOopMalKATa OT IPUTEXKATeNs Ha pa3pelIeHUETo 3a ynoTpeda/yJ0CTOBEPEHNETO 3a PETUCTPAIIUSL.

(5) M3mbiiHUTENHATA areHIus 10 JIeKapcTBaTa Ciie]l aHalIu3 Ha HHGOpMAIUsITa 1O al. 3 MOXe:

1. na MOTBBPAU 3aABIKEHUETO 10 all. 1, uin

2. 1a TO OTMEHHU.

(6) M3mbaHuTeTHATA areHIIUS 110 JIeKapcTBaTa YBEIOMsBA MPUTEKATENS 32 B3ETOTO PEUICHUE TI0
an. S.

(7) B cnydaute mo am. 5, 1. 1 wm3nbaHuTenHUAT aupekTop Ha MAJl ciayxeOHO u3MeHs
U3JIaZICHOTO pa3pelieHne 3a ynorpeda/yIoCTOBEpeHHe 3a PEerucTpalus Ha JIGKAPCTBEHUS MPOIYKT, KaTo
BKJIIOUBA B HETO KaTO YCJIOBUE 3abJDKEHUETO 110 all. 1.

(8) OcHoBaHusATa 32 HAJIaraHe Ha 3aJIbJDKEHUsTA 10 al. 1, T. 2 ce ONpenessaT ¢ JeJerupaH akT Mo
ui1. 226 ot Jupextuna 2001/83/EO.

Y. 566. (Ho - IIB, Op. 102 ot 2012 r., B cmma ot 21.12.2012 r.) (1) Ilputexarensr Ha
paspelieHrneTo 3a ynorpeda/y10CTOBEpEHHETO 32 PErHCTpalys BKIOYBA B CBOATA CHCTEMA 3a yIpaBlICHUE
Ha PUCKa BCUYKH YCJIOBHSA 1O 4i. 55a, 56 u 56a.
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(2) B cnyuaute mo an. 1 mpuTekarensaT Ha pa3pelIeHHETO 3a YIMoTpeda/yI0CTOBEPEHUETO 3a
peructpauus noaasa 10 MAJI yBemomieHue 3a mpoMsiHa B CUCTEMaTa 3a yIpaBJICHUE Ha PUCKa.

Y. 568. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) U3nbaauTenHaTa areHIus mno
JekapcTBaTa usnpamia naGopmMarus 10 EBporeiickara areHIus 1o JiekapcTBara 3a U3AaIcHUTE Pa3peIieHus
mo wi. 55a, 56 u S6a.

Un. 57. (1) Usnenaurenaust nupextop Ha MAJI oTkasBa u3gaBaHe Ha pa3pelieHue 3a ynorpeda

WIH yJIOCTOBEPEHHE 3a PETUCTpaLUs HA JIEKApCTBEH MPOAYKT, KOraTo Clie]] OLleHKa Ha JOCUETO Mo ui. 27 -
32 ce ycTaHOBH, 4e€:

1. CHOTHOILIEHUETO MOJI3a/PUCK € HEOIArONpUATHO, UITU

2. e(hMKacCHOCTTA Ha JIEKAPCTBEHUS MPOAYKT HE € 3allIUTeHa YOeAUTETHO OT 3asiBUTENS, WU

3. KOJMYECTBEHUAT U KAUYECTBEHUST CHCTaB HaA JICKAPCTBEHHUS MPOAYKT HE OTroBapsT Ha
OIHCaHUs B JOCHUETO.

(2) (Jom. - [IB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) M3nbaauTennust aupekrop Ha MAJI
OTKa3Ba M3/JaBaHE Ha pas3pellleHue 3a yrnorpeda WM YAOCTOBEPEHHE 3a PETUCTpAllUs Ha JIEKapCTBEH
MPOJYKT, KOTaTO HSAKOU OT JAHHUTE B JIOCUETO HE ChOTBETCTBAT HA M3UCKBaHUATA HA ujl. 27 - 32 unu Ha
HapenOara o ui. 42.

(3) M3nbnuutennuar aupekrop Ha MAJL oTkasBa peructpaiusi Ha TPaJUIMOHEH PACTUTENIECH
JIEKapCTBEH MPOJYKT, KOraTo clie]] OIleHKa Ha JOKYMEHTAIUsATa C€ YCTaHOBH, Y€ MPOJYKTHT HE OTroBaps Ha
ycnoBusTa 1o uii. 37, an. 1, TaHHUTE B TOCUETO HE ChOTBETCTBAT HA 4. 38 WIIH:

1. KOMMYECTBEHUAT U KAUECTBEHUSAT ChbCTAB HE OTTOBAPST HA OMKUCAHUTE B JIOCUETO;

2. IEKapCTBEHUAT MPOIYKT MOKE J1a ObJie BpeeH MpH MpaBUITHA yIIOTPeOa;

3. JaHHWTE 3a TPAJUIMOHHATA YIIOTpeda ca HeJOCTaThbUHU, 0COOEHO KOraTo (papMaKOIOTHYHUTE
CBOWCTBA WM e(PUKACHOCTTA HE Ca JIOKa3aHW Bb3 OCHOBA HA JBJTOTOJIUIIIHA YIIOTpeOa M HATPYIIaH OIIHT;

4. papManeBTUYHOTO Kau€CTBO Ha JIEKAPCTBEHUS MIPOAYKT HE € I0CTaThYHO 00OCHOBAHO.

Un. 58. IlpurexkarensT Ha pas3penieHHUETo 3a ymoTpeda HOCH OTTOBOPHOCT 3a IBIHOTATa U
JIOCTOBEPHOCTTA Ha IaHHUTE B JIOCUETO.

Y. 59. (1) Orka3wsT Ha W3MBIHUTETHUS AupekTop Ha MAJI 3a M3gaBaHe Ha pa3pelicHHe 3a
ynoTpeba/yI0CTOBEpEHUE 332 PETUCTPAIMsl Ha JIEKAPCTBEH MPOIYKT MOXKE Ja ObJIe oOxkalBaH Mo pela Ha
AJIMUHUCTPATUBHONPOLIECYATHHS KOAEKC.

(2) OrtkazpT Ha W3NBIHUTETHHS JupekTop Ha MAJl m MoTHBHTE 3a HEero ce MmyOJUKyBaT Ha
CTpaHMIIaTa HA areHIMsTa B MHTEPHET.

Y. 59a. (Hos - B, 6p. 71 ot 2008 ., B cua ot 12.08.2008 r.) (1) (U3m. - /1B, 6p. 102 ot 2012
r., B cwia or 21.12.2012 r.) B cinywyaute mo un. 55, ai. 2 u 5, HO HEe TO-KBCHO OT 9 Mecena mpenu
M3TUYAHETO Ha CPOKa Ha pa3pelIeHUETo 3a yIoTpeda/y0CTOBEPEHUETO 32 PErUCTPaIUs, IPUTESKATEIAT My
nonasa B MAJI 3asBneHue 3a OJHOBSIBAHE, IPUAPYKEHO C 000OIIEHO 10CHEe 110 OTHOIIEHHE Ha Ka4eCTBOTO,
0e30macHOCTTa M €(PUKACHOCTTA, BKIIOUMTEIHO OIICHKA Ha JaHHUTE, ChIbpPXKAIIU CE€ B JOKJIATUTE 3a
M0JI03UPaHK HEXKEJIAaHU JIEKapCTBEHU pEeaklUu U MEPUOJUYHHUTE aKTyalM3UpaHU JOKJIaau 3a O€30MacHOCT,
M0JIaBaHU B CHOTBETCTBHE C TJlaBa OCMa, U BCUUKH OJJOOPEHH MPOMEHHU Clie]] U3JaBaHe Ha pa3pelieHueTo 3a
ynoTpeda/yaA0CTOBEPEHUETO 32 PEruCTpaLusl.

(2) 3uckBaHusiTa KbM JAaHHUTE U JOKYMEHTHUTE OT JOCUETO M0 all. 1 ce ompeenar B HapenbaTa
o 4. 42.
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(3) B cpok no 120 guu OT mOCThIIBaHE Ha 3asBICHUETO M JOKyMeHTauusTta mo ain. 1 MAJI
OLICHSABA KAayeCTBOTO, 0E30MAacCHOCTTa M €(PUKACHOCTTAa HA JIEKAPCTBEHUS MPOAYKT M H3TOTBSl OLEHDBUYEH
JOKJIa/l, KOWUTO MPeICTaBs Ha U3MIbIHUTENHUS nupekTop Ha MAJL.

(4) KoraTo ycTaHOBM HEM'BJIHOTH W/WJIM HECHOTBETCTBUS B MIPEICTaBEHATA JOKYMEHTAIIMS 110 aJl.
1, UAJl yBemomsiBa MHUCMEHO TMpPHUTEKATENs] HAa pa3pelIeHHeTo 3a YMNoTpeOa/yI0CTOBEPEeHHETO 3a
perucTpanusi M JaBa yKa3aHUs 3a OTCTpaHsBaHeTO WM. [lpuTexaTensT Ha pa3peuieHueTo 3a
ynotpe6a/ya0CTOBEpEHUETO 3a PETUCTpallds OTCTPaHsBa HEMBIHOTUTE W/WIM HEChOTBETCTBUSATA B
JOKyMEHTaIusATa B cpok 70 30 THU OT JaTaTa Ha MOJydYaBaHE Ha YBEJIOMIICHUETO.

(5) B cpok 10 nHu OT moaydaBaHe Ha ONEHBYHHS JOKJIAJ MO ajl. 3 U3MBIHUTSIHHUIT TUPEKTOP
Ha WAJl uzpmaBa paspelieHue 3a TOJHOBSIBAHE Ha PAa3peUICHHETO 3a YNOTpeda/yI0CTOBEPEHHETO 3a
perucTpanus Ha JIEKapCTBEHUS MPOIYKT WM MOTUBHPAH OTKa3.

Ui 596. (Hos - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 t.) (1) U3IbIHUTETHUAT TUPEKTOP
Ha WMAJl oTka3Ba moJHOBSIBaHE Ha pa3pelIeHHETO 3a YNOTpeOda/y0OCTOBEPEHHMETO 3a perucTpanus Ha
JIEKapCTBEHMS MPOAYKT, KOTaTo CJIe]l OIIEHKa Ha JJOCHETO 1o wi. 59a, ain. 1 ce ycTtaHOBH, ue:

1. TIeKapCTBEHUSIT MPOAYKT € BpeIeH MPH MPaBIIIHA yIOoTpeda, Win

2. IUrcBa TepaneBTHYHA €()UKACHOCT, WIH

3. ChOTHOILIEHHUETO I0JI33/PHUCK € HeOIaronpHusTHO MPH MIPABUIIHA yIIOTpeda, Hin

4. KOMMYECTBEHUAT U KAYECTBEHUAT CHCTAB Ha JIEKApPCTBEHUS MPOJYKT HE OTroBapAT Ha
OMHCaHUs B JJOCUETO, WIH

5. TaHHUTE B IOCUETO 10 WI. 59a, ain. 1 ca HeBepHH, WK

6. KOHTPOJBT Ha JICKAPCTBEHUS MPOAYKT /UM HA CHCTABKUTE W HAa MEXIUHHUTE €Tald OT
IIPOM3BOJICTBEHHS IPOLIEC HE € U3BBPIIBAH WK HE € U3IIBJIHABAHO JAPYro U3UCKBAHE, IPU KOETO € U3/1aJIeHO
pa3perieHneTo 3a MPOU3BOJCTBO, UITH

7. HIKOM OT JIAHHUTE B IOCUETO HE OTrOBapsAT HA M3MCKBaHUATA HAa WI. 59a, an. 1 u 2.

(2) Otka3pT Ha wW3NBIHUTENHHUS nupektop Ha MAJl 3a momHoBsBaHE Ha paspelieHue 3a
ynotpeba/ya0CTOBEpEHUE 32 PETUCTpALlMs Ha JICKApPCTBEH MPOAYKT MOXeE Ja Oblie o0KajaBaH MO pena Ha
AJIMUHHUCTPATUBHOIPOIIECYATHUS KOJECKC.

(3) Otka3bT Ha U3NBIHUTETHUS JUpekTop Ha MAJ]l 1 MOoTUBUTE ce MyOIMKyBaT Ha CTpaHUIAaTa
Ha UAJI B unTepHer.

Ui 598. (Hos - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - /IB, 6p. 102 or 2012 1., B
cuna ot 01.04.2013 r.) M3neaauTeNHATA areHys 1o JiekapcTBaTa yBeaoMsaBa HarmoHamHus ChBET 10 1IEHU
U peuMOypcHpaHe Ha JICKapCTBEHHUTE MPOAYKTU 3a MPEKPATCHUTE W OTHETUTE Pa3pelieHUs 3a ynorpeoda,
KaKTO M 3a HANpPaBEHUTE OTKAa3M 3a MOJHOBSIBAHE HAa M3AJCHH Pa3pelICHUs 3a ynorpeba Ha JIEKapCTBEHU
MPOJIYKTH B 7-AHEBEH CPOK OT M3/1aBaHETO HA ChOTBETHUS AKT.

Pasznen VI.
IIpoMeHnn B U31aJeHO pa3penieHne 3a ynorpeda

Yn. 60. (1) (M3m. - B, 6p. 12 ot 2011 r., B cunma ot 08.02.2011 r.) IIpurexarenar Ha
paspenieHue 3a ynorpeba Ha JIEKapCTBEH MPOAYKT € anbkxkeH na yBemomu MAJL 3a Bcsika mpoMsHa B
YCIIOBUSITA, IPH KOUTO € U3/1aJICHO Pa3pelICHUETO.

(2) (U3m. - IB, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) [Ipomenute morat aa 6b6aatT oT TUT |
A, tun Ib, tTun II, pasmmpsBane Ha oOXBaTa Ha pa3pelICHUETO 3a YMOTpeda W CIENTHH OTPaHUYUTEITHU
MEpKH 32 O€30I1aCHOCT.
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(3) (M3m. - [AB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcioBuara u KpuTepuure 3a
KJacuuKanus Ha MPOMEHUTE CE ONPEACIIAT ¢ Hapeadara 1o wi. 42.

(4) U3m. - IB, 6p. 12 ot 2011 r., B cunma ot 08.02.2011 r.) IIpomsHa, KOATO HE ce SBSABA
pasmmpsiBaHe Ha 00XBaTa M YUATO KJIACH(UKAIHMS OCTaBa HEOINPEIEICHA CJe MPHIaraHe Ha yCIOBHUATA H
KPUTEPHUHTE TI0 Hapeadara no wi. 42, ce cMmsTa 3a npomsiHa ot Tum Ib o noapazoupane.

(5) (HoBa - JIB, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) Karo uskmtouenue ot an. 4
MPOMSIHA, KOSITO HE C€ SIBSIBA PA3IIUpPSBaHE HA 00XBaTa M YMATO KJIACU(PHUKAIMS OCTaBa HEONpeeseHa Cle]
MpUJIaraHe Ha yCIOBUATA M KPUTEPHUHUTE HA Hapenadara mo wi. 42, ce cMsTa 3a mpomsiHa ot Tur Il B criieqauTe
ClTydau:

l. Mo uckaHe Ha MPUTEKATENsI Ha pPa3pelIeHHEeTO 3a ymoTrpeda, OTpa3eHoO B 3asBICHHETO 3a
MIPOMSIHA;

2. xorato MAJI cien orneHka Ha BaJMIHOCTTA HA YBEJAOMIICHHUETO MO WI. 63 TpeneHH, ue
MPOMSIHATA MOXE J]a MM CHIIECTBEHO BBH3JICHCTBUE BHPXY Ka4eCTBOTO, OE30MACHOCTTA WM €(hUKACHOCTTA
Ha JIEKapCTBEHUS MPOIYKT.

Yn. 61. (U3m. - 1B, 6p. 12 ot 2011 1., B cuiia ot 08.02.2011 r.) (1) 3a Bcsika npomsiHa ot Tur |
A, tun Ib, Tun Il unu pasmmupsBaHe Ha oOXBaTa MPUTEKATENSAT Ha pa3pelIeHHueTo 3a ymoTrpeda Ha
JeKapcTBeHHs MPOoAyKT nojasa B MAJI oTaenHo yBegomiieHne, ChOTBETHO 3asiBJICHUE.

(2) KoraTo mameHa mpomsiHa BOJIW 10 TMPOMSHA B JaHHUTE OT KpaTKaTa XapaKTePUCTHUKA Ha
MPOJYKTAa, HA OTIAKOBKATA ¥I/WIIM B JTUCTOBKATA, TE3U MMPOMEHH CE MPUEMAT KaTo YacT OT 3assBeHATa MPOMsHA
M 3a TAX HE Ce I10J1aBa OTACIIHO 3asBJICHHE.

(3) IlpuTexarensaT Ha pa3pelIeHUETO 3a yIoTpeda MOXKe J1a TpyNHpa IPOMEHHUTE, KOTraTo:

1. yBemomsiBa €IHOBPEMEHHO 3a €IHH W CBHIIM NMPOMEHH THN [A B yCJOBHSTA Ha €IHO WIH
MOBeYe pa3pelIeHus 3a yrnoTpeoa,

2. 3asBsiBA €IHOBPEMEHHO HSKOJKO IMPOMEHH B YCIOBHSATA Ha pas3penicHust 3a ymnorpeoa,
MPUHAJICKANTY KbM TI100aTHOTO paspenieHue 3a yrnorpeda mo wi. 28, al. 8§ Ha JIeKapCTBEHUS MPOAYKT, IPH
YCJIOBHE Y€ ChOTBETHUTE IPOMEHHU MONaJaT B €AUH OT CJICIHUTE CIy4Yau:

a) eIHa OT MPOMEHHTE B IpyIaTa € pa3lupsiBaHe Ha 00XBaTa Ha pa3perieHueTo 3a yrnoTpeoa;

0) enHa OT MPOMEHUTE B rpymnara e npomsiHa Tum I, a BCHUKH ocTaHaIM MPOMEHH B rpymaTa ca
MMPOMEHH, KOUTO Ca CJIEACTBUE OT IpomsiHaTa Tui II;

B) €/IHa OT NMPOMEHUTE B rpynara ¢ nmpomsiHa tun Ib, a Bcuuku octaHamy MpoMeHu B Tpymarta ca
IIPOMEHH, KOUTO Ca CJIEACTBUE OT IpoMsiHaTa tvl Ib;

T') BCUYKH MPOMEHHU B TpymnaTa c€ OTHACSAT camo JI0 MPOMEHHU OT aJIMUHUCTPATUBEH XapaKTep B
KpaTKaTa XapaKTepUCTUKA Ha MPOAYKTa, JUCTOBKATA 3a MAllMEHTa WJIK ONIaKOBKAaTa;

1) BCHYKH TPOMEHHW B Tpymara ca NPOMEHHM B OCHOBHATa JOKYMEHTalMs Ha aKTUBHOTO
BEILIECTBO, OCHOBHATA JIOKYMEHTAllUs HA BAKCUHHUS aHTUTE€H WM OCHOBHATA JOKyMEHTAIMs 3a IJ1a3MaTa;

€) BCHMUYKHM MPOMEHHM B Ipylara ca BbB BpPb3Ka C IMPOEKT, MpeAHa3HAYEH Ja YCHBBHPIICHCTBA
MPOM3BOJCTBEHHUS MPOIEC W KAueCTBOTO HA CHOTBETHHUS JICKAPCTBEH MPOAYKT HIIM HETOBOTO/HETOBUTE
AKTUBHO/aKTHBHU BEILIECTBO/BEIIECTBA;

) BCHYKHM IPOMEHH B Tpylara ca IMPOMEHH, KOWUTO 3acsiraT KadeCTBOTO Ha MaHJECMUYHA
MPOTUBOTPUITHA BAKCHHA;

3) BCUYKH TTPOMEHH B TpyTaTa ca MpOMEHH B CHCTEMaTa 3a JISKapCTBEHa 0€30IMacHOCT I10 riiaBa
ocMma;

1) BCUYKU MPOMEHM B TpymaTa ca CIeACTBUE OT OMpeJesieHa CIeNIHa MspKa 3a 0€30MacHOCT U
ca oJaJiIcHH B ChOTBETCTBHE C WII. 60;

K) BCUYKH IMPOMEHHU B TpyIaTa ca CBbP3aHM C BKIOYBaHE HAa WHpoOpMaIus 3a aajaeH (papmako-
TepaneBTUYEH KJIac;
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J) BCUYKM IIPOMEHM B TIpynara ca CIEACTBHE OT OLEHKaTa Ha IEePUOJUYEH JIOKJIaa 3a
0e30IacHOCT;

M) BCUYKH IIPOMEHH B IpyIara ca cjeJICTBHE OT IPOyUYBaHe cje]l NoTy4yaBaHe Ha pa3pelieHue 3a
ynotpe0a, IpoBeEHO O] Ha/i30pa Ha MIPUTEKATEIIs Ha pa3pelIeHUETo 3a YIoTpeoa;

H) BCHYKHU MIPOMEHU B IpylaTa ca CIEICTBUE OT M3MBJIHEHHUETO Ha YCJIOBHE B pa3pelieHHe 3a
ynotpeba 1o ui. 56;

3. 3asiBEHUTE MPOMEHM B YCIOBHTA HA €IHO M CHIIO pa3pelleHre 3a yrnorpeda He momaaar B
ciydaute mo T. 2, npu ycioue ye MAJL ce chriacu na NPUIOKH KbM TE€3H NMPOMEHM €llHAa U ChIIa
npoueaypa.

(4) [Ipu rpynupane Ha MPOMEHHM 110 aj. 3, T. 2 ¥ 3 MPUTEKATEIAT Ha pa3pelIeHHETo 3a yrnoTpeda
noxasa B MAJL:

1. emMHHO yBeIOMIIEHUE, KOraTo MOHE eHa OT mpoMeHuTe € Tun Ib 1 Bcuuku octaHanmu ca TUI
IA wnu tun 1b;

2. eAMHHO 3asBJIEHUE, KOTaTO OCHOBHATA MpoMsiHa € Tul Il u HUTO efHa OT JpyruTe MpoOMEeHU He
€ pa3ImupsBaHe Ha 00XBaTa Ha pa3pelICHUETO 3a yroTpeda;

3. enuWHHO 3asiBI€HHE, KOraTO OCHOBHaTa IIpOMsSHa € paslmupsBaHe Ha o0XBara Ha
paspelIeHneTo 3a yrnorpeoa.

(5) 3aenHO ChC 3aABICHHETO, CHOTBETHO YBEIOMJICHHETO MO ai. 1 wim 4, mpuTexaTessT Ha
paspelieHueTo 3a ynorpeba mojaana:

1. nokyMeHTaIus, CBbp3aHa C MPOMEHUTE, OIIpeieieHa ¢ Hapeaoara mo wi. 42;

2. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, omnpeeseH ¢ Tapudara mo wi. 21, an. 2.

(6) Uznbauutennuar aupekrop Ha MAJI yTBbpknaBa oOpasnure Ha 3asBIE€HUE, CHOTBETHO
yBeZoMJIeHHE 110 ajl. 1 u 4, KOUTO ce MmyOJMKyBaT Ha UHTEepHET cTpanuuara Ha MAJL.

Un. 62. (U3m. - [IB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) Ilpurexxarenst Ha
paspelIeHrneTo 3a yrnorpeda Moxke Jla 1ojaje yBeldoMmileHue 3a npoMeHu tvn IA B cpok 12 mecena crien
NpUIaraHeTo UM C M3KJIIOYEHHE Ha IPOMEHHUTE, KOUTO M3MCKBAT HE3a0aBHO yBEIOMIICHHE.

(2) Ilpomenure tum [A, kouTo M3UCKBAT HE3a0aBHO YBEJIOMIIEHUE, CE ONPENENST ¢ HapendaTa
1o ui. 42.

(3) B cimyyauTe 1o ajn. 2 mpuTekaTeIAT Ha pa3pelieHUeTo 3a yroTpeda 1mojjaBa yBeIoMICHHE 3a
npoMsiHaTa THI [A He3abaBHO Clie]l TPUIIaraHEeTo M.

(4) B 30-n1HeBeH CpoK OT MojydaBaHE Ha yBEAOMIJIEHHETO IO ail. 1, cboTBeTHO 1o ai. 3, MAJI
yBEIOMsIBa IIPUTEXKATENSI HA pa3pelleHUEeTo 3a yrnoTpeoa:

1. manu mpomsiHaTa/IPOMEHUTE ce IpueMa/IpueMar Hid He; KOraTo MpOMsHATa/IPOMEHUTE He
ce nmpuema/mpuemMar, ce mocoYBaT MOTUBUTE 3a TOBA, U

2. nany NpoMsiHaTa/IPOMEHUTE BOAM/BOJAT 10 MPOMSIHA HA JaHHUTE B U3/aJICHOTO pa3pelieHne
3a yrnotpeba; KoraTo ce Hajara mpoMsiHa B M3J1aJICHOTO pa3pelIeHue 3a ynorpeda, ce npuiara 1i. 64a.

(5) IlpurexarensT Ha pa3pelIeHHETO 3a ynorpeba npeycTaHoBsiBa He3a0aBHO NMPHJIAraHETO Ha
ChOTBETHATa/ChOTBETHUTE MPOMSHA/IIpoMeHH TUll [A cien moiydaBaHe Ha yBegomiieHHE 1o ai. 4, T. 1 3a
HETpUEMaHE.

Un. 63. (U3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) Koraro yBemomienueto 3a
npomsiHa tun Ib oTroBaps Ha u3uckBanusaTa Ha wi. 61, MAJI yBenomsiBa npuTekartensi Ha pa3pelieHUeTo 3a
ynoTpe0a, 4e yBeIOMJIICHHUETO € BaJIMHO U ITOCOYBA JIaTaTa, OT KOSITO CPOKBT MO ajl. 2 3aroysa ja Teue.

(2) B 30-gueBeH cpok OT mosydaBaHe Ha BanuaHo yBemomuieHne MAJL omeHsiBa mopaaeHara
JOKYMEHTAIUS ¥ YBEJOMSBA MPUTEKATENS HA Pa3pelIeHUETOo 3a yrnoTpeoda:

1. mamu omoOpsiBa MpoMsiHATA WM HE; KOTAaTo IMpOMsSHATa HE ce 0oJ00psBa, c€ IMOCOYBAT
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MOTHUBUTE 32 TOBA, U

2. manyd mpoMsHaTa BOAU 10 MPOMSHA Ha JAaHHUTE B U3JaJCHOTO pa3pelleHue 3a ynorpeoda;
KOraTo ce Hajiara mpoMsiHa B U31a/ICHOTO pa3pelieHue 3a ynorpebda, ce mpuiara 4. 64a.

(3) Korato B cpoka mo an. 2 MAJI ycTtaHOBH HECHOTBETCTBHUS B IOJa/IeHATA JTOKYMEHTAIUS C
M3HMCKBaHUATA Ha 3aKoHAa W HapenOaTa mo wi. 42, TS yBeIOMsiBa MPHUTEXKATENsd HAa pa3pelieHHeTo 3a
ynotpeoa.

(4) B 30-mHEeBeH CpOK OT TOJy4aBaHE Ha YBEAOMJICHHETO IO all. 3 TIPUTEKATEIAT Ha
pa3pelieHreTo 3a ynorpeda Moxe Ja MPOMEHHU WIH JOITBIHHA JJOKYMEHTAIUSTA.

(5) Koraro B cpoka mo ai. 4 mpUTEXKATEIAT Ha pa3pelieHUETO 3a yrnorpeda HE MpPEeacTaBU
MpOMEHEHa WU JombiHeHa JokyMmeHTanusi, WAJl mpekpaTsBa mpouenypaTta M yBeIOMSBA 3a TOBa
MIpUTEXKATEIIs Ha pa3pelIeHUEeTo 3a yrnoTpeoa.

(6) B 30-gHeBeH cpok OT MoOJyyaBaHE Ha NIpoOMeHeHaTa JoKyMmeHTauus mo ain. 4 HAJI
yBEIOMsIBA MIPUTEXKATENS HA pa3peIICHUETO 3a yrnoTpeoda:

1. manu onoOpsiBa mpomsiHAaTa WM HE; KOraTo NpoMsiHaTa HE ce oA00psiBa, ce MOCOYBaT
MOTHUBUTE 3a TOBA, U

2. nany mpoMsHaTa BOJAU J0 MPOMSHA Ha JAaHHUTE B U3JaJCHOTO pa3pelleHue 3a ynoTpeoda;
KOraTo ce Hajiara mpoMsiHa B U3/1a/ICHOTO pa3pelieHue 3a ynorpebda, ce npuiara 4. 64a.

(7) Ilputexarenar Ha pa3penieHueTo 3a ynorpeda npuiiara ogoopenara npomsina tuin Ib crex
MoJTy4yaBaHe Ha YBEJIOMIIEHHUE 10 al. 2, T. 1, CbOTBETHO 10 aj. 6, T. 1 3a 0100psiBaHe HA MpOMSHATA.

Un. 64. (U3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) Koraro 3asBieHueTo 3a
npomsiHa tur Il orroBapst Ha u3nuckBanusATa Ha wi. 61, MAJI yBenoMsBa nputexarelis Ha pa3pelieHUeTo 3a
ynotpeba, 4e 3asiBICHUETO € BaJHMIHO, KaTO I0COYBa JJaTaTa, OT KOATO CPOKBT I10 ajl. 2 3alloyuBa Ja Teye.

(2) B 60-gHeBeH cpok OT mojyyaBaHe Ha BaiauaHO 3asBieHue MAJI U3roTss oleHbUEH JOKIA
3a MpOMsHATA.

(3) CpoxsT 1O ait. 2 Moxe jaa Obae:

1. HaMaJeH MpU CHEIIHU CIIyYan, KOUTO ca CBhP3aHu ¢ Oe30macHaTa yrnoTpeda Ha JIeKapCTBEHUS
MPOJIYKT, UITH

2. yawmkeH A0 90 aHU pH MPOMSIHA, C KOSITO C€ U3MEHS WK 100aBs TEPANIeBTUYHO MOKa3aHHE.

(4) Korato MAJI ycTraHOBH HECHOTBETCTBHUS B I0JIaJIeHATa JOKYMEHTAIMs C U3UCKBAHUATA HA
3aKOHa M HapenbaTta mo wi. 42, TS yBeAOMsBa IpUTEXaTells Ha pa3pelIeHHeTo 3a ynorpeda u ompenens
CPOK 3a MpeoCcTaBsHe Ha JOMBIHUTEIHATA HHPOPMAIUI U JOKYMEHTAIHSL.

(5) B cimyuauTe 1o ajn. 4 CpoKbT MO all. 2 crupa Ja Tede J0 MPEICTaBIHETO Ha AOMBIHUTETHATA
uH(pOpMaIUs U JOKYMEHTAIIHSL.

(6) B cpok n0 15 nHM OT U3rOTBSIHE HA OLIEHBYHUS 0K U3ITbIHUTENHUAT nupektop Ha MAJI:

1. onoOpsiBa mMpoMsiHATa WJIM MPAaBH MOTHUBHPAH OTKA3 M yBEJOMSBA 3a TOBa MpHUTEXKaTels Ha
pa3peleHueTo 3a ynorpeoa;

2. yBeoMsIBa IpUTEXKATENSI HA pa3pelleHUueTo 3a yrnoTpeda Aanu ogodpeHaTa mpoMsiHa BOAU JI0
NpoOMsHAa Ha JTAHHUTE B M3JaJCHOTO pa3pelleHue 3a yrnoTpeda; Korato ce Hajara rnmpoMsiHa B W3Ja/I€HOTO
paspernieHue 3a ynorpebda, ce npuiara 4i. 64a.

(7) IpurexatensT Ha pa3pelICHHETO 3a yHoTpeda MOXKe J1a MPUIIOKU 0I00peHaTa MpoMsHA THIT
II camo cnex u3gaBaHeTo Ha pa3pelieHre 3a MpoMsiHa 1o 4. 64a.

Ui 64a. (Hos - JIB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) MU30bIHUTENHUST TUPEKTOP HA
MNAJI nuznaBa paspenieHue 3a mpoMsiHa B pa3peIieHNeTo 3a yrnoTpeda B CPoK:

1. Tpuzmecer QHU OT M3JaBaHE HA yBEAOMJIEHHMETO Mo wi. 62, an. 4, 1. 2, wi. 63, an. 2, T. 2,
CBOTBETHO 4. 63, ain. 6, T. 2 unu ui. 64, ain. 6, T. 2, KOrato CbOTBETHATa MPOMSIHA BOJIM J10 YABJKABaHE C 6
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Mecela Ha cpoka, mocodeH B wieH 13, maparpadu 1 u 2 ot Pernmament Ne 1768/92 na Coeeera (EMO) ot 18
1oHU 1992 . OTHOCHO CH37]aBAaHETO Ha JOMMBIHUTENCH CEPTU(PHUKAT 3a 3aKpujia Ha JEKAPCTBEHUTE MPOIYKTH,
B choTBeTCTBHE ¢ WI. 36 oT Permament (EO) Ne 1901/2006;

2. mIeCTeCeT JHU OT M3/IaBaHE HA YBEJIOMJICHHUETO 10 4. 62, an. 4, T. 2 - mpu npomMeHu Tt A,
KOUTO HE U3UCKBAT HE3a0aBHO YBEJOMSBAHE;

3. mecTAeceT IHU OT U3/]aBaHe Ha YBEJOMIIEHUETO 1o . 64, an. 6, T. 2 - 3a mpomenu tur I1;

4. CTO ¥ OCEMJIECET JTHU - BB BCHUKH OCTaHAJIU CIIy4aHu.

Ui 646. (Hos - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) [Ipu mpomeHu, oTHACAIIN ce
0 TPOMEHM B AKTUBHOTO BEILECTBO 3a LEIUTE Ha €XErojHaTa akTyald3alusi Ha NPOTHUBOTPUITHUTE
BAaKCHHM, MPUTEXKATENIAT Ha paspelieHuero 3a ynorpeda moaaBa B MAJl 3asBneHue, NpuapyKeHO C
JOKYMEHTAIsl, onpejaeneHa ¢ Hapendara mo wi. 42. B 7-mueBen cpok MAJI mpoBepsiBa mbiHOTaTa Ha
nojajeHara JOKyMEHTaIusl.

(2) Korato 3asBIeHreTo OTroBaps Ha M3UCKBaHUATa Ha an. 1, MAJ] yBegoMsiBa mpuTexarens Ha
paspelieHrneTo 3a yrnorpeda, ue 3asBJICHUETO € BAJUIHO, KaTo MOCOYBA JaTaTa, OT KOSTO CPOKBT IO aji. 3
3aroysa Jia Teye.

(3) B 45-1HeBeH cpok OT mojdy4yaBaHe Ha BanuaHO 3asiBiaeHue MAJI orieHsIBa JOKyMEHTAIHTA U
U3TOTBSI OLIEHBYEH JOKJIAJ.

(4) M3nbiaHuTenHaTa areHIUsA IO JIeKapcTBaTa MOXeE Ja M3UCKa OT TNpUTexarens Ha
paspelieHneTo 3a ynorpeba Ja NpeAcTaBU KIMHUYHUTE JaHHW M JAaHHUTE 3a CTAa0MIHOCTTa Ha
JeKapCcTBeHHs MpOAyKT. IlpuTexkarenar Ha paspemieHueTo 3a ymoTpeba mpencraBs B MAJI msnckanute
JAaHHU B CPOK 12 AHM OT MU3THUYAHETO Ha CPOKA IO ai. 3.

(5) U3nbiHATENIHATA areHIus 10 JICKapCTBaTa OIEHsBA JOKYMEHTAIMATA U B3€Ma OKOHYATEITHO
peuieHre B cpok 10 qHU OT moTy4yaBaHETO Ha JAHHUTE MO aj. 4, KaTo W3[aBa pa3pelieHre 3a MPOMsHA WIH
OTKa3.

Yn. 65. (1) Korato mpurexaresnar Ha pa3pelIeHueTo 3a yrnorpeda YCTaHOBU PUCK 3a 3APABETO
IpH yrnoTtpebaTa Ha JeKapCTBEHUS MPOAYKT, TOM MpeanpreMa CrielH! OrpaHUYUTEIHE MEPKU U He3a0aBHO
yBegomsiBa nucmeno MAJL

(2) UsnbaHuTenHaTa areHIMs Mo JeKapcTBaTa ce MPOU3HAcsd MO MEPKHUTE B CPOK 24 yaca OT
YBEIOMIICHHETO.

(3) Korato MAJI He ce mpou3Hece B CpoKa 1o ajl. 2, cMsTa ce, 4e MEPKUTE ca 000pEeHH.

(4) Koraro MAJI ycraHoBM, 4e HWMa pHUCK 3a 3JpaBeTO Ha XopaTa OT ymnoTpebaTa Ha
JICKapCTBEHUs MPOAYKT, Pa3lope’kaa Ha MpUTEKaTeNls Ha pa3pelleHueTo 3a ynorpeba 1a mpeanpueme
He3a0aBHO OrpaHUYUTEITHH MEPKU.

(5) B ciiyuaute o an. 1 u 4 nputexaTensT Ha pa3pelIeHUETO 3a ynorpebda Ha JIeKapCTBEHHS
npoayKT ceriacysa ¢ MAJI HaunHa ¥ CPOKOBETE 32 BbBEXKAAHE HA MPEAIPUETUTE MEPKH.

(6) IlpuTtexxaTenaT Ha pa3pelIeHHeTO 3a yNoTpeda Ha JIEKapCTBEHUS MPOAYKT I0JAaBa 0
M3IbIHUTENHUS qupekTop Ha MAJI 3adBieHue 3a nmpomsiHa o pena Ha wi. 64 He Mo-KbCHO OT 15 nHuU cnen
JaTaTta Ha IpeAlprueMaHe Ha MEpKUTE.

Un. 66. (1) (U3m. - B, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) Ilputexarenar Ha
paspelieHue 3a yrnoTpeda Ha JIEKapCTBEHUs MPOIYKT IMoJaBa 3asBICHHE 3a pas3lIMpsiBaHE HAa OOXBaTa Ha
M371aJICHOTO pa3pelIeHue 3a ynorpeda mpu:

1. mpoMsiHa Ha aKTUBHOTO/aKTHBHUTE BEIIECTBO/BEIICCTRA!

a) 3aMsHa HA XUMHUYECKH aKTHBHO BEHIECTBO C pAa3JIMYeH KOMIUIEKC/JEPUBAT, BKIIFOYBAII]
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coli/ecTep, ChC ChIaTa TEPANeBTUYHA YacT, IPH KOETO XapaKTePUCTHKUTE Ha eprKacHOCTTa/0e30MacHOCTTa
HE Ce pa3jnyaBaT ChILECTBEHO;

0) 3aMsiHa ¢ pa3IUyYeH U30MEp, pa3InyHa CMEC OT U30MEPHU, 3aMsSHA Ha CMEC C H30JIUPAH U30MEP
(Hampumep Ha  paremMar ¢ COUHWYCH  CHAHTHOMEp), IMPH  KOETO  XapaKTePHCTUKHTE  Ha
e(heKTUBHOCTTA/0€30MacHOCTTa HE C€ Pa3IUyaBaT ChIIECTBEHO;

B) 3aMsHa Ha OHMOJOrMYHO AaKTHBHO BEIIECTBO C TAaKOBa, KOETO HMMa MajKO MO-pa3iydHa
MOJIEKYJISIpHA CTPYKTypa, IpPU KOETO XapaKTEepUCTUKUTE Ha e(eKTUBHOCTTA/0e30MacHOCTTa HE Ce
pa3nnyaBatr ChIIECTBEHO, C M3KIIOYCHIE HAa MPOMEHH B aKTUBHOTO BEIIECTBO HA CE30HHA, MPENaHIeMUIHA
WIM MaHJeMUYHa IPOTUBOTPUITHA BAKCHHA 3a YOBEILIKa yrnoTpeda;

') IPOMsIHA Ha BEKTOpPA, U3IOJI3BAH 3a MPOU3BOJICTBOTO Ha aHTUTCHA WIIM MU3XOJHUS MaTepHal,
BKJIFOUMTEIHO HOBA OCHOBHA KJIE€ThUHA OaHKa OT JPYr HM3TOYHUK, NMPHU KOETO XapaKTePUCTHKUTE Ha
e(deKTUBHOCTTA/0e3BpeTHOCTTA HE CE PA3INYaBaT ChIIECTBEHO;

) HOB JIMTaH/I WJIM CBBP3BaIll MEXaHU3bM 33 panodapMaIleBTHK, IPU KOUTO XaPaKTEPUCTUKUTE
Ha e(heKTUBHOCTTA/0€30IIaCHOCTTA HE CE pa3IuvaBaT ChIIECTBEHO;

€) TpoMsHA B EKCTPAaxXUpamusi pa3TBOPUTEN WJIM B CHOTHOIIEHHUETO PACTUTEIHO
BELIECTBO/PACTUTENIEH MpemnapaT, MpH KOETO XapaKTEPUCTHKUTE Ha ePUKacCHOCTTa/0e3BPEIHOCTTa HE ce
pa3inyaBat ChIECTBEHO;

2. mpoMsiHA B KOJHMYECTBOTO HA AKTUBHOTO BEIIECTBO, JICKApCTBEHAaTa (opMa M MTHTS Ha
BBBEXKIAHE:

a) MpoMsiHa B OMOHAJIMYHOCTTA;

0) mpomsiHa BB (papMaKOKUHETHUKATA, HAIIPUMEP MTPOMsIHA B CKOPOCTTA Ha OCBOOOXKIaBaHE;

B) IPOMSTHA WJTK 100aBsTHE HA HOBO KOJMYECTBO HAa aKTUBHOTO BEIECTBO/aKTHBHOCT;

') MpOMsIHA WU 100aBsSHE HAa HOBa JIEKapCTBEHA (popma;

1) TpoMsiHAa WM J100aBsiHE Ha HOB BT Ha BBBEXKIAHE - MPHU MApPEHTEPAIHO MPUIIOKEHUE €
HEOOXOMMO Ja Ce MpaBH pPa3TPaHUYCHHUE MEXAy HHTpaapTepHajeH, HMHTPABEHO3€H, WHTPaMYCKYJICH,
MOJIKOXEH U JPYTH IIbTHILA HA BbBEXKIAHE.

(2) 3asBnenuero no ain. 1 ce mojgaBa 3aeAHO ¢ JOKyMeHTanusaATa o wi. 27, an. 1, 1. 10, cBbp3ana
C IPOMEHHUTE 10 all. 1.

(3) M3uckBaHusaTa KbM JOKYMEHTAIMSATA IO aJl. 2 CE OMpEeIeNsIT B HapeadaTa mo ui. 42.

(4) HanmeHOBaHMETO HA JIEKAPCTBEHMSI MPOAYKT B U3/1aJICHOTO pa3pelIeHNE 3a pa3lupsiBaHe Ha
o0xBaTa Ha MbPBOHAYAIHOTO pa3pelIieHne 3a ynorpeda He ce MPOMEHSI.

(5) N3naBanero Ha paspelieHHe 3a paslIupsBaHe 0OXBaTa Ha BeYe HM3/aJCHO pa3pelIicHue 3a
yroTpeOa Ha JIEKapCTBEH MPOIYKT C€ U3BBPIIBA MTPH YCIOBUATA U TIO peaa Ha 1. 49 - 51.

Un. 67. (1) IlpurexarensT Ha pa3pelIeHUETO 3a yrnoTpeda Ha JIEKApCTBEHUS MPOIYKT IMOJaBa
3asiBJICHUE 32 U3[]aBaHE Ha HOBO pa3pelleHune 3a yrnoTpeda mpu:

1. II06aBHHe WM HOpCeMaxBaHC Ha C€AHO HJIM IIOBCUYC AKTHMBHW BCHICCTBA, BKIIIOYHUTCIHO
AHTUTCHHU KOMITOHCHTH 32 BAKCHHUTC;

2. poMsHa B KAaueCTBOTO HAa aKTHBHOTO BEIIECTBO, MOCOYEHA B JIOCHETO, KOSTO MPOMEHS
CBIIECTBEHO XapaKTEPUCTUKUTE 3a 0€30MacHOCT U e(PUKACHOCT Ha JICKAPCTBEHHS MPOIYKT, H TIPOMEHEHOTO
BEIIIECTBO Ce OIpe/eisi KaTO HOBO;

3. no6aBsiHEe Ha HOBO WJIM MIPOMSIHA Ha CHIIECTBYBAIIOTO IIOKAa3aHUE 3a JICYCHUE, MPOodUIaKTHKa
WIN MarHOCTHKA B JIpyra TeparneBTUYHA 00JIACT.

(2) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) IIpurexxaTensT Ha pa3pelieHUETo 3a
yrnoTtpeba Ha JIEKapCTBEHHUsI MPOIYKT T0JaBa 3asBJICHUE 32 W3JaBaHE Ha HOBO pa3pelIeHue 3a yrnorpeoa,
KOTaTo 3asBIICHUETO 32 TIOJJHOBSIBAHE HA pa3pelIeHHeTo 3a ynorpeda He € MoIaeHo B cpoka o wi. 59a, ai.
1.
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(3) (Ilpegumna an. 2 - IIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) 3asBieHueTo ce
MpUIpY’KaBa OT JOKYMEHTAIMs, ONpeesieHa B Hapeaoara mo ui. 42.

(4) (ITpegumna an. 3, gom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B cnyuyaute mo an.
1 u 2 ce npunara npoueaypara o uwi. 49 - 51.

Un. 68. (M3m. - JIB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelleHue 3a ynorpe6a/y1ocTOBEpEHHETO 3a PErUCTpaIis Ha JIEKapCTBEH MPOIYKT € JUThXKEH Jia:

1. oTUMTa TOCTIKEHHSTa HA HAYYHO-TEXHHUUECKHUS MIPOTPEC U J1a BbBEXk/1a BCUUKU HEOOXOIUMHU
MPOMEHH B JIOKYMEHTauusTa no wi. 27, ain. 1, T. 7 u 8 ¢ 1eJ1 JeKapCTBEHUSIT NMPOAYKT Ja Ce MPOU3BEKIa U
KOHTPOJIMPA CHIIIACHO OOMIONPHUETUTE HAYYHH METOM; IPOMEHHUTE Ce U3BBPIIBAT MO pejla Ha T1aBH TpeTa U
nera;

2. nonaBa He3zabaBHO B MAJI Bcsika HOBa MH(pOpMaInMs, KOSTO MOXE Ja HAJOXKHU MPOMSHA B
JAHHUTE U JIOKYMEHTHUTE 10 Wi. 27 - 32 ¥ B KpaTKaTa XapakTEPUCTUKA HA TPOYKTa;

3. undopmupa Begnara MAJI 3a Bcska 3a0paHa WM OrpaHUYCHHE, HAJIOKEHO OT PETyJIaTOPHHU
OpraHd Ha JAPYTU AbPKAaBH, B KOUTO JIEKAPCTBEHHST MPOIYKT € MyCHAT Ha Ma3apa, 3a MPUYUHUTE, MOPaIu
KOUTO Ca HAJIO)KEHU TE3U MEPKH, KaKTO U 3a BCAKa Jipyra HOBa MHGOpMalus, KOSITO MOXE Ja MOBJIMsIE Ha
OILICHKAaTa Ha TOJ3UTE U PUCKOBETE HAa CHOTBETHHUS JIEKAPCTBEH MPOIYKT; MH(OpPMAIMATA BKIIOYBA KAKTO
MOJIOKUTETHUTE, TaKa U OTPULIATEITHUTE PE3YJITATU OT KIMHUYHUTE U3MUTBAHUS WIH APYTH IPOYYBAHUS HA
BCUYKHU TMOKAa3aHUs W TMOIYJalluy, HE3aBUCUMO Jalii ca BKJIIOYEHH B pa3pelIeHHeTo 3a ynoTpeba, KakTo U
JaHHU 3a ynorpebara Ha JICKapCTBEHHMS MPOAYKT, KOraro Ta3u ymorpeba € W3BBH YCIOBHATAa Ha
paspeleHueTo 3a ynorpeoa;

4. cpxpaHsiBa M aKkTyaiau3upa WH(GOpMaNUATa 32 JIGKAPCTBEHUS MPOAYKT C TEKYUIUTE HAyYHU
MO3HAHUS, BKIIOYUTENIHO 3aKIIOYEHHITa OT OLICHSIBAHETO U MpPEenopbKuTe, MyoauKyBaHu Ha EBpomnelickus
WHTEPHET MOPTaJ 3a JIKApCTBEHU NMPOAYKTH, CH3IaJIeH B CHOTBETCTBHE ¢ wieH 26 oT Permament (EO) Neo
726/2004 na EBponeiickus napiaameHT u Ha CbBeTa;

5. pasmnpocTpaHsiBa JeKapCTBEHUS MPOAYKT € MOCIETHO 0J00peHaTa KpaTka XapaKTepuCTUKa Ha
MPOYKTa U JIMUCTOBKA 3a MAalMeHTA;

6. (HoBa - JIB, Op. 18 ot 2014 r.) uadopmupa MAJI 3a BcIko mMpeanpueTo OT HEro NEHCTBHE,
CBBP3aHO C BPEMEHHO CIIMPAHE MPEAJAaraHeTo Ha [1a3apa Ha ONPEEIICH JIEKapCTBEH NPOAYKT, U3TETJISIHE OT
raszapa Ha OIIpeJeJIeH JIEKapCTBEH MPOAYKT, UCKaHE 3a MpEeKpaTsBaHE Ha pa3pelleHue 3a ynorpeda wiu
3asiBEHO HaMepeHHue 3a HEMOIHOBSBAHE Ha pa3pelIeHHeTO 3a ynmorpeda, KakTo M Ja IMOCOYU MPUUHHHTE,
Mopajay KOUTO € MPEANPUETO TOBA JACUCTBHUE; B T€3M CIydal MPUTEKATEISAT HA pa3pelIeHueTo 3a yrnoTpeda
JEKJIapupa JaJIM NPEINPUETUTE OT HETO JIEUCTBUS C€ ABJKAT HA HAKOE OT OCHOBAHMSATA MO Wi. 276 WIH 110
. 277,

7. (HoBa - JIB, Op. 18 ot 2014 r.) uadopmupa MAJI, ako aeiicTBusATa 1o T. 6 ca MpeaNPUETH B
TpeTa AbpXkKaBa U ce AbJDKAT Ha HIKOE OT OCHOBAHUATA 10 Wil. 276 v 1o ui. 277,

8. (noBa - JIB, Op. 18 ot 2014 r.) undopmupa EBporielickaTa areHius o JeKkapcrnara, Korato
JNEUCTBUATA 1O T. 6 M 7 ca MpeanpueTy Ha ocHOBaHue 4ii. 276 u 277,

9. (noBa - IB, 6p. 18 ot 2014 r.) ocurypsiBa 10CTaThYHU KOJIUYECTBA OT JIEKAPCTBEHUS IPOTYKT
3a 3aJI0BOJISIBaHE Ha 3[paBHUTE NOTPEOHOCTH Ha HaceleHueTo Ha PenmyOnuka boiarapus;

10. (noBa - IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) npexoctass na MAJI, exxeceAMUIHO
WIM TpU IPOMsIHA Ha OOCTOSITENICTBATa, Ype3 CHelUaln3hpaHaTa eJIeKTpOHHA cuctema mo wi. 2176, an. 1
nHpopmanus 3a:

a) JIOCTaBeHMTE Ha TepuTopusita Ha PenyOnuka bearapus koinumdecTBa, MOCOYEHH 110
JIEKapCTBEHH MPOJYKTH, BKItoueHH B [lO3UTHMBHHSA JeKapCTBEH CHHCHK, HA KOUTO € MpUTEXaTel Ha
paspelieHrneTo 3a ynorpeoa;

0) THProBIMTE HA €IPO, HA KOUTO Cca JOCTABEHU KOJIMYECTBATA JIEKAPCTBEHH MPOTYKTH MO OyKBa
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nyn,

B) JaTaTa, Ha KOATO Ca U3BBPIIECHU JOCTaBKUTE 1o OykBH "a" u "0";

I') HAJIMYHUTE B CKIIAJJOBETEC KOJMYECTBA, MOCOYCHH IO JIEKAPCTBEHH IMPOIYKTH, BKIIOUEHU B
[To3uTHBHUS JIEKapCTBEH CIIUCHK, HA KOUTO € IPUTEKATEIN Ha Pa3pelIeHueTo 3a yrnorpeoda;

11. (moBa - /IB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) npenocrasst na UAJI 3a Bcuuku
JIEKapCTBEHH MPOAYKTH, pa3pelIeH! 3a yoTpeda Ha TEPUTOPHUATA Ha CTpaHaTa, BKIFOUUTEIIHO MTPH MPOMSHA
Ha 00CTOSTENCTBATa, Ype3 ClelraIn3upaHara eJIeKTpoHHa cucTema 1o wi. 21706, an. 1 undopmanus 3a koaa
Ha TPOJAYKTa MO CMHUCHIA Ha ui. 4, OykBa 0), moarouka i) ot [enerupan permament (EC) 2016/161 3a
JIEKapCTBEHUTE MPOAYKTH, OTIPECIICHU B HETO.

(2) IpuTexxaTenaT Ha pa3peIIeHUEeTo 3a YyoTpeda/y1I0CTOBEpEHUETO 32 PETUCTPALHS € JITBKEH
npu nouckBane ot MAJI na npeacrasu:

1. JaHHM B MOJAKpeETa Ha MOJOKUTETHOTO ChOTHOLIECHHE MOJI3a/PUCK 32 IEKaPCTBEHHUSI IPOIYKT;

2. (m3m. - IB, Op. 18 ot 2014 r.) nanau 3a o0emMa Ha MPOJAKOUTE HA JIEKAPCTBEHUS MPOIYKT U
BCAKaKBa Jpyra nHGoOpMalus, ¢ KOSITO MpUTEKATENAT Ha pa3pelieHrneTo 3a ynorpeda pasmosara, OTHOCHO
obOeMa Ha IEKapCKUTE MPEANMUCAHUS 32 TPOIYKTa;

3. xomme OT OCHOBHATa JOKYMEHTAIlMsi Ha CHUCTeMaTa 3a IpOCie[sIBaHEe Ha JIEKapCTBEHATa
6e30macHoCT.

(3) [IpuTexaTensat Ha pa3pelieHUeTo 3a ynorpeda npenocrasst Ha MAJl nokymeHTanusra mo ai.
2,T.3 B 7-IHEBEH CPOK OT MOJIYyYaBAHE HA UCKAHETO.

Y. 68a. (Hos - JIB, 6p. 67 ot 2020 r.) [IpurexaTensT Ha pa3pelieHue 3a yrnorpeda ocurypsina
BBBEKIAHETO HA MHIUBUIYaTHUS HICHTU(UKAMOHEH Oener mo wi. 168, an. 8, T. 1 Ha BCsSka OMakoBKa B
cucTeMara oT perucTpu B cboTBeTcTBHE ¢ [lenerupan pernament (EC) 2016/161.

Un. 69. (1) (M3m. - [IB, 6p. 67 ot 2020 r.) IlpuTexarensT Ha pa3pelieHHe 3a ynorpedba Ha
BaKCHHA WJIM HAa UMYHOJIOTUYEH JIEKApPCTBEH MPOAYKT, MPEAHA3HAYCH 32 UMYHHU3AIMs, IPEIN IMyCKaHETO Ha
BCSIKa MapTUa OT MIPOAYKTa Ha Mas3apa € JuTkXkeH J1a npeacrasu B MAJL:

1. 3asBIeHKE IO 00pa3el, yTBbPACH OT U3IMbIHUTEIHUS AupekTop Ha MAJL;

2. MOCTpH OT KpaiHUs MPOIYKT W/WIU MOCTPH OT MPOIYKTa B HACHITHO CHCTOSHHE/HEPA3ISAT
IPOAYKT, W/UIIM MOCTPHU OT MEXJIMHHHU M U3XOJHU MPOJAYKTU B KOJUYECTBA, IOCOYEHU B PHKOBOACTBOTO 3a
O0CBOOOXKIaBaHEe Ha MapTHJa JIEKApCTBEH MPOAYKT OT O(HIMaNeH KOHTPOJIEH OpraH, H3JaJeHO OT
EBporneiickus aupekTopar 1o KauecTBOTO Ha JIEKAPCTBEHHUTE MPOAYKTH U 3/IpaBeOIa3BaHe;

3. TpPOTOKOJIM 3a TMPOM3BOJICTBOTO M KAyeCTBEHUS KOHTPOJ Ha MapTuiara, H3AaJCHH OT
NPOM3BOANTENS,, KOWTO ca CBhOOpa3eHM Karo MHHHMYM C JIaHHUTE, IIOCOYeHH B oOpasema oT
aJMUHHUCTpaTHBHATa Ipoueaypa Ha EBpomeiickust TupekropaT IO KadyecTBOTO Ha JieKapcTBaTa H
3[IpaBeoIIa3BaHe 32 OCBOOOXKIaBaHE Ha MapTHIA OT OPHUIIHATICH KOHTPOJICH OpPTaH.

(2) Ilpurexarenar Ha pa3pelIeHUETO 3a yNoTpeda Ha HOBM HMYHOJIOTMYHHU JIEKapPCTBEHU
NPOAYKTH WM HAa HWMYHOJIOTHYHHU JIEKAPCTBEHH TPOIYKTH, MPOM3BEACHW C HOBU WM TPOMEHEHH
TEXHOJOTUU WJIM C TEXHOJOTHWH, HOBU 32 OTJEJICH HMPOM3BOAWTEN, M3IIBJIHABA 33aJbDKCHHATA TO al. 1 3a
KOHKPETHUSI IEPHO/I, TIOCOUYEH B PAa3pEIICHUETO 32 ynoTpeoda.

(3) (Hom. - B, 6p. 67 ot 2020 1.) B cpox 60 gHM OT gaTaTa HA MPEAOCTABSHE HAa IBJIHUS
KOMILUIEKT JokyMeHTH HWAJl u3BbpIIBa OLIEHKa Ha MPOTOKOJUTE OT IMPOU3BOACTBOTO U KAaueCTBEHHS
KOHTPOJI Ha KMBH BAKCHHU, IMYHOJIOTHYHH U HOBH UMYHOJIOTHYHH JIEKAPCTBEHH MPOIYKTH U U3MUTBAHE HA
NPEeJOCTaBEHUTE MOCTPHU B aKpeAUTHPaHa JTabopaTopus I JIpyra opuInaiHa JadbopaTopus 3a KOHTPOII, 3a
Jla YCTaHOBH JaJIM JIEKAPCTBEHUTE MPOAYKTH 1O ail. 1 ¥ 2 ca MpOM3BEACHU B CHOTBETCTBUE C OJIOOPEHUTE
cnenuduKaIum.

(4) (U3m. - IB, 6p. 67 ot 2020 r.) [Ipu monoxxuTeneH pe3yiraT OT OLIEHKaTa U U3MUTBAHETO I10
an. 3 UAJI u3naBa ceptudukar 3a ocBOOOXK/1aBaHe Ha MapTUIATA.
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(5) (M3m. - IIB, Op. 67 ot 2020 r.) Ceprudurar 3a 0cBOOOKIaBaHE HA MAPTHAA CE U3aBa OT
M3IIBJIHUTETHIS AUpekTop Ha MAJI mim oT onpaBOMOIIEHO OT HETO JTBKHOCTHO JIMIIE W TIPEIN ITyCKAaHETO
Ha MapTUAaTa OT JICKAPCTBEHUS MPOAYKT Ha Mas3apa B JPYTH IbPKaBU - MO MCKAHE HA MPUTEKATENs Ha
pa3pelreHreTo 3a ynorpeda Ha JeKapCTBeHHS MPOAyKT. KbM 3asBIIeHHETO ce PEICTaBAT MOCTPH 110 ail. 1,
T. 2 ¥ IPOTOKOJIH 32 TPOU3BOJCTBOTO U KAYECTBEHUS] KOHTPOJI HA MapTHIATa, U3JaICHH OT MIPOU3BOIUTEIIS,
KOHUTO Ca C'I>O6pa3€HI/I KaT0 MUHUMYM C OAHHUTEC, IMMOCOYCHU B P'I)KOBOI[CTBOTO "Ha CseroBHAaTa 3paBHa
OpraHu3aIys 3a 0CBOOOXK/IaBaHEe Ha TTAPTHIU OT HAIIMOHAJICH PEryJIaTOpEH OpraH.

(6) (U3m. - IB, Op. 67 ot 2020 r.) KoraTo orneHkaTa u M3MUTBAHETO MO al. 3 3a ChOTBETHATA
napTUa JEKapCTBEHN MPOAYKTH ca W3BBPIICHH OT OpUIMaIHa JabopaTopus 3a KOHTPOJ Ha JIEKapCTBEHH
MPOJYKTH B Apyra Abp:KaBa 4IEHKa Mpeau IMyCKaHeTO Ha MapTHAaTa Ha Ma3apa B CTpaHaTa, MPUTEKATENST
Ha paspemieHueTro 3a ynorpeba mpenctaBs B MAJl ceptudukara 3a ocBoOOXKIaBaHE Ha MapTHAATA
JICKApCTBEHH TPOJYKTH, U3JIJICH OT PEryJIaTOPHUS OpTraH Ha Jbp)KaBaTa WICHKA, KAKTO U HH()OpMaIMOHEH
dbopMyIIsp 3a ipoaaxkOa 1mo oopaser, yTBbPJACH OT U3MBJIHUTEIHUS qupekTop Ha MAJL.

(7) B cnyuaute mo ain. 6 MAJI He u3BbpIIBa N1eHHOCTUTE 110 all. 3 U 4.

Un. 70. (1) (U3m. - JIB, Op. 67 ot 2020 r.) IlpurexxarensT Ha pa3pemieHue 3a yrnorpeda Ha
JIEKapCTBEH MPOJAYKT, MOJNyYeH OT YOBEIIKAa KPBhB WM YOBEIIKA IU1a3Ma, Mpeau MYCKaHEeTO Ha BCsAKa
IapTuAa OT IPOLyKTa Ha Iazapa € JUIbkeH aa npeacrasu B MAJL:

1. 3asBreHue o oOpasen, yTBbp/EH OT U3MbIHUTETHUS qupekTop Ha UAJL;

2. MOCTpPH OT KpalHUS MPOAYKT /WK MOCTPH OT MPOAYKTa B HACHITHO ChCTOSIHHE/HEPA3JIAT
MPOIYKT, W/HIK MOCTPU OT MEKIMHHHU U U3XOJIHU MPOIYKTH B KOJIUYECTBA, TOCOYEHU B PBHKOBOACTBOTO 32
OCBOOOKJaBaHe Ha MapTHIa JIEKAPCTBEH MPOAYKT OT o(duiMaieH KOHTPOJEH OpraH, HU3JaJIiecHO OT
EBpomneiickus AUpeKTOpaT 1O Ka4eCTBOTO Ha JIGKAPCTBATA U 3/IpaBEONa3BaHe;

3. MPOTOKONM 3a MPOM3BOACTBOTO M KadeCTBEHHMsS KOHTPOJ Ha MapTujaTa, H3AaJeHU OT
MPOU3BOJUTENS, KOUTO Ca ChoOpa3eHHM Karo MHUHHMYM C JIaHHUTE, IIOCOYeHH B oOpasema ot
aJMMHHUCTpaTUBHATa IMpoleaypa Ha EBpomeiickus AupekTopaT MO KadyecTBOTO Ha JeKapcTBara U
3[IpaBeoria3BaHe 3a OCBOOOXK/IaBaHEe HA MAPTUAA OT O(UIIMATICH KOHTPOJICH OpraH.

(2) (Hom. - B, 6p. 67 ot 2020 1.) B cpox 60 gHM OT gaTaTa Ha MPEAOCTABSHE HA ITHJIHUS
KOMIUIEKT IoKymMeHTH WAJl u3BBpIIBa OLIEHKA HA MPOTOKOJIUTE OT MPOU3BOJACTBOTO U KAYECTBEHUS
KOHTPOJI Ha JIGKAPCTBEHUS TMPOAYKT, MOITYYCH OT YOBEIIKA KPBHB WJIM YOBENIKA TUIa3Ma, U M3MUTBAHE Ha
MPEIOCTaBeHUTE MOCTPHU B aKpeIUTHpaHa JJabopaTopus WK apyra odpuuuaina raboparopus 3a KOHTPOII, 3a
Ja YCTAaHOBU JaM JIGKAPCTBEHHUSAT MPOAYKT MO aid. | € MpOM3BEACH B CBHOTBETCTBHE C OJOOPEHHUTE
crienuduKaIum.

(3) (M3m. - [IB, 6p. 67 ot 2020 r.) [Ipu mONMOKUTENEH PE3yNTaT OT OLIEHKATa U U3MUTBAHETO 10
an. 2 MAJI uzgaBa cepTuduKat 3a 0cBOOOKIaBaHe Ha MapTUaaTa.

(4) (Ot™m. - 1B, 6p. 67 o1 2020 T.)

(5) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro orieHkara ¥ M3MUTBAHETO MO ajl. 2 3a ChbOTBETHATA
MapTUja JEKapCTBEHU MPOAYKTH ca M3BBPIICHH OT oduiMamHa 1abopaTopus 3a KOHTPOJI Ha JIEKapCTBEHU
MPOJYKTH B ApyTa AbpiKaBa WiIeHKa Mpeau IMyCKaHeTO Ha MapTHAaTa Ha Ma3apa B CTpaHaTa, MPUTEKATEIST
Ha pazpemieHueTo 3a ynorpeba mnpexacraBs B WMAJl cepruduxara 3a ocBoOOkIaBaHe Ha MapTUAATA
JIEKapCTBEHH MPOAYKTHU, U3/IaJICH OT PEryJaTOPHUS OpraH Ha JbprKaBaTa WIEHKA, KAaKTO U WH(POPMAIMOHEH
dbopmyIsip 3a mpojiaxoa mo odpaser], yTBbpACH OT U3IMbIHUTETHUS AupekTop Ha MAJL.

(6) B ciydaute no an. 5 MAJI He u3BbpuIBa AeHOCTUTE 110 aj. 2 u 3.

Y. 70a. (Hos - JIB, Op. 67 ot 2020 r.) M3nbaHuTenHaTa areHIUs MO JIEKapcTBaTa MOXE Jia
W3BBPIIN JOMBIHUTEIIH U3MUTBAHUS HA MOCTPU OT JIEKApPCTBEH MPOAYKT mo wi. 69 u 70 B ciennure
CIIly4au:
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1. 3HauMTEeNHA MpOMSHA B Tpolieca Ha MPOU3BOACTBO, Kilacu(uIUpaHa Mo pel, ONpeieicH B
Hapeabara 1o 4. 42;

2. IpOMsIHA Ha MSCTOTO Ha IPOU3BOJICTBO;

3. HexxenaHo croutue no § 1, 1. 40 oT JOBIHUTETHUTE pa3nopeadu;

4. 3HaYMTEJIHN OTKJIOHEHUs B TPOU3BOICTBEHMSI ITPOLIEC;

5. IpoMeHU B MpOLEypUTE 3a U3MUTBAHE HA TPOU3BOIUTEIS;

6. HeouakBaHa MMPOMEHJIMBOCT B PE3YJITATUTE OT M3MMTBAHUATA MO KOHTPOJA HAa KayeCTBOTO,
M3BBPIICHHU OT MIPOU3BOIUTENS M OT O(UIHATHIS KOHTPOJIEH OpTaH;

7. KPUTUYEH JO0KJIAJ OT U3BbPIIECHA MHCIIEKIUS HAa IPOU3BOIUTEIIS.

Yn. 706. (Hos - JIB, 6p. 67 ot 2020 1.) (1) 3a uznaBane Ha cepTu(UKaT 3a OCBOOOXKTaBaHE HA
napTua MPUTEKATENAT Ha paspemieHne 3a ymnotpeda mpenctas B MAJl moxkyMeHT 3a TUlaTeHa Takca B
pasmMep, onpeescH B Tapudarta mo wi. 21, ai. 2.

(2) Pa3zxoaute 3a M3BBpIIBaHE HAa M3NMTBaHMATA MO 4i. 69 u 70, KakTo M pa3XxoauTe 3a
JOITBIHUTETHU U3NUTBaHUs 110 4i. 70a ca 3a cMeTKa Ha 3asiBUTEIIS.

(3) CeptudukarsbT 3a 0CBOOOXK/IaBaHE HA MApTHIA CE M3JaBa Ha OBITapCKU €3UK Ha MUMETO Ha
MPUTEXKATENST HAa Pa3pelIeHUeTo 3a yrnmoTpeda Ha JIGKAPCTBEHHUS MPOIYKT, a 0 HETOBO WCKaHE - M Ha
AHTJIMMCKH €3HK.

(4) Koraro B ciyuaute 1o 4. 69 u 70 maptuaara Ha JIEKApCTBEH MPOAYKT HE € B CbOTBETCTBHE
c onoOpenute crenupuKaluy, HU3MBIHUTETHUIT aupektop Ha WMAJl wnam onmpaBOMOIIEHO OT HEro
JUTBKHOCTHO JIMIIE TIPAaBU MOTHBHPAH OTKa3 3a M3/1aBaHe Ha CEPTU(HKAT 32 0OCBOOOKIaBaHE HA MAPTUIATA.

(5) U3mrpaHUTENHATA areHITUs 10 JIeKapcTBaTa U3Mpaiia JaHHHW 3a 0TKasa Mo all. 4 B cucTemara
Ha O(UIMATHUTE KOHTPOJIHU JIEKAPCTBEHHU J1abopaTtopuu Ha abpxkaBuTe wieHkn W Ha Kondeneparms
[IBeiinapus.

(6) Otka3bpT Mo an. 4 moAsiexu Ha oOXallBaHe MO pelna Ha AIMUHUCTPATUBHOMPOIIECYATHUS
KOJIEKC.

Y. 71. (1) IputexaTensar Ha pa3pelieHue 3a ynorpeda € JIbXKEH J1a TMOAIbpiKa CUCTEMa 3a
OJIOKMpaHe M W3TETIIIHE OT Ia3apa Ha JICKAPCTBEHU IMPOJIYKTH, KOUTO HE OTTOBAPAT HA M3MCKBAHHSITA 32
Ka4ecTBO, 0€30MacCHOCT M €(PUKACHOCT.

(2) IlpurexatensaT Ha pa3pelieHHe 3a ynorpeba e IbKeH JAa OJoKHpa W HU3TErH
JIEKapCTBCHHUTE TPOJIYKTH, ITOKA3aJli HECHOTBETCTBHEC C W3WCKBAaHUATA 3a KadecTBO, €(UKACHOCT H
0e30macHOCT, 10 pena Ha Hapeabara mo ui. 274, an. 1.

Y. 72. (Otm. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.)

UYn. 73. (1) [Iputexartenar Ha pa3pelieHUETO 3a yIoTpeda MOKe /1a IPEXBBPIIU MpaBaTa BbpXY
pas3pelIeHneTo 3a ynoTpeda Ha JEeKapCTBEHUs MPOAYKT Ha JIPYro IOPHIUYECKO JIMIE WU Ha 0OeJUHEHuS,
KOUTO HE ca IOPUIUYECKH JIULa, yCTAHOBEHU Ha TEPUTOPUSATA HA AbPIKABUTE YICHKH.

(2) IpurexartensaT Ha pa3pemieHHEeTo 3a ynorpeba momaBa B MAJl 3asBieHue, KbM KOETO
nmpujara JAOKyMEHTalMsl, olpejaereHa B Hapeabara mo wi. 42, KaTo IocodBa IPEUIOKEHHE 3a JaTa Ha
MIPEXBBHPIISHETO.

(3) [Ipu ycraHoBsiBaHE Ha HENBJIHOTH B JOKyMeHTauus no an. 2 MAJl yBemoMmsBa MUCMEHO
MIpUTEXKATeJIs Ha pa3pelIeHHeTo 3a ynorpeda Aa mpeacTaBu HeoOXoauMaTa JONbJIHUTEIHA HH(pOpMalus B
cpok 30 mau. CpokbT 1O all. 5 crnupa Ja Te4e OT JaraTa Ha YBEJOMIICHHETO JI0 MPelI0oCTaBsHEe HA MCKaHATa
uHpOpMAaIHSL.

(4) Axo B cpoka mo an. 3 mpuTexaTrensT Ha pa3peuleHHeTo 3a ynorpeba He JOMbJIHU
JOKYMEHTAIUATa, IpolielypaTa 1o NPEeXBbPIISHE HA PAa3pEIICHUETO 3a YIOoTpeda Ha JeKapCTBEHHS MPOIYKT
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ce MpeKparsBa.

(5) B cpok 30 nHu OT marata Ha MOJaBaHE Ha 3asiBICHUETO MO all. 2 U3MBJIHUTEITHUAT TUPEKTOP
Ha MAJl u3naBa paspelieHue 3a NpoOMsiHA, ¢ KOETO ce 0oA00psiBa MpexBBbpJsSHETO. B pasperienuero 3a
IIPOMSIHA CE IT0COYBA U JlaTaTa Ha MPEXBbPJIIHE HAa pa3pelIeHUETo 3a yrnorpeoa.

(6) HoBusT mnpuTexxkaren Ha pas3pelieHHeTo 3a ymoTpeba moeMa M3IUIO MpaBaTa H
3aIBJKEHUSITA Ha IIPEIUIITHNS IPUTEXKATEN Ha Pa3pelIEeHUETO 3a ynoTpeoda.

(7) Ilpu npexBBPISIHETO HA PA3pEUICHUETO 3a YyIoTpeda Ha JIEeKapCTBEH MPOAYKT IO pelia Ha all.
1 - 6 CPOKBT My HE CE IPOMEHSI.

Pasznea VII.
IIpouenypa no B3anMHO NPU3HABAHE U JIeHEHTPATU3UPAHA NPOIEeAYPA

Un. 74. (1) Korato nuuero mo 4. 26, an. 1 uMa U31aeHO pa3pelieHne 3a ynoTpeda B apyra
J'bp>KaBa YJIE€HKA 3a ChIIUS JEKApPCTBEH MPOAYKT MO CMUCHIA Ha 4Wi. 45, ain. 3, 3a KOMUTO € moJaJIo 3asiBIICHUE
3a pasperienue 3a ynorpeba 1o MAJL, To mogaBa MCKaHe 10 PETyJIaTOPHHUS OpraH Ha IMOCOYEHa OT HEro B
3asBJICHUETO Jbp)KaBa WIECHKA, HapuyaHa MO-HaTaTbK 'pedepeHTHa IbpxaBa', Ja H3rOTBU OLIEHBYEH
JIOKJIa/l WIN J1a aKTyalu3upa ChIIEeCTBYBAIIHS.

(2) Cnc 3asgBienuero Jyuuero no ain. 1 momasa B MAJl nmocue, Koero € HISCHTHMYHO Ha
MOJIa/ICHOTO B pedepeHTHaTa Abp)KaBa U B APYTUTE AbPKaBU WICHKH, IOCOYCHU B 3a8BJICHUETO, HAPUUYAHU
MO-HATaThK "3acerHaTu JbpkaBu'.

(3) MsnbaHuTenHaTa areHUys 10 JeKapcTBaTa M 3asBUTENAT MOJIy4aBaT IO CIyXkeOeH IbT OT
peryinaTopHusi oprad Ha peepeHTHaTa IbpxkKapa Mo aj. 1 OleHbYHHUS JTOKJIAJ 3aeHO ¢ 0l00peHaTa KpaTka
XapaKTepUCTHKA Ha MPOIYKTA U ¢ 0I0OPEHUTE MaKeT Ha OTIAKOBKATa M Ha JIMCTOBKATA 32 MAI[MCHTA.

(4) M3nbiHUTENHATA areHUys 1O JieKapcTBaTa pasriiexkaa JOKYMEHTHTE MO aj. 3 ¥ MUCMEHO
uHpopMHpa pedepeHTHATA IbpXKaBa 3a B3€TOTO pelieHne B cpok 90 THU OT JaTara Ha MOTYyYaBaHETO UM.

(5) B cpox 30 nHM OT moslyyaBaHETO Ha YBEAOMJICHHE 3a IPUKIIOYBAHE Ha MpoLeAypara OT
pedepeHTHaTa AbpiKaBa M3MBIHUTEIHUAT Aupektop Ha WAJl m3maBa paspemieHue 3a ynorpeda Ha
JIEKapCTBEHHS MPOYKT HA TepUTOpHATa Ha PermyOnuka bwiarapus ¢ ogoOpeHnTe KpaTka XapaKTepuCTHKa Ha
IPOAYKTa, MAaKeT Ha ONAKOBKATa U JINCTOBKATA 32 MALUEHTA.

Y. 75. (1) Koraro numero mo 4. 26, an. 1 nmonaBa eqHoBpemeHHo B MAJI u B pyru nbprkaBu
YICHKHM 3asBJICHUE 3a pa3pelleHHe 3a ynoTpebda Ha JIEKapCTBEH NPOAYKT, 332 KOMTO HsIMa H31aJeHO
paspellieHue 3a ynorpeda Ha TEpUTOpHUSATA Ha IbpKaBa WIEHKA, TO MOCOYBA B 3asBICHUETO PETYIATOPHHUS
OpraH Ha JIbpKaBaTa YiICHKa, HapHuaHa Mo-HaTaThK "pedepeHTHa AbpikaBa'", KOWTO Ja U3TOTBU MPOEKT Ha
OLIEHBYEH JIOKJIAJl, IPOEKT Ha KpaTKa XapaKTepUCTHKA Ha MPOAYKTa U MPOEKT Ha MAaKeT Ha ONaKOBKaTa U
JUCTOBKATA 3a MallieHTa.

(2) Cnc 3asgBienuero aunero no ain. 1 moxasa B MAJI nmocue, MACHTUYHO Ha MOJAJACHOTO BBHB
BCUYKU JAPYTU AbPrKaBH YICHKH, IOCOYEHH B 3asBJICHUETO, HAPUYAHU MO-HATATHK "3acerHaT IbpxKaBu'.

(3) M3npaHuTeNHATA areHIys 10 JeKapcTBaTa U 3asBUTENAT MOJy4aBaT Mo CIyXeOeH MbT OT
peryiatopHuss OopraH Ha pedepeHTHaTa IbpXKaBa IMPOEKTa HA OLEHBUEH JIOKJIaJ, MPOEKTa Ha KpaTka
XapaKTepUCTHKA HA MPOYKTa U MPOEKTa HAa MAKET Ha OMIAKOBKATa M Ha JIMCTOBKATA 32 MAI[UCHTA.

(4) 3nmbaHuTeNHATa areHIMs Mo JieKapcTBaTa pas3riiexia JOKYMEHTHTE MO al. 3 U MHUCMEHO
uHpopmMupa pedepeHTHaTa AbpKaBa 3a B3€TOTO perieHue B cpok 90 THHU OT JaTaTa Ha MOJIy4aBaHETO UM.

(5) B cpok 30 gHM OT MoJIy4aBaHETO Ha YBEIOMIIEHHE 3a MPUKIIOYBAHE HA Ipoleaypara oT
pedepeHTHAaTa AbpXKaBa W3MBIHUTETHUAT aupekTop Ha WMAJl m3maBa paspemieHue 3a ymoTpeba Ha
JIeKapCTBEHMS MPOJYKT HA TepuTOpuATa Ha PemyOnuka bbiarapus ¢ ogoOpeHuTe KpaTka XapakTepucTHKa Ha
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IMPpOAYKTa, MAKCT HA OITAKOBKAaTa U JIMCTOBKATA 34 IMallUCHTA.

Y. 76. (1) Korato Peny6nuka bwirapus e pedepentna nbpxasa mo wi. 74, MAJL:

I. B cpok 90 nHM OT narara Ha NOJAABaHE Ha BajlWJHA JAOKYMEHTAIMsl W3Mpaila Ha
peryJaTOpHUTE OpraHd Ha 3acerHAaTHTE IbpPKAaBM M Ha 3asBUTENS OLEHBYHMS JOKIA[, HPUAPYNKEH C
oJlo0peHaTa KpaTKa XapakTEepHUCTUKa Ha MPOJIYKTa U C OJOOPEHNUTE MAaKeT Ha OMAaKOBKaTa M Ha JIMCTOBKATa
3a NalMEeHTa;

2. 3aKkpuBa IpolLeAypaTa M YBEIOMSIBAa 3asBUTEN M 3aCETHATUTE AbpIKABH, aKO BCHUYKHU
3aCerHaTH IbpXKaBH ca sl 0100pHIIH.

(2) B cpok 30 nHu OT 3aKpUBaHETO Ha MpoLEeaAypaTa 1o aji. 1, T. 2 U3MbIHUTEIHUAT TUPEKTOP Ha
NAIJI uznaBa paspernieHue 3a ynorpeda Ha JeKapCTBEHMsI POAYKT Ha TepuTopusita Ha PenyOnuka bbarapus
C 0100peHHTE KpaTKa XapaKTepUCTHKA Ha MPOJYKTa, MAKEeT Ha OMIAKOBKATa M HA JINCTOBKATA 3a MalMEHTA.

(3) Korato Penrybnuka bearapust e peepentHa appkapa mo wi. 75, MAJL:

I. B cpox 120 nmHM oT parata Ha TMOJAaBaHE HA BaJIWJHA JOKYMEHTAIMsl H3MIpaiia Ha
pETyJIaTOpPHUTE OPraHu Ha 3aCErHATUTE IbP’KABU M HA 3asBUTEINSI IPOEKTA HA OLICHBYHUS JTOKIAJ, IPOEKTa
Ha KpaTKa XapakTepHUCTUKa Ha MPOAYKTa U MPOEKTa Ha MAaKET Ha OMAKOBKATa M Ha JIMCTOBKATa 3a MallleHTa;

2. 3aKkpuBa IpolLeAypaTa M YBEIOMSBA 3asBUTEN] M 3aCETHATUTE Ibp)KABH, aKO BCHUYKH
3aCerHaTH IbPXKaBH ca sl 0100PHIIH.

(4) B cpok 30 gaM OT 3aKpuBaHE Ha MpOIEAypaTa 1Mo ai. 3, T. 2 U3NBJIHUTEITHUAT JUPEKTOP HA
NAJI nznaBa paspeunieHue 3a ynorpeda Ha JIeKapcTBEHUS MPOIYKT Ha TepuTopuira Ha PernyOnnka benrapus
C 0100pEHMTE KpaTKa XapaKTepUCTHKA Ha IPOJYKTa, MAKEeT Ha OMIAKOBKATAa M HA JINCTOBKATA 3a MAlMEHTA.

Un. 77. (1) Koraro MAJI He onoOpu mpencraBeHaTa JOKYMEHTAIMS 10 Wwi. 74, an. 3 WM 1o 9.
75, an. 3 mo choOpaXkeHUs 3a MOTEHIIMATICH CEPUO3EH PUCK 32 3[PaBETO Ha HACETIEHUETO, U3TOTBS MOApOoOeH
JOKJIaJl C MOTHBH JI0 pehepeHTHaTa AbpiKaBa WICHKA, 10 IPYTUTE 3aCETHATH AbP>KaBHU H 10 3asSBUTEIIS.

(2) Cnopuure BbIpocu 1o ai. 1 ce pasriexaar ot KoopauHanuoHnHata rpymna Ha AbpiKaBUTE
YJICHKH. 3asiBUTEIST MOKE J1a PEICTABH CBOSTA MO3MIIMSA MO PA3IIIEKAAHUTE BHIIPOCH MUCMEHO UJIH YCTHO.

(3) UsnbiHuTENHATA areHIusl 110 JiekapcTBara yuyacTBa B KoopauHaionsaTa rpymna o ai. 2 J1o
3aKpUBaHe Ha MpoLeaypara OT pedepeHTHATa IbpiKaBa.

(4) B cpox 30 maHM OT moJiy4aBaHE Ha YBEIOMJICHHE 3a 3aKpHBaHE Ha TpoOlEaypara OT
pedepeHTHaTa IbpKaBa H3NBJIHUTENHUAT aupektop Ha WAJl uzmaBa paszpemeHue 3a ymnorpeba Ha
JICKapCTBEHHUS TPOIYKT C OJOOpPEHUTE KpaTKa XapaKTepUCTHKA Ha MPOJYKTa, MAKeT HAa ONMAKOBKAaTa M Ha
JUCTOBKATA 3a MallieHTa.

Yn. 78. (1) Koraro B nponenypa npen KoopannannoHHara rpyna mno 4i. 77, ai. 2 1bp>KaBuTe
YIEHKH HE ITIOCTUTHAT ChIVIACHE, CIIOPHUTE BBIIPOCH ce pasriexaar oT Komurera 3a jekapcTBEHU NPOAYKTH
3a XyMaHHa ynorpeba kbM EBporelickaTa areHuus 1o jekapcTBaTa mo apOouTpaxkHa npoueaypa. Komume ot
JOKyMEHTALUATA Ce U3Mpallla Ha 3assBUTEIIS.

(2) 3asButenat npexacrassa B EBponeiickaTa areHus 1o JeKapcTBara JOCUETO Ha JIEKapCTBEHUS
IPOAYKT U KpaTKaTa XapakTepUCTHUKa Ha IPOAYKTa.

(3) B cayuaure mo an. 1, ako MAJI e omoOpuia OoLEeHBbYHHS JOKJIAJ, NMPOEKTa Ha KpaTkaTa
XapaKTepUCTHKa Ha MPOJYyKTa U MakeTa Ha ONAaKOBKAaTa M Ha JINCTOBKATa 3a MAllMEHTa, MPEIOCTABEHH OT
pedepeHTHaTa IbpKaBa, U3NBIHUTETHUAT aAupekTop Ha MAJl mo monba Ha 3asBUTENs MOXE Ja M37Aaje
paspenieHue 3a ynorpeba Ha JIEKapCTBEHUS MIPOAYKT, IPEIH J1a € 3aBbpIlnIa apOUTpakHATa MIPOLEeaypa 1o
an. 1.

(4) Cnen mpukimouBaHe Ha apOUTpa)kHAaTa IMPOLEAYypa HM3MBIHUTEIHUAT aupekrop Ha MAJL
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IPUBEX/a U3/1aICHOTO pa3pelleHne 3a ynorpeda 1mo aji. 3 B ChbOTBETCTBHE ¢ pemieHnero Ha EBpormeiickara
KOMHCHSL.

Un. 79. (1) Korato perynaTopHHTE OpraHM Ha €IHA WJIM HA HSIKOJKO IbP)KaBU UJIECHKH Ca
MpPHUENU Pa3IuYHU PEIICHUs MO OTHOILICHHE Ha Pa3pelIeHHeTO 3a ymoTpeda Ha €IUH U ChII JEeKApPCTBEH
MPOJIYKT WU TIO0 OTHOIICHWE Ha HETOBOTO BPEMEHHO ClHpaHe WU Ha oTHemaneto My, MAJl oTHacs
BbIIpoca 10 KomuteTa 3a nekapcTBeHM MPOMYKTH 3a XyMaHHa ymorpeda kbM EBpomeiickaTta areHuus mo
JIeKapcTBaTa 3a MpujiaraHe Ha apOuTpaXKHa MPOoIleypa. 3assBUTEIAT WK MPUTEKATEISAT Ha pa3peIIeHueTo 3a
ynotpeba Moxe Ja oTHece BbIpoca 1o Komurera 3a jekapcTBeHH MPOAYKTH 3a XyMaHHa ynoTpeba KbM
EBpormeiickara areHiys mo jJekapcTBara 3a Mpujiarane Ha apOuTpa)kHa Mmpoieaypa o CBos MpereHKa.

(2) (Ot™m. - 1B, 6p. 102 o1 2012 1., B cuima ot 21.12.2012 1.)

(3) (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnyyaute no an. 1 MAJI unu
3asIBUTEISAT/TIPUTEKATEIAT HA Pa3pelIeHUETO 3a yrmoTpeda Ha JIEKaApCTBEHUs NPOAYKT MPEIOCTaBs Ha
EBporeiickara areHuus no jgekapcTpara Isiiara HalnuyHa HHQOpMAIHs 110 CbOTBETHHUS BBIIPOC.

(4) (Ot™m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

(5) (Otm. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

Un. 79a. (Ho - B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) B 3aBucumoct ot
penieHueTo Ha EBpornelickaTa KOMUCHS ciie] MPUKITI0YBaHe Ha apouTpaxkHa mporenypa MAJL B cpok 30 aau
OT I10JIy4aBaHE Ha YBEJIOMJIEHUETO:

1. u3maBa, BpEMEHHO CIHMpa WK IPeKpaTsBa pa3pelieHue 3a yrnorpeda, win

2. 3MCKBA Ja C€ U3BbpLIAT IPOMEHHU B U3/1aJIEHOTO Pa3pEIICHNE 3a IOCTUTaHE HAa CbOTBETCTBUE
C peleHneTo Ha EBporerickata KOMUCHSL.

(2) WsmpnauTenHaTa areHuMs IO JIeKapcTBaTa yBeAoMsiBa EBpomeiickaTa KOMHUCHUS H
EBpornelickara areHuus no jJekapcTara 3a U3/1aJieHusl akT 1o ai. 1.

Yn. 796. (Hos - IB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) B cnyuauTte, korato ca
3acerHaTv UHTepecuTe Ha EBponeiickus chio3 U Mpeld B3eMaHe Ha pelleHHe 3a U3aBaHe Ha pa3pellieHue 3a
ynoTpeba Ha JIEKapCTBEH MPOAYKT, 32 BDEMEHHOTO MY CIIMpaHe, 3a MPEKpaTsIBaHeTO WM 3a MpOMsSHATa My,
W AJL, 3asBUTENAT WK TPUTESKATEIAT HA pa3pelieHne 3a ynorpeda Morar aa OTHecaT BBIIPOca 10 KOMHTETa
mo wi. 79, an. 1 3a nmpuiarane Ha apOUTpakHa MPOIEaypa.

(2) B cnyuyaute mo an. 1, korato ce3MpaHETO € B pe3yiTaT Ha OLIEHKA Ha JaHHH, CBHP3aHU C
MpociesBaHe Ha JeKapcTBeHaTa 0e30MacHOCT Ha pa3pellleH 3a ynorpeda JeKapcTBEH MPOIYKT, BHIPOCHT
ce OTHAcs 10 KOMMTETa 110 Wi. 56a, ain. 1, T. 1 u ce npunara nponenypara no wi. 1944 win 194m.

(3) (M3m. - 1B, Op. 18 ot 2014 r.) V3nmbaHuTenHaTa areHIWs MO JIEKapcTBaTa Mpujara
npolenypaTa 1o riaBa ocMa, pasnen [V, korato e HeoOXOAMMO NpUJIaraHeTO Ha €JHa OT MEpKHTE,
nocoueHu B wi. 194y, an. 2 u 3.

(4) (Homa - 1B, 6p. 18 ot 2014 r.) He3aBucumo ot an. 1 - 3, korato € HEOOXOIUMO CITCITHO
JIeCTBHE 3a 3aluTa Ha OOIIECTBEHOTO 3/IpaBe Ha HSAKOHW eTamn oT apouTpakHara mpouenaypa, MAJI moxe na
crpe JeMCTBHETO Ha pa3pelleHHeTo 3a ynorpeda M Ja 3abpaHu yrnoTpedara Ha ChbOTBETHHUS JIEKApCTBEH
MIPOJYKT Ha TepuTopusaTa Ha PemyOnuka bbarapus 10 nprueMaHeTo Ha OKOHYATEITHOTO PelIeHHE.

(5) (HoBa - JIB, 6p. 18 ot 2014 r.) B cayuaute no an. 4 MAJI unpopmupa EBponeiickaTta
koMmucusi, EBponeiickaTa areHuus Mo JieKapcTBaTa U APYTUTE AbPIKaBH YJICHKU 32 MOTHUBUTE 32 CBOETO
pelIeHne He MO-KbCHO OT CJe/IBalus pabOTEH JCH.

Yn. 80. (U3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) YcioBusita u peapT 3a
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U3BBpPIIBAaHE HA NPOMEHU B M3AAJECHUTE pa3pellieHus Mo To3U paszznen ce ypexaar ¢ Permament (EO) Ne
1234/2008 na EBpomneiickara komucus ot 24 HoemBpu 2008 r. OTHOCHO pa3riiekAaHETO Ha MPOMEHHUTE B
YCIIOBUATA HA pa3pelIeHHUATa 3a ThPrOBUS C JIGKAPCTBEHU MPOJYKTHU 3a XyMaHHa yrnoTrpeda U BeTepUHAPHU
nexapctBenu npoaykt (OB, L 334/7 ot 12 nexemBpu 2008 r.).

I'naBa yerBBpTA.
KJIMHNYHU UBIINTBAHUA

Paznean L.
OO0umu pasnopendou

Un. 81. (U3m. - JIB, 6p. 84 ot 2018 r. (*)) (1) KnuHnyHO M3NHWTBaHE HAa TEPUTOPHATA Ha
PenyGnuka bearapus Moxe Ja ce mpoBexk/ia ciie]] OoTy4aBaHe Ha pa3pelieHue, n3aaeHo NP YCIOBUATA U
o pena Ha Permament (EC) Ne 536/2014 na EBpomneiickus mapiameHnT u Ha CbBeta ot 16 anpun 2014 1.
OTHOCHO KJIMHWYHUTE WM3MUTBAHUS Ha JICKQPCTBEHU MPOAYKTHU 3a XyMaHHa ymoTpeba, M 3a OTMsSIHa Ha
HupextuBa 2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), Hapuyan no-HataTbk "Permament (EC) Neo
536/2014", v Ha TO3H 3aKOH.

(2) W3nbiHuTenHaTta areHuUMs IO JIEKapcTBaTa M3IbBJHSABA JEHHOCTUTE Ha JIOKJIaJBalla,
ChOTBETHO Ha 3acerHara JI’bp>kaBa U JIOMBIHUTEIHO 3acerHara Ibpkasa 1o cMuchiia Ha Permament (EC) Ne
536/2014, u e HAMOHAIHOTO 3BE€HO 32 KOHTAKT 1o wi. 83 ot Permament (EC) Ne 536/2014.

Y. 82. (U3m. - JIB, Op. 84 ot 2018 1. (*)) (1) 3a u3maBane Ha pa3pelIeHUe 3a MPOBEXKIAHE Ha
KIIMHUYHO W3MUTBAaHE W 3a HM3/JaBaHe HA pa3pelIeHHe 3a CHIIECTBEHA MPOMSHA B Pa3pelieHO KIMHUYHO
M3MUTBaHE BBH3JIOKHUTEIAT M0/1aBa 3asiBlieHne U jocue cbriaacHo riasa [V ot Permament (EC) Ne 536/2014
ype3 [loprana na EBponetickus cbio3 (EC) mo un. 80 ot Pernmament (EC) Ne 536/2014.

(2) 3a noaBane Ha 3asBJICHUE 110 aj. | U 3a OLIEHKA Ha JOKYMEHTAIUATa, TPUIOKEHA KbM HETO,
BB3JIOKUTEST 3aIIalia Takca B pa3mep, onpeaesieH ¢ Tapudara mo wi. 21, an. 2.

Un. 83. (U3m. - [IB, 6p. 84 ot 2018 1. (*)) Komucusra mo wi. 103, an. 1 u3BbpiiBa oleHka Ha
€TUYHHUTE aCTICKTH Ha KIIMHUYHOTO M3MUTBAHE U HA CHIECTBEHATA MPOMSIHA HA KIMHUYHOTO U3MUTBAHE MPHU
ycnoBusita u 1o peaa Ha Pernament (EC) Ne 536/2014 1 u3roTst MOTUBMPAHO CTAHOBUIIIE, KOETO MPEACTABS
Ha UAJL

Ui 84. (U3m. - IB, Op. 84 ot 2018 1. (*)) (1) M3mpaHUTENIHATA areHIUs IO JIEKapcTBaTa n3iaBa
paspelicHrue 3a KIMHWUYHO W3MUTBAaHE, pa3pelleHue 3a KIMHUYHO HM3MHTBAaHE TPU OIPEIEICHU YCIOBUS,
paspellieHre 3a ChIIECTBEHA MPOMSHA Ha KIWHUYHO U3MUTBaHE, pa3pellieHHe 3a ChIIECTBEHA MPOMHA Ha
KIIMHUYHO W3IUTBAHE MPH ONPEICIICHU YCIOBHUS WIH OTKa3Ba U3JaBAHETO HA pa3pellieHUe MTPH YCIOBHSITA H
o peaa Ha Pernament (EC) Ne 536/2014.

(2) Otka3pT Mo an. 1 moayiexxu Ha oOXallBaHe TO pela Ha ATMUHUCTPATUBHOIPOIIECYATHUS
KOJICKC.

Y. 85. (M3m. - [IB, 6p. 84 ot 2018 1. (*)) C Hapenba Ha MUHUCTBpPA Ha 3/IpaBEONA3BaHETO CE
ONpPEIEIAT:

1. ycioBusiTa ¥ pensT 3a ojaBaHe Ha AaHHU U uHpopMauus ot MAJI u ot ETnynarta komucus
3a knuHuyHK u3nuTBanud B [loprana na EC no un. 80 ot Pernament (EC) Ne 536/2014;

2. noctebT Ha MAJI 1 Ha ETnuHara koMHCHS 3a KIMHAYHYA W3OUTBAHUS 10 ba3zara maHHu Ha
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EC mo wi. 81 ot Pernmament (EC) Ne 536/2014;

3. yClOBHUATA U PEABT 3a MPEACTABSIHE HA CTAHOBHUILIATA MO WI. 83 W PEABT 3a B3aUMOJICHCTBHUE
Mexay MAJI u ETnunaTta koMucusi 3a KIIMHUYHUA U3ITUTBAHUS,

4. noxymenture u jganHute ot Ilpunoxxenue I u Ilpunoxenue II or Permament (EC) Ne
536/2014, xouto ce oneugsar oT MAJI u or ETnuHata KOMHCHA 32 KIMHAYHH U3MUTBAHUS, KAaKTO U €3HKBT,
Ha KOWTO C€ MPEJCTaBsT.

Un. 86. (1) (Jom. - 1B, 6p. 84 ot 2018 r. (*)) Bcuuku nwuia, mpoBeXIaImyd KIMHUYIHO
W3MUTBaHe, TpsiOBa Ja MMAaT ChOTBETHATa NpodecroHanHa KBamM@UKanus, OOydyeHHEe W OMNHT, 3a Ja
U3MBIHIBAT CBBP3aHHUTE C M3MHUTBAHETO 337]a4i B ChOTBETCTBHE C MpaBuiara 3a JoOpa KITMHUYHA MTPaKTUKa
ceriacHo Pernament (EC) Ne 536/2014.

(2) KinuHryHO M3NMTBAaHE HA JIGKAPCTBEH MPOJYKT C€ M3BBPIIBA 0] PHKOBOJCTBOTO Ha JIEKap
WIH JIeKap IO JICHTAJIHA MEJHIIMHA C MPU3HATA MEIUIIMHCKA CIEIUAIHOCT B ChOTBETHATA 00JIACT, KOWTO €
3aMo3HaT ¢ HAJMYHUTE MPEIKIMHUYHA /WA KIMHWUYHHE JaHHU 33 TMPOJYKTa M PHCKOBETE M MPOIEIypUTE
0 MMPOYYBAHETO.

(3) Tlo Bpeme Ha KIMHUYHO U3MUTBAHE 32 MEAUIIMHCKUTE TPYIKH, MPEAOCTaBIHN Ha YIaCTHHUKA B
U3MHUTBAHETO, W 3a B3EMAHETO HAa MEIUIMHCKM pEIIEHUS HOCH OTTOBOPHOCT JIeKap C TMOIXOAsIIa
KBUTM(DHUKAIIHSI WITH JISKAp 110 JACHTATHA METUIHA.

Ui 87. (1) (U3m. - IB, 6p. 59 ot 2010 1., B cuna ot 31.07.2010 r., u3m. - IB, 6p. 60 ot 2011 1.,
B ciiia oT 05.08.2011 r., gom. - JIB, 6p. 84 ot 2018 1., B crma ot 12.10.2018 r.) KnuanyHO M3MKUTBaHE MOXKE
Jla ce MPOBEX/Ja B JIeYeOHU 3aBe/IeHUs 32 OONHUYHA MOMOII, IIEHTPOBE 32 MCUXUYHO 37]paBe, [IEHTPOBE 32
KOXXKHO-BEHEPHUYSCKHA  3a00JIIBaHUS, KOMIUICKCHA OHKOJIOTUYHH IIEHTPOBE, JIHAIM3HU IICHTPOBE,
JMArHOCTUYHO-KOHCYJITATUBHU IIEHTPOBE, MEIUIIMHCKU LIEHTPOBE, ACHTAIHH [IECHTPOBE U MEIUKO-ICHTATHH
[IEHTPOBE, KAKTO ¥ B MHJWBUIYaTHU W TPYMOBHU MPAKTUKU 32 MbPBUYHA U CIICIUATH3UPAHA MEIUIMHCKA
MOMOII, TOJYYHJIM pa3pelieHre 3a JeHHOCT/yJAOCTOBEpEHUE 3a perucTpanmus Mo pena Ha 3akoHa 3a
nedeOHUTE 3aBE/ICHUS.

(2) (HoBa - B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) KnuHu4HO H3NHUTBaHE C
JIEKapCTBEHH MPOIYKTH, ChIAbpXKAIIK HAPKOTUYHHM BEIIECTBA, MOXKE Ja C€ MPOBEXKIa caMO B JICUYCOHU
3aBeJIeHHs 3a OOJHWYHA IIOMONI, ILIEHTPOBE 3a IICUXWYHO 3]paBe, IICHTPOBE 3a KOXKHO-BEHEPUUYECCKH
3a00NBaHUS U KOMIUIEKCHM OHKOJIOTMYHHU IIEHTPOBE, B CTPYKTypaTa Ha KOUTO € pa3KpuTa arTeka,
MpUTEXKaBaIla JUIEH3Us ChIIacHO wi. 33, ai. 1 or 3akoHa 3a KOHTPOJ BHPXY HAPKOTUYHUTE BEIIECTBA U
MPEKYPCOPUTE, UM KOUTO Ca CKIIIOUMIM JIOTOBOP C JAPYro jieueOHO 3aBe/eHHE, B CTPYKTypaTa Ha KOETO €
paskpuTa amnTeKa, INpUTeXkKaBalla JIMLEH3Ms cbriacHo wi. 33, an. 1 oT 3akoHa 3a KOHTPOJ BBPXY
HApKOTHYHUTE BEIIECTBA M MPEKYPCOPHTE.

(3) (Ilpegumna an. 2, usm. - [IB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) Kiauauuno
M3IIUTBAaHE MOJKE J1a Ce MPOBEXK/IAa CaMO B JIeYeOHO 3aBEICHUE, B KOETO MMa ONPEAEIICHO JIUIE 32 KOHTAKT I10
1. 107a, an. 1.

(4) (ITpenumna an. 3 - [AB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) PproBoguTenar Ha
7e4eOHOTO 3aBeiCHHE, B KOETO WIe Ce MPOBEeXJa KIMHUYHO H3MUTBAHE Ha JIEKApCTBEH HPOAYKT, JaBa
CBIJIACHETO CH 32 YYaCTHUETO Ha TTIAaBHUS U3CJIEI0BATEN U 32 IPOBEKAAHETO HA U3MMUTBAHETO.

Y. 88. (1) KnuanuHo U3nuTBaHE BHPXY XOpa ce U3BBPIIBA ChC:

1. Hepa3pemenu 3a ynorpeda B Penybnuka bearapus iekapcTBEHU NPOAYKTH;

2. pa3pelnienu 3a ynorpeda B Penybnuka bbarapus nekapcTBeHU MPOIYKTH, KOraTo c€ U3MUTBAT
3a Hepas3pelleHO IOKa3aHWe, 3a JieKapcTBeHa (opMma, pa3iuyHa OT pas3pellieHaTa, B HEU3CciIeaBaHa [0
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MOMEHTA IpyTa NalMeHTH WK 3a MoJyyaBaHe Ha JIOMbJIHUTENIHA HH(OPMAIHSL.

(2) Pazpemenu 3a ynorpeba B PemyGnuka brarapus mo cmuchia Ha ai. 1, T. 2 ca JIeKapCTBEHH
MPOAYKTH, TMOJIYYWIM pa3pelieHne 3a ynorpeda mo peja Ha TO3U 3aKoH Wi 1o peaa Ha Pernmament (EO) Ne
726/2004 na EBponetickus napiaMeHT U CbBeTa.

Y. 89. (Otm. - /1B, 6p. 84 o1 2018 1. (*))
Y. 90. (Otm. - 1B, 6p. 84 ot 2018 1. (*), m3m. - JIB, 6p. 17 ot 2019 1. (*))

Un. 91. BB3noXuUTENAT W TIAABHUAT HW3CIENOBaTEN CKIIOYBAT 3acTpaxoBKa, IMOKpHUBAIlA
OTTOBOPHOCTTa MM 3a IPUYMHEHUTE IPU WJIM IO IIOBOJ IIPOBEKIAHETO HA KIMHUYHOTO W3IIMTBAHE
HEUMYILIECTBEHU U UMYLIECTBEHU BPEIM HA YYACTHULIUTE.

Yn. 92. (1) (U3m. - [IB, 6p. 84 ot 2018 r. (*)) Be3noxuTtenstT HocH OTTOBOPHOCT B CIIy4ail Ha
YBPEXIaHUS Ha 3[paBETO WIM Ha CMBPT, MPUUMHEHH MPH WIN MO TOBOJ MPOBEKAAHETO HA KIMHHUYHOTO
M3IUTBAHE, KOTAaTO W3MUTBAHETO € MPOBEXKIAHO CHIVIACHO W3WUCKBAHUATA W TPOICIYPHTE HAa OJXOOpEHHS
MPOTOKOJL.

(2) (U3wm. - 1B, Op. 84 ot 2018 r. (*)) ['maBHUAT HU3ciie0BaTEN HOCH OTTOBOPHOCT B CIIy4ail Ha
YBpEXJaHUs Ha 3APaBETO WIM Ha CMBPT, IPUIMHEHHU IIPU WM 110 MOBOJ Ha MPOBEKAAHETO HA KIMHUYHOTO
M3IUTBAHE, KOTaTO HE Ca CIIa3eHU M3UCKBAHHUATA M MIPOLEAYPUTE HA OJJOOPEHHS TPOTOKOM.

Un. 93. (U3m. - [IB, 6p. 84 ot 2018 r. (*)) (1) Korato KIMHMYHOTO M3MHUTBAaHE CE MPOBEXKAA
camo Ha TepuTopusrta Ha PemyOnumka bwarapus unu Ha Teputopusta Ha Penybnmuka bearapus m Ha
TEPUTOPHSITA HA TPETA IbPXKaBa, BH3IOXKUTEIAT OMPEeNs MPeICTaBUTeNl Ha TepUTOpHsITa Ha PemyOiuka
bparapus 3a KOHKPETHOTO KJIMHUYHO U3IUTBAHE.

(2) Jluuero mo an. 1 e ampecar Ha KOMyHHKAIUATa C BB3NOKHUTENS, IpeaBuIcHa B PermameHT
(EC) Ne 536/2014.

Yn. 94. Bp310XKHUTEAT OCUTypsiBa 0€3Bb3ME3IHO U3MUTBAHUS JIEKAPCTBEH MPOILYKT/TIPOIYKTH U
BCSIKO M3/1e1He, HEOOXOIUMO 3a MPUIIAraHETO MYy.

Y. 95. (Otw™. - [IB, 6p. 84 ot 2018 1. (*))

Y. 96. (1) (U3m. - JIB, 6p. 84 ot 2018 r. (*)) KnuHnuHO M3NHUTBaHE HA JEKAPCTBEHH MPOIYKTH
ce JIOIMycKa caMO BBPXY JIAIE, KOETO € JTAJI0 CBOETO MMCMEHO HHPOPMHUPAHO ChITIACHE.

(2) (OT™m. - 1B, 6p. 84 oT 2018 1. (*))

(3) (U3m. - IB, 6p. 84 ot 2018 r. (*)) Mudopmupano cwriacue no rinasa V ot Pernament (EC)
No 536/2014 moxe na maBa camo J1eecriocoOHO JuIle, KOETO pa3dupa CHITHOCTTA, 3HAYCHHETO, 00XBaTta 1
€BEHTYaJTHUTE PUCKOBE OT KIMHUYHOTO M3muTBaHe. H(OpMHpAHOTO chrilacue 3a y4acThe B KIMHUYHO
M3IIUTBaHE MOJXKE J1a Ob/Ie OTTETIICHO 110 BCSIKO BPEME.

(4) (U3m. - IB, 6p. 84 ot 2018 1. (*)) Undopmupano cwriacue no rinasa V ot Pernmament (EC)
Ne 536/2014 3a HexeecrnocoOHO MBIHOJIETHO JIMLE C€ J1aBa OT 3aKOHHHS My mpejacTaBuTen. Chriacuero Ha
3aKOHHHMSI MPEICTaBUTE TPSOBA J1a MpEACTaBIsIBa MpeanojaracMara BoJisi Ha YYacTHUKA U MOXe J1a Obie
OTTETJICHO T10 BCIKO BpeMe 0e3 OTPHUIIATEIHU TOCIECTBUSA 332 yYaCTHUKA.

(5) B caywgante mo un. 162, an. 3 or 3akoHa 3a 37apaBeTo MHGOPMHUPAHO ChIJIACHE JlaBa
HA3HAYCHOTO OT ChJIA JIUIIE.

(6) Ha HenmeecmocoOHOTO MBJIHOJETHO JIUIE C€ NperocTaBs MH(OpMAIMs 3a HM3MHUTBAHETO,
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€BEHTYaJTHUTE PUCKOBE M MOJI3UTE B ChOTBETCTBHE C HETOBaTa CIIOCOOHOCT 3a pa30oupaHe.

(7) NU3puaHOTO KeTaHne Ha HEJEeCIOCOOHOTO MBJIHOJICTHO JIUIIE /1a OTKaXKe Ja ydacTBa WIH Ja
Ce OTTErJIU IO BCSIKO BpeMe OT KIIMHUYHOTO U3MUTBaHE TPsiOBa 1a ObJie B3€TO MPEIBU OT U3CIEA0BATENS, a
IIPH HEOOXOIUMOCT - OT TJIAaBHUS U3CJICI0BATEIL.

. 97. (1) (U3m. - IB, 6p. 84 ot 2018 1. (*)) Knuan4yHO M3MUTBaHE BHPXY MAJIOJIETHO JIUIIE Ce
MpOBEXJa cjel IMojlydaBaHe Ha MHCMEHO HMH(MOPMHpPAHO ChIVIACME HA JBaMaTa pOJWTENM WM Ha
HACTOWHUIIMTE HA JTUIETO Npu cria3Bane Ha raaBa V oT Permament (EC) Ne 536/2014 u 4. 96, ai. 3.

(2) Copriacuero Ha POOUTENIUTE U HACTOWHULUTE TPsAOBa J1a MpEeJCTaBisiBa MpeAarnoaraeMara
BOJISI HA MAJIOJICTHOTO JIMIIE ¥ MOKE J1a OB/Ie OTTETJICHO MO BCSKO BpeMe 0€3 OTpHIIaTeTHH MOCIEACTBHS 32
MaJIOJIETHOTO JIUIIE.

(3) U3puuHOTO KenaHWe Ha MajoJETHOTO JIMIE Ja OTKaXKe Ja y4JacTBa WM Ja C€ OTTErJU IO
BCSAKO BpeME OT KIMHUYHOTO W3MUTBAaHE TPsiOBa 1a OBJE B3E€TO MPEABHUI OT H3CICIOBATEINs, a MpPH
HE0OXOIUMOCT - OT TJIaBHUS U3CJeI0BaTell.

(4) (U3m. - JIB, 6p. 84 ot 2018 r. (*)) KnuHu4HO M3MHUTBaHE BBHPXY HEMBIHOJETHO JIUIIE CE
MPOBEXKIA CJIe] MoJlydyaBaHe Ha MMCMEHO WH(OPMHUPAHO CHITIACHE OT JIMIIETO M OT JBaMaTa POJIUTEIIH WIIH
OT moneuuTens npu crna3BaHe Ha rinaBa V ot Pernament (EC) Ne 536/2014 u un. 96, an. 3. Koraro eauHusr
POIIUTEIN € HeU3BECTCH, TIOYMHAJ WJIM € JIMIICH OT POJMUTEIICKH IMpaBa, WU HE ca My MPEJIOCTAaBECHU TaKHBa
MpaBa B CIy4yauTe Ha pa3BoJl, MUCMEHOTO MH(GOPMHUPAHO ChIVIACHE CE JaBa OT HEMbBIHOJIETHOTO JIUIE U OT
POIUTEINS, KOUTO yIpa)KHSIBA POAUTEIICKUTE TIPaBa.

(5) Cpriacuero Ha HEMBIHOJETHOTO JIMIIE, HA POAUTEINTE WM HA MOMEUUTENS MOXe J1a Obie
OTTETJICHO IO BCSAKO BpeMe 0e3 OTPHUIATeTHH MOCIEICTBUS 32 HEMBJIHOIETHOTO JIUIIE.

(6) M3puuHOTO >XENMaHWe HAa HEMBJIHOJETHOTO JHIE Ja C€ OTTETJM IO BCAKO BpeME OT
KIIMHUYHOTO HM3MUTBaHEe TpsOBa na ObJe B3€TO MPEABUA OT H3CIEIOoBaTeNs, a MPU HEOOXOAMMOCT - OT
TJIABHUS U3CIIEIOBATEN.

(7) Ha masioneTHOTO WM HEMBIHOJIETHOTO JIMIIE C€ MPEAOCTaBs HHPOPMAIHS 32 U3IHUTBAHETO,
32 EBEHTYaJIHUTE PUCKOBE M 3a MOJ3HTE MO pa3dmpaeM 3a HEr0 HAYMH OT JIeKap, KOHTO MMa OMUT C
MaJIOJICTHH W HEITBJTHOJICTHH JIUTIA.

Ui 98. (Otw™. - [IB, 6p. 84 ot 2018 1. (*))
Y. 99. (Otm. - 1B, 6p. 84 oT 2018 1. (*))

Paszgea II.
KinunnyHo usnurBae ¢ ya3BuMu rpynu nauuent (Orm. - JIB, op. 84 ot 2018 r. (*))

Y. 100. (Otm. - IB, 6p. 84 o1 2018 1. (*))
Yn. 101. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 102. (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

Paspeu III.
ETnyna komucus 3a KJIMHUYHE W3nuTBanus (3aru. usMm. - /IB, op. 84 or 2018 r., B cu1a ot
12.10.2018 r.)

Yn. 103. (U3m. - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) KbM mMuHHCTBpa Ha
3JIpaBEOIIa3BaHETO c€ Ch3AaBa ETHUHA KOMUCHS 32 KIMHUYHU W3MUTBAHUS, YMHUTO CHCTaB CE ONMPEACIS ChC
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3aloBe]l Ha MUHUCTHPAa Ha 3ApABEOINA3BaHETO M BKIIOYBA PEJOBHUM M PE3EPBHU WiIEHOBE. Pe3epBHUTE
YJICHOBE y4acTBaT B 3acellaHUsATAa Ha KOMHCHUATAa M MMAT MPaBO Ha IJIac MPU OTCHCTBHUETO HA PEJOBHHUTE
YJICHOBE.

(2) Komucusita no an. 1 ce cectoun ot 7 10 12 peioBHU 4I€HOBE, BKIIOUUTEIHO MpeAceaaTesl u
3aMECTHUK-TIpe/iceaTeNl, KOUTO HUMaT KBalU(UKAIMs W ONUT Ja pasriefaT M OLEHAT Hay4YHHTE,
MEIUIMHCKUTE W ETUYHHTE AacleKTH Ha TMPeUIOKEHOTO KIMHUYHO W3MHUTBaHe. V3HCKBaHUATA KBbM
KBaJIM(UKAIMITA HA YWICHOBETE Ha KOMHUCHSATA MO al. |, KaKTO W yCIOBHUSTa U PEABT 3a ONpEACNIIHETO Ha
IIOMMEHHHUS ChCTaB HA KOMUCHSATA CE€ yPEXAaT ¢ IpaBuiaHuKa 1o wi. 106, an. 1.

(3) Komucusta mo an. 1 BKIIOYBAa HE TO-MAJIKO OT JBaMa PEIOBHU UYJICHOBE C HEMEIUIIMHCKO
o0pa3oBaHUeE - IPEICTABUTEIM Ha JIBaTa I0JIa.

(4) 3a HyxauTe Ha cBoATa paboTa KOMHCHATA MO aid. | MOXKe Ja MpUBIMYA BBHHITHU
CHEIHATTUCTH.

(5) Camo unmeHoBeTe Ha KOMHUCHSTAa MO ail. 1, KOUTO HE ca B KOH(MJIMKT HAa HMHTEPECH, He
y4acTBaT B KOHKPETHO M3MUTBAaHE U Ca HE3aBUCHUMH OT BB3JIOKHTENS, JIEUeOHOTO 3aBEICHHE, KBAECTO Ce
NPOBEX/Ja KIMHUYHOTO M3MHUTBAHE, U OT IJIABHUS M3CIEI0BATEN, MOTraT J1a y4acTBaT B OIEHKATa 10 4i. 83,
KaKTO M Jia TJIACYBaT | J]a y9acTBaT B 00CHKIAHETO.

(6) 3a BBHIIHM CHENMATUCTH TO ai. 4 Morar na ObAAaT MPUBIMYAHU JIMIA, KOUTO HE Ca B
KOH(JIMKT Ha WHTEPECH, HE y4YacTBAT B KOHKPETHO HW3MUTBAHE M Ca HE3aBUCUMH OT BB3JIOKHUTEIS,
ne4eOHOTO 3aBeJICHHE, KbJIETO CE MPOBEX/1a KIMHUYHOTO U3MUTBAHE, U OT IJIaBHUS U3CJIe0BATEI.

(7) UnenoBere Ha KOMHCHUATA MO al. | W BHHIIHUTE CHEHMAIMCTH IO aj. 4 He MoraTr Jla uMaT
YacTeH MHTepeC WK obJiara, KOUTO OMXa MOTJIM J1a MOBIUSST Ha TSIXHATa OE3MPUCTPACTHOCT MPH OLIEHKATa
o 4. 83.

(8) 3a ymocTtoBepsiBaHe Ha 00CTOSATEICTBATA MO aI. 5 - 7 WICHOBETE HA KOMHUCHSATA 1O all. 1 u

BBHIIHUTE CIICIUAUCTH T10 aJl. 4 MOJIMUCBAT JISKIapalys 1Mo peil ¥ 00pa3sell, Onpe/e/icHH B PAaBUITHUAKA I10
yi1. 106, an. 1.

Y. 104. (Otm. - [IB, 6p. 84 or 2018 1., B cuna ot 12.10.2018 1.)

Y. 105. (1) (M3wm. - JIB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 r.) ManaaTsT Ha WICHOBETE Ha
komucusTa no wi. 103, an. 1 e ¢ npoAbIHKUTENHOCT 4 TOAUHH.

(2) (U3m. - IB, 6p. 84 ot 2018 1., B cmuma ot 12.10.2018 r.) Ha Bceku 1Be ToIuHY €/1HA BTOpPA OT
chcTaBa Ha komucusaTa o wi. 103, an. 1 ce oOHOBsIBA.

(3) (M3wm. - ]IB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 r.) Unen Ha komucusita o wi. 103, an.
1 He MOke fa ObJie Ha3HAaYaBaH B ChIaTa KOMHUCHS 3a ITOBEYE OT J[BA MOCIICIOBATCIIHN MaH/1aTa.

Yn. 106. (U3m. - 1B, 6p. 84 ot 2018 r., B cmwia ot 12.10.2018 r.) (1) MunuCcTBpBT Ha
3/IpaBeOINa3BaHETO YTBbPIKIaBa MPABUIIHKK 3a YCIIOBHTA U pesia 3a paboTa Ha koMucusaTa o wi. 103, an. 1.

(2) Komucusita mo ui. 103, an. 1 m3paboTBa M mpHeMa NMUCMEHH CTaHIAPTHH OINEPATUBHU
IpOLEAYPHU B CHOTBETCTBHE C ITpaBmiIaTa 3a J[o0pa KIMHIMYHA TPaKTHKA.

(3) 3acenanusra Ha komucusTa o wi. 103, an. 1 ca 3akputu.

Yn. 107. (Om. - [IB, 6p. 84 ot 2018 1. (*))

Un. 107a. (Hos - JIB, Op. 84 ot 2018 1. (*)) (1) PproBoauTENINTE HA JeUeOHUTE 3aBECHUS, B
KOUTO C€ U3BBPILBAT KIMHUYHU U3NUTBAHUS, OTIPEACIIAT JIUIE WX JIUIA 32 KOHTAKT.

(2) Jlumero wiu nTUIaTa 32 KOHTAKT MO aj. | uMaT kBaM(HUKAIMS U OMUT JIa OCHIIECTBIBAT
MOHHUTOPHUHT BBPXY MPOBEXKIAHUTE B JIEUEOHOTO 3aBEACHHME KIMHWYHM M3MUTBAHUS 3a CIHa3BaHE Ha
npaBmiata Ha JloOpara KIMHUYHA TPAKTHKA.
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(3) UsuckBanusTa KbM KBaIM(UKAUATA HA JUIATa 32 KOHTAaKT MO al. | ce ypexnaar B

npaBwiIHUKA o 4i. 106, an. 1.
(4) Ilpu KOHCTaTHpaHU OTKIOHEHHS OT OJOOPEHHS MPOTOKOJ W/WIM HEKEITaHH JIEKapCTBEHH

peakuuu B XOJa Ha KJIMHUYHOTO M3MHUTBaHE, KOUTO HE ca AokjaaaBaHu mno pena Ha Permament (EC) Ne

536/2014, nuneto 3a kKoHTakT 1o ain. 1 yBegomsasa MAJI u komucusra no wi. 103, an. 1.

Y. 108. (Otm. - JIB, 6p. 84 ot 2018 . (*))

Un
YUn
Un
Yn
Un
Un

CTAHOBHIIIC I10 WI. 83 BB3I0KHUTEIIAT II01aBa 3asBJICHUE 10 KomucusarTa 1mo wi. 103, am. 1.

Paznen IV.
Pa3penrenue 3a npoBekIaHe HA KIMHUYHO U3NMTBaHe

. 109. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
. 110. (O1m™. - [IB, 6p. 84 o1 2018 1. (*))
. 111. (OtMm. - IB, 6p. 84 ot 2018 1. (*))
. 112. (Om. - IB, 6p. 84 ot 2018 1. (*))
. 113. (Ot™m. - IB, 6p. 84 o1 2018 1. (*))
. 114. (1) (U3m. - [AB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a momydaBaHe Ha

(2) (Ot™m. - 1B, 6p. 84 o1 2018 1. (*))
(3) (Ot™m. - IB, 6p. 84 ot 2018 1. (*))
(4) (Homa - 1B, 6p. 12 ot 2011 r., B cruta ot 08.02.2011 r., o™. - JIB, 6p. 84 ot 2018 1. (*))

Y

Y.
Y.
Y.
Y.
.
Y.
Y.
Y.
Y.
Y.

Y.
Y.
Y.
.

. 115. (O™
116. (O™
117. (O™
118. (O™
119. (O™
120. (O™
121. (O™
122. (O™
123. (O™
124. (O™
125. (O™

126. (O™
127. (O™
128. (O™
129. (O™

.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.

.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.

84 01 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))

Paznen V.
IIpomenn (Otm™m. - [IB, 0p. 84 ot 2018 1. (¥))

84 o1 2018 . (*))
84 ot 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))
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Y. 130. (Orm. - 1B, 6p. 84 o1 2018 I. (*))
Y. 131. (Otm. - IB, 6p. 84 o1 2018 1. (¥))

Pazgen VI
Cnupane Ha KJIMHUYHOTO u3nuTBane (OtTm. - JIB, 6p. 84 o1 2018 1. (*))

Un. 132. (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))
Y. 133. (Orm. - IB, Op. 84 o1 2018 1. (*))
Yn. 134. (O1wm. - IB, 6p. 84 ot 2018 1. (*))

Paznea VII.
IIpocaensiane Ha 6e3onmacHocrra (OTm. - /IB, Op. 84 ot 2018 1. (¥))

Y. 135. (Orm. - IB, Op. 84 o1 2018 1. (*))
Y. 136. (O1w™. - [IB, 6p. 84 o1 2018 1. (*))
Y. 137. (O1wm. - [IB, 6p. 84 o 2018 1. (*))
Yn. 138. (Otm. - [IB, Op. 84 ot 2018 1. (*))
Y. 139. (Otm. - IB, 6p. 84 oT 2018 1. (*))
Un. 140. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 141. (O1wm. - [IB, 6p. 84 o1 2018 1. (*))

Pa3zpea VIII.
YBenomiieHue 32 NPUKJIKYBAHE HA KIMHUYHOTO m3nutBane (OTm. - JIB, 6p. 84 ot 2018 r. (*))

UYn. 142. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Un. 143. (Otm. - [IB, Op. 84 ot 2018 1. (*))
UYn. 144. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

I'naBa yverBbpTa "a'".
HEUHTEPBEHIIMOHAJIHU TIPOYYBAHUSA (HOBA, IPEJUILIIEH PA3JAEJ IX "
HEUHTEPBEHIIMOHAJIHO NIPOYUYBAHE" - IB, bP. 12 OT 2011 I'., B CWUJIA OT
08.02.2011T.)

Yn. 145. (1) (Hom. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) HenHTepBeHIIMOHAIHO
Npoy4YBaHe ce MPOBEX/a C pa3pelieHH 3a ynorpeda B PemyOnuka brirapus iekapcTBEeHH MPOIYKTH, KOTaTo
Ce W3MHTBAT 3a IOJyYaBaHE Ha JOMBIHUTENHA WH(OpMANHS 3a MPOAYKTA, MPEANUCBAH MO OOMYalHUS
HAaYWH B CBHOTBETCTBHE C YCIOBHATA, OINpPEICIICHHW B pa3pelieHHueTo 3a ymnoTpeba. Ha yuacTHuiuTe B
HEMHTEPBEHIIMOHAIHA TIPOYYBAaHUS HE C€ Npujarar AMAarHOCTUYHH WM MPOCIEASBAIN TPOIEAYpPH,
pa3nuMYHA OT oOOWdYaiiHaTa TpaKTHKa, Karo 3a aHaJlu3 Ha TOJIY4YeHUTEC JaHHW C€ W3I0JI3BaT
€MUIEMUOIOTUYHU METOH.

(2) (U3m. - [IB, 6p. 12 ot 2011 1., B cmra ot 08.02.2011 r., ot™. - /IB, 6p. 102 ot 2012 1., B cuna
or 21.12.2012r.)

(3) (U3m. - [IB, 6p. 12 ot 2011 1., B cua ot 08.02.2011 r., ot™. - [IB, 6p. 102 ot 2012 1., B cuna
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ot 21.12.20121.)

(4) (Homa - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - IIB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.)

(5) (Homa - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - [IB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.)

(6) (Homa - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - [IB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 1.)

Y. 145a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) HeunrepBenuronaanu
MIOCTMApKETUHTOBH MPOYYBaHMUs 3a OE€30MaCHOCT ce MPOBEXJAT [0 WHHUIMATHBA Ha MpUTEXaTeNs Ha
pa3penieHueTo 3a ynorpeda win B M3IIbIHCHUE Ha YCIOBUSATA 0 4. 55a u 56a 1 ca CBBP3aHU ChC CHOUpPaHE
HAa JIaHHU TI0 JIEKapCTBeHA 0€30MacHOCT OT MAIlMeHTH U MEIULIMHCKU CIICIIHAIINCTH.

(2) (U3m. - 1B, 6p. 17 ot 2019 r.) KoraTo npu npoydBaHeTO ce TIaHHpa CbOUPAHETO Ha TaHHU
OT MallMeHTH, clie[Ba Aa ObJe MOITYYeHO TAXHOTO chryiacue. JINUHUTe NaHHU Ha MalUeHTHTe ce 00paboTBaT
MIPH ClIa3BaHe M3MCKBAHUSATA 32 3aIUTA HA JINYHUTE JaHHHU.

(3) MenumuHCKHUTE CIIENUANNCTH HE TOyYaBaT (PMHAHCOBH WM JPYTH CTHUMYJIH 32 Yy4acTHE B
HEMHTEPBEHLIMOHATHUTE MPOYYBaHUS 32 O€30MaCHOCT OCBEH KOMIICHCAIMM 3a M3Pa3XOJBAaHOTO BpeME U
CpexacTBa.

Ui 1456. (Hos - /IB, 6p. 102 oT 2012 1., B cuma ot 21.12.2012 1.) (1) [To Bpeme Ha poBexaaHe
Ha Tpoy4BaHeTO MO wi. 1458, am. 1 m uwn. 145e, an. 1 mpuTexaTenar Ha pa3pelIeHUETO 3a yrnoTpeda
OCBILECTBSIBA MOHUTOPHHI Ha TMOJYy4YEHUTE JAaHHHM M OTYHUTA BIMSAHUETO UM BBPXY CHOTHOLIEHHUETO
I10JI3a/pUCK 3a JIEKAPCTBEHUSI IPOTYKT.

(2) IpurexarensT Ha pa3pelIeHueTo 3a ynorpeda cpobmasa Ha MAJI Besika HoBa HHpOpMaIIs,
KOSITO OM MOTJIa J1a TIOBJIHsI€ Ha ChOTHOIIICHUETO MOJI3a/PUCK 32 JIEKAPCTBEHUS TPOIYKT.

(3) 3aapKkeHuero 1o aja. 2 He 0CBOOOXKJaBa NMPUTEkKATENs HAa pa3pelIeHueTo 3a ynorpeda oT
M3MCKBaHETO Ha wi. 1943 3a mpenocraBsHe Ha wuHGpoOpMaNMATa MO Al 2 W 4Ype3 NEPUOTUYHUTE
aKTyaJIM3upaHH JOKIaaN 3a 0€30TacHOCT.

Un. 1458. (Ho - JIB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) (U3m. - [IB, Op. 84 ot
2018 r., B cuma ot 12.10.2018 r.) Koraro npoydBaHeTO ce POBEX/Ia caMO Ha TEpUTOpHUsATa Ha PemybOnuka
Beirapuss B M3MbiIHEHHE Ha 3aJBDKEHHE MO Wi. 56a, MPUTEXKATENAT Ha pa3pelIeHHeTo 3a ymnoTpeda
npeacrtass B MAJI mpoekt Ha mpoToKoJIa Ha TpoyuBaHETO. [ IpoeKThT Ha MPOTOKOJIA, MPUIIPYKEH C MUCMEHO
cbriacue no wi. 145a, an. 2, ce npencrass u B komucusita o wi. 103, an. 1.

(2) 3nbauutennusat nupektop Ha MAJI B cpok g0 60 nHUM OT jmaraTta Ha HOJydyaBaHE Ha
JOKYMEHTAaIMsATa Mo aji. | u3mpama Ha MpUTEXaTels Ha pa3pelleHHueTo 3a YrnoTpeda yBeAOMIICHHE 3a
0/100psiBaHE HA MPOYYBAHETO UJIU IIPABU MOTHBUPAH OTKa3.

(3) Uznpnautennusar aupekrop Ha MAJI oTka3Ba mpoBeXgaHe Ha MPOYYBAHETO C €IUH WU
IIOBEYEe OT MOTUBHTE 110 ui. 145¢, an. 2, T. 2.

(4) (U3m. - [1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) Komucusara mo wi. 103, an. 1 B cpok
no 60 nHM OT jgaTaTa Ha MOJY4YyaBaHE Ha JOKyMEHTalusATa No aj. | u3mpama Ha NpuTexaTens Ha
pa3peleHneTo 3a ynorpeda nojoKUTEIHO WIN OTPULIATETHO CTAHOBHILIE.

(5) (M3wm. - [IB, Op. 84 ot 2018 r., B cumna ot 12.10.2018 r.) [IpoBexxaaHeTo Ha MPOYUBAHETO
MO’KE J1a 3allO4HE clie]] noty4yaBaHe Ha ojgoOpeHue ot MAJl u monoXUTenTHO CTAaHOBMILE OT KOMHUCHUATA IO
1. 103, am. 1.

(6) 3a omenka Ha nokymeHrtanusaTa mo an. 1 MAJI cebupa Takca B pa3mep, ompeneieH B
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tapudara o ui. 21, am. 2.

Yn. 145r. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (M3m. - 1B, 6p. 84 ot
2018 r., B cuna ot 12.10.2018 r.) Ilpurexarenst Ha pa3pelIeHHETO 3a yNnoTpeda mpuiara IUIaHUPaHU
CBHILIECTBEHU MIPOMEHHU B MPOTOKOIA B CiIy4yauTe 1o 4. 1458, an. 1 cies mpeiBapuTeIHOTO UM 0J100psiBaHe
ot MAJI u ot komucusara mo wi. 103, an. 1.

(2) (U3m. - [IB, Op. 84 ot 2018 1., B cunma ot 12.10.2018 1.) [IpuTekaTensT Ha pa3pemieHUeTo 3a
ynotpeba npeacrass B UAJl u B komucusita o wi. 103, an. 1 qoKkyMeHTanusTa, CBbp3aHa ¢ IPOMEHUTE, U
MOTHBHTE 3a TOBA.

(3) Usnpaaurennusat aqupexrop Ha MAJIL B cpok 10 30 qHM OT mojyyaBaHe Ha JOKYMEHTaLUsATa
o ajn. 2 onoOpsiBa MPOMEHEHMsI MTPOTOKOJ WM M37aBa MOTHBHpPAH OTKa3 U YBEJIOMsBA MPUTEXKATEIs Ha
paspeleHreTo 3a ynorpeoa.

(4) (U3m. - 1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Komucusara no 4. 103, an. 1 B cpok
no 30 nHU OT fgaraTa Ha TOJy4yaBaHE Ha JOKyMEHTAalUsATa MO aj. 2 Hu3Mpalla Ha MpUTeXarens Ha
pas3pelIeHrneTo 3a yrnorpeda MmoJoKUTEIHO WIH OTPULIATEIHO CTAHOBUIIIE.

(5) M3nbnautennuar nupektop Ha MAJI oTka3zBa mpoMeHuTe 1Mo ajn. | ¢ eauH WU MoBeYe OT
MOTHUBHTE, IIOCOYCHH B ull. 145¢, an. 2, T. 2.

(6) (U3m. - [1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 1.) [IpuTexkaTenst Ha pa3pelieHUETo 3a
ynotpeba MoXke J1a IPUJI0KU IPOMEHUTE 110 ai. | crnex nmonydyaBaHe Ha ogoOpenue ot MAJI 1 mon0KUTENTHO
CTaHOBHIIIE OT KoMucHsTa 1o 4i. 103, ai. 1.

(7) 3a omenka Ha mokyMeHTtammsTa mo ain. 1 MAJI crOupa Takca B pasmep, ONpEAcliCH B
tapudarta o ui. 21, an. 2.

Un. 145a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarensat Ha
paspelieHneTo 3a ynorpeda npecTaBs OKOHYATENeH JoKIax oT mpoy4yBanetro Ha MAJI B cpok 1o 12 mecena
cliel NPUKIIOYBaHE ChOMpaHeTo Ha JaHHM. KbM Jokiaza ce mpuiiara M pe3loMe Ha pe3ysTaTUTe OT
IIPOYYBAHETO.

(2) IlpuTexarensT Ha pa3pelleHUueTo 3a ynorpeda MoKe Ja Mojaje MOTHBHUPAHO HCKaHE [0
HNAJI 3a omnaraHe Ha cpoka Mo aji. | Hali-MalKko TpU Meceua Ipeau JaTrara 3a IpeaCcTaBsHE Ha
OKOHYATENIHUSA JOKJIad, TIOCOYEHA B IIPOTOKOJIA.

(3) M3nbenHuTenHaTa areHuUus O JeKapcTBaTta oJo0psiBa WM INpaBM MOTHBHMpaH OTKa3 Ha
MCKAHETO I10 ajl. 2 ¥ yBEIOMSBA MIPUTEKATEIIS HA Pa3pelIeHneTo 3a yrnorpeoa.

(4) KoraTo mpurexaTeisT Ha pa3pelieHHeTo 3a ymnoTrpeda Bb3 OCHOBAa Ha JIOKJIaga 1o ai. |
IpeLeHy, Y€ € HeoOXoauma MpoMsiHa B paspeleHueTo 3a ynorpeba, Toi moaasa 1o MAJIL 3asBieHue 3a
IIPOMsIHA TI0 peJia Ha IiaBa TpeTa, paszaen VI.

(5) Usnenuutennusat aupexkrop Ha MAJL cbe 3amoBen cnupa J€HCTBHETO WIM HpeKpaTsBa
paspemienueTo 3a ymnorpeda, korato MAJI Bb3 ocHOBa Ha Aokiana mo ain. | W ciea KOHCYJTauus C
IIPUTEXATEN Ha Pa3pelIeHUeTo 3a ynoTpeda MpereHu, 4e € HeoOX0AUMO CIIMpaHe WM MpeKpaTsBaHe Ha
paspelieHrneTo 3a yrnorpeoa.

UYn. 145e. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro npoyuBanero ce
MPOBEXK/Ia KAaKTO Ha TepuTopusita Ha PermyOnuka beiarapus, Taka U Ha TepUTOpUITA M HA JAPYTH AbPKABU
YJIEHKH, 32 JIEKapCTBEHU MPOAYKTH, paspeiieHu no peaa Ha Permament (EO) Ne 726/2004 na EBporneiickus
napiaMeHT 1 Ha ChBeTa WM 10 peja Ha IJiaBa Tpeta, paszjen VII B u3nbiHeHHe Ha 3abJDKEHUSTA M0 YII.
55a unum 1o wi1. 56a, mpUTeKaTEIAT HA Pa3pelICHUETO 3a yroTpeba rmogasa 10 KOMHUTETA 1O Wi. 56a, ai. 1, T.
1 mpoekTa Ha IPOTOKOII.
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(2) B cpok 1o 60 nHu OT naTaTa Ha MOJIy4aBaHE HA JOKYMEHTALMATA 1O ajl. | KOMUTETHT MO 4Jl.
56a, an. 1, T. | U3roTBs CTAHOBUIIE W U3IIPAIlla HA TIPUTEKATEIIS HAa pa3pelIeHUETO 3a yrnoTpeoa:

1. yBenoMiieHue 3a og100peHue, uiu

2. MOTUBHpAH OTKa3, KOraTo:

a) KOHCTaTupa, 4e MPOBEKIAHETO HAa MPOYYBAHETO HachpuaBa ymoTpedaTa Ha JIEKapCTBEHHS
MPOAYKT, W/WIH

0) mpeleHy, 4e AU3aiHbT HAa MPOYYBAHETO HSAMA Ja MOCTUTHE 3aJ0KEHHUTE B MPOTOKOJA eI ,
W/An

B) IPOYYBAaHETO MMa XapaKTep Ha KJIMHUYHO U3IUTBAHE.

(3) (U3m. - JIB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) B ciywaure mo am. 2, T. 1
MIPUTEKATENAT HAa Pa3pelIeHNETOo 3a yrnorpeda npenctass yBegomienueto va MAJL

(4) (U3m. - 1B, Op. 84 ot 2018 r., B cuya ot 12.10.2018 r.) Komucusra mo 4n. 103, an. 1 B cpok
no 15 nmHU OT nmatara Ha TOJlydyaBaHE Ha YBEJOMJICHMETO MO al. 3 HW3Mpalia Ha MpUTEeXaTeNls Ha
pa3pelieHneTo 3a ynorpeda mojoKUTEIHO WK OTPUIIATETHO CTAHOBHILIE.

(5) (U3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IlpoBexaaneTo Ha MPOYYBAHETO
MOYKE J1a 3alI0OYHE CJIe]I MOJy4YaBaHe Ha MOJIOKUTEITHO CTAHOBHIIE OT KomucusTa o wi. 103, amn. 1.

(6) Cwpappkanuero u QopmaTa Ha MpPOTOKoNa Mo ain. | ce ompenemst ¢ PermameHnt 3a
m3neiaHeHHE (EC) Ne 520/2012 na Komucwusta ot 19 torn 2012 1. OTHOCHO M3BBPIIBAHETO HA ICHHOCTUTE B
obnmactra Ha dapmakoioruyHata OautenHoctT, npeaBuaceHu B Permament (EO) Ne 726/2004 Ha
EBponeiickus mapnament u Ha CbBera u B [upexktuBa 2001/83/EO na EBpomeiickust mapiaMeHT U Ha
Coera (OB, L 159/5 ot 20 ronu 2012 r.), Hapuuan mo-Hatatbk "Permament 3a wm3mbiaHeHue (EC) Neo
520/2012".

Un. 145%. (HoB - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) IIpurexarenar Ha
pasperieHrneTo 3a ynorpeba B ciaydyaute mo wi. 145e, an. 1 mpuiara ruiaHupaHu CHIIECTBEHU MPOMEHHU B
MIPOTOKOJIA Ha MMPOYYBAHETO CJIE]] MPEABAPUTEIHOTO UM 0JI00psiBaHE OT KOMUTETA 10 Wwi. 56a, an. 1, T. 1.

(2) IlpuTexxaTensaT Ha pa3pelIeHUeTo 3a ynorpeda npeacTaBs Ha KOMUTETa 1Mo 4i. 56a, ain. 1, T.
1 noKyMeHTaIusTa, CBbp3aHa ¢ MPOMEHNTE, 1 MOTHUBH 32 TOBA.

(3) (U3m. - IB, 6p. 84 o1 2018 r., B cuna ot 12.10.2018 r.) Korato koMUTeTHT 10 4. 56a, an. 1,
T. | 0no0pu mpoMeHHuTE B MPOTOKOJA, TPUTEKATENAT Ha pa3pemeHnero 3a ynorpeda ysenomsisa UAJL u
komucHsaTa mo 4. 103, am. 1.

(4) (M3wm. - [1B, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) [IputexkaTensar Ha pa3pemeHUueTo 3a
ynotpeba Moke J1a MPUJIOKH MPOMEHUTE MO aj. | cied mojlydaBaHe Ha MOJIOKUTETHO CTAHOBHUIIE OT
komucHsTa mo 4. 103, ai. 1.

Yn. 1453. (Hos - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarensat Ha
paspelieHneTo 3a yrnorpeda npeacTass 10 eNeKTPOHEH IbT Ha KOMUTETA 1o 4. 56a, ai. 1, T. 1 okoHuaTeneH
JIOKJIaJ], IPUJIPYKEH C PE3IOME Ha Pe3yJTaTUTE OT IPOYUYBAHETO, B CPOK /10 12 Mecena ciea NpUKIIOUBAHE
CbOMPAHETO Ha JAHHHU.

(2) Ipurexarensar Ha pa3peUICHHETO 3a yrnoTpeda MoXe Ja IMojaZe MOTHBHPAHO MCKaHE JI0
KomuTeTa 1Mo 4wi. 56a, ain. 1, T. 1 3a oTyarane Ha cpoka o aj. | Hal-MaJIko TpW Mecella Ipeau JaTara 3a
IpeJCTaBsIHE HA OKOHYATEIHHUS JOKJIal, [IOCOYEHA B POTOKOJIA.

(3) KomurersT 1o ui. 56a, an. 1, 1. 1 onoOpsiBa win npaBu MOTHBHPAH OTKa3 Ha MCKAHETO IO
aJl. 2 ¥ yBeIoMsIBa IIPUTEXKATENsI HA pa3peleHUETo 3a ynoTpeoa.

(4) Cpabpxanuero u popmara Ha JOKIAAA 1Mo al. 1 ce ompenensrt ¢ PerimaMeHT 3a M3MbIHEHUE

(EC) Ne 520/2012.
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Ui 145u. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) KomurersT 10 wi1. 564,
an. 1, 1. 1 B3 OCHOBa Ha JoKJIaaa no ui. 1453, an. 1 u ciex KOHCyATalUs C IPUTEkKATEI HA Pa3pEIICHUETO
3a ynorpeba u3JaBa MOTHMBUpPAHA MpPENOpPbKAa OTHOCHO pPAa3pelIeHHETO 3a YmoTrpeba Ha JIeKapCTBEHHS
MPOAYKT U 5 U3Ipaila ao:

1. KomuTtera mo nexkapcTBeHHTE MPOAYKTH 3a XyMaHHa ynoTpeba mo 4i. 5 ot Permament (EO)
Ne 726/2004 na EBporneickust mapnamenT u Ha ChBeTa, WK

2. KOOpIMHAIIMOHHATA rpyna mo wi. 77, ai. 2.

(2) B ciiywante no an. 1, 1. 2, koraTo KOMUTETHT 1O 4. 56a, ain. 1, T. 1 € npenopbyan npoMsHa,
CIHMpaHe WM NpeKpaTsBaHe Ha pa3pelleHUueTo 3a yrnoTpeda, KOOpAUHALMOHHATA TPy, IPEICTaBIsIBaHa OT
IbP)KaBUTE UWICHKH, B KOUTO € IMPOBEICHO MPOYYBAHETO, M3[aBa CTAHOBMIIE OTHOCHO HEOOXOAUMHUTE
NeNCTBUSL, KOMTO clie/iBa Ja ce MpearprueMar Mo OTHOLIEHUE Ha pa3pelieHrueTo 3a ynorpeda, BKIOYUTETHO
rpaduk 3a U3MBIHEHUETO MY.

(3) Koraro npeacraBeHnTe AbpKaBu YICHKU B KOOpJAUHAIIMOHHATA IPyIa MOCTUTHAT KOHCEHCYC
OTHOCHO CTaHOBHIIETO IO al. 2, TO ce MmyOaukyBa Ha EBpomneiickusi MHTEpHET MopTall 3a JEeKapCTBEHUTE
IPOAYKTH 10 Wwi. 68, an. 1, T. 4 1 ce u3Mnpala Ha IpUTEKATENs Ha pa3pelIeHneTo 3a yrnorpeoda.

(4) Uznbnaurennust pupektop Ha MAJL B chOoTBETCTBHE ChC CTAHOBHUUIIETO MO ajl. 2 CHUpa
JeWCTBUETO WU MPEKPaTABa pa3peleHUeTo 3a ynoTpeoa.

(5) Koraro B cTaHOBHIIETO 10 all. 2 ca NPENOPbUYaHU IPOMEHU B U3JIJEHOTO pa3pelieHue 3a
ynotpeba, TpUTEXaTeNsAT Ha pa3pelieHHeTo 3a YrnoTpeda B paMKHTE Ha ompeaeneHus rpaduk 3a
m3nbiHeHue nojaBa 10 MAJI 3asBieHue 3a mpomsiHa MO pella Ha riaBa TpeTa, pazaen VI, BkiroyBamio
aKTyaJlM3upaHa KpaTKa XapaKTepUCTHKA Ha MPOyKTa U JTUCTOBKA.

(6) Koraro He moxe na Ob/ie MOCTUTHATO ChIJIacHe B PaMKHTE Ha KOOpJIMHAIIMOHHATA TpyIa,
MO3UIMATA HA MHO3UMHCTBOTO OT JIbP’KaBUTE WIEHKH ce IpenoctaBs Ha EBponeiickaTta KOMUCHS, KOSITO
npHeMa pelieHre 3a MPOMsHA, CIHpaHe WU MPEeKpaTsBaHe Ha pa3pelieHUueTo 3a ynorpeda, U3AageHo OT
CbOTBETHUTE PETYJIATOPHU OpraHU Ha AbP)KABUTE WICHKH.

(7) Pemiennero mo an. 6 ce mybaukyBa Ha EBpomnelckusi HHTEPHET MOPTA 3a JIEKAPCTBEHUTE
NPOAYKTH 10 wi. 68, ain. 1, T. 4 u ce U3Mnpala Ha IpUTEKATEINs Ha pa3pelIeHneTo 3a yrnorpeoa.

(8) M3nbiHuTeNnHaTa areHUus MO JeKapcTBaTa IMpujiara BPEMEHHUTE W/MIM OKOHYATEITHUTE
MEpKH OT pelieHuero no aia. 6 m uHpopmupa EBponeiickara areHius mo jekapctBata u EBpomelickaTta
KOMHUCHSL.

(9) B caydaute o ain. 1, . 1 KOMUTETHT 10 JIEKapCTBEHUTE MPOAYKTH 3a XyMaHHa ynoTpeda B
CBhOTBETCTBUE C IPENOPBKATAa HA KOMUTETA MO Wi. 56a, an. 1, T. 1 u31aBa CTAaHOBUILE OTHOCHO 3alla3BaHETO,
W3MEHEHUETO, CIUPAHETO WM NPEeKpaTSBaHETO Ha BalUAHOCTTAa HA pa3pelleHueTo 3a ynorpeoda,
BKJIIOYMTEIHO TpauK 3a M3MbIHEHHE Ha craHoBuilero. CtaHoBuIeTo ce myOnnkyBa Ha EBponeiickus
VMHTEPHET MOPTAJI 32 JIEKaPCTBEHUTE MPOAYKTH MO 4. 68, an. 1, T. 4 U ce u3pama Ha NpUTEKaATEN HA
pas3pelIeHrneTo 3a yrnorpeoa.

(10) Korato B craHoBHILETO 1O al. 9 € u3pa3eHa MO3ULKA 3a NpPEeANprUeMaHe Ha peryjJaTopHU
JeHCTBHS TIO OTHOILLIEHUE Ha pa3pelieHusTa 3a ynorpeba, EBpomelickata koMucus npuema peiieHue 3a
IIPOMSsIHA, CIIMpAHE WJIM NpEKpaTsIBaHE Ha pa3pelleHMsITa 3a ynorpeda, W3lajeHH Mo peaa Ha PernameHt
(EO) Ne 726/2004 na EBpomnetickus napiaMmeHT 1 Ha CbBeTa.

Un. 145k. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) (U3m. - JIB, Op. 84 ot
2018 r., B cuma ot 12.10.2018 r.) HeunTepBeHUMOHAIHU TpOy4YBaHUs Ha Tepuropusra Ha PemyOnuka
bearapus ce mnpoBexaar INpu YCIOBUS W IO pel, OIpeneleHH C Hapeada Ha MHMHUCTBpa Ha
3/IpaBeoIa3BaHeTo.

(2) Ilpu npoBekgaHe Ha HEMHTEPBEHLIMOHAIHU MPOYYBaHMs MO al. 1 ce mocouBa U3TOYHUKBT
Ha pUHAHCHpAHE.
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I'1aBa nera.
MNPOU3BOACTBO U BHOC HA JIEKAPCTBEHHU ITPOAYKTU U AKTUBHUAU
BEHIECTBA (3AI'JI. U3M. - JIB, bP. 102 OT 2012 I'., B CWJIA OT 02.01.2013T.)

Pa3pea I.
IIpoussoacTBoO

Un. 146. (1) (U3m. - B, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) IIponsBoacTBoTO Ha
BCHYKH BHJIOBE JICKAPCTBCHH MPOMYKTH IO CMHUCHJIA HAa TO3M 3aKOH, W Ha JICKAPCTBEHU NPOIYKTH,
MpeHa3HaYeH! 3a KIMHUYHO M3MHUTBAaHE, MOTaT Jia U3BBPIIBAT HA TepuTopuara Ha PemyOnuka bbarapus
camMo (hM3WYECKH WIH IOPUIAMYSCKU JIMIA, PETUCTPUPAHM KATO THPTrOBIM HA TEPHUTOPHUATA HA JIbpiKaBa
YJIeHKa, KOUTO ca MOJYYHJIM pa3pelieHre 3a MPOU3BOICTBO, U3AJCHO OT IupekTopa Ha M3mbiHuTenHara
areHIIus 1o JIeKapcTBara.

(2) Pa3pemnienne 3a IpOU3BOJACTBO CE M3UCKBA W B CIy4YauWTe, KOTaTO MPOIYyKTUTE Mo ail. 1 ca
MpeHa3HaYeHN caMo 3a U3HOC.

(3) (U3m. - IB, 6p. 71 ot 2008 t., B cuna ot 12.08.2008 r.) Pa3pemienue 3a mpou3BOACTBO C€
M3HCKBA U 32 JIMIA, KOUTO U3BBHPIIBAT €IHOBPEMEHHO WIIU MOOTICIHO €HA OT CJIEIHUTE NEHHOCTHU: MMBIHO
WIA YaCTUYHO TMPOW3BOJCTBO, PA3IMYHU TMPOLeCH Ha paszdacoBaHe, OMAKOBaHE, IPEOITAKOBAHE,
eTHUKETHpPaHe, KaueCTBEH KOHTPOJ M OCBOOOXK/IaBaHE HAa MapTUIM JEKAPCTBEHU MPOAYKTU H JIEKApCTBEHU
MPOIYKTH, IPEeTHA3HAYCHH 32 KIIMHUYHO U3IHUTBAHE.

(4) (Otm. - 1B, 6p. 71 ot 2008 ., B cruta ot 12.08.2008 1.)

(5) He ce usnckBa paspelnieHue 3a mpou3BOACTBO, KOTaTO MPOLIeCUTe Ha paz(acoBaHe, CMECBaHE
WJIM ONIAaKOBAHE CE M3BBPIIBAT [0 MArUCTPATHA WK (hapMaKoIeliHa perenTypa B anTeka.

Ui 147. (U3m. - IB, 6p. 102 ot 2012 1., B cua ot 02.01.2013 r.) M3neaaATETHATA ar€HITUS TIO
JeKapcTBaTa BBHBEXKIAa WHPOpPMANUS 32 W3JAJCHUTE pa3pelleHHs 3a TPOM3BOJCTBO Ha JIEKAPCTBEHU
MpoayKTH U ceptuduxaru 3a [JoOpa npousBoacTBeHA MpakTHKa B 0a3ara JaHHHU Ha EBponeiickus chro3.

UYn. 148. 3a momydaBaHe Ha paspellieHHe 3a MPOMU3BOJACTBO JHUIETO 1Mo wi. 146 TpsOea na
pasnosara:

1. c mepcoHan ¢ moaxoAsa KBalu(puKaus B 3aBUCUMOCT OT crieln(uKaTa Ha IPOU3BEXIaHUTE
BUJIOBE JIEKAPCTBEHU MPOIYKTH U JIEKapCTBEHU (PopMu;

2. 110 BCAKO BpeMe Hal-MaJIko ¢ €JHO KBaJIM(UIMPAHO JIUIIE, KOETO OTroBaps Ha yCIOBUATA 110
1. 159;

3. ¢ moMmemieHHs 3a IMPOU3BOJICTBO, KOHTPOJI U ChXPaHEHUE Ha JIEKAPCTBEHUTE MPOIYKTH,
CHa0IeHU ¢ He00X0AUMOTO TEXHUYECKO O0OPYBaHE U C J1a00paTOpUu 3a KOHTPOJL.

Un. 149. PbproBOaMTENNUTE HA MPOU3BOJCTBO M KOHTPOJ BBPXY Kauye€CTBOTO Ha JIEKAPCTBEHHU
IIPOAYKTH B NIPEANIPUATHUSATA 32 IPOU3BOCTBO ca JIULA!

1. KouTo mpuTEkKaBaT 0OpPa30BaTEIHO-KBATU(PUKALMOHHA CTENEH "MarucTbp" Mo CHEUaIHOCT
"thapmanus"”, "xumus" uian "Onosorus" M Hall-MaJIKoO BE TOJUHH MPAKTUYECKH ONUT BBB (PapMalieBTUIHOTO
IIPOU3BO/ICTBO;

2. KOUTO OTTOBApST HAa U3UCKBAHUATA MO T. 1 U UMAT JOMBIHUTENHO NMPU3HATA CHEIUATHOCT 110
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PaMOOHOIOTHS WIH PAJHOXUMHUS - 32 paguodapMaIeBTUIN WK 32 JIEKAPCTBEHH MPOJAYKTH, TIOTIOKEHH Ha
WOHU3UPAIIY JTbUYCHUS;

3. ¢ mpu3HATa CHEUUATHOCT MO KIMHUYHA XEMaTOJIOTHs, MEAWIIMHCKAa MHKPOOHOJIOTHS,
BI/IpyCOJ'IOFI/IH NN I/IMYHOJ'IOFI/U{ - 3a HpOI/ISBO)ICTBOTO Ha I/IMYHOJ'IOFI/IT-IHI/I J'IeKapCTBCHI/I HpOIIYKTI/I - BaKCHHH,
TOKCHHU, CEpyMH, 32 OMOTEXHOJOTHYHU MPOAYKTH U 32 JIEKAPCTBEHH MPOIYKTH, MOJYYEHH OT YOBEIKa
IJI1a3Ma UM OT YOBEIIKA KPBB.

Un. 150. (1) Jlumero mo un. 146 mpencraBs B MAJl 3asBneHue mo obOpasell, YTBBPIEH OT
JTUPEKTOpa Ha areHLHUsATA.

(2) 3aenHO ChC 3asBICHUETO MO Al. 1 3asBUTEIAT MPEACTABS H:

1. (mom. - JAB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r., u3m. - [IB, 6p. 67 ot 2020 r.)
IUIUIOMa 3a BHclIe 00Opa3oBaHUE, JHOKYMEHT 3a MPHUA0OHUTA CIELUUATHOCT, JOKYMEHT 3a TPYIOB CTaX U
TPYJIOB IOTOBOp 3a juuara no wi. 148, 1. 2 u un. 149;

2. Komusi OT JIOTOBOPHU 3a Bb3JaraHe Ha MPOM3BOJACTBOTO W/WIM KOHTpOJa Ha 3asBEHHUTE 3a
IIPOU3BOJCTBO MPOIYKTH - B CiIydauTe o wi. 151;

3. (mm. - [IB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 1., u3m. - JIB, 6p. 60 ot 2011 r., B cuna
or 05.08.2011 r.) nanuu 3a EnuHHMS uneHTH(UKALMOHEH KOA Ha THProBela WIM Koollepaunusra oOT
Tbproeekust perucTop, a 3a Apy’KecTBaTa, pErUCTPUPAHU B IbpKaBa - WieHKa Ha EBponeiickus cbio3, Ui B
obpxkaBa - crpaHa no CrnopasymeHueTo 3a EBpomneiickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a
aKkTyaJlHa pEerucTpanus IO HAIMOHAJHOTO 3aKOHOJATEJICTBO, M3/aJ€H OT KOMIETEHTEH OpraH Ha
ChOTBETHATA IbPKaBa;

4. (u3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
or 02.01.2013 r.) cnuchbK Ha MPOU3BOJCTBEHHUTE ACHHOCTH U JIEKAPCTBEHHUTE (HOPMH, KOUTO IIE
MIPOU3BEKIAT;

5. cxemMM Ha TIOMEUICHMTa 3a IPOU3BOJCTBO, KOHTPOJI M CbXpaHEHME M JIOCHE Ha
MIPOM3BOJICTBEHATA MOIIHOCT;

6. OlLEHKa 3a BB3ACHCTBHE BBPXY OKOJHATa Cpela NpU MPOU3BOACTBOTO Ha JIEKAPCTBEHU
MPOJYKTH B NMPEABUICHUTE B 3aKOHA 3a Olla3BaHe Ha OKOJIHATA Cpefia CIyvau;

7. paspemieHue OoT AreHuusTa 3a sSJIpEeHO PETyJIMpaHe, KOraTo 3asBICHMETO C€ OTHAcA [0
MIPOM3BOJICTBO Ha paano(apMameBTUIM WIM Ha JIEKAPCTBEHHW MPOIYKTH, NOJUIOKEHH Ha HOHU3MpAIIH
JTBUEHUS TIPU TPOU3BOJICTBOTO UM,

8. (ot™. - /IB, 6p. 67 ot 2020 T1.)

9. (m3m. - JIB, 6p. 98 oT 2010 ., B cria ot 01.01.2011 1., ot™. - JIB, 6p. 60 ot 2011 r., B cuna
ot 05.08.2011r.)

10. mOKyMeHT 3a TUTaTeHa Takca B pa3Mep, ornpezeieH B Tapudara mo wi. 21, ai. 2.

(3) Ilpu mpou3BOJICTBOTO Ha HAPKOTUYHM BEILECTBA U JIEKAPCTBEHH (OPMH, KOUTO ChABPKAT
TaKkMBa BELIECTBA, C€ Cla3BaT M M3UCKBAHUATAa HA 3aKOHA 3a KOHTPOJ BbpPXY HAPKOTUYHUTE BEILECTBA U
MIPEKypPCOPUTE.

(4) (Homa - JIB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r., uam. - IB, 6p. 67 ot 2020 r.)
W3nbaHuTenHaTa areHuus 1o JeKapcTBaTa YCTaHOBsSIBA CIYKEOHO 00CTOSITeNICTBaTa OTHOCHO ChIMMOCTTA
Ha JUIeTo 1o wi. 148, 1. 2 u Ha nuuata no wi. 149, xorato ca ObArapcku rpakJaHu. 3a JIuiaTa, KOMTO He ca
OBATapcKu Tpa)KAaHU, CbC 3aSABJIECHUETO CE€ MPEJCTaBs CBUIETENICTBO 3a CBHAMMOCT WJIM aHaJIOTHYEH
JOKYMEHT, U3/1aJIeH OT KOMIIETEeHTEH OpraH Ha ChOTBETHATA IbPKaBa.

(5) (Hosa - JIB, Op. 67 ot 2020 r.) M3nmbaHuTeNHATa areHIUs MO JIEKApCTBATa CIIY>KEOHO
YCTaHOBSIBa OOCTOSITEJICTBATa OTHOCHO HAJMYMETO HAa pa3pellieHHe 3a TOJ3BaHE WU YAOCTOBEpEHHUE 3a
BBBEXAHE B €KCIUIOATALMsI HA IOMEIICHUATA 3a IPOU3BOICTBO, KOHTPOJI U ChbXpaHEHHE, U3/1aJIEHH 110 pena
Ha 3aKoHa 3a YCTPOWCTBO HAa TEPUTOPUATA, WM Ha JIPYr BAIMWJEH JTOKYMEHT IO CMUCHJIA Ha 3aKOHa 3a
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YCTPOUCTBO HA TEPUTOPUSATA.

Yn. 151. Koraro HfKOM OT eTanuTe Ha IMPOU3BOJACTBOTO WIM KOHTPOJHHUTE W3NUTBaHUS B
MIPOM3BOJICTBEHHUS TPOLIEC CE€ H3BBpIIBAT IO JOrOBOpP B Apyr oOeKT Ha Tepuropusrta Ha PemnyOnuka
Bbearapus unu u3BbH Hes, nunara mo wi. 146 ca IbXHU Jja TOCOYaT MECTOHAX0XKICHUETO Ha TO3H O0EKT U
KOIIME OT JIOrOBOpPAa, B KOMTO C€ OMpEeNessaT OTTOBOPHOCTHTE HAa BCSIKA OT CTPAHUTE IO OTHOIIEHHE Ha
cra3BaHe M3MCKBaHMATAa Ha JloOpara mpPOM3BOACTBEHA MpakTHKa Ha JIEKAPCTBEHH NPOAYKTH H
3abJDKEHUATA Ha KBATU(UITUPAHOTO JuIe 1o wi. 148, T. 2.

Un. 152. (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) [Ipuruunure u
n3nckBaHusATa 3a JloOpa TpPOM3BOJCTBEHA MpaKTHKA 32 BCHYKH BHUJIOBE JIEKAPCTBEHU MPOAYKTH, Ha
JIEKapCTBEHH MPOAYKTU 32 KIMHUYHO W3MHMTBAHE M HAa aKTUBHU BEIECTBA C€ OMpENENiT ¢ Hapeada Ha
MUHHCTBPA Ha 3[[PaBEONa3BaHETO U C aKTOBE M PHKOBOJICTBA, TpueTH oT EBponeiickara komucusi.

(2) IlpuHnumUTEe W W3WCKBAaHHATA 3a OQHUIIMATHA OIICHKAa Ha PHCKa C e YCTaHOBSIBaHE Ha
Jlobpa TpOM3BOJICTBEHA IMpaKTHKa 3a IOMOIIHM BELIECTBA C€ ONpeAeisAT ¢ Hapendara mo ai. | u c
PBKOBOJCTBA, IPUETH OT EBpomnelickaTa KOMUCHS.

Un. 153. (1) Ilpu nocrpnBane Ha 3asBieHue no wi. 150 MAJl onensBa nojaaeHara
JOKYMEHTAIMsl U M3BBHPIIBA MPOBEpPKA Ha MICTO Ha OOEKTUTE 3a MPOU3BOJCTBO, KOHTPOJ M ChXpaHEHHE,
BKJIIOYMTEIHO U B ciydyaute mo 4wi. 151, 3a ycTaHoBsiBaHE Ha CHOTBETCTBHETO MEXKIy IpeJCTaBeHaTa
JOKYMEHTAllMsl U YCJIOBHUATA 3a IPOU3BOJCTBO, KOHTPOJI M ChXpPaHEHHE HA HM3XOJHUTE MaTepuaiu 3a
MIPOM3BOJICTBO U HA TOTOBUTE JIEKAPCTBEHU MPOJYKTH U CHOTBETCTBHETO MM C M3MCKBaHUATa Ha JloOpaTa
MIPOM3BOJICTBEHA MPAKTHKA.

(2) Pa3zxoauTe mo u3BbpIIBaHE HAa MPOBEPKA HA MSCTO MO ajl. 1 ca 3a cMeTKa Ha 3asBUTETIS.

(3) 3a usBBpIIBaHE Ha MPOBEpPKAa Ha MACTO MO aj. | 3asgBUTENAT 3aruiaiia Takca B pa3Mmep,
ompeneseH B Tapudata mo wi. 21, an. 2.

Un. 154. (1) Koraro MAJI ycTaHOBM HENBIHOTH B TPEICTABEHATa TOKYMEHTAIUs W/WIU
HECHOTBETCTBUE MEXKAY ChIBbPKAHUETO HA MpEJCTaBeHaTa JOKYMEHTAIUs U ChCTOSHHUETO Ha OOEKTa WM
M3HUCKBaHUATA 32 KBaNM(UKANMATA HA TEPCOHANIA, YBEIOMSBA IMUCMEHO 3asBUTCIA W JaBa MHUCMCHH
yKa3aHHUS.

(2) B ciiywante no ain. 1 cpokbt mo wi. 155, an. 1 cnivpa 1a Tede A0 NpUBEKIaHE HA 00CKTa WU
Ha JIOKYMEHTAIUSITa B ChOTBETCTBUE C M3UCKBAHUATA.

Ui 155. (1) (U3m. - [IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) U3mbaIHUTETHUAT AUPEKTOP
Ha MAJI B cpok 60 nHM OT AaTaTa Ha MOJaBaHe Ha 3asiBIEHUETO 1o 4. 150:

1. u3aBa paspelieHue 3a MpOU3BOJICTBO, WIH

2. mpaBM MOTUBUPAH OTKA3.

(2) (U3m. - [IB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r., u3m. - /1B, 6p. 102 ot 2012 1., B cuna
or 02.01.2013 r.) Paspemenue 3a TPOHW3BOACTBO CE€ H3JaBa CaMO 3a IIOCOYCHHUTE B 3asBJICHHETO
MPOU3BOJCTBEHH JACUHOCTH U JIEKAPCTBEHH (POPMHU, U JIEKAPCTBEHH MPOIYKTH, MPEIHA3HAYCHU 32 KIIMHUYHO
M3MUTBAHE, U 32 TOMEIICHUATA, KBACTO e CE U3BBPIIBAT IPOU3BOJACTBOTO, KOHTPOIBT H ChbXPAHECHUETO.

(3) AxroBere 10 an. 1 ce BppUBaT HA 3asBUTEIIS.

(4) Pa3pemenueTo 3a mpoU3BOACTBO € OE€3CPOUHO.

(5) OrkazpT mo am. 1, T. 2 TmWomIeKM Ha OOXKaJBaHE IO peaa  Ha
AJIMMUHHCTPATHUBHOIIPOIIECYATTHUS KOJIEKC.
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Ui 156. (1) IIputexxarenar Ha pa3pelieHre 3a MPOU3BOACTBO MOAaBa 3asBICHUE TIPH MPOMSHA
Ha!

1. munero mo . 148, 1. 2;

2. qunara 1mo 4. 149;

3. (orm. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)

4. MECTOHaxXO0XICHUETO WJIM MPEYCTPONUCTBO HA HAKOW OT OOEKTUTE 3a MPOU3BOJCTBO, KOHTPOI
WIH ChXpaHEHHUE,

5. (m3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) mpou3BOACTBEHUTE ACHHOCTH;

6. (u3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - 1B, 6p. 102 ot 2012 r., B cuna
ot 02.01.2013 r.) npou3BexAaHNUTE JIeKapCTBEHU (HOPMU;

7. (u3m. - IB, Op. 60 ot 2011 1., B cuna ot 05.08.2011 r.) ThproBckaTa perucTparms.

(2) (M3m. - 1B, Op. 67 ot 2020 r.) KeM 3asBrnenuero mo an. 1 ce mpuiaraT JOKYMEHTH,
CBbp3aHU C MpPOMsSHATa, KOMUTO Ca OMpeAeieHM B Wi. 156a W JOKYMEHT 3a IUIaT€Ha Takca B pa3Mmep,
orpeneneH B Tapudara mo wi. 21, an. 2.

(3) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-gHeBeH CpOK OT HACTHIIBaHE
Ha TPOMSHA Ha OOOPYJIBAaHETO MPUTEKATENSAT HA Pa3pElICHUETO 3a MPOU3BOJCTBO YBEIOMSBA MUCMEHO
NAIJL

(4) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [IputexaTensr Ha pa3pelieHue 3a
pou3BOJCTBO moaaBa B MAJl yBenoMieHHEe MpHU 3amouyBaHe HAa MPOM3BOACTBO 32 BCEKH HOB pa3pellieH 3a
ynotpeba JeKapCcTBEH MPOIYKT.

(5) (IIpegumna an. 3 - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Pa3pemenuero 3a
IIPOM3BOJICTBO CE MPEKpaTsBa, B CIIydall 4e MPUTSKATEIAT My MPEKPATH JEWHOCTTA CH, 32 KOCTO € JIHKCH
nucMeHo aa ysenomu MAJL

Y. 156a. (Hos - JIB, 6p. 67 ot 2020 1.) (1) IIpu npomsiHa 1o ui. 156, an. 1, T. 1 u 2 3agBUTEIAT
MpeACTaBs:

1. mumioma 3a 3aBBPIIEHO BHCIIIE 00pa30BaHUE;

2. TpyZOB JOTOBOp;

3. TOKyMEHTH, YIOCTOBEPSBAIIH TOIIBJIHUTEIIHA KBATH(PUKALIHS;

4. TOKyMEHT 3a TPYJOB CTax.

(2) M3nbiiHUTETHATA areHIUS 110 JISKAPCTBAaTa YCTAHOBSBA CITY)KEOHO OOCTOSTENICTBATa OTHOCHO
CBAMMOCTTA Ha JuIeTo mo wi. 148, T. 2 u Ha nunarta mo 4wi. 149, xorato ca OBATapCKH TpaxaaHW. 3a
JUIaTa, KOUTO He ca OBITapCKu IPaKIaHH, ChC 3asIBICHUETO CE MPECTaBs CBUACTEICTBO 3a ChAMMOCT WIIH
aHAJIOTUYCH JTOKYMEHT, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA JIbPKaBa.

(3) IIpu npomsina mo wi. 156, an. 1, T. 4 3asABUTENAT MpEACTaBs CleaHATa AOKyMEHTAIHs,
CBBP3aHa ChC CHOTBETHATA MPOMSIHA:

1. cxeMa 3a M3rpakJaHEe WM MPEYCTPONCTBO HA MOMEIICHHUATA 32 MPOU3BOJICTBO, KOHTPOI U
ChbXPaHEHUE;

2. OLEHKa Ha BB3JCHCTBUETO BBPXY OKOJIHATA Cpela MpHU IMPOU3BOJCTBOTO Ha JIEKAPCTBEHHU
MPOJYKTHU - B IPEABUACHUTE B 3aKOHA 3a OMAa3BaHE HAa OKOJIHATA Cpe/ia cilyvau;

3. OCHOBEH IUTaH 3a BaJIWJANPAHE, BKIIOYBAII] TOMEIIEHUATA, 3asIBEHU 32 POMSHA;

4. xomue OT IOTOBOpaA 3a Bh3JIaraHe, KOrato HsIKOHW OT AEHWHOCTHUTE MO MPOU3BOICTBO, KOHTPOI U
ChbXpaHEHHE Ha JIEKAPCTBEHUTE MPOJYKTH CE€ U3BBPILIBAT B JIpYyr OOEKT Ha TepuTopusara Ha PemyOnmka
bearapus uim u3BbH Hesl.

(4) IIpu nmpomsina o wi. 156, an. 1, 1. 4 MAJI cnykeOHO yCTaHOBSIBA OOCTOSITENICTBATa OTHOCHO
HaJUYHETO Ha pa3pelieHre 3a TOoJI3BaHe WM YIOCTOBEPEHHE 3a BBBEXKIAHE B EKCIUTOATallusl Ha
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IIOMEILEHUATA 3a IPOU3BOACTBO, KOHTPOJI U ChbXpPaHEHUE, U3JaJICHU 110 peaa Ha 3aKOHA 3a YCTPOMCTBO Ha
TEPUTOPUSITA, WIH HA APYT BaJHIEH JOKYMEHT 110 CMHUCHJIA Ha 3aKOHA 32 YCTPONCTBO HA TEPUTOPUSATA.

(5) Ilpu mpomsiHa Mo uit. 156, an. 1, T. 5 3aBUTENAT NPEACTaBs CIeAHATA JOKYMEHTAIIHS:

1. cIMCHK HAa CTAaHIAPTHUTE OTEPATUBHHU MPOIEAYPH 32 MIPOU3BOCTBO, KOHTPOJ U MOYUCTBAHE;

2. OCHOBEH IUJIaH 3a BaJIMIUpPaHEe, BKIIOUBAI MPOIECUTE, 3aIBEHHU B MPOMIHATA U MOMAJIEKAIIN
Ha BaJlUJUPAHE.

(6) ITpu mpomsiHa 110 wi. 156, an. 1, T. 6 3asBUTEIAT IPEICTaBs ClieHATA JOKYMCHTAIHS:

l. cuChK ¢ MEXAYHApOJHUTE HEMATEeHTHU HAMMEHOBAHMS U THPrOBCKUTE HAMMEHOBAHUS Ha
JIEKapCTBEHUTE MPOIYKTH, JIEKapcTBeHaTa UM (opma, ChAbp)KaHWE HAa aKTUBHOTO BEIIECTBO B J030Ba
€AMHUIA U KOJIMYECTBO B KpallHaTa ONaKOBKa;

2. CIMCBHK HaA TPOIEAYPUTE 3a TPOU3BOJACTBO, KOHTPOJI M CHXPAHEHHE Ha JIEKAPCTBECHUTE
MPOJIYKTH.

(7) lpu mpomsira mo uwi. 156, am. 1, T. 7 UAJI ycraHOBsiBa Ciy’)ke0HO OOCTOSTEICTBATA IO
3asiBEHUTE MTPOMEHU B ThPrOBCKATa PETUCTPALIUS.

Un. 157. (1) (U3m. - JIB, 6p. 67 ot 2020 r.) [Ipm m3maBane Ha pa3pelIeHHETO, C KOETO CE
JI0OIyCKa MPOMsIHATA, ce IpuIaraT pa3nopeaouTe Ha ui. 155, kaTo CpoKbT 3a U3/1aBaHETO My € JO:

1. 14 nuu - B cmyyaute no wi. 156, an. 1, 1. 1,2 u 7,

2. (m3m. - 1B, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 1.) 30 qHU - B cirydauTe mo 4wi. 156, an. 1,
T.4 - 6.

(2) (U3m. - [IB, 6p. 60 ot 2011 1., B crma ot 05.08.2011 r.) Koraro mpomenute mo ui. 156, an.
I, . 4 - 6 He MoraT aa ce OoUeHAT no JokyMeHTH, MAJI u3BbpiIBa MpoBepka Ha MsCTO. B Te3u ciayyan
CPOKBT IO al. 1, T. 2 ciupa Ja Tede 10 3aBbpLIBAaHE HA IIPOBEpKaTa.

(3) Pa3zxoauTe 1o u3BbpIIBaHE HAa MPOBEPKA HA MSCTO MO ajl. 2 ca 3a CMETKA Ha 3asBUTEIIS.

(4) 3a u3BBpIIBAaHE Ha MPOBEPKA Ha MSCTO MO ajl. 2 3asBUTENAT 3alulalia Takca B pa3Mep,
ompeneseH B Tapudata mo wi. 21, an. 2.

Un. 158. (1) V3mpaHuTeIHATA areHIUs 10 JIeKapcTBaTa BOAM PerucThp 1o wi. 19, an. 1, 1. 1 Ha
W3/1aJICHUTE pa3pelIeHus 3a IPOU3BOACTBO, KOMUTO ChAbpXKa:

1. HOMep | J1aTa Ha Pa3pEIICHUETO 3a MPOU3BOJICTBO;

2. uMe, ceJlalMIIE U aJipec Ha YIpaBJiIeHHUE Ha JIULETO, MOIYyUnIIo pa3pelieHre 3a MPOU3BOICTBO;

3. agpec Ha MOMENIEHUsTA 3a MPOU3BOJICTBO, KOHTPOJ M ChbXpaHEHHUE Ha JIeKapCTBaTa;

4. (m3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) nexkapcTBEHHUTE TPOIYKTH H
(dbopMuUTE, 32 KOUTO € MOITYYCHO Pa3pelIeHHETO;

5. uMe Ha JULeTo mo wi. 148, T. 2;

6. UMeHa Ha iunara mo ui. 149;

7. naTta Ha 3aJM4aBaHe OT PETHCThpa HA Pa3pEIICHUETO 3a MPOU3BOJCTBO M OCHOBAHUE 32 TOBA.

(2) JlanHuTe OT perucTbpa Ha M3AAJECHUTE paspellieHus 3a MPOU3BOACTBO Ce MyOIUWKyBaT Ha
ctpanunata Ha MAJI B UHTEpHET.

(3) IIpu mouckBane ot EBporneiickaTa KOMUCHS WM OT PETYJIATOPEH OpraH Ha AbprKaBa djeHKA
NAIJI npenocTaBs uHGOpMaIus 3a U3JaJACHO pa3perIeHne 3a MPOU3BOJICTBO.

Y. 159. (1) [IpurexaTenst Ha pa3pelieHne 3a IPOU3BOACTBO HaeMa IO TPYJOB JOTOBOp Haii-
MAaJIKO €IHO KBaJTU(HUIIMPAHO JUIe 1Mo Wi. 148, T. 2, KOETO € MOCTOSHHO Ha HErOBO Pa3IoJI0KEeHHUE.

(2) KBanmu¢uuupanoro e mo an. 1 TpsiOBa 1a 0TroBaps Ha CJICAHUTE U3UCKBAHUS:

1. n1a e MarucThHp Mo MeAUMHA, papMarvs, XUMHUsl, OMOTEXHOJIOTHSI WU OUOJIOTHS;
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2. 1a ¥Ma Hai-MaJKoO JIB€ TOJWUHHU MPAKTUYECKH OMHUT BHB (PApMAIEBTUYHOTO IMPOU3BOJICTBO
W/WIM B U3BBPIIBAHETO Ha KAYECTBEH M KOJMYECTBEH aHAJIU3 HA JIEKAPCTBEHUTE MPOAYKTH M aKTUBHU
BEIIIECTBA.

(3) Korato mpurexareisT Ha pa3pelIeHHETO 3a IPOU3BOACTBO HAa JICKAPCTBEH NPOIYKT
OTroBaps Ha U3UCKBAHUATA MO aj. 2, TOM MOXKe J1a U3II'BJIHABA 3aIbDKEHUETO Ha KBATU(UIIUPAHO JTUIIE.

(4) (Homa - JIB, 6p. 102 ot 2012 r., B cuiia ot 21.12.2012 r.) KBanmudumupanoTto Jimiie 0TroBaps
3a TOBA, Y€ BHPXY OMAKOBKATa Ha JIEKAPCTBEHUS MPOAYKT ca HAHECEHH MOKa3aTeauTe 3a 0€30MacHOCT MO 4.
168, an. 8.

(5) (Ilpeaumna an. 4 - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KBanudummupanoro
TUIe u37aBa cepTU(UKAT 32 OCBOOOXKTaBaHE HA BCSIKA MapTU/A, YIOCTOBEPSIBAILl, Ye MAPTUAATa JIEKAPCTBEH
MPOAYKT € MPOU3BEACHA M KOHTPOJIMpPaHa B CHOTBETCTBHE C M3MCKBAHMATA HA Pa3peIICHUETO 3a yHnoTpeda
0 pe/ia Ha TO3H 3aKOH.

(6) (Ilpepummna an. 5 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., usm. - /1B, 6p. 84 ot
2018 r. (*)) Kammdumupanoro nuie wu3gaBa cepTudUKAT 3a OCBOOOKTaBaHE Ha BCsIKa IMapTHA,
yIOCTOBEpsIBAlll, Y€ TMapTHaaTa JEKAapCTBEH TMPOIYKT, NpeIHAa3HAYeH 3a KIWHUYHO W3MHTBAaHE, €
MPOM3BEICHA M KOHTPOJIMPAaHA B CHOTBETCTBUE C M3MCKBaHUATA Ha J[oOpara MpOM3BOJICTBEHA MPAKTHKA, C
MIPOU3BOJICTBEHOTO JOCUE HA MPOAYKTA U C JOKYMEHTAIUATA 32 U3MUTBAHUS JIEKAPCTBEH MPOAYKT CHIIACHO
Permmament (EC) Ne 536/2014.

(7) (Ilpegumrnaa an. 6 - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KBanudummupanoro
JIMIIE BOJU PETUCTHP HA M3/aJCHUTE CepTU(UKATH 32 OCBOOOXKIaBaHE HAa BCAKA MApTUAA OT JIEKAPCTBEHUS
MPOIYKT.

(8) (Ilpeaumna an. 7, usm. - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) [lanaute ot
perucTepa no aj. 7 ce CbXpaHABaT HAW-MaJKO 5 TOIMHM CJEJ MOCJIEAHOTO BIMCBAHE U CE NMPEACTABIT Ha
KOHTPOJIHUTE OPTaHU MPH MOUCKBAHE.

(9) (Ilpeauna an. 8 - 1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilpu oOpa3yBane Ha
aJIMMHHUCTPATUBHOHAKA3aTEIHO TMPOM3BOACTBO 32 HAPYLICHMs, W3BBPLIICHH TMPU U3IBIHEHHE Ha
3aIBIDKEHUsITA Ha KBanupuuupanoto nuie, MAJl pasmopexna Ha TPUTEKATENsS HAa pa3pelieHHeTo 3a
MIPOU3BOJICTBO Ja OTCTPAHU BPEMEHHO OT JITHXHOCT KBATU(HUITMPAHOTO JIHIIE.

(10) (Ilpepumna an. 9 - 1IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kpurepuute u
M3MCKBAaHUATA KbM KBaJTM(UKAIMITa 1 00y4YSeHHETO Ha JHnata mo wi. 148, 1. 2 ce onpenensart B HapeabaTa
o ui. 152.

Un. 160. (1) [Ipurexxarensat Ha pa3pelieHne 3a MPOU3BOJICTBO:

1. (u3m. - /1B, 6p. 84 ot 2018 r. (*)) ocurypsiBa U3BBPIIBAHETO HA IPOU3BOICTBEHUTE OIIEPALIUU
B CHOTBETCTBHE C M3UCKBaHMsTA Ha JJoOpaTa mpon3BOICTBEHA MTPAKTHKA U B CHOTBETCTBUE C 0JJ00peHaTa oT
HAIJl nnpopmanus mo ui. 27, an. 1, . 7 n §, a B caydauTe Ha JIEKapCTBEHH NMPOJIYKTH 3a KIMHUYHO
M3IIUTBAHE - B ChOTBETCTBHE C JOKYMEHTAIMATA 32 W3MUTBAHMSA JIEKAPCTBEH MPOJYKT ChIIIacHO Permament
(EC) Ne 536/2014;

2. (m3wm. - JIB, 6p. 102 ot 2012 r., B crma ot 02.01.2013 r.) u3mon3Ba caMo aKTUBHU BEIIECTBA,
KOMTO ca NPOU3BEJICHHU B CbOTBETCTBHE C M3UCKBaHUATA Ha JloOpaTa Mpon3BOACTBEHA MPAKTUKA 32 aKTUBHU
BEIIIECTBA;

2a. (woma - /1B, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) ce yBepsiBa, 4e MOMOIIHUTE
BEIIIECTBA, BJIaraHU B JIEKAPCTBEHUTE NMPOJYKTH, Ca IMPOU3BEIECHU B CHOTBETCTBHUE C MOAXOASIUTE 100pH
MIPOM3BOJICTBEHH MPAKTHKH 32 TIOMOIIIHU BEIIECTBA, ONpe/eNieH! Ha Oa3ara Ha ouIManHa OlleHKa Ha PHCKa
B CbOTBETCTBUE C IPUIIOKUMUTE PBKOBOACTBA, IPpUETH 0T EBpomnelickaTa KOMUCHS;

3. ocurypsiBa IMOCTOSIHHO KBJIM(UIMPAH MEPCOHAN 332 MPOM3BOJCTBO M KOHTPOJI CBITACHO
M3MCKBaHUATA Ha Hapendarta mo ui. 152;
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4. (m3m. - 1B, O6p. 12 or 2011 r., B cuna ot 08.02.2011 r.) pasmonara camo ¢ JIEKapCTBEHU
MPOJYKTH, KOUTO UMAT pa3pelieHne 3a ynorpeda, npy crna3BaHe Ha U3UCKBAHUATA HA TO3U 3aKOH;

5. (oM. - IB, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r.)

6. yBeoMsiBa He3a0aBHO KOHTPOJIHUTE OPTaHU B ClTydail Ha CMsHA Ha KBAIMQHUIIMPAHOTO JIUIE
mo ui. 148, 1. 2;

7. ocurypsiBa TO BCSIKO BpeMe JOCTBII Ha KOHTPOJIHHUTE OpraHd /0 MOMEUICHUsATa |
JOKYMEHTAIUATa,

8. ocurypsiBa Ha KBamupuUIMpaHOTO JHie MO 4Yi. 148, T. 2 HEOOXOAUMHUTE YCIOBHUS 32
U3IIBJIHEHHUE HA 3abJDKCHUSTA MY;

9. (moBa - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) undopmupa nezadasno MAJl u
MPUTEXKATENST HAa Pa3pelIeHHeTo 3a yrnoTpeda, ako Mmoyydd WHpOpManus, 4e JEKapCTBEHHUTE MPOAYKTH,
KOUTO [MomajzaT B o0XBaTa Ha HETOBOTO pa3pelieHHe 3a MPOU3BOJCTBO, ca (ammuubuiupaHd WK
CBIIECTBYBaT CbMHEHHS 3a (hanmuduimupane, HE3aBUCUMO OT TOBA JAJIM TE3U JICKAPCTBEHH MPOIYKTH Ca
oW pa3mpoCTpaHsSBaHW B paMKUTE Ha 3aKOHHATa BEpUra Ha JOCTaBKa MM IO HE3aKOHEH HauMH,
BKJIIOYHMTEITHO ITOCPEACTBOM HE3aKOHHA MPoaax0a upe3 yciIyrure Ha HHPOPMAaIMOHHOTO 0OIIECTBO;

10. (noBa - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa ganu NpOU3BOAUTEIUTE,
BHOCHUTEIIUTE WM ThPTOBIUTE, OT KOUTO MOJyuyaBa aKTHBHH BEIIECTBA, Ca PETHCTPUPAHU OT KOMIETECHTHUS
OpraH Ha AbpKaBaTa WICHKA, B KOSATO Ca YCTAHOBECHH;

11. (moBa - /IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa aBTEHTUYHOCTTA U
Ka4eCTBOTO HAa aKTUBHHUTE U HA TIOMOIITHUTE BEIIECTBA.

(2) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [IpuTtexkatenar Ha pa3penieHUETo
3a MPOU3BOJCTBO H3BBPIIBA OJAUTH B OOCKTHTE 3a MPOM3BOJICTBO M THPTrOBUS C aKTUBHHU BEIIECTBA 3a
cnazBaHeTo Ha JloOpata mpousBoacTBeHa npaktuka u JloOpara auctpubyropcka npakrtuka. [Ipurexarensar
Ha pa3pelleHrueTo 3a MPOU3BOJICTBO MOXKE /1a CKJIFOUU JIOTOBOP C TPETO JIMIIE 2 U3BBPIIU OAUTA OT HETOBO
MME U 32 HETOBa CMETKa.

(3) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [IpuTexkarenar Ha pa3penieHUETo
3a IPOU3BOJICTBO TOKYMEHTHpA NPEANPUETUTE 110 all. 1, T. 2 U 2a MEpKHU.

(4) (Ilpepumna an. 2 - B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., uzm. - /IB, 6p. 84 ot
2018 r. (*)) IIpurexxarenar Ha pa3pelieHHne 3a IPOU3BOJCTBO ChbXPaHsABA MOCTPUTE M JOKyMEHTaLUATa 3a
MPOU3BEACHUTE OT HETO JICKAPCTBEHU MPOAYKTH M aKTUBHU BEIIECTBA ITPH YCIOBHS U IO PEIl, ONIPEICIICHH B
Hapeabara mo wi. 152, am. 1.

(5) (Ilpepumna an. 3 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., or™. - IB, Op. 84 ot
2018 r. (*))

(6) (IlpepumHa an. 4 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) JlokymeHTanusTa 3a
BCSAKa CKIIIOYEHA CJeJKa Ce ChXpaHsABa S5 TOAWHM W CHABpPXKA JaTa, HAMMEHOBAaHUE HA JICKAPCTBEHHS
MPOAYKT, TOCTAaBEHO KOJUYECTBO, UIME U aJIpec Ha MoJyyaTess U NapTUAEeH HoMED.

(7) (Ilpequmna an. 5 - JAB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenst Ha
paspelleHre 3a MPOM3BOACTBO OCUTYpsiBa M MOJIbpXkKa CHUCTeMa 3a OJIOKMpaHe M M3TEerisHe OT ma3apa Ha
JIEKapCTBEHH MPOAYKTH, TOKA3aJIM HEChOTBETCTBHE C M3UCKBAHHTA 32 KAUECTBO.

(8) (Ilpequmna an. 6 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenst Ha
paspelieHre 3a MPOU3BOJCTBO € JUIBKEH Jla OJIOKMpa M Ja U3TErJIM JIEKAPCTBEHUTE MPOAYKTH, MOKa3alu
HECHOTBETCTBUE C M3MCKBAHUATA 32 KaueCTBO, €(PUKACHOCT M OE30MacHOCT, MO pejia Ha Hapeadara mo 4.
274, an. 1.

(9) (Ilpequmna an. 7 - AB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenst Ha
paspelleHue 3a IPOU3BOJICTBO € JIBKEH /1a OChbBPEMEHSBAa IMPOU3BOJCTBEHUTE METOAN B ChOTBETCTBHE C
Pa3BUTHETO HA HOBUTE TEXHOJIOTUH U Pa3pabOTBAHETO HA JIEKAPCTBEHU NMPOIYKTHU 32 U3IHUTBAHE.

(10) (Hosa - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., npeaumna ain. 8, uzm. - 1B, Op.
102 ot 2012 1., B cuna ot 02.01.2013 1.) B3 0CcHOBa Ha pa3pelIeHNEeTo 3a MPOU3BOJACTBO, U3AACHO TI0 pelia
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Ha TO3H pa3zel, MPUTESKATEIIT My MOXKE J1a OCBIIECTBABA BHOC HA ITOMOIIHM BELIECTBA, HEOOXOIUMU 3a
IIPOM3BOJICTBOTO HA JIEKAPCTBEHUTE MIPOAYKTH, IOCOUEHH B Pa3peLIeHUETO 3a IPOU3BOJICTBO.

(11) (Hosa - 1B, 6p. 67 ot 2020 r.) [Iputexarenst Ha pa3pelieHue 3a IPOU3BOJICTBO MOCTABS
BbpPXy BTOpHUYHATa OINAKOBKAa, a aKO HsAMa TakaBa - BbPXY II'bpBHYHATa OINAKOBKAa Ha JIEKAPCTBEHUTE
npoayktu, onpenenenu B Jlenerupan pernament (EC) 2016/161, noka3zarenure 3a 6e3onacHocCT 1o 4i. 168,
ai. 8.

Un. 160a. (Hos - JIB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) U3nbanurennusr
mupexrop Ha MAJI che 3amoBen oTHEMa M3AAJCHOTO pa3pelieHHe 3a MPOU3BOJCTBO, KOTaTO HE Ca HAJIHIEe
ycnoBusATa no wi. 148 u He ca cra3eHu M3nMcKBaHuATa Ha JloOpara mpoM3BOJICTBEHA MPAKTHKA, ONPEIeICHH
1o peaa Ha ui. 152.

(2) W3npaautennuar mupexktop Ha WAJlL cbc 3amoBen mpekparsBa pa3pelIeHHEeTO 32
MIPOU3BOJICTBO:

1. Mo MUCMEHO MCKaHe Ha MPUTEXKATEIS My

2. pu TpeKpaTsABaHe Ha ACWHOCTUTE, 32 KOUTO € U3/aJICHO;

3. IIpu 3aIM9aBaHe PETUCTPAIUATA HA THPTOBENa;

4. mpu CMBPT HA PU3UUECKOTO JIUIIE - €THOJIMYEH ThProBeLl.

(3) 3amoBeara no an. 1 Moxke ma ce oOkanBa Mo pena Ha AJMHHUCTPATHBHOMPOIECYATHUS
KOJIEKC, KaTO 00’KaJIBAHETO HE CITHpa U3ITBIHEHUETO.

Pazpea I1.
BHoc Ha gekapcTBenn npoayktu (3ari. usm. - /B, op. 102 ot 2012 r., B cuia ot 02.01.2013 r.)

UYn. 161. (1) (U3m. - IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) BHoc Ha TepuTopusita Ha
PenyGnuka Bbwirapusi oT TpeTta abpikaBa Ha BCUYKH BHJIOBE JICKAPCTBEHH MPOAYKTH, U Ha JIEKApCTBEHH
MPOAYKTH, MpeAHa3HAUYeHW 3a KIMHUYHO U3MHUTBAaHE, MOTaT [a U3BbPIIBAT camMO (PU3UYECKH WIH
IOPUIMYECKU JIUIA, PETUCTPUPAHU KaTO THPrOBLM IO 3aKOHOJATEICTBOTO HAa JIbpXKaBa YJEHKA, KOUTO ca
MOJTYYUJIN pa3pelieHre 3a BHOC, U3/1aJIeHO OT M3MbIHUTENHUS aupekTop Ha MAJL

(2) 3a na mosryuu paspelieHue 3a BHOC, JIUIETO 1o aj. 1 TpsOBa aa pasmnosnara:

1. (m3m. - IB, Op. 102 ot 2012 1., B cmma ot 02.01.2013 1.) Mo BCsikO BpeMe Hai-Maiko ¢ €THO
KBATM(HUITMPAHO JIUIIE, KOETO OTroBapsi Ha M3UCKBaHUATA HA wiI. 159, an. 2 u 10;

2. (m3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r1.) ¢ nmaboparopus 3a KOHTPOJ Ha
KauyecTBOTO B CHOTBETCTBUE C M3MCKBAHMATA Ha Hapendara mo ui. 152 u momemieHus 3a ChbXpaHEHUE Ha
JIEKapCTBEHUTE TMPOAYKTH, M Ha JIEKApCTBEHUTE MPOAYKTH 3a KIMHUYHO W3IUTBaHE, CHAOJIEHH C
HE00XO0JUMOTO TEXHUYECKO 000pyABaHe, B ChOTBETCTBUE C M3UCKBAHUATA Ha HapeaOaTa mo wi. 198.

Un. 162. (1) 3a nmoimyyaBaHe Ha pa3pelieHre 3a BHOC JinieTo mo wi. 161, an. 1 nomasa B MAJI
3asiBJIeHHE TI0 00pa3ell, yTBBP/AEH OT U3MbIHUTETHUS TUPEKTOp Ha areHIUsATA.

(2) KbM 3asBnenueTo no ai. 1 ce npunarar:

1. (m3m. - JIB, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 r., uzm. - JIB, 6p. 60 ot 2011 r., B cuna
or 05.08.2011 r.) nanuu 3a EnuHHHMS uIeHTH(UKALMOHEH KOJA Ha THProBela WJIM Koolepauusra OT
TBpProBecKus peTUCTHP, a 3a APY>KECTBATa, PETUCTPUPAHU B IbpKaBa - WieHka Ha EBpornelickus cblo3, WK B
obpxaBa - crpaHa mo CrnopasymeHueTo 3a EBpomneiickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a
aKTyaJlHA pEerucTpanusi IO HAIMOHAJHOTO 3aKOHOJATEJICTBO, M3/4aJ€H OT KOMIETEHTEH OpraH Ha
ChOTBETHATAa JIbPKaBa;

2. (m3m. - [IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r., u3m. - IB, 6p. 67 ot 2020 T.) cIuchK
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C MEXIYHApOJHUTEC HEMATCHTHH HAWMMCHOBAaHUS M THPIOBCKUTE HAMMEHOBAHUS Ha JICKAPCTBCHHUTE
MPOJYKTH, JieKapcTBeHaTa UM (opMa, ChAbPKAHMETO HAa AKTUBHOTO BEIIECTBO B J030Ba €IWHUIA U
KOJIMYECTBO B KpaliHaTa OMAaKOBKa;

3. (mom. - JIB, Op. 71 ot 2008 r., B cuma ot 12.08.2008 r.) Komme OT pa3peHICHHETO 3a
MIPOU3BOJICTBO, U3/IaJICHO OT PEryJaTOPHHs OpPTaH Ha JbpiKaBaTa M3HOCUTEN U CepTU(UKAT, YIOCTOBEPSIBAII
CHOTBETCTBUETO HA YCJOBHSTA 3a IMPOU3BOJICTBO, KOHTPOJ M CHXPAHEHHE ChC CTaHIApTH, HaH-Mallko
€KBHUBAJICHTHHU Ha cTaHAapTUTE Ha JloOpaTa Mpon3BOACTBEHA MTPAKTUKA;

4. NOKyMEHTH, C KOUTO C€ yJOCTOBepsiBaT oOcrositencTBaTa mo wi. 159, am. 1 u 2 3a
KBATU(HUITUPAHOTO JIHIIE;

5. maHHU 3a aapeca Ha Jaboparopus Ha TepuTopusaTa Ha PemyOnuka bwarapus 3a u3BbpIiBaHe
Ha TBJICH KOJWYECTBEH W KAYeCTBEH aHAIM3 HaW-Mallko Ha aKTHBHHUTE BENICCTBA W HA BCHYKH APYTH
TECTOBE W MPOBEPKH 3a JIOKa3BaHE HAa KAaueCTBO HA BCSIKAa BHECEHAa MapTUAA JIEKAPCTBEH IPOIYKT B
CHOTBETCTBUE C W3WCKBAHMITA HA pa3pelICHUETO 3a ymoTpeba Mo peaa Ha TO3W 3aKOH M aJpec Ha
MTOMEIILIEHUSTA 33 CbXPAHEHHUE;

6. JOrOBOp, B KOWTO ca OMPEICICHH OTTOBOPHOCTUTE HA BCSKA OT CTPAHHUTE MO OTHOIICHHE
CIa3BaHETO Ha MPUHIUIUTE Ha JloOpaTa MpOU3BOACTBCHA MPAKTHKA OT M3ITBIHUTENS, U HAYMHBT, TI0 KOWUTO
KBTM(UIIMPAHOTO NuIe 1o 4wi. 161, am. 2, T. 1 me u3mbiIHABA 3aIbJDKEHHUSITA CH, B CIy4yauTe, KOraTo
numero mo wi. 161, an. 1 He pasnonara cbc cOOCTBEHA J1a00OPaTOPHS;

7. AOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpeseneH B Tapudara mo wi. 21, an. 2.

(3) (Hosa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) IIpu mocTerBane Ha 3asBICHUE T10
an. 1 MAJI ouensiBa momajaeHata JOKYMEHTAIMS M M3BBPIIBA MPOBEpKa Ha MSCTO Ha JlaboparopusTa 3a
KOHTPOJ M TOMENICHUATA 33 ChXpaHEHHE Ha JIEKapCTBEHH MPOAYKTH W Ha JIGKAPCTBEHU MPOAYKTH,
MpeIHA3HAYeHN 33 KIMHWUYHO HW3IHUTBAHE, 32 YCTAHOBSBAHE HA CHOTBETCTBHETO MM C HM3UCKBAaHHUATA Ha
JloGpata mpou3BoOACTBeHa MpakTuka U Ha JfoOpaTa qucTpubyTopcka nmpakTUKa.

(4) (ITpenumna an. 3 - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Koraro nomernieHusita 3a
MIPOM3BOJICTBO Ca PAa3MOJIOKEHH B TpeTa IbpxaBa, ¢ koATo EBporeiickara oOIIHOCT MMa MOJMUCAHO
Criopa3yMeHHe 3a B3aUMHO MpU3HaBaHe Ha cepTudukatu 3a JloOpa mpous3BOACTBEHA MPAKTHKA, JTUIATA 110
. 161, an. 1 npunarat KM 3asBJICHUETO a/Ipeca HA BCSKO MOMEIICHHUE 3a MTPOU3BOJICTBO Ha JICKAPCTBEHU
MPOJYKTH, aKTHUBHHU BEIIECTBA WM JIEKAPCTBEHH MPOAYKTH, MpeIHA3HAYeHH 3a KIMHUYHO H3MHTBAHE,
HAaMMEHOBaHHE, CEHAIMIIE W aJpec Ha YIpaBJICHUE HA JIMIIETO, MOJYUYUIIO pa3pelieHUe 3a MPOU3BOICTBO,
cepTu(uUKat, yI0CTOBEpSBAIll ChOTBETCTBHETO Ha YCJIOBUATA 32 MPOU3BOJCTBO, KOHTPOI U ChbXPAHEHUE ChC
CTaH/IapPTH, CKBUBAJICHTHU HA CTAaHIAPTUTE, YTBBPACHU C HW3UCKBaHWATA Ha [loOpara mpowW3BOACTBEHA
MPAaKTHKa, 1 UIMETO Ha KBAJTM(UIIUPAHOTO JIHIIE.

(5) (Ilpenumna an. 4, usm. - B, 6p. 71 or 2008 r., B cuna ot 12.08.2008 r.) B cnyuaure,
pazmuunud ot an. 4, MAJl usBbpmiBa mpu HEoOXOOUMOCT IMPOBEpKAa Ha MSCTO 3a YCTaHOBSIBAHE Ha
ChOTBETCTBHME HA JOKYMEHTAIMsTa C YCJIOBHSTa 3a MPOU3BOJCTBO, KOHTPONI M CBhXpaHEHHE Ha
JIEKapCTBCHUTE TPOAYKTH B JbpikaBaTa W3HOCUTEN. l[lpum ycraHoBsiBaHe Ha choTBeTcTBHE C JloOpara
npon3BojcTBeHa npakTuka MAJI u3nasa ceptudukar.

(6) (Ilpeaumina an. 5, uam. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pazxomute 3a
U3BBpIIBaHE Ha IPOBEpPKaTa Ha MACTO I10 aJl. 5 ca 32 CMETKa Ha BHOCUTEJIS.

(7) (Ilpegumna an. 6, u3m. - JIB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) 3a u3BbpIIBaHe HA
MPOBEPKA HA MACTO M0 ajl. 3 WK MO aJl. 5 3asABUTEINIST 3aIUialia Takca B pa3Mep, onpeneieH B Tapudara mo
. 21, ai. 2.

Un. 163. (1) Kpamdumupanoro aune mo wi. 161, am. 2, T. 1 wm3maBa ceprudukar 3a
0CcBOOOJKaBaHe Ha BCSKA MapTUA, YAOCTOBEPSBAIl, Ye BHECEHATA MAPTUAA JIEKApPCTBEH MPOAYKT OT TpeTa
JTbprKaBa, HE3aBUCUMO JIaTH TPOAYKTHT € IPOU3BEJICH WM HE B JApyTa JIbpKaBa WICHKA, PN J1a Ce MyCHE
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Ha Tasapa Ha TepuTopuara Ha PemyOnuka bearapus, e moanokeHa Ha IBJICH Ka4eCTBEH U KOJMYECTBEH
aHallM3, Hal-MaJKO Ha AaKTHBHUTE BEUIECTBA, U Ca W3BBPIICHH BCUYKU HEOOXOIMMHU U3NUTBAHUSA U
MPOBEPKU B CHOTBETCTBHE C M3UCKBAaHUATA 3a M3/laBaHE Ha pa3pellieHue 3a ymnorpeda mo peda Ha TO3U
3aKOH.

(2) Korato maptuaara jnekapcTBEH MPOAYKT, BHECEHA OT TpeTa Abp)KaBa, € MOAJIOKEeHa Ha
aHaJTM3UTe Mo aji. | B Japyra AbpkaBa WICHKAa W Ce MPHIpPYKaBa OT CEpTUPHUKAT 3a OCBOOOXKIaBaHE Ha
napTujaTa, MOAMKHCAH OT JAPYro KBamu(UIUpPAaHO JHIE, HE C€ HU3UCKBA MPOBEXKJaHE HA KOHTPOJIHU
M3MUTBaHMA Ha TepuTopusiTa Ha Pemmybnuka boarapus.

(3) Korato mnaptugata JexkapcTBeH MpPOAYKT € BHECEHa OT TpeTa Ibp)KaBa, C KOATO
EBpormeiickata oOUIHOCT MMa MOJAMKCAHO CIIOPa3yMEHHE 3a B3aUMHO MpU3HaBaHe Ha cepTtudukarta 3a J[oopa
MIPOM3BOJICTBEHA MPAKTUKA, KBATU(PHUIIMPAHOTO JIUIE U3/1aBa cepTU(UKAT 32 0CBOOOKIaBaHe Ha MapTUAATa
Bb3 OCHOBa Ha MpHUApY’KaBallaTa mapTuaata JOKyMeHTalus, 06e3 J1a ce Hajara Ja U3BbpIIBa KOHTPOIHH
M3IUTBaHMA Ha TepUTOpUsATa Ha Pemmybnuka bearapus.

(4) (OT™m. - 1B, 6p. 84 oT 2018 1. (*))

(5) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(6) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., ot™. - [IB, 6p. 84 oT 2018 1. (*))

(7) KBanudwunupanoto nuile no aia. 1 chbXxpaHsiBa JOKYMEHTAIUsATa 32 BCSAKa BHECEHA MapTUAA
JIEKapCTBEH MPOIYKT Hall-MaJIKO 5 TOMHU U s IPEACTaBsI IPU MOMCKBAHE HA KOHTPOJIHUTE OPTaHU.

(8) IIpurexkaTenar Ha pa3pelleHre 3a BHOC OCUTYpsSiBa U MOIAbPKa cUCTeMa 3a OJOKUpaHe U
U3TEIVIHE OT I1a3apa Ha JIEKapCTBEHM MPOYKTH, 10Ka3aJI1 HEChOTBETCTBUE C M3UCKBAHUATA 3a KAUECTBO.

(9) IlpuTtexaTensaT Ha pa3pelIeHue 32 BHOC € JITHKEH Ja OJIOKUpa U J1a U3TETJIN JICKApCTBEHUTE
MPOAYKTH, TIOKa3aJl HEChOTBETCTBHE C M3UCKBAHMATA 32 O€30MAaCHOCT M €(PUKACHOCT, ChITIAaCHO HapeadaTa
mo ui. 274, ai. 1.

(10) (U3m. - AB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) Pasnopendute Ha un. 160, an. 1, T.
4 1 7 ce mpuiarar U 0 OTHOLIEHHWE HA IPUTEXKATEIUTE Ha pa3pelleHue 3a BHOC.

(11) ITpuTexkarenar Ha pa3pelIeHue 3a BHOC OCUTYPsIBa Ha KBATU(UIIMPAHOTO JIKIe o 4. 161,
an. 2, T. 1 HeoOXoAMMHTE YCIOBHS 3a HM3MBIHEHHUE HA 3aIbIDKEHUSTA MYy U YBeIOMsiBa He3a0aBHO
KOHTPOJIHUTE OpTaHM IIPH HETOBATa MPOMSIHA.

(12) Ilpu oOpa3yBaHe Ha aJIMUHUCTPATUBHOHAKA3aTEIHO TMPOM3BOACTBO 3a HapyIIEHUS,
U3BBPIICHH TPU W3IMBIHCHUETO Ha 3aJbDKEHUsATA Ha KBamdumupanoro ymme, MAJl pasnopexna Ha
MIPUTEXKATEN Ha Pa3pelIeHUETO 3a BHOC J]a OTCTPAHU BPEMEHHO KBATU(UIIMPAHOTO JIUIIE OT JUThKHOCTTA.

Y. 163a. (Hos - IIB, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) (1) Korato MAJI ycTtanoBM
HEN'BJIHOTH U HEJOCTaThbLM B NpEACTaBEHAaTa JOKYMEHTAlUs, TS yBEIOMsBAa IHCMEHO 3asBUTENS U J1aBa
MUCMEHU YKa3aHHUsL.

(2) B cinyuaute mo an. 1 cpoksT mo wi. 164, an. 1 cnupa na Teue A0 NpPUBEXJaHE Ha
JIOKYMEHTaIUsTa B CbOTBETCTBUE C U3UCKBAHUATA.

Un. 164. (1) U3nbaaurennusar qupexrop Ha MAJI u3nasa paspeiienue 3a BHOC B cpok 30 qHU OT
JlaTaTa Ha MoJlaBaHe Ha 3asBJICHUETO MO 4jl. 162 uiam MOTUBUPAHO OTKa3Ba.

(2) Otka3pT Mo an. 1 moasexu Ha oOXkallBaHe MO pela Ha AIMUHUCTPATUBHOMPOIIECYATHUS
KOJEKC.

(3) Paspemiennero 3a BHOC c€ H3/aBa CaMO 3a IOCOYCHHWTE B 3asBJICHUETO JICKAPCTBEHHU
MPOJYKTH, TeXHH (DOPMH aKTHBHH BEIECTBA U 32 MIOCOUYCHUTE JIEKAPCTBEHH MPOJYKTH, NMPEAHAZHAUCHHU 32
KJIMHWUYHO M3IUTBAHE, U 32 MIOMEIIECHUATA, KbJICTO III€ CE U3BBPIIBAT KOHTPOJIBT U ChXPAHEHUETO.

(4) PazpemenueTo 3a BHOC € 6€3CpOYHO.
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Un. 164a. (Hos - JIB, 6p. 67 ot 2020 r.) IIputexarensat Ha pa3pelieHHe 3a BHOC OCUTYpSBa
IIOCTaBSHETO BbpPXY BTOPUYHATA OINAKOBKA, a aKO HAMAa TaKaBa - BbpPXY IbpBHYHATa OIAKOBKA, Ha
JIeKapCTBEHUTE NpPOAyKTH, ompexaenreHu B [enerupan pernament (EC) 2016/161, nokasatenute 3a
6e3omacHoCT 110 4. 168, ann. 8 u ocurypsiBa BbBEKJaHETO HA MHAWBUIyalIHUS UACHTU(DUKAIIMOHEH Oerer Ha
BCsIKa ONIAKOBKA B CHCTEMaTa OT perucTpu B cboTBeTcTBUE ¢ Jlenerupan pernament (EC) 2016/161.

U 165. (U3m. - JIB, 6p. 67 ot 2020 1.) (1) IIpuTexkarensaT Ha pa3pelieHre 3a BHOC OT TpeTa
nbpkaBa nojasa B MAJI 3asBiieHue pu MpoMsIHA Ha:

1. muero mo . 161, an. 2, 1. 1;

2. cruchKa ¢ MEXAYHApOJAHUTE HEMATEHTHH HAUMEHOBAHUS U ThPrOBCKUTE HAUMEHOBAaHUS Ha
JIEKapCTBEHHUTE MPOIYKTH, JIEKapcTBeHaTa UM (opma, ChAbPKAaHWE HAa aKTUBHOTO BEIIECTBO B J1030Ba
€/IMHULIAa U KOJINYECTBO B KpaliHaTa ONaKOBKa;

3. agpeca Ha JabopartopusTa rmo wi. 161, an. 2, T. 2;

4. TBpProBCcKaTa perucTpanus.

(2) KpM 3asBienuero mo ain. 1 ce nmpuiaraT JOKYMEHTHUTE, CBbP3aHU C IPOMSHATa, ONpeIeIeHH
B wiI. 165a, M TOKYMEHT 3a IUIaTeHa Takca B pa3Mep, ornpeaeieH B Tapudara mo wi. 21, an. 2.

UYn. 165a. (Hos - [IB, 6p. 67 ot 2020 r.) (1) IIpu npomsina mo umi. 165, an. 1, 1. 1 3agBurenst
MIPEACTAaBs CJIeAHATA JOKYMEHTAIIUS:

1. gumioma 3a 3aBBPIICHO BUCIIE 00pa30BaHuE;

2. TpyZIOB JJOTOBOD;

3. JOKYMEHTH, YAOCTOBEPSBAILIY JOINBIHUTEIHA KBATU(DUKALINS,

4. IOKYMEHT 3a TPY/IOB CTax.

(2) 3mpaHuTeIHATA areHIMsI 110 JIEKapCTBaTa yCTAaHOBSIBA CIY>KEOHO 0OCTOSTEIICTBATa OTHOCHO
CHIMMOCTTA Ha JHIETO mo uwi. 161, an. 2, 1. 1, korato e OBJITapCcKH rpakJaHUH. 3a JHIaTa, KOUTO HE ca
OBITapCKU TPaXJTaHHU, CHhC 3aABICHUETO C€ MPEJCTaBs CBHUJCTEIICTBO 3a CBHAMNMOCT WJIA aHAJOTHYCH
JOKYMEHT, U3/1aJIeH OT KOMIIETEeHTEH OpraH Ha ChOTBETHATA JIbPKaBa.

(3) IIpu npomsina 1o ui. 165, an. 1, T. 2 3asBUTENAT NPEICTaBs ClieHATA JOKYMEHTALIHS:

1. ciUCBHK ¢ MEXIAYHApPOJHHUTE HEMATCHTHH HAaWMMEHOBAHMS W THPTOBCKUTE HAMMEHOBAHUS Ha
JIEKapCTBEHUTE MPOJYKTH, JIEKapcTBeHaTa UM (opma, ChAbPKAaHWE HAa AKTUBHOTO BEIIECTBO B J1030Ba
eIMHUIA U KOJIMYECTBO B KpallHaTa OMaKOBKa;

2. COHCHK Ha MPOLEAYPUTE 3a MPOU3BOACTBO, KOHTPOJI U ChXPAaHEHHWE HA JIEKAPCTBEHUTE
MPOIYKTH.

(4) ITpu mpomsHa 1o wi. 165, an. 1, T. 3 3agBUTENAT NMpeACTaBs JaHHUTE MO Wi. 162, ain. 2, T. 5 u
KOIIME OT A0r0BOpa B ciayyauTe 1o wi. 162, an. 2, 1. 6.

(5) Ipu mpomsiHa mo un. 165, am. 1, . 4 MAJI ycraHoBsiBa ciay>ke0HO OOCTOSITEICTBATa IO
3asIBEHUTE TPOMEHU B ThPrOBCKATA PETUCTPALIUS.

Un. 166. (1) [Ipu u3gaBane Ha pa3pelICHUETO, C KOETO CE€ JIOMyCKa MpPOMsHATA, Ce Mpuiarar
pasnopeadurte Ha wi. 164, KaTo CPOKBT 3a U3JaBAHETO MY €:

1. B cmyvaute o wi. 165, an. 1, 1. 1,2 u 4 - no 14 auu;

2. B cimydauTe no ui. 165, an. 1, 1. 3 - no 30 quu.

(2) Korato mpomsnara mo wi. 165, an. 1, T. 3 He Moxe Aa ce oueHu mo JokymeHntu, MAJI
W3BBPIIBA MPOBEPKA Ha MICTO. B Te3u ciiydam cpoksT mo ain. 1, T. 2 cnmpa jaa Tede OO0 3aBbpIIBaHE Ha
MPOBEPKATa.

(3) PazxoauTte mo u3BBpILIBAHE HA MPOBEPKA HA MSCTO MO ajl. 2 ca 32 CMETKa Ha 3asBUTEIA.

(4) 3a u3BBpIIBaHE Ha MPOBEpPKAa Ha MACTO IO ajl. 2 3asABUTEIAT 3arulalla Takca B pa3Mmep,
orpeneneH B Tapudara mo wi. 21, an. 2.
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Un. 167. (1) U3mpaHuTeIHATA areHIMs 10 JIEKapCcTBaTa BOAM PETUCThp 1o wi. 19, an. 1, T. 2 Ha
W3/1aJICHUTE pa3pelIeHus 32 BHOC, KOUTO ChIbpPKa:

1. HoMep U J1aTa Ha pa3peleHueTo 3a BHOC;

2. HaMMEHOBaHMe, CeAANUIIe U aapec Ha YMPaBICHUETO Ha JUIETO, MOMYyUMIIO pa3pelieHue 3a
BHOC;

3. aapec Ha MOMEIIECHHUATA 32 KOHTPOJI U ChbXPaHEHUE Ha JIEKAPCTBEHUTE MPOTYKTH;

4. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nekapcTBEHUTE MPOAYKTH U
(dbopMuTe, 32 KOUTO € MOITYYEHO Pa3pelIeHHETO;

5. uMe Ha jauneTo no . 161, an. 2, T. 1;

6. 1aTa Ha 3aIM4YaBaHe OT PETUCTHpA Ha pa3pelIeHUueTo 3a BHOC M OCHOBAHME 3a TOBA.

(2) Hanuu ot peructbpa ce myoauKyBaT Ha cTpanunara Ha MAJl B uHTEpHET.

Paznean III.
IIpou3BoaACTBO, BHOC M THPIrOBHS Ha eApPO0 ¢ akTuBHU BemectBa (Hos - /IB, Op. 102 ot 2012 1.,
B cujia ot 02.01.2013 r.)

Yn. 167a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) IIpou3BoacTBO, BHOC WU
THPrOBUSl HA €JpO C aKTHBHH BEIIECTBA MOTAT Ja M3BBPIIBAT caMO (U3WYCCKU WU FOPHINYCCKHU JIUIIA,

PETUCTPUPAHU KaTO THProBIM 10 3aKOHOAATEICTBOTO HA Ibp)KaBa WICHKA M BIIMCAHH B PETHCTHPA IO Wl
167r.

Yn. 1676. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) 3a BoucBaHe B perucTbpa
o wi. 167r 3agBurensat nonasa B MAJI 3asBnenue no ob6pasel, yITBbp/AEH OT U3IBIHUTEIHUS TUPEKTOP Ha
HAIJI, xoeTo chabpxa:

1. ume, cemanuiie 1 apec Ha yIopaBjieHHe Ha JTMLETO Mo wi. 167a;

2. CIIUCHK Ha aKTUBHUTE BEIIECTBA, KOUTO 1€ CE BHACAT, IPOU3BEXKIAT WU THPryBaT;

3. AeMHOCTUTE, KOUTO JIMILIETO 1O 4. 167a 111e n3BbpIIBa;

4. anpec Ha TNOMEIEHUATA W JaHHM 3a TEXHUYECKOTO OOOpYJBaHE 3a OCBHUIECTBSIBAHE Ha
NeWHOCTTAa Ha JuIarta o 4i. 167a.

(2) KbM 3asBnenueTo no ai. 1 ce mpumnarar:

1. naHHU 3a eIMHHUA UIeHTU(UKALIMOHEH KO/ Ha ThProBela, a 3a Apy>KecTBara, perucTpupaHu
B Jbp)KaBa WIEHKA - JOKYMEHT 3a aKTyaJlHa pEerucTpainus 110 HallMOHAJIHOTO 3aKOHOJATENICTBO, U3al€H OT
KOMIIETEHTEH OpraH Ha ChOTBETHATA JIbPKaBa;

2. TOKYMEHT 32 IJaTeHa Takca mo ui. 21, ain. 2.

(3) B cpok 60 mHu OT MOCTHIIBaHE Ha 3asBJICHUETO U JOKyMeHTanusaTa 1o ai. 1 u 2 UAJI BB3
OCHOBA Ha OIIEHKAa Ha pUCKa:

1. BucBa snuiieTo o 4i. 167a B peructbpa 1o wi. 167r, 3a KOETO o yBeIOMSIBa, WU

2. yBeoMsIBa 3a JlaTaTa Ha M3BbPIIBaHE HAa MHCIEKIUS 32 YCTAaHOBSIBAaHE HA CHOTBETCTBHETO Ha
YCIIOBHSTA 3a M3BBpPIIBAaHE Ha AeiHocTUTe Mo wi. 167a ¢ m3uckBaHuATa Ha JloOpara mMpoM3BOACTBEHA
npakTuka o wi. 152, an. 1 u va Jlo6pute nuctpuOyTopcku MpakTUKKU HAa aKTUBHU BemlecTna o wi. 198.

(4) Korato B pesynrar Ha uHcnekuusra no ai. 3, T. 2 MAJl ycTaHOBH CBOTBETCTBHE C
M3UCKBaHMATa Ha J[oOpara mpou3BOACTBEHA MpakThka 1mo 4i. 152, an. 1 u Ha [JoOpute nuctpubyTOpCcKu
MPaKTUKU Ha aKTHBHU BELECTBA MO wi. 198, T4 BOMCBa 3asBUTENS B pErUCThpa Mo wi. 167r, 3a KOETO o
YBEZOMsIBA.

(5) PazxoauTe 3a 3BbpIIBAHE HA MHCIICKITUATA TI0 aJl. 3, T. 2 ca 32 CMETKa Ha 3asBUTEIIA.
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(6) 3a us3BBpLIBAaHE HA MHCHEKLMATA MO ajl. 3, T. 2 3aABUTEJAT 3alllalla Takca B pa3Mep,
ompeneseH B Tapudarta no wi. 21, amn. 2.

(7) B ciydaute no an. 3, T. 1 u an. 4 3asBUTENAT MOXKE Ja 3all0YHE J]a OCHILECTBsBA AEHHOCTTa
CH CJIe]l BIMCBAHETO B PETUCTHPA 1Mo Wi. 167T.

Ui 1678. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) Korato B cpoka no wi. 1676,
an. 3 UMAJl He yBenomu, 4e mie ObJe W3BBPIICHA WHCICKIHS, 3asBUTEISAT MOXE Ja 3arovHe
OCBILECTBSIBAHETO HA JIEHHOCTTA.

Yn. 167r. (Hos - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) M3nbauuTenHaTa areHus
M0 JIEKapcTBaTa BOJMU ITyOJMYEH PETUCTBP Ha BHOCUTEIUTE, MPOM3BOIUTEIUTE W THPTOBIUTE HA €IPO C
aKTUBHU BEIIECTBA, KOUTO ChABPXKA:

1. ume, cemanuiie 1 aapec Ha yIpaBjieHHe Ha JTMLETOo Mo wi. 167a;
. CIIUCHK Ha aKTUBHUTE BEIIECTBA, KOUTO C€ BHACSAT, IPOU3BEXKIAT WIH ThPryBar;
. JETHOCTUTE, KOUTO JULETO 10 Wi. 167a 1ie u3BbpILIBa;
. aJIpec Ha TIOMEIIEHHTA, B KOUTO CE M3BBPIIAT ICHHOCTHUTE;

[V, N SN VS I \O)

. 320eNeXKH 10 BIIMCAHUTE 00CTOSTENCTBA.
(2) MznenanurenHaTa areHuus IO JieKapcTBara BbBEXJa B 0Oazara JaHHM 1o 4. 147
uHpOpMalUs 3a PErUCTPUPAHUTE BHOCUTENH, IPOU3BOIUTEIN U THPTOBLH HA €/IpO C aKTUBHU BEILECTBA.

Un. 167n. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 1.) (1) Jlumero no 4. 167a
nonasa B MAJI exeroano a0 31 sHyapu yBeIOMJICHHE 32 HACTHITWIM POMEHU B HH(POpPMAIIHITA, BIIMCAHA B
peructbpa no wi. 167r.

(2) Ilpu nHacTbmBaHE HAa TPOMEHH, KOUTO MOTaT Ja TMOBIUSAAT Ha KAueCTBOTO WM Ha
0€30IMMacHOCTTa Ha aKTUBHUTE BEIIECTBA, KOUTO CE MIPOU3BEKIAT, BHACAT WIHM PA3MPOCTPAHSIBAT, JTUIIETO 110
1. 167a yBegomsisa MAJI HezabaBHO.

Un. 167e. (Hos - IB, 6p. 102 ot 2012 r.) (1) (B cuma ot 02.01.2013 r.) IIpousBoacTBOTO,
BHOCBT M TBProBHATAa Ha €IpO C AaKTHUBHM BeLIeCTBa Ha TepuTopuira Ha PemybOnuka bbiarapus,
BKJIFOUMTEJIHO Ha aKTHBHU BEILECTBA, IPEIHA3HAYEHH 3a M3HOC, CE M3BBPILIBA B ChOTBETCTBUE ¢ JloOpara
MIPOM3BOJICTBEHA MpakTUKa U JloOpuTe AMCTpHOYTOPCKU MPAKTUKH 33 AaKTUBHU BEIIECTBA.

(2) BHOcuTenuTe MoraT Ja BHACcSIT aKTUBHH BEIIECTBA CAMO aKO Ca CIAa3€HU CJICIHUTE YCIOBHUS:

1. (B cuma ot 02.01.2013 1.) akTUBHUTE BeIIeCcTBa ca OMIIM MPOM3BEIEHN B CHOTBETCTBHE ChC
cranzapTtH 3a JloOpa mpou3BOJCTBEHA MPAKTHUKA, KOUTO ca HAH-MaJKO €KBUBAJCHTHU HAa YCTAaHOBEHUTE OT
EBponeiickus cpro3, U

2. (B cuna ot 02.07.2013 r.) akTUBHHUTE BelIeCTBa c€ MPUAPYkKaBaT OT MUCMEHO MOTBBPKACHUE
OT KOMIIETEHTHUS OpraH Ha JbpKaBaTa U3HOCUTEIL, Ye:

a) cra"mapture 3a JloOpa mNpOW3BOACTBEHA TMpaKTUKA, MPWIOKHUMH KbM oOOeKkTa 3a
IIPOM3BOJICTBO Ha W3HECEHUTE AKTHBHU BEIIECTBA, Ca HAW-MaJKO E€KBHUBAJEHTHH Ha YCTAHOBEHUTE OT
EBporneiickus cbio3;

0) ChOTBETHHUAT OOEKT 3a MPOM3BOJCTBO IMOJJIEKH Ha PEJOBEH KOHTPOJ M B HErO ce mpujara
edpextuBHO JloOpaTa Mpon3BOACTBEHA NIPAKTHKA, KaTO TOBA BKJIFOUBA MHOTOKPAaTHH U BHE3AITHU MHCIIEKIIUH,
C LIeJT TapaHTHpaHE 3aKpujia Ha OOIIECTBEHOTO 3/IpaBe, Hail-MaJKO PaBHOCTOMHA Ha Ta3u B EBponeiickus
CbhI03,

B) B clyyall Ha KOHCTaTHpPAaHO HECMa3BaHE Ha W3WUCKBAHMSTA Jbp)KaBaTa W3HOCUTEN IIE
uHpopmupa HezabasHo NAJL

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 09.10.2023 .



(3) (B cuma or 02.07.2013 r.) UsuckBanero Ha an. 2, T. 2 HE ce Mpuiara, ako JIbp>kKaBaTa
M3HOCHTE € BKIIFOUEHA B criicbka 1o wi. 1116 ot Jupextusa 2001/83/EO.

Yn. 167x. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.07.2013 r.) (1) Ilo uzknrouenue, korato
€ HeOoOXOIMMO J1a C€ OCHIYpH HaJIMYHEeTO Ha JIEKAPCTBEHHM NPOAYKTH, BHOCHUTENAT MOXE Ja BHAcs
AKTUBHOTO BEIIECTBO 0€3 MIUCMEHOTO MOTBBPKACHHE 10 WI. 167¢, ain. 2, T. 2 3a CPOK HE MO-IABIBI OT CPOKA
Ha BaJMJIHOCT Ha cepTHdukara 3a /loOpa nponu3BoACTBEHA MPAKTHKA, KOraToO OOEKTHT 3a MPOU3BOJCTBO Ha
aKTHBHO BEIIECTBO B JIbpKaBaTa U3HOCUTEI € OMJI MHCIIEKTUPAH OT PETYyJIaTOpeH OpraH Ha JIbpXKaBa YIeHKa
U € yCTaHOBEHO, Y€ CIa3Ba MPUHIMIINTE U PbKOBOJCTBATA 3a JJoOpa Mpon3BOICTBEHA IPAKTUKA.

(2) B cryuaunte no an. 1 MAJI yBenomsiBa EBponeiickara komucusi.

Y. 1673. (HoB - JIB, Op. 102 or 2012 r., B cuma ot 02.01.2013 r.) Ilpurexarenure Ha
paspeleHus 3a MPOU3BOJCTBO, BKIIFOUUTEIHO T€3U, KOUTO M3MBIHSABAT ACHHOCTUTE 1Mo 4. 1680, amn. 2, ce
CMSTAT 3a MPOU3BOAUTENH IO CMHUCHJIA HAa § 13, T. 3 OT HOIIBIHUTEIIHATE pa3nope 0N Ha 3aKOHA 3a 3allnuTa
Ha OTPeOUTENNTE U HOCAT OTTOBOPHOCT 3a BPEIU, MPUIMHEHH OT Ne(heKT Ha CTOKHUTE, IPEIBUCHA B HETO.

T'1aBa mecra.
OITAKOBKU U JIMCTOBKHU HA JIEKAPCTBEHM ITPOAYKTH

Un. 168. (1) OnakoBkara Ha JIEKapCTBEH NMPOJYKT C€ CHCTOM OT ITbPBHUYHA H/MJIM BTOPUYHA
OIIaKOBKa U OT JIMCTOBKA 32 MalleHTa.

(2) (M3m. - B, 6p. 61 or 2011 r., B cunma ot 10.11.2011 r.) Bropuunata omakoBka Ha
JIEKapCTBEHU NPOAYKTH, ChIbpIKAIlld BEIECTBA, IOCOYEHH B CIMCHKA MO 4i. 3, ain. 2, T. 2 oT 3aKkoHa 3a
KOHTPOJI BbPXY HAPKOTUYHHUTE BEIIECTBA U MPEKYPCOPHUTE, C€ MAapKUpa JUATOHAIIHO C JIB€ YEPBEHU JICHTH, a
BTOpUYHATa ONIAKOBKA HA JIEKApPCTBEHU MPOAYKTH, ChABPIKAIIM BEIIECTBA OT CIHUCHKA 110 Wi. 3, all. 2, T. 3 oT
3aKoHa 3a KOHTPOJ BHPXY HAPKOTHYHUTE BEILIECTBA M MPEKYpCOPUTE - C JIB€ CHUHU JeHTH. OmakoBKara
3aJbJDKUTEIHO ChABPKA YKa3aHUE, Ye JIEKAPCTBEHUST MPOAYKT Ce OTIIYCKa CaMo IO CIIEHHAHO JEKapCKO
MpeIrcaHue.

(3) (U3m. - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) JIuctoBKaTa Ha JIEKapCTBEHUTE
MPOAYKTH, BKJIFOUEHH B cruchka 1o wi. 23 ot Permament (EO) Ne 726/2004 na EBponeiickust mapiaMeHT U
Ha CpBera, chabpka HHPOpPMAIMS CbC CilenHus TeKCT: "To3u JekapcTBeH NPOAYKT TMOANEKH Ha
nomeIHATETHO HabmoaeHue". [lpea Tekcra ce mocTaBs 3HaK B UEPEH IBAT ChITIACHO WwieH 23, maparpad 5
ot Pernament (EO) No 726/2004 na EBpormeiickust mapiameHT u Ha CbBeTa, IPUAPYKEH OT OOSCHHUTEITHA
Oemnexka.

(4) (M3m. - 1B, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) B nucToBKara Ha JIeKapCTBEHUTE
MPOAYKTH C€ BKIIOYBA CTAaHIAPTEH TEKCT, C KOWTO TMAllMeHTUTE Ce MPUKAHBAT Ja JOKJIaJABaT Ha
MEJIUIMHCKUTE CIEIHATUCTH Wik qupekTHo Ha MAJL Beska momo3upaHa HeKelaHa JIEKapCTBEHA PeaKIHs
chIyIacHO oOpasnure 1o 4. 185, an. 2, 1. 4.

(5) KoraTo nexapcTBEeHHST MPOIYKT CE paspelana 3a ynorpeda Ha TepuTopusTa Ha PemyOminka
boparapus, BbpXy BTOpHUHATa My OIaKOBKa Ce MOCTaBs MApKHUPOBKA 3a pa3/IeIHO ChOUpaHe U PEeLUKINpaHe
CBhIVIACHO 3aKOHA 3a yNpaBJIEHUE HA OTHAIBIUTE U AKTOBETE MO MPUJIATaHETO MY.

(6) Koraro jnexkapCTBEHUAT MPOJIYKT C€ pa3peliaBa 3a yrnorpeda, HAaMMEHOBAHUETO MY BBPXY
BTOpUYHATA OINAKOBKa, JIeKapcTBeHaTa GopMa U ChAbPKAHUETO HA AKTUBHOTO BEILIECTBO B J1030Ba €AMHUIIA
ce m3nmcBa u ¢ bpaitiosa az0yka.

(7) NsuckBaHusATa Ha an. 6 He ce Mpujaratr 3a BaKCUHU M JIEKAPCTBEHH MPOIYKTH B OOJHUYHU
OIAKOBKH.
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(8) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Bepxy BropuuHaTa OIMaKoOBKa, a
aKo HsMa TakaBa - BBbPXY II'bpPBUYHATA ONAKOBKA HA JIEKAPCTBEHUTE MPOAYKTH, C M3KIIOUEHHE Ha
panuodapmaleBTUIH, C€ HAHACHT:

1. uHaMBHUyalleH UIEHTU(PUKALMOHEH Oejier 3a MoKas3aTeluTe 3a 0e30MacHOCT, KOHTO JaBa
BBH3MOKHOCT THPrOBIIUTE HA AP0 U IpeOHO Aa:

a) MPOBEPSIBAT aBTEHTUYHOCTTA HA JIEKAPCTBEHUS TIPOIYKT;

0) uneHTU(GUITMPAT OTACITHA ONTAKOBKH;

2. CpPeaCTBO, C KOETO J]a CE€ U3BBHPILBA MPOBEPKA HA ONAKOBKATa HA JIEKAPCTBEHUS MPOAYKT Al
¢ Ousa moAnpaBeHa.

Y. 168a. (Hos - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Bepxy omakoBkara Ha
JIEKapCTBEH MPOAYKT, KOWTO C€ OTITyCKa 10 JIEKApCKO NPEANHUCaHUe, Ce HAaHACIT IOKa3aTelu 3a 6€3011acCHOCT
o wi. 168, an. §, ¢ U3KJIIOYEHHE HA CIlydauTe, B KOUTO JIEKAPCTBEHUAT MPOAYKT € BKIIOUYEH B CIIUCHKA,
ompeneneH oT EBponeiickara KoMUCHs ¢ IeJeTupaH akT 1mo wi. 1680.

(2) Bppxy omakoBkara Ha JIEKapCTBEH MPOJYKT, KOHTO ce OTITycka 6e3 JIeKapcKo MpeanicaHue,
HE Ce HaHacAT IoKa3aTenau 3a Oe3omacHOCT mo wi. 168, an. 8, ¢ M3KIIOUYEHHWE Ha CIy4yauTe, B KOUTO
JIEKapCTBEHMAT MPOAYKT € BKJIIOUEH B CHHMCHKA, ONpeiesieH oT EBporneiickaTa KOMUCHUS C JAeJeTupaH akT 1o
qi1. 1680, ciie KaTo e OLeHeH, e € M3JI0’KEH Ha PUCK OT danmuduumpane.

(3) UznenHuTenHaTa areHys 1o jJekapcTBaTa yBenomsisa EBponeiickara koMucust:

1. 3a JeKapcCTBeHM MPOIYKTH, KOUTO CE€ OTIYyCKaT Oe3 JIeKapcKO MpeArucaHue, 3a KOUTO €
YCTaHOBMJIA, Y€ CHIIECTBYBA PUCK OT pammuduimpane;

2. 3a JIEKapCTBEHM IMPOAYKTH, 3a KOUTO € YCTaHOBWJIA, Y€ HE CBIIECTBYBa PHUCK OT
dbanmmdunpane, Npyu OTIYNTAHE HA CICTHUTE KPUTEPHH:

a) LeHa 1 00eM Ha MpoJaXOUTe Ha JICKapCTBEHUS TPOAYKT;

0) Opoit u yecrora Ha ciay4yan Ha QammUUIIUPAaHU JTEKAPCTBEHU MPOIYKTH, PETUCTPHUPAHH B
pamkuTe Ha EBpomneiickus cbio3 U B TPETH Ibp>KaBU, M NPOMsHA B OpOsl M YeCcTOTa Ha MOJ00HU Cllyyau B
HCTOPUYECKH IUIAH;

B) CIIeIU(UYHU XapaKTEPUCTHUKN Ha CbOTBETHUTE JICKAPCTBEHH MTPOAYKTH;

I') TeKECT Ha 3a00JIIBaHUATA, YUETO JCUCHHUE CE LIENIH;

1) IPYTH TIOTSHIIMAIHN PUCKOBE 32 00IIECTBEHOTO 3/IPaBe.

Un. 1686. (Hos - B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) IIpaBumaTa 0THOCHO
MoKa3zaTeuTe 3a 0e30MmacHOCT mo wi. 168, an. 8 ce onpenensat ot EBpomneiickata KOMUCHS C IETIETUPAHUTE
akToBe 1o wieH 54a, nmaparpad 2 ot Aupextusa 2001/83/EO.

(2) Tloka3zarenuTe 3a 0€30MaCHOCT HE C€ MPEMaxBaT, HUTO CE€ 3aKpHUBAT YaCTUYHO WJIM H3LISLIO,
OCBEH aKO Ca U3IbJIHEHU CIIETHUTE YCIOBUS:

1. mputexareisT Ha pa3peIIeHHETO 3a MPOU3BOACTBO, NPEAM YAaCTHYHO WM HAIBIHO [
MpeMaxHe WIH 3aKpue MoKa3zaTeIuTe 3a Oe30MacHOCT, MPOBEPSBA AU ChOTBETHUSAT JIEKAPCTBEH MPOAYKT €
aBTEHTUYEH U JJaJIM He € OWJI MOIPaBeH;

2. IpUTEKATEIAT HA pa3pelleHue 3a MPOU3BOACTBO MPH CIIa3BaHE U3UCKBaHUSTA Ha 4il. 168, ai.
8 MOXXe J1a 3aMEHH IoKa3aTeauTe 3a Oe30MaCHOCT C PABHOCTOMHM Ha TSX 110 OTHOLIECHHE HAa BH3MOXKHOCTTA
3a TrapaHTHpaHe Ha AaBTCHTUYHOCTTA, WACHTH(QHKAIMATA W OCHTYpSBAaHETO Ha JIOKa3aTelcTBa 3a
MOJNPABSHETO HA JIEKAPCTBEHUS MPOAYKT.

(3) Iokazarenure 3a 0€30MACHOCT C€ CMSATAT 32 PABHOCTOIHH, aKo:

1. oTroBapsAT Ha M3UCKBaHUATA, ONPEACICHH B JEIETUPaHUTE aKTOBE Mo wieH 54a, maparpad 2
ot upektuBa 2001/83/EO, u

2. ca cBOI0 TOJKOBa €(EeKTHBHW, KAaTO TO3BOJSBAT IPOBEpPKaTa Ha AaBTCHTUYHOCTTA U
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uACHTH(HUKAIMATA HA JICKAPCTBEHUTE TPOJAYKTH U OCUTYPSIBAHETO HA JIOKA3aTEJICTBA 3a MOIPABSIHETO HM.
(4) 3amsanrara mo an. 2, T. 2 ce W3BBpIIBA, 0e3 Ja ce OTBaps MbpBHYHATA OMAKOBKa Ha
JIEKapCTBEHHUsI MPOJIYKT M B ChOTBETCTBHE ¢ J[0OpaTa mpon3BOACTBEHA MTPAKTHKA 32 JIEKAPCTBEHU MPOAYKTH.
(5) UznbnHuTenHaTta areHUMsl MO JIEKapcTBaTa OCBHLIECTBSIBA HAA30p BBPXY 3aMmsHaTa Ha
nokazaresuTe 3a 0€30MacHOCT.

Ui 169. (1) Uadopmarusta BBpXy ONAKOBKUTE U B JIMCTOBKATa Ha JICKAPCTBEH MPOIYKT TPSOBa
Jla € B IIbJIHO ChOTBETCTBUE C JAHHUTE B KpaTKaTa XapakTepUCTHKA Ha MPOJyKTa, ofgodpeHa ot MAJI mpu
U3J]aBaHe Ha Pa3pelleHUeTo 3a yrnorpeda, 1 J1a OTroBapsi Ha M3MCKBAHUATA, ONPE/IEICHN B Hapea0aTa 1o 4il.
170.

(2) Undpopmanusita BbpXy OMAKOBKUTE U B JINCTOBKAaTa MOXKE /a ObJe Ha HSIKOJIKO €3UKa, HO
3aJJbJDKUTEIIHO €UHMAT TpsiOBa Aa € Obiarapcku e3uk. ChIbpKaHMETO Ha MH(pOpMaLuATa HAa pa3IUyHU
e3ulu TpAOBa Aa € UACHTUYHO.

(3) HaumeHnoBaHMETO Ha JIEKAPCTBEHUS POAYKT 3abJKUTEIHO CE U3MHUCBA Ha OBJITAPCKU €3HK,
a MEXIyHapOJAHOTO HEMAaTeHTHO HAMMEHOBAHWE HAa JICKApPCTBEHOTO BEIIECTBO CE€ H3MHCBA CHOOPa3HO
AHaToMoO-TepaneBTUUYHO-XUMUYHaTa Kiacupukauus Ha C30. MMero u anpechT Ha MpUTEXKaTels Ha
paspelieHneTo 3a yrnorpeda Moxe Ja ce U3MUILIAT Ha JJaTUHUIIA.

(4) Uadopmarusita BbpXy OMAKOBKUTE M B JINCTOBKHUTE TPsiOBa Jla € HAa pa30dupaeM 3a NarnueHTa
€3UK, J1a € YeTJIMBA U J1a € He3aJIuuuMa.

(5) (Hosa - IB, 6p. 18 ot 2014 r.) JIucroBkara TpsiOBa na € opopMeHa 1Mo TakbB HaYMH, Y€ Ja €
ACHA M pasz0bupaema, KaTo II03BOJIABA HA MAlMEHTa JAa IMpeANpHeMe MOAXOIAIIN JEHCTBUs, INpHU
HE00XO0IUMOCT, C TOMOIITa HA METUIIMHCKU CIIEIIUATUCTH.

UYn. 170. (1) (ITpenumuen teker Ha wi. 170 - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.)
W3uckBaHusTa KbM OINAKOBKHUTE M JIMCTOBKHTE HA JICKAPCTBEHUTE MPOIYKTH C€ OMpENENST B Hapeada Ha
MUHHUCTBpA Ha 3/IpaBEOIa3BaHETO.

(2) (HoBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., gom. - IB, Op. 18 ot 2014 r.)
Korato nekapcTBeH MpOIyKT, pa3pemieH 3a ymorpeda Mo peaa Ha TO3M 3aKOH, HE € IMpeIHa3HadeH 3a
JIUpPEeKTHa JOCTaBKAa Ha MAllMEeHTa WIM HE € HaluueH Ha maszapa B PemyOmuka bovarapus, MAJI moxe na
pazpemm ynorpebdara My, KOraro HIKOW OT JaHHWTE, ONpEIeNIiCHH B HapenOara mo aji. 1, He ca HaHEeCeHH
BBPXY OMAKOBKATa WJIM B JUCTOBKATA.

(3) (HoBa - JIB, o6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) B cayuaute mo am. 2
nH(popMaluATa BbPXY ONAaKOBKUTE U B INCTOBKATa MOXKe J1a He ObJ/ie MPeloCTaBeHa U Ha OBIrapcKu e3uK.

(4) (HoBa - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) YcnoBusTa u peapT 3a JOCTaBKa Ha
JIEKapCTBEHUTE MPOAYKTH I10 ajl. 2 c€ ONpenessT ¢ Hapeadara mo wi. 198.

I'naBa ceama.
KIIACHUO®UKALUA HA TEKAPCTBEHUTE ITPOJAYKTH

Un. 171. (1) B 3aBucuMocT OT HayMHA Ha OTIYCKaHE JIGKAPCTBEHUTE WIPOIYKTH Ce
KIacupuIupar Karo:

1. nekapcTBEHM NMPOAYKTH, OTITYCKAHU TI0 JIEKAPCKO MPETUCAHNE;

2. JeKapCTBEHU MPOIYKTH, OTIIyCKaHU O€3 JIEKapCKO MpeAcaHue.

(2) (dom. - B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) PexxumbT Ha OTmycKaHe Ha
JIeKapCcTBeH NMpoayKT ce omnpenens o MAJI B pa3pemienrero 3a ynorpeda/y10CTOBEPEHUETO 32 PETUCTPALIUS
WIH pa3pelieHueTo 3a MapajieJieH BHOC Ha JIGKAPCTBEHUS MPOAYKT Ha TepuTopusta Ha PemybOnuka
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boarapus.

(3) Jlutero mo un. 26, am. 1 mocodBa pexuMa Ha OTIyCKaHE Ha JICKAPCTBEHUS MPOAYKT B
3asIBIICHUETO 32 pa3pelleHne 3a yrnoTpeda/yJ0CTOBEPEHUETO 3a PETUCTPAlIns, 3a IPOMSHA Ha pa3pelIeHueTo
3a ynotpe0a WiH MpH MOAHOBSIBAHETO MY.

Un. 172. JlexkapcTBeHuTEe MpoayKTH 1o wi. 171, an. 1, T. 1 ce pa3aendar B clieTHUTE KaTerOpUu:

1. mexapcTBEHU MPOAYKTH C OIPAaHHUYEHO JIEKAPCKO MPEANMCcaHne, MpeIHa3HaueHH 3a yrnorpeba
CaMO B HAKOU CIICHHUAIN3UPAHA 06HaCTI/I;

2. JIeKapCTBEHHU MPOIYKTH - 0OCKT Ha CIICIHAITHO JICKAPCKO MPEIHCaHNE;

3. JeKapCcTBEHH MPOAYKTH 32 MHOTOKPATHO WJIM €JHOKPATHO OTIYCKaHE IO €IHO U ChHIIO
JIEKapCKO MpeITUCcCanue.

Ui 173. [lo nexapcko npeanucaHue ce OTIYCKAT JIEKAPCTBEHU MPOIYKTH, KOUTO OTIOBAPAT Ha
CIIEZIHUTE U3UCKBAHUSA:

1. Morar na mpejacTaBiABaT MpSKa WM KOCBEHA OMACHOCT 3a 3JIPaBETO Ha Xopara Jopu NpH
MpaBWJIHA yNIOTpeba, ako ce mpuiaraT 0e3 METUIIMHCKO HaOII0IeHUE;

2. 4ecTO W MHOIO IIMPOKO C€ MpuiaraT HENpaBWJIHO M B pe3yjiTaT Ha ToBa MoraT Ja
IIPEJCTaBIABAT OMACHOCT 3a 3[PaBETO HAa XOPATa;

3. chIbpXKAT BEILIECTBA, YUATO AKTUBHOCT W/WIM HEKEJIAaHU JIEKAPCTBEHU DPEAKLUU H3UCKBAT
HOCJIEBAIIO JOIBIHUTEIIHO IPOYYBAHE;

4. 0OMKHOBEHO ce NPEANUCBAT OT JIEKap 3a HapeHTEePaIHO MIPUIIOKEHHUE.

Un. 174. JlekapcTBeHUTE MPOAYKTH TMOJICKAT HA CIIEIHUATHO JIEKAPCKO MPEANUCaHnue, KOTaTo
OTrOBapsAT Ha HIAKOE OT CIEAHUTE YCIOBHS:

l. chABpKAT HAPKOTUYHU BELIECTBA 110 CMHUCHIA Ha 3aKOHA 32 KOHTPOJI BbPXY HAPKOTHUUYHUTE
BEIIECTBA U MIPEKYPCOPUTE B KOJIMYECTBA, JOIIYCTUMH 32 YIOTpeoa;

2. mpu HempaBWIIHA yroTpeda Morar Aa Ch3AaaaT 3HAYUTEICH PUCK OT 3110ynoTpeda, 1a 1oBeaT
710 JIeKapCTBEHA 3aBUCUMOCT WJIU J1a C€ M3I0JI3BAT 3a HE3aKOHHHU LIENH;

3. ChIBPKAT HOBM JICKAPCTBEHU BEILIECTBA, YUUTO XapPAKTEPUCTUKU HE Ca JOCTAThYHO U3BECTHU
" 1Iopav Ta3u NpuiIrHa ¢ IpCBaAHTUBHA LCJI MOraT Ja 6’I)I[3.T OTHECCHHU KbM IpyIriaTta JJCKapCTBCHU NPOAYKTHU
Mo T. 2.

Un. 175. JlekapcTBeHUTE MPOAYKTH MOJJIEKAT HA OTPAHUUYEHO JIEKAPCKO MPEANUCAHHUE, KOraTo
OTTOBapAT HA HAKOC OT CIICAHUTC yCIIOBUS:

1. orpanu4eHu ca 3a TPWIOKEHHUE CaMO B OOJHHYHM YCJIOBUS TOPAaXd OTPAaHUYCH OMHUT 3a
ynoTpeda win B MHTEpeC Ha 00IIECTBEHOTO 3/IPABE;

2. TmpedHAa3HAYeHM ca 3a JIeueHHWE Ha OOJIECTHM CBCTOSIHHS, KOWTO MoraT na Objaar
JMArHOCTULIMPAHU caMo B JieueOHUTE 3aBelEHUS, HE3aBUCUMO Y€ NMPUJIaraHeTO UM U MPOCIEeAsBAHETO Ha
X0JIa Ha JICYEHUETO MOXKE J]a C€ OCBHIIECTBSIBAT U B IPYTH 31PAaBHU 3aBEJICHUS;

3. mpenHa3HAYCHW ca 3a JieYeHHWE Ha aMOyyiaTopHO OOJIHM, HO ymoTrpebaTra WM MOXeE Ja
MpeIM3BUKa CEPHO3HH HEKETaHW JIEKApCTBEHW peaklWu, Halaraly MpeNicaHue OT CHEHUATUCT U
HaOJI0ICHUE 110 BpEeMe Ha JICYCHUETO.

Un. 176. (1) V3nbaHuTenHaTa areHuus IO JIEKapcTBaTa MOXE Ja HE 0J00pH MOMCKaHUS OT
3asBUTENS 1O 4. 26, ). 1 pe’kuM Ha OTITyCKaHe Ha JISKapCTBEH NMPOAYKT Bb3 OCHOBA HA IPElIeHKa Ha!
1. mMakcumanmHaTa €IWHUYHA /033, MaKCHUMajlHaTa JHEBHA [103a, KOJWYECTBOTO AaKTHBHO
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BEIIECTBO B €JHA JI030Ba €IMHMIIA, JIEKapcTBeHaTa (opma, crienuduyueH BUI Ha MbpPBUYHATA OMAKOBKA Ha
MPOJIyKTa, U/WUN

2. ApyTH crieliupUUHI yCIOBHS Ha yroTpeoa.

(2) U3nbiaHuTenHaTa areHIMs IO JieKapcTBaTa MOXKE Jla HE MOCOYM TOYHATa KaTeropus Ha
JIEKApCTBEHMsS] MPOAYKT mo 4i. 172, HO chryacHo kputepuute mno ui. 174 u 175 onpenens nanu
JIEKapCTBEHHUAT MPOAYKT c€ KIacu(uIpa KaTo MPOIYKT, OTITYCKAaH CaMmo T10 JIEKapCKO MpeANrcaHme.

Y. 177. JlekapcTBEHUTE MPOIYKTH, KOUTO HE OTrOBAapsAT HA M3MCKBaHMATA 1o wi. 173, 174 n
175 n Ha KpuTEpHUHTE, ONIPEIeTieHN B Hapeabarta o wi. 178, ce oTmyckaT 0e3 JIeKapcKo MPeAuCcaHue.

Un. 178. Kputepuute 3a kinacudukaius Ha JEKapCTBEHUTE MPOIYKTH M H3MCKBAHUATA KbM
JOKyMEHTAlUATa 32 U3BBPIIBAHE HA MPOMSHA B KIacU(UKALUATA C€ ONpPENeNaT B Hapea0a Ha MUHUCTbpa
Ha 3/1paBeONa3BaHETo.

Yn. 179. (1) U3nbaHuTenHaTa areHIys 1Mo JeKapcTBaTa U3roTBs U MMyOJUKyBa Ha CTpaHULIATa CU
B MHTEpPHET CIHUCHK Ha JIEKAPCTBEHUTE MPOIYKTH, KOMTO CE€ OTIyCKaT IO JIEKapCKO MpEeANHCaHue Ha
teputopusTa Ha PeryOnuka bearapus.

(2) CoucbkbT Mo an. 1 ce akTyanusupa exxeroaHo.

Un. 180. Ilpu Hanuuve Ha HOBU JaHHU 3a JIEKAPCTBEH MPOAYKT, 3a KOHUTO MMa H3IaJCHO
paspeimieHue 3a ynorpeba wiM yaocTtoBepeHue 3a peructpauus, WAJl mpepasriexna, a Koraro e
HE00X0UMO, MPOMEHsI KIacHu(pUKaIusATa ChIIaCHO M3UCKBaHMUATA HA 4. 173 u KpuTepuurte, MOCOYCHHU B
HapenOara o wi. 178.

Ui 181. B caywaure, Korato € pa3peiieHa npoMsiHa B Kiacu(HKausaTa Ha JaJieH JIEKapCTBEH
MPOAYKT Bb3 OCHOBA HAa 3HAYMTEIIHU NPEAKIMHUYHU WIA KIUHUYHU W3IMUTBAHUS, CIICABAI 3asBUTEN WIH
MPUTEXKATENl Ha pa3pellieHue 3a ymoTpeda He MOXKEe Ja ce M030BaBa B CPOK €/IHA TOJMHA OT JaTara Ha
pa3peleHneTo 3a MPOMsIHA, M3aJeHO OT PEeryjIaTopeH OpraH Ha Jbp)KaBa WICHKA, NPU TOJaBaHe Ha
3asiBJICHUE 32 IPOMSIHA Ha KJIacu(UKAIMITA HA CHIOTO BEIIECTBO.

Un. 182. M3nbaHuTenHaTa areHIMs IO JeKapcTBaTa €XKEerogHo yBenomsBa EBpormeiickara

KOMUCHA U PETYJIATOPHUTE OpraHyd Ha APYTUTC AbpPrKaBHU YWICHKHW 3a HACTBIINUIIN IIPOMCHU B CIIMCHKA IO YJI.
179.

I'1aBa ocma.
MHNPOCJIIEAABAHE HA TEKAPCTBEHATA BE3OITACHOCT

Paszpnen 1.
O61mu nonoxenusi (Hos - /IB, op. 102 ot 2012 r., B cuiia ot 21.12.2012 r.)

UYn. 183. (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbaHuTEenHATA areHIUs
Mo JIeKapCTBaTa OPraHM3Mpa M MOIIbpKa CHCTEMa 3a TpOCiensBaHe Ha JIeKapCTBEHaTa OE30MacHOCT 3a
U3ITBJIHEHHUE HA 3a/IbJDKCHHATA 110 Ta3H TJIaBa.
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(2) Cucremara no an. 1 ce m3mon3Ba 3a chOMpaHe Ha WHGPOpPMAIUS OTHOCHO PUCKOBETE OT
JICKApCTBEHUTE TPOMYKTH 3a 3/pPaBeTO Ha MAIMEHTUTE W 3a OOMIeCTBEHOTO 31paBe. MHopmanusita
oOxBala ChOOIIEHUS 3a HEKEJTaHW JIEKApCTBEHHM peaKkIMHu TpH ymoTpeda Ha JIEKapCTBEH MPOAYKT B
CHOTBETCTBHE C YTBBpJICHATA KpaTKa XapaKTEPUCTHKA, KakTo U MH(popMaIus 3a 3imoynorpeda u ynorpeoda,
KOSITO HE € B CBOTBETCTBHUE C YTBBPJCHATa KpaTka XapaKTEPUCTHKA Ha TPOJIYKTA, BKIIOYHUTEIHO
nHpOpMaNUs 3a HEXEJTaHW JIEKapCTBEHU PEaKIMW, HAONIOAaBaHW NPH HU3IIBJIHEHHE Ha TPOPEeCcCHOHATHH
3a]IbJKCHUSI.

(3) WM3mbenHuTenHaTa areHuMs MO JIeKapcTBaTa BalMIupa, o0paboTBa M KiIAacHUHUIMpa
uHpOpMaNUATa 0 all. 2, MPaBH HAyYeH aHAIM3 HAa ChOpaHHUTE JaHHU C OTJIE/ OIICHKA Ha Bh3MOKHOCTHUTE 32
HaMaJsIBaHE W TMPEAOTBpATsIBaHE HA PUCKA M TpeanpreMa HEOOXOAMMHTE ACWUCTBUS MO OTHOIIECHHE Ha
paspemieHrneTo 3a yrnorpeda Ha JIeKapCTBEHHUS POIYKT.

(4) M3npiaHUTEIHATA areHIUs 1O JIeKapcTBaTa MU3BBPIIBA OJUTH HA CHCTEMara Imo ail. | u Ha
BCEKH JIBE€ TOAMHU H3Mpaiia Ha EBponeiickara KOMHUCHS TOKJIA]] C PE3YATaTUTE OT THIX.

(5) UsmrpyiHuTEHATA areHIMs MO JIGKapCTBaTa MpHIiara aJiekBaTHa W eEeKTHBHA CHCTEMa IO
KauecTBO, 3a Ja OCHTypU CBHOTBETCTBHE Ha CHCTeMara MO ajl. | ¢ H3WCKBaHUATA HA TO3U 3aKOH.
MuHUMaTHUTE U3UCKBAHUS 32 CHCTEMaTa Mo KadyecTBO ce omnpeaensar ¢ Permament 3a usmbianenue (EC) No
520/2012.

Un. 184. (U3m. - IB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Menuuuackute
CTELMAIKCTH Ca JUThKHU JIa ChoOIIaBaT He3a0aBHO Ha MPUTEKATENs HA Pa3peIIeHHeTo 3a ynoTpeda uin Ha
NAIJI 3a Bcska moJo3upaHa cepro3Ha HeKelaHa JIEKapCTBeHa peaklMs U J1a MPEeAOoCTaBsAT MPU MOUCKBAHE
JOMBTHUTETHA UH(OPMALIHS OT MPOCIEASIBAHETO Ha CITydasl.

(2) INanmenture mMoraT Aa ChOOIIABAT HEXKEIAHHW JICKAPCTBEHHW PEAKIMH 1O BCSIKO BpeMe Ha
MEIUIIMHCKUTE crieruanucty win Ha MAJL

(3) B cnyuaute mo an. 1 m 2, Korato ChHOOIICHHETO C€ OTHACSA 3a OWOJOTHYEH JIEKapPCTBEH
MPOJYKT, MpEeKcaH, pa3IpoCTpaHeH WK MpoJiaBaH Ha TepuTopusaTa Ha Permybnuka bbarapus, Toitl TpsaOBa
SCHO Aa Obae uaeHTU(UIUPAH OT CHOOLIUTENS ¢ THPTOBCKOTO MY MME€ M MAPTUAHUS HOMEP WIH Ta3H
uH(popManus Aa Ob/ie Mpe1oCTaBeHa MPH JOMbIHUTEHOTO MPOCIIE/sIBaHE.

Ui 185. (U3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbanuTenHara areHuus
[0 JIeKapcTBaTa MOAXbpXKa HALMOHAJIEH MHTEpHET MOpTal 3a JIEKAPCTBEHU MPOAYKTH, CBBP3aH C
EBpornelickus HHTEpHET NOpTaJl 32 JIEKapCTBEHUTE NPOAYKTH 10 wil. 68, ai. 1, T. 4.

(2) M3npyiHATENTHATA areHIUs 10 JIeKapcTBaTa MPeJaoCcTaBs Ype3 moprajia mo aja. | Hai-maiko
cieqHaTa UH(HOPMALIUS:

1. myOGMYHUTE OIICHBYHU JOKJIAAM 1O WI. 53, al. 2 ¥ TEXHUTE PE3IOMETA;

2. KpaTKUTE XapaKTEPUCTUKH HA IPOAYKTUTE U JINCTOBKUTE;

3. pe3roMe Ha IJJaHOBETE 3a YIPABJICHUE HA PUCKA Ha JIEKApCTBEHUTE MPOJYKTH, pa3pelieHH 3a
ynotpeba Ha TepuTopusita Ha Penybnuka bearapus;

4. obOpa3uu Ha CTaHAApTH3HpaHH (QOPMYJIApPH 3a JOKJIaJBaHE Ha TOAO3UPAHU HEXKEITaHU
JEKapCTBEHU PEAaKLUU OT MEAMLUMHCKH CHENHUAIMCTH M IAlMEHTH, HM3TOTBEHH B CBOTBETCTBHE C
n3MCcKBaHUATa Ha wieH 25 ot Pernament (EO) Ne 726/2004 na EBponeiickus napiaameHT u Ha CbBerTa;

5. aKTyanu3upaH CHUCHK Ha JIeKapCTBEHUTE MpoAykTH mo wieH 23 ot Permament (EO) Ne
726/2004 na EBponeiickust nmapiaMeHT 1 Ha CbBeTa;

6. CHOOIICHHS, TPEOCTABSIIN HHPOPMALIKS HA IUPOKATa OOIIECTBEHOCT 3a ONMACEHUsI OTHOCHO
0e3omacHOCTTa OT ynorpebaTa Ha J1aJIeH JIEKapCTBEH MPOIYKT;

7. yka3aHMA 3a BCHYKM Ha4yMHM W (GOpMH 3a cbhOOIIaBaHE Ha TIOJ03UPAHU HEXKEIAHU
JIEKapCTBEHH PEaKIMU OT MEJAUIIMHCKH CIIEUAINCTU U MAllUEeHTH.
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Y. 186. (U3m. - [IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r1.) U3nbiHATETHATA areHITUS 110
JIeKapcTBaTa U3BBPIIBA CIECAHUTE JEHHOCTH 32 JICKApCTBEHUTE MPOAYKTH, ITyCHATH Ha Ma3apa Ha PemyOnuka
bearapus:

1. MOHUTOPUHT Ha pe3yaTaTa OT MEPKUTE 3a HaMaJsBaHE Ha PHCKa 3a JIEKAPCTBEH MPOIYKT,
CBhABPKAIIM CE B IJIaHA 3a YIIpaBJICHUE Ha PUCKa,;

2. MOHUTOPUHT Ha pe3yjiTaTa OT U3ITbJIHECHUETO Ha YCJIOBUS, TOCOYECHH B Wi. 55a, 56 unu 56a;

3. OlICHSIBaHE aKTyaJlM3alusATa Ha CUCTEMATA 3a yIIPaBJICHUE Ha PUCKA;

4. monutopuHT Ha 6aszara manHu "EudraVigilance", ch3mazgeHa B ChOTBETCTBHE C ujieH 24
ot Pernmament (EO) Ne 726/2004 na EBpomeiickus mapiameHT U Ha CbhbBeTa, 32 HOBH PHUCKOBE WM 3a
MPOMsiHA BHB BeU€ YCTAHOBEHH M 3a IPOMSIHA B CHOTHOIICHUETO TMOJI3a/PUCK.

Un. 187. (U3wm. - 1B, 6p. 102 ot 2012 1., B cumna ot 21.12.2012 r.) (1) M3nbaHUTENHATA areHINS
1o sekapcrsara MHGopMupa EBporelickaTa areHuus 1o jeKapcTBaTa M MPUTEXATeNs Ha paspellieHue 3a
ynoTpe6a npu uACHTUGHUIMPAHE HA CUTHAIU 32 HOBU PHCKOBE MJIM 32 MPOMSHA HA YCTAaHOBEHUTE PHUCKOBE,
WM TIPH MPOMSIHA Ha ChOTHOILIEHUETO MOJI3a/PUCK HA JIEKAPCTBEH MPOAYKT.

(2) KomutersT 1o ui. 56a, an. 1, T. 1 aHanu3upa U NpUOPUTHU3MPA BATUAUPAHUTE CUTHAIH 3a
HOBH PHCKOBE HJIU 32 MPOMSTHA BbB BEY€ YCTAHOBEHUTE U 32 MPOMSHA HAa CHOTHOIICHUETO 110132/ PUCK.

(3) Koraro KomurersT mo wum. 56a, an. 1, 1. 1 mpemopbuBa TmoOCHEaBaNIU JEHCTBHS,
KOOpJMHAIlMOHHATa rpyna no 4i. 77, ain. 2 uiau cboTBETHO KOMHUTETHT IO JEKapCTBEHHUTE MPOAYKTH 32
XyMaHHa ynoTpeda M3roTBs CTAHOBMILE 3@ PEryJaTOPHHU JICHCTBHSA IO OTHOLIEHHE Ha pPa3pelIeHHETO 3a
ynoTpe6a B paMKUTE Ha TpaduK, ChCTaBEH B ChOTBETCTBHE CHC CEPUO3HOCTTA U CTENIEHTA Ha OMACHOCT.

(4) U3nbaauTenHaTa areHuMs Mo JieKapcTBara IMpuiara MPernopbuaHUTE B CTAHOBUIIETO Ha
KOOp/MHAIIMOHHATa Irpyna no 4uji. 77, an. 2 uiaM B pelieHueTo Ha EBporeiickata KoMHuCUsl BpEMEHHU /MU
OKOHYATEJIHU MEPKH.

Un. 188. (U3wm. - /1B, 6p. 102 ot 2012 1., B cua ot 21.12.2012 r.) (1) U3mpnHuTEeTHATA areHIUsS
1o JjekapcTBata nHpopmupa EBpomneiickara areHunus 1o JieKapcTBaTa, PETyJIaTOPHUTE OpraHd Ha JAPYTHUTE
IbpKaBU 4iIeHKU U EBpomeiickata xomucus Hail-Manko 24 dyaca mpeau MyOJIWYHOTO ChOOIaBaHE Ha
nH(pOopMalns OTHOCHO OIACeHUs, CBbP3aHU C MPOCIIEIIBAHETO HAa OE30MaCHOCTTA Ha JIEKApCTBEH MPOAYKT,
OCBEH B CJIy4yauTe, KOTraTO OIa3BaHETO Ha OOIECTBEHOTO 3/IpaBe M3MCKBa HE3a0aBHO OMOBECTSBaHE Ha
uHpOpMaLHUsATA.

(2) V3mrpHUTENIHATA areHIMS 110 JieKapcTBaTta MyOnukyBa mHMOpMaIus, CBbp3aHa ¢ aKTUBHHU
BEIIECTBA, CHhIBPKAIIM CE B JICKAPCTBEHU MPOJIYKTH, PA3peIIeHH 3a ynoTpeda U B APYTH AbPIKABH UICHKH,
KaTo M3MO0J3Ba XapPMOHM3UpPAH NPOEKT Ha CHOOIIEHHETO U TpaduK Ha MyOJMKALMATA, NMPEAJIOKEHU OT
EBporeiickara areHius mo jJekapcTpara.

(3) B ciywanre no an. 1 u 2 uHpopManusiTa, ChIbpKaIla JMYHU JaHHA WIH MIPEICTaBIIsSBAIIA
THProBCKa TaifHa, Ce 3aJlu4aBa, OCBEH aKo MyOJIMKYBaHETO Ha TE3M JaHHU € HEOOXOAMMO 3a OMa3BaHETO Ha
OOIIECTBEHOTO 3/IpaBe.

UYn. 189. (U3m. - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3mbaHuTETHATA areHIUS
Mo JIeKapcTBaTa MOXeE Jia JeNlernpa HSAKOM OT IpaBaTa M 3aIbJDKCHUATA M0 Ta3W TJlaBa HA PETyJIaTOPEeH
OpraH Ha Jipyra AbpKaBa YWICHKa Yype3 CKII0YBAHE Ha CIIOpa3yMeHHE.

(2) B cmyuaunte no an. 1 UAJI undopmupa EBponeiickara komucusi, EBporneiickara arennus mo
JIeKapcTBaTa M PeryiaTOpHUTE OpraHH Ha JPYTUTE AbP’KaBU YJICHKH 3a JeJIErHPaHeTO Ha MPABOMOIIUATA U
nyOnrKyBa chOOIIEHNE Ha MHTEPHET NopTaia mo wi. 185, an. 1 nimn Ha MHTEpHET CTpaHuIaTa CH.
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Y. 190. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHrne 3a ymnorpeba € JUITbXKEH Ja paslojiara ChC CHCTEMa 3a MNpOCieAsBaHE Ha JIeKapcTBEHATa
0€30macHOCT 32 U3IIBJIHEHHE Ha 3aIBJDKCHUATA CH TI0 Ta3H IJIaBa.

(2) IlputexaTensaT Ha pa3pellieHue 3a ynorpeda upe3 cucTemara mno ai. 1 mpaBu HayyHa OlLIEHKa
Ha cbOpaHara wuH(QOpMAIMs OTHOCHO O€30MacHOCTTa Ha JIEKAPCTBEHUTE NPOAYKTH, NpEHeHsIBa
BB3MOXXHOCTUTE 32 MUHUMAIM3MpaHE WU TMPEAOTBpaTsSBaHe HA pUCKAa M MpearpreMa HeoOXOIUMHTE
MEpKH.

(3) IlpuTexkaTenar Ha pa3pelieHre 3a yrnorpeda mpuiara ajeKkBaTHa U eeKTHBHA CHCTEMa IO
Ka4yecTBO, 3a Ja OCUTYpHM CHOTBETCTBHE Ha CHCTeMaTa MO al. | C W3MCKBAaHUATA Ha TO3U 3aKOH.
MuHUMaTHUTE U3UCKBAHUS 32 CHCTEMara Mo KadyecTBo ce ornpeaensar ¢ Permament 3a usmbinenue (EC) No
520/2012.

(4) IIpurexxatenar Ha pa3penieHre 3a yrnorpeda U3BbPIIBA PEAOBEH OJUT HA CHCTEMAaTa 1o ajl.
1. Mudopmanmsi 3a OCHOBHHUTE KOHCTATallUM OT OJUTa ce OTOeNsA3Ba B OCHOBHAaTa JOKYMEHTAaIUsl Ha
CUCTeMaTa W CIYXH 3a M3TOTBSIHE HA IUIAH 3a MpHJIAaraHe Ha MOAXOJSIIN KOpUTHpally aeuctBus. Tasu
nHpOpManUs MOXe Ja Ob/ie 3aIMIeHa CIIe/ SUIOCTHO M3ITBITHCHNE Ha KOPUTHPAIIUTE JCHCTBUSI.

U 191. (U3m. - IIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) IIpurexarenar Ha
paspelieHue 3a ynorpeda ompeneis KBalu(UIMPAHO JHIE C MOAXOAsMa KBalIU(UKAIHI, OTTOBOPHO 3a
IIpOCJeIIBaHE Ha JIeKapCcTBEeHaTa 0€3011aCHOCT.

(2) Jluero mo ayn. 1 € ycTaHOBEHO Ha TEPUTOPUATA HA JbprKaBa UYJIEHKA M € MOCTOSHHO M
HEMPEeKHbCHATO HA PA3MOJIOKEHUE Ha MPUTEKATENSI Ha Pa3pelIeHNeTo 3a ynoTpeoda.

(3) 3a nmoxmomaraHe ACMHOCTTA HAa KBATU(UIIMPAHOTO JIUIIE MMPUTEKATEIST HA Pa3PEIICHUETO 3a
ynotpeba onpeaens Juile, ycTaHOBEHO Ha TepuTopusita Ha PemyOnuka bonrapus. HaznauaBaneto Ha TakoBa
JUIe He 0CBOOOXK/1aBa KBATU(PUITMPAHOTO JIUIIE 10 all. | OT OTTOBOPHOCTUTE MY TIO Ta3H TrjiaBa.

(4) IIpuTexxarenar Ha pa3penieHueTo 3a ynorpeda npeacrass Ha MAJI ganaute mo wi. 27, ai. 1,
T. 12, OyxBu "a" - "B" 3a nunata no ain. 1 u 3.

(5) IlpurexarensaT Ha paspernieHueTo 3a ynmorpeba yBemomsBa MAJl mpu Bcsika mpomsiHa B
MaHHUTE 1O al. 4.

(6) IlpurexaTenar Ha pas3pelICcHHETO 3a ymoTrpeda TpenocTaBs JaHHUTE MO al. 4 3a
kBasnuLMpaHoTo auile Ha EBporneiickara areHius no jJexapcTpara.

Un. 192. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspeleHueTo 3a ynorpeba € IbKeH Jaa:

1. mopobpxka m npenocrass npu nouckBaHe or MAJI ocCHOBHMS JOKYMEHT Ha cUCTEMara 3a
MpocieIsiBaHe Ha JIeKapCcTBEeHaTa 0€30MacHOCT;

2. mpuJiara cucTema 3a yIrpaBJIeHHE Ha PUCKa 32 BCEKH JIEKAPCTBEH MPOJIYKT;

3. OCBIIECTBSIBA MOHUTOPUHT Ha pe3yJiTaTa OT MEPKUTE, ChAbPIKALMU CE B IJIaHA 34 YIPABJICHHE
Ha pUCKa, WU

4. ochIIECTBSIBA MOHUTOPUHT HA PE3yJTaTa OT U3MBbJIHEHUETO HA YCJIOBUATA MO Wi. S5a, 56 win
56a;

5. akTyanu3upa cucTeMara 3a yIpaBJieHHE Ha PUCKa;

6. OCBIIICCTBSABA MOHUTOPUHT Ha JaHHUTE OT cucTeMara o wi. 190, an. 1, 3a na uuneHtudumpa
HOBU PUCKOBE WJIM MPOMSHA Ha YCTAHOBEHUTE PUCKOBE, KAKTO U Ja OMPEJIEs JaIHU ca HACTHIWIN TPOMEHU
B CHOTHOILIEHUETO I0JI3a/PUCK 3a HAOJI01aBaHUS JIEKAPCTBEH MPOIYKT.

(2) CpappxaHueTo M peabT 3a NOAABP)KAHE Ha OCHOBHATa JOKYMEHTAllUsl Ha CHUCTEMAara 3a
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Mpociie/iiBaHe Ha JieKapcTBeHaTa Oe3zomacHOCT ce ompenenst ¢ Pernament 3a usnbinHeHue (EC) Neo
520/2012.

Yn. 193.(M3m. - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) Ilputexarenst Ha
paspemenne 3a ymorpeba mHpopmupa MAJI m EBponelickara areHmms mo jekapcTBaTa B Ciydail Ha
UACHTUUIMPAHE HAa CUTHAJIM 32 HOBH PHUCKOBE WJIM 32 MPOMSIHA HAa YCTAHOBEHHTE PHCKOBE, WU TIPH
NpOMsIHA HA ChOTHOIIEHUETO T0JI3a/PHUCK Ha JIEKapCTBEH MPOIYKT.

Un. 194. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHue 3a yrnorpeda eIHOBpEMEHHO WU MPEAU Jia MPeloCTaBu Ha 0OLIeCTBEHOCTTa HOBA HH(OpMAaIus
3a ONAaceHMs, CBbP3aHU C IpocieasBaHe 0e30IacHOCTTa Ha JaJeH JIEKapCTBEH IMPOJYKT, pa3pellieH 3a
ynorpeba Ha Tepuropusara Ha PemyOnmuka bwarapus, ysemomsiBa MAJL, EBpomeiickara areHuus 1o
JekapcTBara u EBponeiickata KOMHCHSI.

(2) Uudopmarusra o ain. 1 TpssiOBa na Ob/1e 00EKTUBHA U J]a HE € IMOABEKIalIA.

(3) Ipenu na pasmpoctpanu HHMOpMAIMs, CBbp3aHAa C MPOCIEAIBaHE Ha JIEKAPCTBEHATa
0e30MacHOCT, NpUTEXATENAT Ha paspelieHue 3a ymnorpeda s cbriacyBa npensapurenHo ¢ HMAJL ¢
M3KJIIOYEHUE Ha Cily4yauTe 1o ai. 1.

(4) 3a w3BBPIIBAHETO HA OlEHKAa HA WHQOpMANMITA MO aj. 3 ce 3aruialia Takca B pasMep,
ompeneseH B Tapudata mo wi. 21, amn. 2.

Un. 194a. (Ho - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpunnunure u
n3McKBaHuATa Ha JloOpaTa mpakTHKa 3a MpocielsBaHe Ha JIeKapcTBEHaTa Oe30MacHOCT CE OMpeAessT B
PBKOBOJICTBO, U3/a/IeHO OT EBporelickaTa areHnus 1o JieKapcTBara.

(2) Ilpn ocwiecTBIBaHE Ha ICWHOCTHTE IO TPOCIEIsIBaHE Ha JIeKapCTBeHaTa Oe30MacHOCT
IIPUTEXKATEINIAT Ha pa3pelleHne 3a ynorpeda cna3pa Jo0para npakTHKa 1o ai. 1.

Paspeu I1.
CpOupaHne u cpo0aBane HAa HHGoOPMaLUA 32 TOAO3UPAHM HEKEeJIAHH JIEKAPCTBEHH PeaKIul
(Hos - /IB, 0p. 102 ot 2012 r., B cuj1a ot 21.12.2012 r.)

Un. 1946. (Hos - B, 6p. 102 ot 2012 r., B cuna or 21.12.2012 r.) Ilpurexarensr Ha
pa3pemeHneTo 3a ynorpeba B M3NBIHEHHE Ha 3aIb/DKEHHATA cU 1o wi. 190 e abkeH na JOKyMEHTHpa
BCHUYKH CHOOILICHHS 3a MOJO03UPAHU HEXeNaHW JICKAPCTBEHU peakiiH, HaOlro/aBaHU HAa TEPUTOPHUATA Ha
EBporeiickust Cbi03 WIN B TPETH ABPXKABH, TOKIAJBAHH My CIIOHTAHHO OT MEJUIMHCKH CIEIUAINCTH WIN
OT MallMeHTH WK Bb3HUKHAIIM B Mpolieca Ha MPOBEKIaHE Ha MOCTMAPKETUHTOBH MPOYYBaHUSI.

Y. 194B. (Hos - IB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 1.) (1) Ilpurexarenst Ha
paspelieHneTo 3a ymotpeba mojaBa MO eleKTpoHeH IbT B 0Oa3ata manHW "EudraVigilance" mo wm. 24
ot Pernament (EO) Ne 726/2004 na EBpomeiickus mapiameHT W Ha CbhBeTa ChOOIICHHS 3a CEPHUO3HU
MOJIO3UPAaHN HEXKEJTaHU JICKApPCTBCHU PEaKIMH, HACTBIIWIM Ha TepuTopHsara Ha EBpomeickus cbio3 U B
TPETH IbpPXKaBH, B CPOK /10 15 1HU OT JaTara Ha MOJIy4yaBaHE Ha ChOOLICHHUETO.

(2) IlputexarensT Ha pa3pelICeHUETO 3a yIoTpeda 1moiaBa no eJIeKTPOHEH IbT B 6a3aTa JaHHU "
EudraVigilance" cpoOmieHusi 3a BCHYKH MOMO3MpPAHN HEXEJTAHW JIGKAPCTBEHW PEAKIUH, Pa3IUYHU OT
MOCOYEHUTE B aj. |, HACTHIIWIM Ha TepUTOpUsATa Ha EBpomeiickus cbio3, B cpok 10 90 AHM OT maTara Ha
[10JIy4aBaHE Ha ChOOILIEHUETO.
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(3) Ipurexarenar Ha paspelieHueTo 3a ynorpeba cieau MyOJIMKAIMUTE B CICIHATU3UpaHa
MEIUIIMHCKA JInTepaTypa U AokianBa B 60a3ata manam "EudraVigilance" Bcsika onmucana B Hes MOAO03UpaHA
HEeXKellaHa JIEKapCTBEHA peaklMs C W3KIIOUEHHE Ha TMOJO03MPAaHU HEeXelaHW JIEKapCTBEHH pPEAKIMH OT
JIEKApCTBEHH TMPOIYKTH, KOWTO CBHIBP)KAT AaKTUBHH BEIECTBA, MOCOYCHHM B CHUCHKAa MO ujeH 27
ot Pernament (EO) Ne 726/2004 na EBpomeiickusi nmapiaMeHT u Ha CbhBeTa M ONMCAaHU B JIMTEPATypPHU
W3TOYHUIH, IPOCIEASIBAaHN OT EBporelickaTa areHIus 1o JeKapcTBarTa.

(4) IlputexaTensaT Ha pa3pelICHUETO 3a YIoTpeda ch3AaBa MPOIeaypy 3a ChOMpaHe Ha TOYHU U
JIOCTOBEPHHU JTaHHHM, IMO3BOJISIBAIIM HayYHA OIICHKA Ha CHOOIIEHUSTA 32 MTOI03UPAHH HEeXKETAHU JICKAPCTBCHH
peakuuu. [Ipurexarenar Ha paspelieHueTo 3a ynorpeda chOupa nocieasaiia HHGoOpMaIlus BbB Bpb3Ka C
Te3u ChOOIIeHHS U TIpenocTaBs oOHoBeHuTe nanHu B "EudraVigilance".

(5) d®opmaTta U ChIBP)KAHUETO Ha JOKIaAUTEe Mo ain. 1 - 3 ce ompeaenar ¢ PerimameHnTt 3a
msnbiaHenue (EC) Ne 520/2012.

Ui 194r. (Hos - JIB, 6p. 102 ot 2012 ., B cua ot 21.12.2012 1.) (1) U3nbiHuTEIHATA areHITUS
M0 JIeKapCcTBaTa pPETUCTpUpa B cucTemara mo wi. 183 BcHYKM CHOOIICHHS 32 IMOJO3UPAHH HEKETaHH
JIEKapCTBEHH PEAKIINHU, HACTHIIMWIIN HA TepUTOpHUsATa Ha Penybnuka brarapus, OT MEIUIIMHCKY CIICITUATHCTH
U OT MAallMeHTH, M HM3UCKBA, MPH HEOOXOAMMOCT, IOMBIHUTENHA WH(pOpMalUs OT MPOCIEIIBAHETO Ha
ciyyast.

(2) Korato choOmieHusTa 3a MOJO3UPAHH HEXKENNaHU JIEKAPCTBEHU DPEaKIMH, HACTHIIMIU Ha
TeputopusiTa Ha PenyOnuka bwirapus, ca mogaieHu OT MpHUTEXaTells Ha pa3pelIeHHeTo 3a yrnorpeda, Tou
MIPEIOCTaBsl NOMbIHUTENIHA HH(POPMAIUS OT IPOCIEIIBaHETO Ha cirydast pu noucksane ot MAJIL.

Un. 194n. (Hos - IB, 6p. 102 ot 2012 r., B cma ot 21.12.2012 r.) (1) U3nbaautennara
areHIus IO JeKapcTBara IMojaBa MO eJIeKTpoHeH mbT B Oa3ata ganHu "EudraVigilance" choOmieHus 3a
BCHUUKH CEPUO3HHM TMOJ03UPaHU HEXKEJaHW JIEKapCTBEHU pEaKlMM, HACTBIWIM Ha TEPUTOpUsITA Ha
Penry6nuka bearapus, B cpok 10 15 1HU OT 1aTtaTa Ha MOJyYaBAHETO UM.

(2) U3mpnHUTENHATA areHIMs MO JIeKapcTBaTa MojaBa IO €JIeKTPOHEH MbT B Oa3aTa JaHHH
EudraVigilance" cboOiieHns 3a BCHYKM TOJO3UpPAaHU HEXKEJTaHW JIEKapCTBEHH pPEaKIUH, pa3iudHd OT
MOCOYCHHTE B ajl. |, HACTHNUIM Ha TepuTopusaTa Ha PemyOnuka bearapus, B cpok no 90 aHu OT maraTta Ha
[10JTy4aBaHE Ha ChOOILIEHUETO.

(3) UsmpaHuTenHaTa areHuus Mo JieKapcTBara MojaBa IO €JIeKTPOHEH MbT B Oa3aTa JaHHH "
EudraVigilance" noknanu 3a momo3upaHu HeKENaHU JIEKAPCTBEHN PEAKIIMY, HACTBIIMIN Ha TEPUTOPUATA HA
Penybnuka bearapus, BcieacTBue Ha HeNpaBWIIHA ymoTpeda Ha JeKapcTBeH MpOAyKT. M3mbiHuTenHara
areHIus 1Mo JieKapcTBata MHQPOpMHUpA 3a TOBa MUHHUCTEPCTBOTO HA 3PaBEONA3BAHETO U CHCIOBHUTE
OpraHU3alH Ha MEIUIIMHCKUTE CIICIIUATTUCTH.

(4) Bceku opran UM HHCTUTYIIHS, B KOATO € MOCTHIINIIA HHPOpMaIIHs 3a MOJ03UpaHa HeKeIaHa
JIEKapCTBEHA PEaKIiusl, HACTHIIWIA Ha TepuTopusTa Ha Pemmyonuka benrapus, uadopmupa MAJI 3a Tosa.

(5) Copabpkanuero u (opmara Ha ChOOILIEHUATA U JOKJIAaguTe 1Mo ain. 1 - 3 ce ompeaemnsT c

Pernament 3a usnbianenue (EC) Ne 520/2012.

UYn. 194e. (Hos - JIB, 6p. 102 o1 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbauauTenHaTa areHus
M0 JIEKapCTBaTa TOJydaBa TOJajieHaTa OT MPHUTEXKATelsl Ha pa3pelieHneTo 3a yrnorpeda mHpopMamus 3a
CCpUO3HH TIOJ03UPAHN HEXEJaHW JICKAPCTBEHU PEaKIMM, HACTBIIWIM Ha TepUTOpusita Ha EBponeickus
CHIO3 WJIH B TPETa JbpkKaBa, upe3 0azara qanau "EudraVigilance".

(2) U3uckBanusATa 3a MOHHTOpUpaHe Ha wHpopmanusaTa B O6a3zara manHu "EudraVigilance" ce
onpenensat ¢ Permament 3a usneianerne (EC) Ne 520/2012.
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Y. 194x. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) B nporeca Ha oOMeH Ha
unpopmanus MAJL, nputexxarenute Ha pas3pelieHue 3a ynorpeda u EBporeiickara areHIus Mo JeKapcTpara
CHl CHTPYIHHYAT 32 OTKPHUBAHE Ha JTyOJIUPaHU CHOOIICHHS 32 ITO03UPaHH HEXKEITAHN JICKAPCTBEHU PEAKITHH.

Pasznean III.
Ilepuoguunu akTyagausupanu 10kjaaau 3a dezonacuoct (Hos - IIB, op. 102 ot 2012 r., B cnJia
or 21.12.2012 r.)

Yn. 1943. (HoB - IB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Ilpurexarensat Ha
paspelieHrneTo 3a ynorpeda € JUIbKeH Jia IMpeAoCcTaBs MO eJIeKTpOHEH IbT Ha EBpormeiickara areHuus mo
JIeKapcTBaTa MEPUOJUYHN aKTyaJlu3UpaHu JI0KIaau 32 0€30IacCHOCT, KOUTO ChAbpIKAT:

1. 00001meHst Ha JaHHUTE OTHOCHO CHhOTHOIIEHUETO I0JI33a/PUCK HA JIEKAPCTBEHUS MPOAYKT,
BKJIIOUUTEJIHO PE3YJATaTUTE OT BCHUYKM MPOYYBAHUS, C OIIEJ IOTEHUUAIHOTO UM OTPaXXEHHUE BbBPXY
paspelieHneTo 3a ynorpeoa;

2. HayyHa OLIEHKAa Ha CHOTHOIICHUETO I0JI3a/PUCK Ha JIEKAPCTBEHUS MPOAYKT; OIIEHKaTa ce
OCHOBaBa Ha BCUYKU HAJIWYHU JAHHU, BKJIIIOUMUTEIHO HA JAHHU OT KJIMHUYHU M3IUTBAHUS 32 HEpa3pelleHU
MOKa3aHMs U 3a LI€JIEBH I'PYNH, KOUTO HE Ca BKIIOYEHU B KpaTKaTa XapaKTepUCTHKA Ha IPOAYKTa;

3. BCHYKM JaHHM 3a 00eMa Ha NpoAaKOMTE Ha JIEKapCTBEHHs MPOAYKT M BCSKaKkBa Jpyra
uHpOpMaLUs, C KOATO MPUTEXATEIAT Ha pa3pelieHHeTo 3a ymnoTpeda pasmojiara, OTHOCHO o0ema Ha
NPEANUCaHUATA, BKIIOYUTEIHO NMPUOIM3NUTENEeH Opoil Ha JHIara, YnoTrpeOsBaiM JIEKapCTBEHHUS MPOIYKT
WM U3JI0KEHU Ha BB3EHCTBUETO MY IO Jpyra NpUYHHa.

(2) Ceappxkanuero u ¢opmara Ha €JIEKTPOHHUTE NEPUOJUYHU AKTyaJIM3UPaHU JOKIATU 3a
6e3omacHocT ce onpenensT ¢ Pernament 3a m3mbiaaenue (EC) Ne 520/2012.

(3) Uudopmarusra o an. 1 ce crOupa U chXpaHsBa B PETUCTHP, Ch3aCH 10 pea Ha WieH 25a
ot Pernament (EO) Ne 726/2004 na EBporneiickus mapnament u Ha CbhBeTa, U € gocTbiiHa 3a MAJL.

Yn. 194u. (Ho - B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Ilputexarenure Ha
paspernieHus 3a ynorpeda/y10cTOBEpEeHUS 3a PETUCTPAIUs Ha JIEKApCTBEHH MPOAYKTH 1o 4. 28, 30, 35 u 37
M0/IaBaT MEPUOANYHU aKTyaTU3UPaHH JTOKIAIU 32 O€30MacHOCT CaMo B CITy4Yau, KOraTo:

1. momaBaHeTO Ha JAOKJIAM € YCIOBHE MO Wi. 55a wium 56, BOMCAHO B pa3pelIeHUETO 3a
ynotpeba/ya0CTOBEPEHUETO 3a PETUCTPALIMS, WITH

2. W3nbaHuTenHaTa areHIUs IO JIEKapCTBAaTa WIIM PEryJIaTOPEH OopraH Ha Jipyra JIbp:kaBa
YJIeHKa M3MCKBa TOBAa Bb3 OCHOBA Ha CHhOOpakKeHUS 3a 0€30IacCHOCTTa Ha JIEKapCTBEHUS MPOAYKT HWIH
nopajgy JUIca Ha TMEPUOJUYHHM aKTyallM3MpaHU [OKJIaau 3a Oe30MacHOCT 3a aKTHBHOTO BEIIECTBO,
ChJIBPIKAIIO CE B JIEKAPCTBEHUS IPOJYKT, Ha KOMTO € U3Ja/IeHO pa3pelieHre 3a ynorpeda/y0cToOBEpeHne 3a
perucrpanms.

Y. 194k. (Hos - IB, 6p. 102 ot 2012 r., B cwia ot 21.12.2012 r.) (1) B pa3pemennero 3a
ynotpe6a/ya0CTOBEpEHHUETO 3a PETUCTpalHs C€ OMpeiAeNiss YecToTa Ha IMoJaBaHe Ha TMEePUOJUYHUTE
aKTyaJIM3upaHH JOKIAaN 3a 0€30TacHOCT.

(2) Jatute Ha moAaBaHe HA JIOKJIAJUTE B 3aBUCHUMOCT OT YECTOTaTa Mo ajl. 1 ce u34ucisBar ot
JlaTaTa Ha M3/1aBaHe Ha Pa3pelIeHUETo 3a ynoTpeda/yI0CTOBEPEHUETO 3a PErHCTpaLusl.

(3) IepuopnuynuTe aKTyalM3WpaHH ITOKIAJAM 3a OE30MACHOCT c€ MOoJaBaT Ipe3 CIECIHUTE
BPEMEBU MHTEPBAJIH, C U3KIIOUYEHUE Ha CIly4yauTe, KOraTo 4ecToTaTa Ha MOJaBaHe Ha JTOKJIAJAUTE € YCIOBHE
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3a M3/aBaHE HA Pa3peUICHHETO 3a YNOTpeOa/yJI0CTOBEPEHUETO 3a PErucTpalus WM € ONpe/eicHa B
chOoTBeTCTBHE C WiI. 19471, 194Mm u 194H:

1. Ha Bceku 6 Mecela OT JaTaTa Ha M3JaBaHE Ha pa3pelIeHUeTo 3a ynoTpeda/ya0CTOBEPEHUETO
3a pEerucTpanys Ha JIEKapCTBEH MPOAYKT JI0 AAaTaTa Ha IyCKAHETO My Ha [1a3apa;

2. Ha Bceku 6 Mecela npe3 IbPBUTE JBE TOJAMHM OT JaTaTa Ha IMyCKaHE Ha Ma3zapa Ha
JIEKapCTBEHMSI IPOTYKT;

3. BEIHBX TOJUIIIHO MPE3 CIAEABALIUTE JIBE F'OJNHH;

4. BeIHBXK Ha TpU TOAMHM ClEJl YETBbpPTAaTa TOAMHA OT JaTaTa Ha IIyCKaHE Ha Mas3apa Ha
JIEKAPCTBEHUS IPOIYKT.

(4) U3BBbH ciyvauTe Mo aj. 3, NEPUOJUYHUTE aKTyaIM3HpaHH JOKJIaau 3a OE30MacHOCT ce
nmojaBaT He3a0aBHO MpH nouckBane oT MAJI wiu perynaTopeH opraH Ha AbpKaBa YICHKA.

(5) Anunen 3 u 4 ce mpuiarar u 3a JIGKapCTBEHU MPOAYKTH, pa3pelleHu 3a yrnoTpeda camo Ha
teputopusTa Ha PeryOnmka bearapus, kouto He monanaTt B o0xBaTa Ha wi. 194:71.

Un. 194n. (Hos - IB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Koraro nekapcTBeHU
MPOIYKTH, KOUTO CHABPKAT €IHO M CHIIO aKTUBHO BEIIECTBO MM KOMOHMHAIUS OT €IHU W CHIIN aKTUBHH
BEIIECTBA, Ca MOJYYWIA OTACITHU pa3pelieHus 3a ynorpeda/yJoOCTOBEpEHHE 3a pPEerucTpalus, 4ecToTara u
JaTATe Ha IMOJaBaHE HAa MEPUOJUWYHUTE AKTyaJHM3UpaHU JOKIAJAM 3a Oe30MacHOCT MOKe Ja ObIaT
MIPOMEHEHU ¥ XapMOHU3UPAHHU C OTJIe]l U3BbPIIBAHE HA €IMHHA OIICHKA Ha TE3U JOKIIAIH.

Y. 194m. (Hos - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) [latuTe Ha momaBaHe Ha
NEPUOJIMYHUTE AKTyaJTU3UpaHU JOKJIAAM 3a 0€30MacHOCT 3a JIEKapCTBEHUTE NPOAYKTH Mo wi. 194n ce
M3YHCIISBAT ChOOPa3HO pedepeHTHaTa 1aTa Ha EBponeicKust chio3.

(2) Pedepentnata nata va EBpomnetickust cpio3 1o ai. 1 e:

1. matara Ha IBPBOTO paspenieHHe 3a ymorpeba B EBpomelckusi Ccbhlo3 Ha JIEKapCTBEHUS
HOPOJIYKT, CHABPXKAN] CHOTBETHOTO AKTUBHO BEIIECTBO WJIM CHOTBETHaTa KOMOHMHAIMS OT aKTHBHHU
BEIIIECTBA, UJIH

2. Hali-paHHATa OT U3BECTHUTE JAaTH Ha pa3pellieHusITa 3a ynorpeda Ha JIEKapCTBEHUS MPOAYKT,
ChIbpIKAL] CHOTBETHOTO AKTUBHO BEILIECTBO WJIM ChOTBETHaTa KOMOMHAIMS OT aKTUBHHU BEIIECTBA, aKo
marata, mocodeHa B T. 1, He Moxe Jja Ob/ie yCTaHOBEHA.

Un. 194n. (Hos - IB, Op. 102 ot 2012 r., B cmwia ot 21.12.2012 r.) (1) [Ipurexarenar Ha
paspeleHreTo 3a ynorpeda Ha JeKapcTBeHH MPOAYKTH o wi. 1941 Moxe aa mojaje MOTUBUPAHO HCKaHe
1o Komurera mo JiekapCcTBEHUTE MPOAYKTH 32 XyMaHHa yrmoTpeda, CbOTBETHO /10 KOOPAMHAIIMOHHATA TPYIIa
o ui. 77, an. 2 3a onpenensHe Ha pedepeHTHa qaTa Ha EBpomeiickus chio3 WM 3a MPOMSHA HAa YeCToTaTa
Ha TI0JJaBaHe Ha MEePUOJUYHU aKTyallu3UpaHu TOKJIaaAu 32 0€30MacHOCT Ha €JHO OT CJIEIHUTE OCHOBAHMUS:

1. mpuuuHYU, CBBP3aHU C OOIIECTBEHOTO 3IPABE;

2. 3a na ce uzberne nyOaupaHe Ha OLEHKA;

3. 3a J]a ce MOCTUTHE MEXKIYHAPOIHA XapMOHHU3AIIHS.

(2) KomurerpT MO JEKApCTBEHHUTE TMPOAYKTH 3a XyMaHHa ymnorpeba, ChOTBETHO
KOOpJMHAIIMOHHATA Tpyma 1Mo wi. 77, ai. 2 ciel KOHCYNTallui ¢ KOMHUTETa Mo 4. 56a, an. 1, T. 1 omobpsiBa
WCKAHETO WJIU TMPAaBU MOTHBHPAH OTKa3.

(3) Yecrorara Ha mogaBaHe U pedepeHTHaTa JaTra Ha EBpomeicKusi Chio3 ce OmpeAessiT ciel
KOHCYJTAIMsS C KOMUTETA 1o 4ui. 56a, an. 1, T. 1 oT:

1. Komurera mo jekapcTBEHUTE MPOAYKTH 3a XyMaHHa yHorpeda - KOraro IOHE €JHO OT
paspeleHusTa 3a ynorpeda 3a JeKapCTBEHH MPOIYKTH, ChIABPXKAIIKA CHOTBETHOTO AaKTUBHO BEIIECTBO, €
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MPEIOCTABEHO B CHOTBETCTBHUE C IIEHTpAIM3UpaHaTa Npoleaypa, npenpuiaeHa B gsur I, rmaBa 1 or
Pernament (EO) Ne 726/2004 na EBpomnetickus napiaMmeHnT 1 Ha CbBeTa, UIH

2. KOOpJMHAIIMOHHATA TpyTa Mo Wi. 77, ajn. 2 - 3a ciay4yau, pa3jIudHu OT TOCOYCHUTE B T. 1.

(4) CouchkbT ¢ pedepeHTHUTE AaTh Ha EBpOIEHCKus Chi03 Ha JIEKAPCTBEHUTE MPOIAYKTH TIO0 4JI.
194n u xapMOHHM3MpaHAaTa YeCcTOTa 3a MOJAaBaHE HA MEPUOJUYHHTE KM aKTyalIM3UPaHU JOKIATu 3a
Oe3omacHOCT ce myOuKyBat Ha EBponeiickust MHTepHET mopTai mo wi. 68, an. 1, 1. 4.

(5) IpurexaTenar Ha pa3pelieHUeTo 3a ynorpeda cien MmyOoJWKyBaHETO HA JaHHUTE Mo ai. 4
npenctaBs B MAJl 3asBneHue 3a MpoOMsHA Ha Pa3pelIeHUETO 3a YIMoTpeda Ha CHOTBETHHS JICKAPCTBEH
npoAykT. Beska mpoMsHa Ha JgaTHTe Ha MOJaBaHE WM HAa 4YecToTaTa Ha IOJAaBaHE Ha IMEPUOJUYHHUTE
aKTyalu3upaHu JOKJIaau 3a Oe30MacHOCT, OMpENENCHH B pa3pelieHusTa 3a yrnoTpeda, BIu3a B cuia 6
Mecella Clie/l JaTata Ha MyOJIMKyBaHETO UM.

Un. 1940. (Hos - IB, 6p. 102 ot 2012 r., B cuwia ot 21.12.2012 r.) (1) U3nbanurennara
areHlus IO JIeKapCcTBaTa OIICHABA MEPUOJUYHHUTE aKTyaJlM3UPaHU [OKJIaau 3a Oe30MacHOCT 3a
JIEKapCTBEHHUTE MPOIYKTH, 32 Jla OMPEACIN Jalld ca HAIUIE HOBH PUCKOBE, MU MPOMSHA B YCTAHOBEHHUTE
PHCKOBE, WK TIPOMSIHA Ha ChOTHOIIICHUETO T0JI3a/PHCK.

(2) W3npnHuUTENHATAa areHIUS MO JIeKapcTBaTa M3BBHPILNBA €IMHHA OIIEHKA Ha MEepUOJUYHHUTE
aKTyaJIM3UpaHu JIOKJIaau 3a 0€30MacHOCT 3a JICKAPCTBEHUTE MPOAYKTH, 3a kKouto PenyOnuka bbiarapus e
U3MbIHSABANA (yHKIMHUTE Ha pedepeHTHa abpkaBa IO CMHCHIa Ha 4wi. 76, U € ompeieleHa oT
KOOpJAMHAIIMOHHATA IpyIia 1o ui. 77, ai. 2.

(3) Hoxmamuuk ot PemybOmuka bbarapusi ydactBa B €IMHHATa OLICGHKAa Ha TEPUOIUYHHTE
aKTyalu3upaHH JOKIAJH 3a OE30MaCHOCT 3a JICKAPCTBEHU MPOIYKTH, KOTAaTO MOHE €AUH OT NMPOAYKTUTE €
pasperieH 3a yrnotpebda mo peaa Ha Permament (EO) Ne 726/2004 na EBpomnetickust napsiamedT u Ha CbBeTa,
U € ONpEJeNIeH 3a TaKbB OT KOMUTETA 1o 4wi. 56a, an. 1, T. 1.

Ui 194n. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) B cinydaute mo ui. 1940,
an. 2 u 3 UAJI, choTBeTHO NOKIAAYUKBT OT PenyOnmka bwirapus B cpok mo 60 gHM OT nmatata Ha
MoJTydyaBaHE Ha TEPUOJMYHUS AKTyaIM3UpPaH JIOKJIAJ] 3a Oe30MaCHOCT W3TOTBS OIEHBYCH JOKIAT U TO
U3Mpala 1no eJIeKTpoHeH mbT Ha EBpormelickata areHuus mo jJeKapcTBaTta U Ha PeryliaTOPHUTE OPraHd Ha
IbpKABUTE WICHKH. [IpuUTekarensT Ha pa3pelieHueTo 3a yrmorpeda MojydaBa OIEHBYHUS JOKIAa OT
EBporeiickara areHius no jJexapcTpara.

(2) B cpok n0 30 nHU OT mosy4aBaHE HA JOKIJIAJa MO al. | mpUTEeXATeNsaT Ha pa3perieHueTo 3a
ynotpeba Wi peryjiaTopHUTE OPraHu Ha AbP)KABUTE WICHKH MOTAT Ja MPEACTaBIT CBOUTE KOMEHTapH JI0
EBpornelickara arenuus no jgekapcrsara u 10 MAJL.

(3) B cpok o 15 nHu OT marara Ha moiydaBaHe Ha KoMmeHTapute 1o ai. 2 MAJI aktyanuzupa
OLICHBYHHMS TOKJIa/I, KaTO B3eMa MPEABUI BCHUKH MPEACTABEHU Bb3paXKEHHs, M IO M3Mpallla Ha KOMUTETa 10
1. 56a, an. 1, 1. 1 3a ogoOpeHue u npenopbKa.

(4) Espomeiickata areHuuss MO JIeKapcTBaTa BKJIIOYBA MPHETHS OIEHBYCH JOKJIAL W
npenopbKkara Ha KOMHTETa Mo wi. 56a, an. 1, . 1 B perucrbpa mo uwi. 1943, an. 3 u ro usmpaimia Ha
MIPUTEXKATEJI Ha Pa3pelIeHUEeTo 3a yroTpeoa.

Ui 194p. (Hos - [IB, 6p. 102 o1 2012 r., B cuna ot 21.12.2012 r.) Koraro Peny6nuka bbarapus
HE € JOKJIaI4MK B Ipouenypata mno wi. 194o, an. 2, MAJI Moxe na npeacTaBu KOMEHTapH B CPOKa MO 4Jl.
194n, an. 2 no EBpomnelickara areHuus 1o JeKapcTBaTta U J0 PETyJaTOpHUs OpraH Ha Jbp)KaBaTa WICHKA,
M3IOTBUJI OLIEHBYHUS JTOKJIA].
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U 194c. (Hos - IIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cny4aii Ha enuHHa
OLIEHKA Ha MePUOJANYHY aKTyaJlM3UupaHu AOKIAAH 32 0€30MacCHOCT Ha JIEKapCTBEHU MPOIYKTH Mo 4. 1941 u
KOTaTo HUTO €HO OT pa3pelleHusITa 3a ynorpeda Ha Te3W MPOIYKTH HE € M3AaJIeHO o pena Ha Permament
(EO) Ne 726/2004 na EBpomneiickus napiaMmeHT u Ha CbBeTa, KOOpAMHALIMOHHATA Tpyna no wi. 77, ai. 2 B
cpok no 30 AHM OT JaTaTa Ha MOJIy4aBaHE Ha MpENopbKara OT KOMHUTETa Mo wi. 56a, an. 1, T. 1 uznama
CTAaHOBHIIE OTHOCHO 3alla3BaHETO, IIPOMSHATA, CHUPAHETO WIM NPEKPaTSBAHETO Ha CBHOTBETHUTE
paspelieHus 3a ynorpeda, BKIIOYUTETHO IpaduK 3a U3MbJIHEHUE Ha CTAHOBHILIETO.

(2) Koraro mpeacraBeHHWTE AbpKaBU UYJICHKM B KOOpJAWHAIMOHHATA rpymna mo wi. 77, ai. 2
MMOCTUTHAT ChIJIaCME OTHOCHO JICMCTBUSATA, KOUTO TpsiOBa na ce mpeanpuemat, MAJl u3mbiaHsIBa NPUETOTO
pelIeHue.

(3) Koraro cranoBumieTo mo ai. 1 € 3a cnupaHe WU TPEKpaTsiBaHEe Ha DPA3pEIICHHETO 3a
ynotpe0a, U3NbJIHUTENHUAT AupekTop Ha MAJI u3napa 3amoses.

(4) KoraTo B cTranoBuIIeTO MO aj. | ca mpenopbuyaHd MPOMEHU B U3JAJCHOTO pa3pelricHue 3a
ynoTpeba, MpUTSKATENAT Ha paspenieHreTo 3a ymnorpeba momaBa g0 MAJl 3asBieHue 3a mpoMsiHa,
BKJIFOUBAIIO aKTyallu3UpaHa KpaTKa XapaKTePUCTHKA Ha MPOJYKTa U JTUCTOBKA, B PAMKUTE Ha OMPEICICHUS
rpaduk 3a U3MbIHEHHE.

(5) Koraro He Moke 1a ObJie TOCTUTHATO ChITIaCHe B PAMKUTE Ha KOOPAMHAIIMOHHATA TPYyTIa IO
wi. 77, an. 2, mo3uuusATa Ha MHO3MHCTBOTO OT JIbp’KaBUTE YIEHKU ce npenocraBs Ha EBpomelickara
KOMUCHSI, KOSITO TIPUEMa pellIeHre 3a MPOMsHA, CIIUPaHe UM MIPEeKpaTsBaHe Ha pa3pelleHusTa 3a ynorpeoa,
U3JIaJICHU OT CbOTBETHUTE PETYJIATOPHU OPTaHU Ha IbP’KABUTE YJICHKU.

(6) M3nbiHuTenHaTa areHuus MO JieKapcTBaTa IMpHjara BPEMEHHUTE W/MIM OKOHYATEITHUTE
MEpKH OT PELIEHUETO 110 aj. 5.

Un. 194r. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cnyy4aii Ha enuHHa
OLIEHKAa Ha TIEPUOUYHU aKTyaTH3UpaHH JOKIAIN 32 OE30MaCHOCT Ha JIEKAPCTBEHH MPOIYKTH 10 4. 1941 u
KOraTo MOHE €IHO OT paspelieHusTa 3a yrnorpeda e u3aaaeHo no pena Ha Permament (EO) Ne 726/2004 Ha
EBporneiickus mapimameHT U Ha ChBera, KOMUTETHT 1O JIEKAPCTBEHUTE MPOIYKTH 32 XyMaHHa ymoTpeba B
cpok a0 30 THU OT MOJy4aBaHETO HA MpENnopbKara OT KOMHUTETa Mo wi. 56a, an. 1, T. 1 u3maBa cTaHOBHIIE
OTHOCHO 3ala3BaHETO, U3MEHEHUETO, CIUPAHETO WM MPEKPATSIBAHETO HA BAJIUJHOCTTAa HAa ChOTBETHUTE
paspernieHus 3a yrnorpe0a, BKIFOUYUTETHO TpaduK 3a U3ITbIHEHUE HAa CTAHOBHIIETO.

(2) Koraro B cTaHoBuIeTo Mo an. 1 e u3pa3eHa MO3UIMS 3a MpeArprueMaHe Ha peryjJaTopHH
JICHCTBYSI TT0 OTHOIIICHUE HA pa3pelleHusTa 3a ynorpeda, EBporelickara KOMUCHS:

1. mpuema pelieHue 3a IpoMsiHA, CIIMpaHEe WIM MpeKpaTsBaHE Ha pa3pelleHHsTa 3a yrnorpeoa,
u3nanenu o peaa Ha Pernmament (EO) Ne 726/2004 na EBponeiickus mapiameHnT u Ha CbBeTa;

2. mpuema peuieHue ¢ NpenopbKa 3a MPoMsIHA, CIIMPAHE WU IPEeKpaTsABaHe Ha pa3pelIeHUsTa 3a
ynotpeba, U3Aa/leHu OT ChOTBETHUTE PETYIaTOPHU OPTaHH Ha AbPIKABUTE YICHKH.

(3) UsmbnHuTenHATa areHIys MO JeKapcTBaTa Ipuiara BPEMEHHUTE W/WIM OKOHYATEIHUTE
MEpKH OT PEIICHUETO 1o al. 2, T. 2.

Paznmea IV.
Cnemna npoueaypa Ha Hupo EBponeiickusi ¢br03 (Hos - JIB, Op. 102 ot 2012 r., B cJia ot
21.12.2012 r.)

Y. 194y. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnemna nporieaypa Ha
HuBO EBpormelickus cpio3 Moxke na Obae uHMIMMpaHa oT EBpomeiickata komwucus, oT EBpomelickara
areHUus 110 JIEKapCcTBaTa WK OT IbP)KaBa WICHKA.
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(2) (U3m. - OB, 6p. 18 or 2014 r.) M3nbaHUTENHATA areHIUsS IO JIEKApCTBATa HWHUIIUUPA
CIeIllHa MpoleAypa MO pela Ha TO3M pa3fesl 4Ype3 yBEeJOMsIBaHE Ha PEryJIaTOpHUTE OpPraHU Ha JPyTrUTe
IbpKaBU 4ileHKH, EBporelickara areHIMs 1O JiekapcTBaTa W EBpomeiickata KOMHUCHS, KOTaro IO
CbOOpaXKeHUs, CBBbpP3aHU C IMpocieAsiBaHe Ha JIeKapcTBeHaTa O€30MacHOCT, NpPELeHH, Y€ 3a JaleH
JIEKapCTBEH MPOJYKT, MMyCHAT Ha OBIATapcKus Ma3ap, € HeoOXOJUMO MpearprueMaHe Ha HIKOS OT CIIETHUTE
MEpPKHU:

1. ciupaHe wiM MpeKpaTsaBaHe Ha Pa3pelIeHUETOo 3a YIoTpeoda;

2. 3a0paHa Ha Pa3MpPOCTPAHEHUETO HA JIEKAPCTBEH MPOIYKT;

3. u31aBaHe Ha OTKA3 3a [OJHOBSBAHE HAa Pa3pelICHUETO 3a yrnorpeoa.

(3) (U3m. - OB, Op. 18 or 2014 r.) M3nbaHuTENHATA areHIUs IO JIeKapCcTBaTa HWHHUIUUPA
npoueaypara no aj. 2, KOraro € yBeIOMEHa OT MpHUTEXKaTelld Ha pa3pelIeHHeTo 3a ynorpeba, ye 1o
CbOOpaXkeHUs, CBBP3aHUM C TMpocleAsBaHE Ha JIeKapcTBeHaTra Oe30MacHOCT, MPEyCTaHOBSBA
pPa3NpOCTPAHCHUETO Ha JICKAPCTBEHUSI MPOIYKT WIM € MpeArnpuels, Wid Bb3HAMEpsBa Ja MpeArnpueme
NEHCTBUS 3a M3TETJSHETO My OT Ta3apa, WiIM HAMa Ja MpeArnpueMe AeWcTBUS 3a IMOAHOBSBAHE Ha
M3MIAJICHOTO pa3pelieHue 3a yrnorpeoa.

(4) (M3m. - 1B, 6p. 18 or 2014 r.) M3nbiHuTenHata areHuus IO JIEKapcTBaTa MOXe Ja
WHUIMUpaA TpolieaypaTa MO ajl. 2 U B CIydyauTe, KOTaTo TMpElEHHU, Y€ IO ChOOpaKeHHs, CBBP3aHU C
npoclieAsiBaHe Ha JIeKapCTBEHaTa 0€30IacHOCT, 32 JaJeH JIEKapCTBEH MPOAYKT TpsiOBa 1a ObIaT Jo0aBeHH
HOBHU MPOTUBONOKa3aHUs WK Ja ObJe HamalieHa IpernopbuBaHaTa J03a, WM IOKa3aHWATa Ja Obaatr
OTpaHUYECHHU.

(5) (U3m. - [IB, Op. 18 ot 2014 r.) U3mbaauTenHaTa areHIys 1O JieKapcTBaTa MPeIoCcTaBs HA
EBporeiickara areHius 1mo JiekapcTBaTa U Ha PETyJIaTOPHUTE OPTaHU Ha JPYTUTE AbPKaBH YIICHKH IsIara
Hay4YHa HH(OpMAaIUsg, C KOSTO pasnojiara, KakTo W HM3BBpIICHATa OLEHKAa HAa JAHHUTE, W MOTHUBUTE 3a
WHUIIMUPaHE Ha MpoIlelypaTa Mo pela Ha TO3U pas3jied.

(6) (M3m. - IB, Op. 18 ot 2014 r.) B cinywyaute mo an. 2 - 4 EBpomelickata areHIus IO
nekapcrBara yBenomsiBa MAJI 3a 3amouBaHe Ha mpollelypara, KOTaTo OIAaceHusita BbB Bpb3Ka C
0€30MMacHOCTTa C€ OTHACAT W JI0 IPYTH JIEKAPCTBEHH MPOIYKTH, KOUTO MPUHAIIEKAT KbM €IHA U ChINa
TepameBTUYHA Tpyna WIA CHAbBPXKAT €IHO M CBHI0 AaKTHBHO BEIIECTBO C TPOJYKTa, IOCOYECH B
uH(pOpMaIUATa MO all. 5, UM KOraTo TO3H JIEKAPCTBEH MPOAYKT € pa3pellieH 3a ynorpeda u B Ipyra Wid B
JPYTH TbPKABU YICHKH.

(7) (M3m. - IB, 6p. 18 ot 2014 r.) B ciayuyaure mo an. 4, Koraro He ce Hajara Ja ce
npennpuemar crierran Mepku, MAJI npunara npoteaypara mo ui. 77 wiu 790.

(8) (Homa - JIB, Op. 18 or 2014 r.) U3nbiHuTenHATa areHIUs IO JIEKapcTBaTa WHMOpMUpA
MIPUTEKATEIS Ha pa3pelIeHHETo 3a YIoTpeda 3a 3aroYBaHe Ha MpolieypaTa 1o peaa Ha TO3U pasJied.

UYn. 194¢. (Hos - 1B, 6p. 102 ot 2012 ., B cuma ot 21.12.2012 1.) (1) B cnyuaute no un. 194y,
aJl. 2, KOraTo MpeueHy, 4e € HeoOX0AUMO J1a ce MpearprueMaT CIEeIIHA MEPKHU 3a 3aIIrTa Ha 00IIeCTBEHOTO
3apaBe, MAJI Moxxe BpeMEHHO Ja CHpe pa3pelleHHeTo 3a ynorpeba M jaa 3abpaHu ynorpebara Ha
JIeKapCTBEHHS MPOAYKT Ha TepuTopuara Ha PemyOnuka bbiarapus 1o npuemaHe Ha OKOHYATEITHO pPEIICHUE
110 4wi. 1944 nnm 194m.

(2) W3nenHuTenHaTa areHuus IO JIeKapcTBaTta yBenomsBa EBpomeiickara areHIMs 1o
nekapcrBara, EBpomelickata KOMHCHS M PEryJaTOPHUTE OpPraHd Ha JPYruUTe Abp)KaBU YJICHKU 3a
IpeNpUeTUTe MEPKU 1O al. 1 B CPOK J0 €AuH paboTeH JeH OT MpHJIAaraHeTo UM U [0COYBAa MOTHUBUTE 3a
TOBA.

(3) Koraro M3nbiiHuTenHaTa areHuus 1o JieKkapcTBaTa yyacTBa B IpoLieypara 1o TO3U pas3zed,
1o uckane Ha EBponelickara komucusa MAJI npeanpuema npenopbyaHUTE BPEMEHHU MEPKHU 110 OTHOLIEHHE
Ha pa3pelIeHHeTo 3a yrnoTpeda Ha JEKapCTBEH MPOIYKT, UM KOTaTO JIEKAPCTBEHUST MPOIYKT € pa3pellieH 3a
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ynotpeba o pena Ha Pernmament (EO) Ne 726/2004 na EBponeiickust napaameHT U ChBeTa - IO OTHOIICHHE
Ha caMusl POYKT, JI0 MPUKITFOYBAaHE HA TPOIIeypara.

Ui 194x. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) U3mbHUTEIHATA areHIUS 110
JeKapcTBaTa MmyOJIMKyBa ChOOIIECHHE Ha HAIIMOHATHUS MHTEPHET mopTai mo wi. 185, anm. 1 3a HauuHa, 1O
KOWTO 3aMHTEPECOBAHUTE CTPAHU MOTAT Jia MpeAocTaBsaT uHpopmalus Ha EBponeiickus HHTEpHET mopTal
no wi. 68, an. 1, T. 4 3a nekapCTBEHUS MIPOAYKT - IPEAMET Ha mpoueaypara mo wi. 194y, u 3a Bb3MOKHOCTTA
Jla y4acTBatT B 0OIIECTBEHO 0OCHKIaHE, aKO TAKOBA € O0SBEHO.

Yn. 1941. (Hos - [IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) KomuTeTsT no un. 56a,
an. 1, . 1 B cpok g0 60 qHU OT maTaTa Ha OOSBABaHE Ha MpoleAypaTa Ha EBpornelckust HHTEpHET mopTall
W3TOTBSI MOTUBHPAHA MPENOPbKa.

(2) TlpurexarensT Ha pa3pelIeHHETO 3a ymnorpeda MOXke B Cpoka mo ai. | ja mpeaocTtaBu
MUCMEHN KOMEHTapH.

(3) IIpenopwkara no azn. 1 ce mybnukyBa Ha EBporeiickust HHTepHET nmopTai no wi. 68, ain. 1, T.
4 ¥ chABPKA €HO WIH [TOBEYE OT CIEIHUTE 3aKITIOUCHHUS:

1. He e He0OX0IMMO JOIIBJIHUTETHO NPOYYBaHE WM NPEANpUeMaHe Ha JeHCTBUS Ha OOLIHOCTHO
HUBO;

2. IPUTEKATENAT Ha Pa3pelICHUETO 3a yoTpeda TpsOBa Aa U3BBPIIH JTOMBIHUTEIHO MPOYyYBaHE
U aHaJIu3 Ha JaHHUTE;

3. mpuTrexaTeNniT Ha pa3pelleHHeTo 3a yrnoTpeba TpsOBa Aa MpoBele MOCTMAaPKETUHTOBO
poyyBaHe 3a 6€30MaCHOCT ¢ MOCIeBAIla OLEHKA Ha PEe3YITaTUTE OT HETo;

4. nppkaBaTa WiCHKa WIN MPUTEKATEIST Ha pa3pelIeHUETo 3a ynorpeda J1a MpHiIoku MEPKHU 3a
HaMaJsIBaHEe Ha PHUCKa;

5. pa3pernieHueTo 3a ynorpeba TpsioBa aa ObJie CpsiHO, MPEKPATEHO WM Aa ObJe U3/1ajeH 0TKa3
3a MO/IHOBSIBAHETO MY;

6. pa3pelieHneTo 3a yrnoTpeda TpsioBa 1a Ob/ie MPOMEHEHO.

(4) KonkperHure Mepku 1o ai. 3, T. 4, KaKTo ¥ yCIIOBUATA U OIPaHUYEHMSITA, KOUTO CJe/Ba Ja
OBbJaT BKIOYEHHU B pa3peleHUETo 3a yrnoTpeda, ce mocouBaT B IPENopbKaTa.

(5) B cayuaute no an. 3, T. 6, KOraTo MPOMEHUTE Ca CBHP3aHU C U3MEHECHHE WU J00aBSHE HA
nH(popMalns B KpaTKaTa XapaKTepUCTHKA, BbPXY OIMaKOBKaTa WU B JIMCTOBKATa HA JIEKAPCTBEHUS MPOIYKT,
B MpenopbKara ce BKIIOUBAT (hopMylInpoBKaTa Ha MPOMEHEHATa WK J00aBeHaTa HHPOPMALUSI U MCTOTO,
KBJIETO CJIe/[Ba TS /1a ObJie HAaHECEHa.

Yn. 1944. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B o6xBara Ha
nporenypara no 4i. 194y He e BKIIOYEH JIEKapCTBEH MPOJYKT, paspellieH 3a ynorpeba Mo pena Ha
Pernament (EO) Ne 726/2004 na EBponeiickust napiaameHT u Ha ChBeTa, KOOpAMHAIIMOHHATA TPpyMa MO 4Jl.
77, an. 2 Bb3 OCHOBA Ha Ipenopbkara 1no 4i. 1941 B cpok 10 30 qHU OT AaTaTa Ha MOJy4aBAHETO M U3/aBa
CTAaHOBHIIE OTHOCHO 3alla3BaHETO, IPOMSHATA, CIHMPAHETO, IPEKPaTSBAHETO Ha BaJUAHOCTTa Ha
ChOTBETHUTE pas3pelleHusl 3a ynorpeda MM OTKa3 3a IOJHOBSIBAHETO UM, BKIIOYMTEIHO Trpaduk 3a
U3IIBJIHEHUE HA CTAHOBULIETO.

(2) Koraro B cTaHOBMILIETO € MPENOPBHUYAHO MpeANlpUeMane Ha MepkuTe 1o wi. 194, an. 3, 1. 5,
U3IBJIHUTETHUAT AupekTop Ha MAJI cbe 3amoBesn cnupa JIEHCTBHETO WM MPEKpaTsBa pa3pelieHUeTo 3a
ynotpe0a, Wiy 0TKa3Ba MOIHOBSBAHETO MY.

(3) Koraro B cranoBuieTo no ai. 1 ca mpenopbyaHd NPOMEHH B M3/1aJ€HOTO pa3pelleHue 3a
ynotpeba, MpUTEXATENAT Ha paspemeHuero 3a ynorpeba momaBa 1o MAJI 3asBieHue 3a NIpOMsHA,
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BKJIIOUBAIIO aKTyaJu3MpaHa KpaTKa XapaKTepUCTHKA Ha MPOJIYKTa U JUCTOBKA, B PAMKUTE Ha OIPEIEICHUS
rpaduK 3a U3MTBIHCHHE.

(4) Koraro B cTaHOBHIIIETO MO all. | € mpenopbuaHo MpearnprueMane Ha MepKu mo wi. 194, a.
3, T. 2 - 4, npuTexarensT Ha pa3pelIeHHeTo 3a ynoTpeba mpearnpuemMa HEOOXOTUMUTE IEHCTBUS U
unpopmupa MAJI u perynatopHute opraHu Ha APYyTUTE AbP>KaBH YICHKH.

(5) Korarto B pamMkuTe Ha KOOpJAMHAIMOHHATA Tpyna 1Mo wWi. 77, al. 2 HEe Moxke Ja Obiae
MOCTUTHATO ChIJVIaCHE, MO3UIUATA HAa MHO3MHCTBOTO OT Ibp)KAaBUTE WIEHKH C€ IMpelocTaBs Ha
EBpornelickata KoMucusi, KOATO IpUeMa pelIeHNe ¢ MPENopbKa 3a MPOMsHA, CIMPAHE WK IPEeKpaTsIBaHEe Ha
paspeleHueTo 3a ynorpeda, u3aieHo OT CbOTBETHUTE PETyJIaTOPHU OPIaHU Ha AbP)KaBUTE WICHKH.

(6) M3mpnHuTENHATA areHIMs 10 JIEKapcTBaTa Mpuiiara MpernopbuyaHUTe B PEIICHUETO O al. 5
BPEMEHHH U/UJIM OKOHYATEITHU MEPKH.

. 194m. (Hos - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) Koraro B o0xBara Ha
nporeaypara mo 4wi. 194y e BKIIFOUEH JIEKapCTBEH MPOIYKT, pa3pelieH 3a yrnorpeda mo peaa Ha Permament
(EO) Ne 726/2004 na EBpomneiickus napiameHT u Ha CbBeTa, KOMUTETHT 1O JEKapCTBEHH HPOIYKTH 32
XyMaHHa ynotpeba Bb3 OCHOBa Ha mpemnopbkara mo wi. 194m, an. 3 B cpok g0 30 gHM OT parara Ha
IIOJIy4aBaHETO M HW3JaBa CTAaHOBMILE OTHOCHO 3alla3BaHETO, NPOMSHATA, CIUPAHETO, NPEKPATIBAHETO HA
BAJMIHOCTTa Ha CHOTBETHUTE pa3pelieHus 3a ynorpeda WM OTKa3 3a MOAHOBSBAHETO WM, BKIIOYHTEITHO
rpaduk 3a U3MBIHEHUE Ha CTAHOBHILIETO.

(2) Koraro B craHoBuIleTO MO aj. 1 € u3pa3eHa MO3ULMS 3a MpEeANpUEeMaHe Ha PEryJIaTOpHU
JIEHCTBUS 110 OTHOIIIEHUE Ha pa3pelIeHusITa 3a ynorpeda, EBponeiickara komucus:

1. mpuema perieHne 3a NpoMsHa, CIUPAHE WIK NIPEKPATIBAaHE BAJIMIHOCTTA HA pPa3peLICHUATA 3a
ynotpeba, uznaaenu no peaa Ha Pernament (EO) Ne 726/2004 na EBponelickus napiameHT 1 Ha CbBeTa;

2. mpueMa pelieHue ¢ Mpernopbka 3a MPOMsHA, CIUpaHe WM MPEeKpaTsBaHe Ha BaJUAHOCTTA Ha
paspeleHusTa 3a ynorpeda, U31aJleH OT CbOTBETHUTE PETYJIATOPHU OPTaHU Ha IbP)KaBUTE WICHKH.

(3) MsnbianuTenHata areHIMs IO JieKapcTBaTa Mpujara MpernopbyaHUTE B PELICHHUETO Ha
EBpomneiickata KOMUCHS 110 ajl. 2, T. 2 BpEMEHHHU W/WIIM OKOHYATEITHH MEPKH.

Yn. 194m. (Hos - /1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) [IpenopbkaTa no wi. 194,
an. 1, cranoBumieTo mo uwi. 194m, an. 1 u pemenuero Ha EBpornelickata komucus mo wi. 1944, an. 5 u .
1941, an. 2 ce mybnukyBaT Ha EBponefickust ”HTEpHET mopTas mo 4i. 68, ai. 1, T. 4.

I'naBa neBera.
TBPI'OBUS HA EJIPO C IEKAPCTBEHHA NTIPOAYKTU U NIOCPEJHHUYECTBO B
OBJIACTTA HA JIEKAPCTBEHUTE ITPOJAYKTU (BAT'JI. U3M. - /IB, BP. 71 OT 2008 I'.,
B CHJIA OT 12.08.2008 I'., U3M. - IB, BP. 102 OT 2012 TI'., B CWJIA OT 02.01.2013T".)

(3arn. "Paznmen 1. TeproBus Ha eapo ¢ JekapcTBeHH npoayktu" 3ai. - JIB, 6p. 71 or 2008 r., B
cuna ot 12.08.2008 r.)

Yn. 195. (1) TeproBust Ha eApo ¢ JEKAPCTBEHH MPOIYKTH MOTAT Ja W3BBPIIBAT (U3NUYECKU U
IOpUAMYECKH JIMIA, MPUTEXKaBallld pa3pelieHre 3a Ta3u JAEWHOCT, M3JaJeHO OT pEeryjaTopeH opraH Ha
ChOTBETHATA JIbp)KaBa UJICHKA.

(2) Koraro nuuero mo ai. 1 mMa CKIaJOBH TOMEIICHUS Ha TepuTopuara Ha PemyOnuka
bearapus, To MOXe Ja M3BBpIIBA THPrOBUS HA €ApPO C JIEKAPCTBEHUM NPOAYKTH cjell IOoJIydaBaHE Ha
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paspeleHue oT U3IbIHUTEIHUS qupekTop Ha MAJL

UYn. 195a. (Hos - JIB, 6p. 67 ot 2020 r.) Jluie, nony4uiio pa3penieHue 3a ThproBus Ha €Ipo C
JIEKapCTBEHH IMPOIYKTH, HE MOXKE€ Ja ObJle NpuTexaresl Ha paspellieHue 3a TbpProBUs Ha JpeOHO C
JIEKapCTBEHH MPOIYKTH B anTeka, U3JaJCHH MO pea Ha TO3H 3aKOH.

Ui, 196. (1) IlpousBoauTen Ha JIEKApPCTBEHU IMPOJYKTH 110 CMUCHJIA Ha TO3M 3aKOH MOXKE Jia
U3BBPIIBA THPrOBHS HA €IPO CaMO C JIGKAPCTBEHUTE MPOJYKTH, 32 KOMTO MMa W3/aJCHO pa3pelleHue 3a
POU3BOACTBO.

(2) BHocuten Ha JNeKapCcTBEHM NMPOAYKTH MO CMHUCHIA HAa TO3M 3aKOH MOXKE Ja M3BBPIIBA
THPrOBUS Ha €PO CaMO C JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO UMa U313 I€HO pa3pelieHHe 3a BHOC.

Y. 197. JIunara o 4. 195 tpsi6Ba na pasmosiaraT ChC:

1. mogxoasmy moMenieHusl, 000pyABaHE U CHOPHKECHUS U MOJAXOISAIIN TPAHCIIOPTHUA CPEICTBA,
OCHTYpSIBAIIY IPABUITHOTO ChXpaHEHUE, Pa3IPOCTPAHCHUE U TPAHCIIOPTUPAHE Ha JICKAPCTBEHUTE MPOIYKTH,
B CHOTBETCTBUE C M3UCKBaHUATA Ha J[oOpaTa mucTpuOyTopcKa MpakTUKa;

2. xBaM(UIIUPAH TEPCOHAT U OTTOBOPEH MarucTbp-hapmaieBT ¢ HaW-MajKO JBE TOJAWHHU
TPYJOB CTaX MO CHEIHATHOCTTa, YUUTO 3aABJKEHHUS Ce ONpeeNsaT B HapeabaTa mo wi. 198.

Y. 198. (M3wm. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [IpuHIunmre u u3MCKBaHUATA
3a JloOpute AUCTPUOYTOPCKU MPAKTHKU HA JICKAPCTBEHH MPOIYKTH U HA aKTUBHU BEIIECTBA CE MPUEMAT C
Hapen0a Ha MUHHCTBPa Ha 3[[PaBEOIa3BaHETO U C PHKOBOJICTBA, MPHETH OT EBporeiickaTa KOMUCHS.

Yn. 199. (1) JIunata no un. 195, an. 2 nonasar B UAJL:

1. 3asiBIeHUE, KOETO ChABPKa HANMEHOBAHKE, CEAANUIIE U aJJpec Ha yNpaBJIeHHE Ha ThProBella;
aJpec U OMUCaHue Ha TIOMEIICHUSITa U ChOPBKEHUATA 3a ChbXpaHEHUE Ha JICKAPCTBEHUTE MPOYKTH;

2. (m3m. - JIB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) nmamHm 3a EnunaHS
UACHTU(HUKAIIMOHEH KOJ Ha THhProBella WM KoomeparusaTa OT ThProBCKUSI PErHCTHp, a 3a IPYKEeCTBaTa,
pEerucTpUpaHu B IbpKaBa - WieHKa Ha EBporelickust Chio3, WK B IbpXkKaBa - cTpaHa mo Cropa3yMeHHETo 3a
EBponeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyaJlHa PErucTpanus MO HALMOHAIHOTO
3aKOHOJIaTEJICTBO, U3/a/ICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA IbPyKaBa;

3. (mom. - JIB, 6p. 103 ot 2017 1., B cuna ot 01.01.2018 r.) mMe, CBUAETENCTBO 32 ChIUMOCT WIIH
aHAJIOTWYEH JIOKYMEHT Ha JIMIETO, aKO HE € OBIrapcKu rpakJaHWH, JUIUIOMA 3a BHCIIE O0Opa3oBaHHE U
JIOKYMEHT 3a TPYJIOB CTaX HAa OTTOBOPHUS MarucThbp-hapmaneBT 1o wi. 197, T. 2 u Konue oT TPYJAOBHUSI MY
JIOTOBOD;

4. (ot™. - [IB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.)

5. (ot™. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

6. TOKyMEHT, YIOCTOBEPSBAIIl IPABHOTO OCHOBAHUE 3a MOJI3BaHE HA MOMEIICHHUATA;

7. (m3m. - JIB, 6p. 98 ot 2010 1., B crma ot 01.01.2011 1., ot™. - JIB, 6p. 84 ot 2018 r., B cuna
or 12.10.2018 r.)

8. IOKYMEHT 3a IUIaTeHa Takca B pa3Mep, ornpezeieH B Tapudara mo wi. 21, a. 2.

(2) JIunata mo un. 195, an. 1 nonasar 3asBnenue B MAJI 3aeqHO che:

1. xomue OT pa3penieHueTo 3a ThProBUs Ha €O, U3/IaJICHO OT PEryJaTOPEH OpraH Ha IbpikaBa
YJICHKA,

2. M€ U aJipec Ha JIMIIETO 32 KOHTAKTH Ha TepuTopusiTa Ha PenmyOnuka boirapus;

3. agpec Ha MOMEIIEHUATA 32 ChbXPAaHEHHE Ha JICKAPCTBEHHUTE MPOIYKTH Ha TEPUTOPHATA Ha
TbPKABUTE UICHKH.
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(3) IIpu THproBUs Ha €ApPO C HAPKOTUYHH BEIIECTBA, KAKTO M C JICKAPCTBEHH (OpMH,
ChIIbPIKaIllM TaKHBa BEIIECTBA, Ce MpUiaraT U M3UCKBAaHUATA Ha 3aKOHA 332 KOHTPOJI BbPXY HAPKOTUUYHUTE
BELIECTBA U IPEKYPCOPUTE.

(4) (Or™m. - 1B, 6p. 17 01 2020 1.)

(5) (Homa - 1B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) M3nbaHuTenHaTa areHIus Mo
JIeKapCcTBaTa yCTAaHOBSIBA CITYKEOHO OOCTOSTENICTBATa OTHOCHO CHAMMOCTTA Ha JIMIIETO 1o ai. 1, T. 3, koraro
e OBIrapcKku rpaskJaHuH.

(6) (Hosa - IB, 6p. 67 ot 2020 1.) B neHst Ha mocThIIBaHe Ha 3asBIeHUETO 1Mo ai. | wm 2 UAJL
u3Mpaia no ciyxeOeH pel MCKaHe 0 YIpaBUTETHHUS ChbBEeT Ha bbiarapckus ¢apmaineBTHYeH CHIO3 3a
U3JlaBaHE Ha YJOCTOBEPEHHE 3a BMHCBaHEe B HallMOHANHUS ENEKTPOHEH PETUCTBhP Ha YICHOBETE Ha
bearapckus ¢apmaneBTHUeH ChIO3 - 3a MarucTbp-gapmaneBra no wi. 197, T. 2, KakTo U 3a IPEJOCTaBsSIHE
Ha WH(pOpMallMsg OTHOCHO HAJOXKEHH HaKa3aHUs IO pela Ha 3aKkoHa 3a ChCIOBHATa OpraHU3alus Ha
MarucTbp-(papmaneBTuTe U Ha 3aKOHA 32 3PABETO.

(7) (Hosa - JIB, 6p. 67 ot 2020 r.) YpaBUTETHUAT CHBET MPEAOCTaBs JOKYMEHTHUTE IO ajl. 6 B
CPOK 5 paOOTHH JHH OT MOCTHIIBAHE HA UCKAHETO.

Y. 200. M3npnauTenHaTa areHOus IO JIeKapcTBaTa OLEHSABA JOKYMEHTALMATAa W M3BBPIIBA
IPOBEpKa Ha MSCTO Ha OOEKTHUTE, OCOYEHHM B 3asBICHHETO, 32 YCTAaHOBSBAHE Ha CHOTBETCTBHETO UM C
n3ucKkBaHusTa 3a JloOpaTa nucTpubyTOpCcKa MpakTUKa.

Ui 201. (1) U3npnHuTENHATA areHIus 10 JIEKapcTBaTa YBEIOMSIBA IMCMEHO 3asBUTEISI, KOTaTo
YCTaHOBM HEI'BJIHOTH B IIPEJICTABEHATAa JOKYMEHTALUS.
(2) B ciydaute o an. 1 cpoxst mo wi. 202, an. 1 cnimpa aa teye.

Un. 202. (1) (U3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cpok mo 60 nHu ot
JaTaTa Ha IOJlaBaHE Ha 3asBieHHEeTo no wi. 199, an. 1 m3neianurennust nupextop Ha WMAJl m3nasa
paspelleHue 3a TbproBUs Ha €Ipo WK MPaBU MOTUBHUPAH OTKa3.

(2) Otka3pT Mo an. 1 moayiexu Ha oOXallBaHe MO pelna Ha AIMUHUCTPATUBHOIPOIIECYATHUS
KOJIEKC.

Un. 203. B cpok g0 15 mHu OT marara Ha MojaBaHE Ha JAOKyMEHTarusaTa mo 4i. 199, an. 2
M3MBIHUTETHUAT qupekTop Ha MAJl u3gaBa yaoCTOBEpEHHE 3a PETMCTpAlds 3a THPrOBUS Ha €ApO Ha
teputopusta Ha PeryOnmka bearapus Ha numero mo wi. 195, an. 1.

Un. 204. (1) Pa3pemienueTo 3a ThproBus Ha €APO € JCKAPCTBEHU MPOIYKTH € OE3CPOUHO.

(2) Pazpemennero mo wi. 202 wunu yaoctoBepeHuero mo uwi. 203 ce mpekparsBa, akKo
MPUTEXKATENIAT My TIOMCKA MUCMEHO TOBA OT U3IBIHUTEIHUS AupekTop Ha MAJL

(3) JIuuero no un. 195 e anbxuo na yBegomu nucmeHo MAJL B 7-1HEBEH CPOK OT MpeKpaTsBaHe
Ha JeWHOCTTa CH IO THPrOBUS Ha €IpO C JIEKApCTBEHM MPOAYKTU. B Te3u ciydaun H3MBIHUTETHUST
mupexktop Ha MAJl mpekparsBa H3JaJeHUTE pa3peIIeHUs/yJJOCTOBEPEHUs 3a TBHProOBHS Ha €IpO C
JIEKapCTBEHU MIPOAYKTH.

Un. 205. (1) U3nenanutenHaTta areHUus IO JIeKapcTBaTa BOAM PErHCThD Ha U3JaJCHUTE
pa3peleHus 3a ThProBHsl Ha €APO C JIEKaPCTBEHH MPOXYKTH 1m0 wi. 202, ai. 1, KOMTo Chabpika:

1. HomMep U 1aTa Ha pa3pelICHUETO;

2. HAMMEHOBAHUE, CEJAIUILE U aJ[PeC Ha YIPaBICHHE Ha JINIETO, HOITY4MIIO Pa3peIICHUETO;
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3. agpec Ha MOMEIIEHUATA 32 ChbXPAHEHUE Ha JIEKAPCTBEHUTE MPOIYKTH;

4. MaHHWTE 32 OTTOBOPHUS MarucThp-papmarent mo 4wi. 197, 1. 2;

5. CHOUCBK Ha JeKapcTBaTa, CBHIAbPXKAIIM HAPKOTHYHU BEIIECTBa, paguodapMaIeBTHUIH,
MMYHOJIOTHYHH JIEKAPCTBEHH MPOAYKTH M JIEKAPCTBEHH MPOAYKTH, IMOJTYyYE€HH OT YOBEINIKA IIa3Ma U
YOBEIIIKA KPBB;

6. 1aTa Ha 3aJMYaBaHE Ha Pa3pelICeHUETO OT PETUCThpPa U OCHOBAHHE 32 TOBA;

7. 3a0eNex KU Mo BIHUCAHUTE OOCTOSATENICTBA.

(2) U3nbyiHMTENIHATA areHUUs 1O JieKapcTBaTa BOAM PETUCTHP HA U3AAJICHUTE YJIOCTOBEPEHHS
1o wi. 203 3a THProBus Ha €JIPO C JICKAPCTBEHU MPOAYKTH, KOUTO ChIbpXKa:

1. HOMep U J1aTa Ha yI0CTOBEPEHUETO;

2. HOMEp Ha pa3pelICeHUETO 32 ThPTOBUS HA €JIPO C JIEKAPCTBEHU MPOAYKTH U OpTraHa, KOWTO TO €
U3JIam;

. HAUMEHOBaHME, CEJIATUIIE U aJI[peC Ha YIIPaBJICHUE HA JIMIIETO, OJYYHIIO YIOCTOBEPEHHUETO;
. JAHHY 3a JUIeTo 1Mo 4i. 199, am. 2, 1. 2;
. JlaTa Ha 3aJM4aBaHe Ha YJIOCTOBEPEHHUETO OT PETUCThpPa U OCHOBAHUE 32 TOBA;

AN N AW

. 3a0€JIe)KKH 10 BIIUCAHUTE OOCTOSTEIICTBA.

(3) Januu ot peructpute ce myonuKyBaT Ha cTpanuiara Ha MIAJI B uHTepHeT.

(4) (Homa - 1B, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) M3nbaHuTEIHATA areHIIMS 110
JieKapcTBaTa BhBEXAa B 0azaTta JaHHH 1o Wi. 147 nHopManus 3a U3AaICHATE pa3pelIeHus 3a ThProBUs Ha
€IpO C JICKAPCTBEHU MTPOIYKTH.

(5) (Homa - /IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) IIpu noucksane ot EBponeiickara
KOMUCHS WIH OT AbpkaBa wienka MAJI mpenoctass nHGopmaIus 3a u3aJeHo pa3pelieHue 3a ThproBus Ha
e/IpO C JICKApPCTBEHH MTPOYKTH.

Un. 206. (1) IIpu mpomsiHa Ha OOCTOATENCTBATa, CBBbP3aHU C H3AAJICHOTO pa3pelleHHE 3a
THProBUs HA €JIpO, MPUTEKATEISAT My ojaBa 3assieHue 10 MAJI o pena Ha wi. 199, kbM KoeTo mpuiiara
CBbp3aHaTa ¢ MpoMsiHaTa JIOKYMEHTaLUS.

(2) PaspemenueTo 3a mpomsiHa Ce W37aBa NpH ycioBHATa U 1o pena Ha wi. 200 - 202. Tlpu
MPOMsIHA Ha MMOMEUIEHUATA 3a ChXPAaHEHUE Ce Ipuiiara CpoKbT 1o ui. 202, a B OCTaHAIUTE CIy4au CPOKBT €
14 nHuA.

Uin. 207. (1) [Iputexarenar Ha pa3peuieHue 3a ThbProBUs HA €pO, KOMTO U3BbpIIBA ACHHOCTTA
cu Ha TeputopusaTa Ha Penybnuka bwirapus, € nbkeH na:

1. ocurypsiBa JOCTBII 10 BCSIKO BpeMe Ha KOHTPOJIHUTE OPraHH JI0 OMEIICHHUATA 3a ChbXpaHEHUE
Ha JIEKapCTBEHUTE TIPOITYKTH;

2. ThpryBa caMo C pa3pellieHu Mo pelia Ha TO3U 3aKOH JIEKapCTBEHU MPOIYKTH;

3. TBpryBa C JEKapCTBEHH MPOIYKTH, YAUTO OMAKOBKHA W JIUCTOBKH Ca B CHOTBETCTBUE C
M3JIaJICHOTO pa3pelicHue 3a yrnorpeda, Mpy yCIOBHUITA U TI0 pelia Ha TO3M 3aKOH M CPOKBT MM Ha TOJTHOCT HE
€ U3TEKBI,

4. ce cHaOAsIBa C JIEKAPCTBEHU MPOAYKTH CAMO OT MPOU3BOIUTEIH, BHOCUTENN I THPTOBIM HA
€/IpO C JICKapCTBEHH MPOAYKTH, MOJYUYMIIN pa3pelieHre 3a U3BBPIIBAHE Ha Ta3u JEHHOCT MO pesa Ha TO3M
3aKOH;

4a. (moma - JIB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r., usm. - JIB, 6p. 67 ot 2020 r.)
MPOBEPsABA Jalld TOJTYYCHUTE JIEKAPCTBEHU MPOIYKTH OT JuIara mo T. 4 He ca (ammupuiupanu, KaTo
NPOBEpPsIBa aBTEHTHYHOCTTA HA JIEKAPCTBEHUTE MPOAYKTH, ompeneicHu B Jlenerupan pernament (EC)
2016/161, upe3 mokazatenute 3a O6e3omacHocT mo ui. 168, an. 8§ B ciaywaute, omnpenenenu B [lenerupan
pernament (EC) 2016/161;
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46. (noBa - 1B, 6p. 67 ot 2020 r.) mpoBepsiBa MOKa3aTEIUTE 3a OE30MACHOCT U Je3aKTUBHpPA
MHAUBUAYATHUS HICHTU(UKALMOHEH OeJier Ha JIeKapCTBeH MPOAYKT, Mpeau Ja JOCTaBU TO3U JIEKapCTBEH
MPOJYKT B CIyyauTe, OMpeiesieHd B Hapeaoara mo wi. 198;

5. cHaOasBa C JICKAPCTBEHU MPOIYKTU NIPYTH MPUTEKATEIM HA Pa3pelICHHUE 3a THProBUS HA
€1po, anTeK! U IPOTepUU, OTKPUTH 10 pelia Ha TO3U 3aKOH;

Sa. (noBa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., uzm. - JIB, 6p. 84 ot 2018 r., B cuna
ot 12.10.2018 r.) cHaOasBa ¢ JIEKaPCTBEHU MPOIYKTH 32 33JJ0BOJIIBAaHE HA COOCTBEHUTE UM HYXKJIH:

a) JIeueOHU 3aBC/ICHHS;

0) BUCIIM y4YMJIMIIA, KOUTO OCBIIECTBABAT JieueOHA JCHHOCT CHIIIaCHO 4. 2a OT 3aKoHa 3a
ne4eOHUTE 3aBEACHHUS,

B) MHCTUTYyIMUTE 1O Wi. 26, an. 1, 7. 1 u 3 or 3akoHa 3a 3/1paBeTO 3a CH3AAJCHUTE B TAX
3/IpaBHU KaOMHETH;

I') KOpaOOIpHUTEXKATENH 3a LEIUTE Ha OCUTypsSBaHE Ha JICKApPCTBEHH NMPOIYKTH Ha Oopja Ha
KopabuTte cbriacHo Kozmekca Ha THproBCKOTO KopaOoriaBaHe;

6. cHa0jasiBa C JIEKapCTBEHU MPOMYKTH JICKApH M JIEKapu MO JCHTalHA MEAWIIMHA, KOraTo B
HACeJIEHOTO MSCTO HsIMa amnTeKa, NMpH YCIOBUS M 1O pel, OMNpelejieHW B Hapembda Ha MHHHCTBbpPa Ha
3/1paBEOIa3BaHETO;

6a. (moBa - /IB, 6p. 102 ot 2012 r., B cuiia ot 02.01.2013 r., nom. - /IB, 6p. 84 ot 2018 r., B cuina
or 12.10.2018 r.) BucBa B JIOKYMEHTHUTE 3a JIOCTAaBKa MapTHIHHUS HOMEp Ha JOCTABEHUTE JICKAPCTBEHHU
MPOJIYKTH, KAKTO U aJIpeca Ha JI0CTaBKa Ha JIEKapCTBEHUTE MPOIYKTH;

60. (moBa - JIB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) uma miaH 3a JeHCTBHE B
W3BBHPEIHU CUTYAIlMH, KOUTO ChIbpKa e(heKTUBHH MEPKH 32 U3TETIISHE Ha JICKAPCTBEH MPOIYKT OT ma3apa
1o pasnopexaane Ha MAJI win no mHUIMaTUBA Ha MMPOU3BOAUTEIS WU MIPUTEXKATENS HA PAa3pEICHUETO 3a
ynotpe0a Ha ChOTBETHHSI IEKAPCTBEH MPOIYKT;

6B. (HoBa - JIB, Op. 18 ot 2014 r.) ocurypsiBa CHaOASBaHETO HA JOCTATHUHU KOJIUYECCTBA
JIEKapCTBEHH MPOAYKTH 3a 3aJ0BOJISIBAHE Ha 3[paBHUTE IMOTPEOHOCTHM Ha HacelieHMeTo Ha PemyOiuka
bbarapus;

7. (m3m. - JIB, 6p. 102 ot 2012 1., B cmma ot 02.01.2013 r.) chxpaHsiBa JaHHH 32 BCSIKA CHIEIKA C
MOJTy4eHH, TOCTABEHU WM PeaH3UPaHU Ype3 MOCPEIHUYECTBO JIEKAPCTBEHU MPOIYKTH 1Moja ¢opMaTta Ha
(dakTypH 3a MOKYMKO-ITPOoJak0a W B €ICKTPOHECH BHJI, I TIOJT HIKaKBa JIpyra ¢opma, KaKTo CJIe/IBa:

a) JlaTa Ha MOJIy4YaBaHe U MPeOCTaBIHE;

0) HauMEHOBaHME Ha JIEKApPCTBEHUS IPOAYKT;

B) MIOJY4Y€HO, JOCTABEHO WJIM PEaM3UPaHO Ype3 MOCPETHUIECTBO KOIUYECTBO;

) UME€ U aJIpec Ha JUIETO, OT KOETO € MOJYyYEeH WM Ha KOETO € JOCTAaBEeH JICKAPCTBEHUST
MIPOIYKT;

1) TapTUJEH HOMEp M HOMep Ha cepTu(uUKaTa 3a 0CBOOOXK/IaBaHE Ha MapTUaaTa, U3JaJCH OT
KBATU(UIIMPAHOTO JiKIe 110 Wwi. 148, T. 2, ChOTBETHO OT KBaIU(UUIUPAHOTO JHIle 1Mo ui. 161, an. 2, 1. 1, u
HOMEp Ha cepTu(duKaTa 3a 0CBOOOXKIaBaHe Ha mapTuaara, u3naaeH ot MAJI - B cinyyante mo wi. 69 u 70;

8. (mom. - /IB, Op. 67 ot 2020 r.) chbXpaHsABa JOKYMEHTAIHs 32 MOKYIKUTE W/WIK TPOJaXOuTe
HAa BCHYKHM JICKAPCTBEHH MPOAYKTH, BKIIIOUHUTENIHO M (PAKTypUTe 3a MOKYNKO-MpoJax0a, B KOWUTO ce
MOCOYBAT MEXKIYHAPOAHOTO HEMATEHTHO HAaMMEHOBAaHME, ThPrOBCKOTO HAUMEHOBAHHE HA JIEKAPCTBEHUS
MPOJIYKT, JI€KapcTBeHaTa (hopma, KOJIMYECTBO HAa aKTUBHOTO BEIIECTBO M OMAKOBKA;

9. cna3Ba m3uckBaHusATa Ha [loOpara qucTpubyTopcka MpakTUKa, ONpeesieHu B Hapeadara o
1. 198;

10. (soBa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mogapprka cucTemMa 3a KauecTBo,
onpeensa OTTOBOPHOCTUTE, MPOIIECUTE U MEPKUTE 3a YIPABJICHHE HA PUCKA, CBbP3aHU C IEHHOCTTA MY,

11. (moBa - JIB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) undpopmupa HezadasHo MAJI u
MIPUTEXKATENS HA Pa3pelIeHHETo 3a YynoTpeda, KoraTo € YCTaHOBHII WIM UMa CbMHEHHE, Y€ JICKAPCTBEHUST
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MPOYKT, KOWTO € TOMy4YrJI T MYy Ce mpeiara, € panmuduinupan;

12. (voBa - /IB, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 r.) mpoBepsiBa 1aau ThProBeIbT Ha
€Ipo, OT KOTOTO € MOJYYHJI JISKapCTBEHHs MPOAYKT, Cla3Ba NMPHUHLMIUTE M pbKoBojAcTBaTa 3a J{oOpu
JUCTPUOYTOPCKH MPAKTUKHU 10 Wi. 198, KaKTO U Jaiu mpUTeKaBa pa3pelieHne 3a THProBus Ha €Ipo;

13. (voBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa Jajid MPOU3BOAUTEISAT
WIA BHOCHUTEJST, OT KOTOTO € TIOJIy4WJI JIEKAapCTBEHUS TMPOAYKT, NpPUTEKaBa paspelieHne 3a
IIPOM3BOJICTBO/BHOC;

14. (noBa - 1B, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa Aadu MOCPEIHHUKBT,
4pe3 KOroTo € MOJIYYHJI JIEKAPCTBEHUS MPOJYKT, OTTOBaps Ha U3UCKBAHUATA HA Ta3M IJ1aBa;

15. (noBa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) npenocrass vHa UAJI exeqHeBHO
ype3 cuctemata o ui. 2176, an. 1 uadopmanms 3a:

a) I0CTaBeHUTE Ha (U3NYECKUTE U IOPUANYECKHUTE JIUIA 10 T. 5, 5a U 6 KoJIMYecTBa, IOCOYEHU
10 JIEKApCTBEHU NPOIYKTH, BKIIOYCHU B [[03UTUBHUS JIEKApCTBEH CITUCHK;

0) pusnueckuTe W IOPUIUIECKUTE JIUIIA 10 T. 5, 5a ¥ 6, HA KOUTO Ca JIOCTAaBEHHU KOJUYEeCTBaTa
JIeKapCTBEHM MPOAYKTH 110 OykBa "a'";

B) HAJTMYHUTE B CKJIQJOBETE UM KOJIMYECTBA, TIOCOYCHH TT0 JICKAPCTBEHH MPOIYKTH, BKIIOUCHHU B
[To3uTHBHUS JIEKaPCTBEH CIUCHK;

') KOJIMYEeCTBATa, TOCOUCHH IO JICKAPCTBEHH MPOAYKTH, BKIIOUEHH B [103UTHBHUS JIeKapCTBEH
CIHMCBHK, 32 KOUTO C€ IUIaHMpA M3BBPLIBAHE HAa M3HOC, U JbP)KaBUTE, B KOUTO C€ MJIaHHWpa U3BbpILIBAaHE HA
U3HOCA;

1) KOJIMYecTBaTa, IOCOYEHH IO JIEKAPCTBEHU MPOIYKTH, BKIOUEeHU B [103UTHBHUS JIeKapCTBEH
CIHCHK, HA KOMTO € U3BBPIICH U3HOC, U IbpXKaBaTta, B KOSATO € U3BBPIIECH U3HOCHT.

(2) HokymenTanusta no an. 1, 7. 7 u 8 ce chbxpaHsiBa 3a CpPOK Hail-Majko 5 TOJAMHU U C€
IPEOCTaBs MPH MOMCKBaHE HAa KOHTPOJIHUTE OPTraHu.

Y. 208. (Hdom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - /1B, 6p. 102 oT 2012 1.,
B cuna ot 02.01.2013 r., usm. - JIB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) Paznopenbute Ha un. 207,
an. 1, 7. 2-15man. 2 uun. 209a ce npuiiarat 1 3a ThbProBIUTE HA €1po 1o Wi. 203, KaKTO U 32 BHOCUTEIIUTE
Y TIPOU3BOAUTENUTE, KOUTO THPTyBAT C MPOU3BEICHUTE OT TAX JEKAPCTBEHU MPOIYKTH.

Y. 209. 3a Tproeust Ha €IpoO C JEKAPCTBEHU MPOAYKTH, ChAbpKAIIM HAPKOTUYHH BELIECTBA
WX TIOJTy4€HH OT KPbB, C UMYHOJIOTHYHU MPOAYKTH U € paanodapManeBTUIM ce IpuiIaraT i ClieluaIHUTE
M3UCKBAHMS Ha IPYTH 3aKOHHU.

Y. 209a. (Hos - JIB, 6p. 71 ot 2008 1., B cria ot 12.08.2008 1.) (1) Teproeuure Ha eapo c
JIEKapCTBEHM MPOAYKTH MOTAT J1a CHaOAABaT C JIEKApCTBEHHU MPOAYKTH:

1. Apyru THProBUM Ha €APO C JIEKAPCTBEHU NPOAYKTH;

2. anTeKU U IpOrepuH;

3. MuHHCTEpCTBOTO Ha 0TOpaHaTa 1 MUHHUCTEPCTBOTO Ha BHTPEUIHUTE PabOTH 3a COOCTBEHU
HYXXIM, C HU3KIIOYEHHE Ha BEJAOMCTBEHUTE MM JIe4eOHM 3aBeleHHs, KakTo M JIbpkaBHaTa areHuus
"JIbpKaBEH pe3epB U BOCHHOBPEMEHHH 3amacu';

4. MUHUCTEPCTBOTO Ha 3/JpaBEOIA3BAHETO ChC:

a) BAaKCHHHU, TOKCHHHU U CEpyMHU, HEOOXOIMMH 3a U3I'bJIHEHUETO Ha VIMyHH3allMOHHUS KaleHaap
Ha PerryOnmka bearapus, KakTo U pu U3BBHPEIHHU CTUACMUYHNA CUTYAIUH;

0) JexapCTBEHM MPOAYKTH, IPEJAHA3HAYEHH 32 JIeUCHHE Ha 3a00IsIBaHUs, KOMTO C€ 3alJamaT 1o
pena Ha 3aKoHa 3a 3/IpaBeTO, KAaKTO M 32 OCUTYpsIBaHE M3ITbJIHEHUETO HA HAI[MOHAIHU NIPOTpaMu B cdepaTa
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Ha 3]]paBeOIa3BaHETO.

5. (moBa - JIB, 6p. 60 or 2012 r.,, B cuma or 07.08.2012 r.) neyeOHM 3aBeneHHS 3a
M3BBHOOJIHUYHA TTOMOII, CKJIIOYMIN JToroBop ¢ HammoHanHaTa 3paBHOOCUTYpUTENTHA Kaca, C JIEKapCTBEHH
MPOJYKTH, HEOOXOAMMHM 3a HM3IBbJIHEHUE Ha 3ApaBHUTE JeiHocTH mo wi. 82, am. 2, T. 3 or 3akoHa 3a
37IpaBETO.

(2) JlexapuTe u nexkapure MO JAECHTAJIHA MEIUIMHA B HACEJICHUTE MECTa, KbJAETO HsMa amnTeka,
Morar Jia ce CHabJsABaT ¢ JeKapCTBEHH MPOAYKTH OT ThPrOBLMTE Ha €Ipo IO pela Ha Hapeaodara no ui. 207,
aim. 1, 1. 6.

UYn. 2096. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1.) (1) [Ipu TproBus Ha eapo ¢
JIEKapCTBEHH MPOAYKTH B TPETH JAbPKABU HE ce Mpuiarat u3uckpanusata Ha wi. 207, an. 1, T. 2, 5 u 6, KakToO
U U3MCKBaHUATA Ha rjiaBa gesera "a'.

(2) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro sekapcTBeH MPOIYKT C€ MOJIydaBa JUPEKTHO OT TpeTa
IbpKaBa, HO HE € BHECEH Ha TepuTopusiTa Ha PenyOnuka bbirapus, He ce mpuiarat M3MCKBaHMATA HA YIl.
207, an. 1, 1. 4, 4a u 40.

(3) (Homa - /IB, 6p. 18 ot 2014 r.) B cnyuaute 1o ayi. 1 ThproBIuTe Ha €APO YAOCTOBEPSBAT ChC
CHOTBETHUTE JTOKYMEHTH, Y€ JICKAPCTBEHUTE MPOAYKTHU Ca MOIyUYEeHHU OT JIUIA, KOUTO UMAT pa3pelieHHe Wiu
MpaBo Ja JOCTaBSAT JIEKAPCTBEHU MPOAYKTH B ChOTBETCTBUE C MPUJIOKUMOTO HAIIMOHAIHO 3aKOHOIATEJICTBO
Ha TpeTaTa IbpKaBa.

(4) (Hosa - /IB, 6p. 18 ot 2014 r.) Koraro ThbproBebT Ha €Ipo 10CTaBs JIEKAPCTBEHU MPOITYKTH
Ha JIMIA B TPETH IBbP’KaBU, TOH YIOCTOBEpSBA ChC CHOTBETHHUTE AOKYMEHTH, Y€ JOCTABKHUTE Ca camo 3a
TUIa, KOUTO MMAT pa3pelieHue WM MpaBO Ja MOoJydyaBaT JIEKAPCTBEHH MPOAYKTH, MpPETHA3HAYCHHU 3a
TBPTOBHSI Ha €pO WIM 3a JOCTaBKa Ha HACEJICHHETO B CHOTBETCTBHE C MPUIIOKUMOTO HAIIMOHAIHO
3aKOHOJATEJICTBO Ha TpeTaTa IbpKaBa.

(5) (Ilpequmrna ain. 3 - /1B, 6p. 18 ot 2014 r.) Thproeemn Ha eapo, KOUTO TOCTaBS JEKAPCTBEHH
MPOJYKTH JI0 JUIA OT TPETH IbP’KAaBU, KOUTO UMAT MPABO MO CHOTBETHOTO HAIMOHAIHO 3aKOHOAATEJICTBO
J1a TOCTaBSIT JIEKAPCTBEHH MPOIYKTH HA MOTPEOUTENUTE, N3/1aBa JOKYMEHT, KOWTO YJOCTOBEPSBA:

. JlaTa Ha IPEIOCTaBSIHE;

. HaUMEeHOBaHKe U (hopMa Ha JIEKAPCTBEHUS MPOAYKT;

. IOCTaBEHO KOJIMYECTBO;

. M€ | aJipec Ha JIMIIETO, Ha KOETO € JI0CTaBEeH JIEKapCTBEHUSAT MPOIYKT;

[0, T SO 'S T NS T

. IAPTUEH HOMED.

Yn. 210. (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) (1) IlpuTtexarensat Ha
paspeleHneTo 3a yrnorpeda W/wiM JULETO Mo Wwi. 26, an. 2 MoXe J1a MPeAoCTaBs MOCTPH OT Pa3pelIeHH 3a
ynoTpeba JIeKapCTBeHU MPOYyKTH Ha:

1. nexapu u jiekapu 1O JEHTAJIHA MEIULIMHA;

2. BUCHIN MEIUIIMHCKY YUMIIHUILA U METUIIUHCKU KOJIEHKHU.

(2) B cayuute no an. 1 BppXy OnakoBKaTa Ha JEKAapCTBEHWUTE MPOAYKTU CE MOCTaBsI HAIIIMC
"mMocTtpa".

(3) Ha siunara mo an. 1, T. 1 Moxe aa ce TOCTaBAT HE MOBEYe OT JBa Oposi MOCTPU OT €/1HA U
Chllla JIEKapCTBEHAa (opMa Ha JEKapCTBEHMs MPOAYKT Ipe3 eJHa KaJeHJapHa TOAMHA B Hal-Malkara
CHILIECTBYBAIlla OMAKOBKAa HA MPOU3BOAMTEN, & Ha BUCIIUTE MEIWIMHCKU YUWJIHMINA U HAa MEIULUHCKUTE
KOJIEKH - CaMO B KOJIMYECTBA, HEOOXOUMH 3a LIEJTUTE Ha 00YUEHUETO.

(4) IIpuTexkatenar Ha pa3penieHUETO 3a YIoTpeda W/WiIK JTUIETO MO WI. 26, aj. 2 BOJAT OTUET 3a
BCUYKHU JIMIA, HA KOUTO ca JOCTaBAJIM MOCTPH, 3a BUZA, KOJIWYECTBOTO U BPEMETO Ha JOCTAaBKUTE W IPU
MOMCKBaHE MPEOCTaBAT TE3U JaHHU HAa KOHTPOJIHUTE OpraHu.
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Ui 211. (1) Teproeuute Ha enpo TpsOBa J1a MPUTEKABAT CUCTEMa 3a OJIOKMPAHE U U3TETIISTHE Ha
JIEKapCTBEHUTE TPOAYKTH, TMOKa3ad HECHhOTBETCTBHE C HM3UCKBAHMUATA 32 KA4YE€CTBO, OE30MACHOCT H
e(hUKacHOCT.

(2) IlputexaTensaT Ha pa3pellieHHe 3a THProBHUS Ha €ApO € ATBKEH Ja OIOKMpa M J1a U3TETNH
JIEKapCTBCHUTE TPOAYKTH, TOKA3aJd HECHOTBETCTBHE C HM3UCKBAHMATA 33 KA4YE€CTBO, OE30MACHOCT H
e(UKacCHOCT I10 pelia, omnpeescH B Hapeaoarta mo ui. 274, an. 1.

Un. 212. (1) Uzneaautennust aupektop Ha WAJl yBemomsBa EBporeiickata KOMHUCHA,
peryjJaTOpHUTE OpPraHd Ha JAPYTUTE IbpKaBU WieHKH W EBpomneiickara areHuus Mo JeKapcTBara 3a
W3/IaJICHUTE Pa3pelIeHus 3a ThProBUS HAa €IpO0, 32 BPEMEHHO CIPEHUTE WJIM OTHETUTE Pa3pelIeHUs U 3a
MIPUYUHUTE 32 TOBA.

(2) (U3m. - IB, 6p. 102 ot 2012 1., B crmma ot 02.01.2013 1.) Koraro u3nbJIHUTETHAAT JTUPEKTOP
Ha MAJI ycranoBwm, ue junero no 4i. 195, an. 1 He u3mbiaHsABa 3aabkeHudra no wi. 207, an. 1, 1. 2 - 14,
TOM yBEJIOMSIBA PETYJIIATOPHUS OpPraH Ha JbprKaBaTa 4ieHKa, u3jajia pa3pelieHueTo 3a ThProBUs Ha €1po, U
EBponeiickara komucus.

(3) Korato perynaTopHHST opraH MO aj. 2 BPEMEHHO CIpe WJIM OTHEME pa3pelIeHHeTO 3a
THPTOBUsI Ha €po Ha Juieto mo wi. 195, an. 1, Toi yBemomsiBa m3nbJHUTENHUA nupektop Ha MAJL u
EBporneiickara komucus.

Yn. 212a. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) (U3m. - [IB, Op. 18 ot
2014 r.) IlocpeanuyectBO B 00JacTTa Ha JICKAPCTBEHUTE MPOAYKTH MOTaT Ja M3BBPLIBAT (PU3MUECKU U
IOPUAMYECKU JIMIA, PETUCTPUPAHU KaTO THPrOBCKM IMOCPEAHMIIM IO CMHUCHIA Ha THProBCKHsI 3aKOH Ha
Peny6nuka brarapus, KOuTo ca perucTpUpaHu 3a U3BBPUIBAHETO Ha Ta3u aeiHocT oT MAJL.

(2) Jlunara mo an. 1, KOMUTO HMCKAT Ja C€ PETUCTPUPAT KaTo Mocpeanuiu, nmoaasatr B MAJI
yBeIOMJIeHHE 110 00pasell, yTBbPJACH OT U3NMbJIHUTENHUS Jupektop Ha MAJL, koeto chabpka:

1. ume, cenanuie u agpec Ha yIpaBJICHUE;

2. JaHHU 3a KOHTAKT.

(3) KpM yBemomiieHHeTO 1O ai. 2 ce mpuiiarar:

1. maHHY 32 eMHHUS UICHTH(PHUKAIMOHEH KO,

2. JOKYMEHT 3a IJIaTeHa TaKkca B pa3Mep, onpeiesieH B Tapudara no ui. 21, an. 2.

(4) WzmbpaHuTenHaTa areHIUs MO JIEKapcTBaTa BIIMCBAa B IMyOJIMYEH PETUCTBp JHIATa,
OCBILECTBSABAILU TOCPEJHUYECTBO B 00JIACTTA HA JIEKAPCTBEHU IPOILYKTH.

(5) Jlnmara mo an. 1 MoraT sna OCBIIECTBSBAT MOCPEAHUYECTBO B O0JIACTTA Ha JIEKAPCTBEHU
MIPOYKTH CJe MOJaBaHe Ha yBEAOMIIEHHETO 1o ail. 2 B MAJL.

(6) JIunara no an. 1 ysenomsasatr MAJI B 7-1HeBEH CpOK OT HACTBIIBAaHE HA MMPOMSHA B HAKOE OT
o0CTOsITeNICTBAaTA IO all. 2.

Ui 2126. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1) (1) JIunata mo un. 212a, an. 1
ca JUIbXKHU:

1. ma ochIIEeCTBABAT ASHHOCTTA CH CaMO C pa3pelleHH 3a ynoTpeda JeKapCTBeHU MPOIYKTH;

2. la UMaT TUIaH 3a JCHCTBUE B M3BBHPEIHU CUTYyaIlMH, KOUTO ChIbpKa €(PEKTUBHU MEPKHU 3a
U3TETJIIHE Ha JIEKApCTBEH MPOAYKT OT Maszapa mo pasnopexgaHe Ha WAJl unum mo uHUIMAaTHBa Ha
MIPOU3BOIUTEIIS WIIH MIPUTEIKATENS Ha Pa3pelIeHUETO 3a yIoTpeda Ha ChOTBETHHS JICKAPCTBEH MTPOIYKT;

3. ma chXpaHsBAT JIaHHU, BKJIFOYBAIIM ClIeIHATa WH(OPMAIUS 32 BCSIKA CIEIKA C PeaIu3UPAHH
Ype3 NOCPETHUYECTBO JIEKAPCTBEHU MPOIYKTH:
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a) J1aTa Ha CJeNKaTa;

0) HaMMEHOBaHUE Ha JICKAPCTBEHUS TIPOIYKT;

B) peaIM3UPaHOTO Upe3 MOCPEIHNYECTBO KOIUYECTBO;

') UM€ U aJIpec Ha JIUIAaTa, MOJYYMIH U IOCTAaBUIIH JICKAPCTBEHUS TIPOIYKT;

1) MapTHIEH HOMED;

4. na cnasBaT u3UCKBaHHUATa Ha JloOpaTta mucTpuOyTOpCcKa MpakTHKa, MpHeTa ¢ HapeadaTa 1o
1. 198;

5. Aa mojIbpIKaT cucTeMa 3a KaueCcTBO, ONpPEIesiia OTTOBOPHOCTUTE, IPOIIECUTE K MEPKUTE 3a
yIpaBlieHUE Ha PUCKA, CBBP3AaHU C IEHHOCTTA MY;

6. He3abaBHO na uHGopmupar MAJl u mpurexarens Ha pa3pelieHHeTo 3a yrnorpeda, Korato e
YCTaHOBWJI WJIM MMa CHMHEHHE, Y€ JIEKapCTBEHHUST MPOAYKT - MpeIMeT Ha MOCPEIHHYECTBOTO, €
bammmdumpa;

7. na mpoBepsBaT Jald THProOBEUBT IPHUTEkKaBa pa3pelicHHe 3a THPrOBUS Ha €Ipo C
JIEKapCTBEHH MPOTYKTH;

8. 1a mpoBepsBaT Jald MPOU3BOAUTENAT WIM BHOCUTENST NPUTEKaBa pa3pelieHue 3a
MIPOM3BOJICTBO/BHOC;

9. ma chxXpaHSBaT JaHHUTE MO T. 3 3a CPOK HaW-MaNKO 5 TOJWHU M Ja T MPEJOCTaBAT MpPH
MOWCKBAaHE Ha KOHTPOJIHHUTE OPTaHHU.

(2) UBuckBaHusATa KbM JEHHOCTUTE MO TOCPEIHUYECTBO B OOJACTTa Ha JIEKAPCTBEHUTE
MPOAYKTH C€ OIpeNeIsAT ¢ Hapeadata o wi. 198 u B ppkoBocTBa Ha EBpomneiickaTta KOMUCHS.

I'naBa neBera "a'".
IMAPAJIEJIEH BHOC HA JIEKAPCTBEHU ITPOAYKTHU (ITPEAUIIEH PA3JAEJI 11 - B,
BP.71 OT 2008 I'., B CHJIA OT 12.08.2008 I'.)

Un 213. (U3m. - JIB, 6p. 71 or 2008 r., B cunma or 12.08.2008 r.) Ilapanenen BHOC Ha
JIEKapCTBeHH NPOAYKTH Ha Teputopusara Ha PemyOmuka bbiarapus mMoxke aa u3BbpiiBa (U3NYECKO WIH
FOPUAUYECKO JIULIE, PETUCTPUPAHO 1O T'BPrOBCKUS 3aKOH, IO 3aKOHOAATEICTBOTO HA AbPKABA YJICHKA, CIE]
MOJIy4YaBaHE HA pa3pelieHue 3a mapajesieH BHOC, U31aICHO OT M3IbJIHUTEIHUS nupekTop Ha MAJL.

Ui 214. (1) JlekapcTBeH MpOIYKT, pa3pelieH 3a yrnoTpeda B Ipyra Ibp)kaBa WiCHKa, MOXKE J1a
ce BHacs MapajieJIJHO Ha Tepuropusita Ha PemnyOnuka bbiarapus, xoraTto € eJHaKbB MM NOJO0EH Ha
JIeKapCTBEH MPOAYKT, pa3pelleH 3a ynotpeda B PenyOinka bbirapus no peaa Ha TO3H 3aKOH.

(2) (U3m. - [IB, 6p. 71 ot 2008 1., B crita ot 12.08.2008 1., u3m. - JIB, 6p. 12 ot 2011 1., B cuna
ot 08.02.2011 r.) Ilo cmuchna Ha an. | egHaKbB MM MOJOOEH JIEKAPCTBEH MPOIYKT € TO3M, KOWTO MMa
€/IHaKbB Ka4€CTBEH U KOJMYECTBEH CHCTAB IO OTHOLIEHHE HAa aKTMBHOTO BEILECTBO/aKTUBHUTE BEIECTBA,
IpeJulara ce B €lHa U Chblla JiekapcTBeHa ¢opma, Ipejylara ce B €Ha U Chllla IIbPBUYHA ONAKOBKA, C
no00eH rpaduveH Au3aiiH Ha OTTaKOBKATa.

Yn. 215. (1) (U3m. u gom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a mony4yaBaHe Ha
paspeleHye 3a napajieiieH BHOC Ha JISKapCTBEH MPOJAYKT Ha TepUTOpHsITa Ha PerryOnmuka brirapus nuiero
mo wi. 213 monaBa 3asBiIeHHUE 10 U3NBIHUTETHUS AupekTop Ha MAJL, B KoeTo mocouBa IbpKkaBaTa 4iICHKA,
OT KOSITO II[e W3BBPINBA MApaJICICH BHOC HA JICKAPCTBEH MTPOIYKT.

(2) KbM 3asBi1€HHETO CE MpHIIarat CJAeJHUTE JaHHU U JIOKYMCHTH:

1. HauMeHOBaHHMe, JeKapCTBeHA (popMa, KOJTMYECTBO Ha aKTHBHOTO BEIIECTBO B J030Ba SIUHUIIA
Ha paspenieHus 3a ynorpeda B Permyonuka beiarapus iekapcTBeH MPOIYKT;
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2. HaMEHOBaHHUE, JIEKapcTBEeHa (pOopMa, KOJIMIECTBO Ha aKTUBHOTO BELIECTBO B J1030Ba €MHULA
Ha JIEKApCTBEHUS MPOAYKT, IPeTHA3HAUYECH 3a MapaJiejeH BHOC;

3. (mom. - B, Op. 12 or 2011 r., B cuma ot 08.02.2011 r.) mmMe Ha mpuTexarens Ha
pa3pelIeHrneTo 3a ynoTpeda u Ha MPOU3BOJUTEIS, aKO € JIUIE, PA3INYHO OT MPUTEKATEIS HA pa3pelICHHETO
3a ynotpe0a, Ha IEKapCTBEHUSI MPOIYKT, MPEAHA3HAUCH 3a MapajelieH BHOC,

4. HOMEp Ha pa3pelleHUETo 3a ynorpeda Ha JieKapCcTBEeHUsl NpoAyKT B PemyOinka bbarapus u
HOMEp Ha pa3pelieHHeTO 3a ymoTpeda Ha JIeKapCTBEHUS NPOAYKT B IbprKaBaTa 4YiICHKA, OT KOSTO ce
M3BBPIIBA MMapasiesieH BHOC;

5. nexJapalys 3a yCTaHOBsIBaHE Ha oOcTosATencTeara mo wi. 217, 1. 1;

6. KomHe OT JTUCTOBKA 3a MallMeHTa U MOCTpa OT JIEKAPCTBEHUS MPOAYKT BHB BUAA, B KOUTO ce
npojaBa B JbpKaBaTa WICHKA, OT KOSTO C€ M3BBPIIBA MapajelieH BHOC, IPEBOJA Ha CHABPKAHHETO Ha
JUCTOBKaTa Ha OBITapCcKu €3UK, MPUAPYKEH C JeKJIapalus, ye MPeBOIbT € B ChOTBETCTBUE C OPUTHMHANA HA
JMCTOBKATA,

7. mpelsioKEeHHe 3a JINCTOBKA 3a MallMeHTa Ha MapajieTHO BHACAHUSA JIEKAPCTBEH IMPOJIYKT,
OPHUIPYKEHO C JACKJIapanus, 4e ChIbPKAHMETO HA JIMCTOBKATa € HJACHTUYHO ChC CHABPKAHUETO Ha
JMCTOBKaTa Ha MPOAYKTa, pa3pemieH 3a ynorpeba B PemyOnmuka bwirapusi, ¢ M3KIIOYCHHE Ha CIICAHUTE
JTaHHH:

a) HANMEHOBAHME U aJ[pec Ha yNpaBJIeHUE Ha JINIETO, U3BBPIIBAIIO TapaJieieH BHOC;

0) HaMMEHOBAHHUETO HA MTPOU3BOIUTEINS, KOTAaTO € pa3jfueH 3a JABaTa MPOIyKTa;

B) MEPHO HA CTAOMITHOCT, KOTaTO € pa3IMueH 3a JBaTa MPOAYKTa;

T') MOMOII[HY BEIIECTBAa, KOTAaTO ca Pa3IMYHU B IBaTa MPOIYKTa;

8. B ciIyd4aii Ha IpeonaKkoBaHe:

a) (u3m. - 1B, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r., u3m. - [IB, 6p. 67 ot 2020 r.) maket
Ha JIEKapCTBEHUS MPOAYKT BbB BUJIa, B KOWTO III€ Ce MyCKa Ha ma3apa B brarapus;

0) Komue OT IOTOBOpa MEX.IY JIMLETO, M3BBPIIBAIIO Tapalie]ieH BHOC, U JINIATa, U3BBbPIIBAIIT
YacTUYHA MPOU3BOJICTBEHA ACHHOCT - OMIAKOBAaHE, ETUKETUPAHE;

B) ceptudukar 3a Jlobpa mpou3BOACTBEHA MPAKTHKA, KOTaTO MPOLECUTE HA MPEOINaKoBaHE Ce
M3BBPIIBAT U3BBH TepUTOpHATA HA PeryOuka brirapus;

I') KOraTo Ce M3BBPIIBA OT JUIETO Mo wi. 213 - Komue OT pa3peleHHeTo 3a MPOU3BOJCTBO,
M31aJICHO OT PETYJIaTOPHUS OpraH Ha JbpKaBaTa WieHKA, KbJETO CE€ U3BBPIIBA IPEONAKOBAHETO;

9. HOKyMeHT 3a MiIaTeHa Takca B pa3Mep, onpeseneH B Tapudara mo wi. 21, an. 2.

(3) (M3m. - B, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) Koraro mMexay JneKkapCTBEHHS
MPOJYKT 3a MapalielieH BHOC U MPOJIyKTa, pa3pelleH 3a ynorpeda Ha Tepuropusta Ha PemyOnuka bbirapus,
CBILIECTBYBAT PAa3lIUKH (B ChCTaBa HA TOMOIIHHUTE BEIIECTBA W APYTH), JHUIETO MO aja. | mpeacrtass
JI0Ka3aTeJICTBA, Y€ T€ HE CE OTpa3sBaT Ha TEPANeBTUYHUTE KAadyecTBa Ha JICKAPCTBEHHS NPOAYKT 3a
napaseseH BHOC.

(4) B caydaute mo ain. 3 nuuero mo an. | mocouBa BBPXY OIAKOBKaTa M B JIMCTOBKaTa 3a
MaUeHTa Ha apajiesIHO BHACSHHUS JIEKAPCTBEH MPOIYKT Pa3IuKUTE.

(5) Koraro nuuero no ui. 213 u3BbpuIBa NpeonakoBaHe W/WIM €TUKETUPAHE Ha JIEKapCTBEHUS
NPOAYKT Ha OBIArapcku €3uK Ha TepuTopusita Ha PenyOnuka bbarapus, To TpsOBa 1a mNpuUTekaBa
paspelieHre 3a MPoU3BOICTBO, U3/1aICHO OT U3IIBJIHUTENHUS qupekTop Ha MAJL

(6) [TapanenHo BHECEHUSAT MPOAYKT CE€ M3IOI3BA MPU YCIOBUATA HA U3JAJCHOTO pa3penieHue 3a
ynotpeba Ha JIeKapCTBEHHS MPOAYKT Ha TepuTopusaTa Ha Permybnuka brirapus.

Ui 216. (1) Pa3pemennero 3a u3BbpIIBaHE HA TapaliejieH BHOC Ha TepuTopusaTa Ha PemyOnuka
bearapus ce n3nasa B cpok 45 THU OT aTaTa Ha [10/1aBaHE Ha JoKyMeHTauusaTa B MAJL.
(2) Korato MAJI n3ucka oT 3aBUTEINS TOMBIHATENIHA JOKYMEHTAIUS, CPOKBT 10 aji. 1 crupa aa
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TeYe J0 MoTy4aBaHe HAa UCKaHaTa MHPpOpMaLus.

(3) Korato MAJI u3ucka oT peryjJaToOpHUS OpraH Ha Jbp’kaBaTa WICHKA, OT KOSITO CE M3BBPIIBA
napajeieH BHOC, HMH(pOpMalMs, CBbp3aHAa C M3/aBaHE Ha pa3pelIeHHeTo 3a yHoTpeda Ha BHACSHHA
JIEKapCTBEH MPOAYKT, CPOKBT 10 ajl. 1 ce yabimxkasa ¢ 45 qHu.

(4) Axo B cpoka o an. 3 MAJI He monmy4n ckaHaTa JOKyMEHTAIUs, PolieypaTa o U3AaBaHe
Ha pa3pellieHne 3a napajiejeH BHOC Ha TepuTopusTa Ha PenyOnuka bbarapus ce npekparssa.

(5) Uznamenurte paspelieHUs 3a U3BbPIIBAHE Ha MapajielieH BHOC Ha TEpUTOpHUSATa Ha
Penybnuka bearapus ce myOnaukysat Ha ctpanuuata Ha MAJI B uHTEpHET.

(6) Pazpemennero 3a 3BBPIIBAHE Ha MapayiesieH BHOC € ChC CPOoK 5 roaunu. HoBo pasperieHune
ce M37aBa I10 pefa Ha wi. 215.

(7) Pa3pemennero 3a u3BbpIIBaHE Ha MapajieieH BHOC HE ce MpeKpaTsBa aBTOMaTHYHO, KOTaTo
MPUTEXKATENAT Ha pa3pellieHueTo 3a ymnoTrpeda Ha JEeKapcTBEHHMs MPOAYKT, IIyCHAT Ha TMa3apa Ha
Teputopusita Ha Penybnuka bbarapus, ro oTreriv mo Npu4YMHHU, KOUTO HE Ca CBBP3aHU C OMNACHOCT 3a
3/IpaBETO Ha HACENIEHHUETO.

UYn. 216a. (Hos - /1B, 6p. 105 ot 2020 1., B cuna ot 11.12.2020 r.) (1) I1pu 06siBeHO U3BBHPEIHO
MOJIOKEHHE TOPAJH EMUIEMUYHO Pa3NpOCTpaHeHHe Ha 3apa3Hu OosiecT mo 4i. 61, an. 1 umm 3 ot 3akoHa
3a 37paBeTO WJIM TpH O0O0SBEHAa W3BBHPEAHA CNUIACMUYHA OOCTaHOBKA TOPagdl  CMUJAEMUYHO
pasnpocTpaHeHue Ha 3apa3Ha Oojiect 1o wi. 61, an. 1 oT 3akoHa 3a 3paBeTo pa3peleHUETO 3a U3BbPILIBAHE
Ha IapajieJIeH BHOC CE€ M3J1aBa B CpPOK 14 nHM OT jarara Ha MojaBaHe Ha JOKyMEHTauusTa no ui. 215 B
NAIJL

(2) Koraro MAJI n3ucka ot 3asBUTEIIS JOIBIHUTEIHA JOKYMEHTAIM, CPOKBT 110 aj. |1 criupa Ja
Tede JI0 MoJly4aBaHe Ha UCKaHaTa UH(opMaLus.

(3) Koraro MAJI n3ucka oT perysiaTopHHs OpraH Ha IbpKaBaTa WICHKa, OT KOSTO C€ U3BBPLIBA
napajeieH BHOC, MH(pOpMalMsi, CBbp3aHAa C H3/aBaHE Ha pa3pelIeHHeTO 3a yNoTpeda Ha BHACSHHA
JIEKapCTBEH MPOAYKT, CPOKBT 1O all. 1 ce yubikasa ¢ 14 qHu.

(4) Korato B cpoka no an. 3 MAJI He nomyunm MckaHaTa JOKYMEHTalus, NpoLeaypaTa Io
U3JlaBaHe Ha pa3pellieHre 3a napajelieH BHOC Ha TeputopusiTta Ha PemyOnnka bbarapus ce npekparssa.

(5) U3nanenure paspelieHus 3a M3BBPIIBAHE HA MapajesieH BHOC Mo an. 1 ce myOnMKyBaT Ha
ctpanunata Ha MAJI B UHTEpHET.

(6) PaspemenneTo 3a M3BBpIIBAHE Ha MapajelieH BHOC MO al. | € ¢bhCc CPOK A0 JaraTa Ha
OTMSIHATa Ha U3BBHPETHOTO IMOJIOKEHHE, CbOTBETHO HA M3BBHPEIHATA EMTUIEMUYHA 0O0OCTaHOBKA 110 ajl. 1.

(7) Pa3pemiennero 3a U3BbpILBAaHE HA apajeleH BHOC Ce MPEKpaTsiBa aBTOMaTUYHO, CYUTAHO OT
JaTaTa Ha OTMsIHATa Ha U3BBHPEAHOTO MOJIOKEHUE, ChOTBETHO HA M3BBHPEAHATA €MUIEMUYHA 00CTaHOBKA
o an. 1.

(8) Ilpu mnpekparsBaHe Ha pa3pelIEHUETO 3a H3BBPIIBAHE HA MapajielieH BHOC MO al. 7
JICKApCTBEHHUAT MPOAYKT MOXKe Ja ObJIe IPOIaBaH /10 M3UepriBaHe HA HATMYHHUTE KOJMYECTBA B CTPaHATa, HO
HE 1oBeye oT 6 Mecella, CYUTAHO OT JjaTaTa Ha IPeKpaTsIBaHEeTo.

(9) B ciayuaure no an. 1 HanuoHanHUAT CBBET IO LIEHW U peUMOypCHpaHE Ha JIEKAPCTBEHUTE
IPOAYKTH C€ IpPOHU3HAcs B CPOK A0 14 IHU 3a yTBBpXKJaBaHE/pPErHMCTpUpaHE HA 1IEHA Ha JICKapCTBEHU
IIPOAYKTH, 3a KOMTO € IOJY4YEHO pa3pellieHHe 3a MapaliejieH BHOC, CYMTAHO OT JaTara Ha IIO/aBaHE Ha
3asBJICHUE TI0 pejla Ha HapeaOaTa mo wi. 261a, ai. 5.

UYn. 217. IlpurexatensT Ha pa3pelIeHUeTo 3a MapajiejieH BHOC € IThKEH J1a:

1. yBeZiOMHU NpUTEKATENS HA Pa3peLIEHUETO 3a yIOTpeda Ha JIEKApCTBEHUS POAYKT, IIyCHAT Ha
nasapa Ha tepuropusta Ha PenyOnuka bbiarapus, 3a HamMmepeHHneTo cH Ja U3BbpIIBaA NapajelieH BHOC U IpU
MOMCKBAHE MY MPEIOCTABS MOCTPa OT MAPAJICITHO BHACSIHUS JICKAPCTBEH MPOIYKT;

2. chXpaHsBa 3a CPOK 5 TOAMHHU ClIeJHaTa JOKYMEHTAlUs: UME U aJIpec Ha JIMIIETO, Ha KOETO €
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JOCTaBEeH MapajieTHO BHACSIHUAT JICKApPCTBEH MPOIYKT, JaTaTra Ha MpeJoCTaBsHe, JOCTABEHO KOJIMYECTBO H
napTUICH HOMED;

3. mpeacrass B UAJT:

a) aKTyaJu3WpaHa JIMCTOBKA 3a IMalMeHTa Ha MapajelIH0 BHACSHUS MPOAYKT B CHOTBETCTBHUE C
HACTBHIIWIIM TPOMEHH B WM3/aJCHOTO pa3pelicHHe 3a yrnoTpeda Ha paspenieHus B PemyOnuka Bbarapus
JIEKapCTBEH MPOYKT;

0) (u3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) neknaparus, 4€ ChIbpKaHUETO Ha

JUCTOBKaTa 1Mo OykBa "a" € WAEHTHYHO ChC CHIBPKAHMETO Ha JINCTOBKATa HAa MPOIYKTa, pa3pelieH 3a
ynoTtpeba B PermyOnuka bearapus, ¢ n3kioueHue Ha JaHHUTE o wi. 215, an. 2, 1. 7, Oykeu "a" - "r'"';

4. TOKyMEHTHpa U JIOKJIa/IBa Ha TIPUTEKaATeNs Ha pa3pelieHueTo 3a ynotpedba u Ha MAJI Bcuuku
CHOOIICHHS 32 TIOJIO3UPAHH HEXKETaHU JIEKAPCTBEHU PEaKIK HA BHACSHUS JIEKAPCTBEH MPOJYKT;

5. (HoBa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) nmpenoctaBs Ha MAJI exxecenMUIHO
WIN TIPH TIPOMSHA Ha OOCTOSTENICTBATA Ype3 CIeHUa3UpaHaTa eJeKTpoHHa cuctema mo wi. 2176, am. 1
nHpopmanus 3a:

a) mapajielIH0 BHECEHHTE Ha TepuTopusara Ha PermyOnuka bbiarapus xoiauuecTBa, MOCOYEHH IO
JICKApCTBEHH TPOMYKTH, BKIIOYEHH B [IO3MTHBHUS JIEKapCTBEH CHHCHK, Ha KOWTO € MPHUTEXATeNT Ha
pa3pelIeHneTo 3a napajielieH BHOC;

0) mocraBeHUTe Ha (HM3WUSCKUTE W rOpuaudeckute numa mo wi. 207, am. 1, 1. 5, 5a u 6
KOJIMYECTBA, [IOCOUEHHU T10 JIEKApCTBEHU MPOAYKTH, BKIItOUeHH B [[03UTUBHUS JIEKaPCTBEH CIIUCHK;

B) QusuueckuTe U opuandeckute mna mo wi. 207, an. 1, 1. 5, 5a u 6, Ha KOUTO ca JOCTaBEHU
KOJIMYEeCTBATA JICKAPCTBEHU NIPOIYKTH 10 OykBa "a'";

T) JaTara, Ha KOSITO € M3BBPIIEH BHOCHT/IOCTaBKaTa mo Oyksu "a" u "0";

1) HATMYHUTE B CKJIAZOBETE KOJMYECTBA, ITOCOYEHH IO JICKAPCTBEHU MPOIYKTH, BKIIOYCHH B
[To3uTHBHUS JEKapCTBEH CIUCHK, HA KOUTO € TPUTEXKATeN Ha pa3pelieHneTo 3a napaeieH BHOC;

6. (HoBma - JIB, Op. 103 ot 2020 r., B cuna ot 01.01.2021 r.) npenocraBs Ha MAJI 3a Bcuuku
JIEKapCTBEHH NPOAYKTH, MOJIYYWIM pa3pelieHHe 3a MapajelieH BHOC Ha TEpUTOpUATAa Ha CTpaHaTa,
BKJIIOYMTEIHO TPU MPOMsIHA Ha OOCTOSTENCTBAaTa, Ype3 CHelHaIu3hpaHara eJeKTpOHHA CHCTeMa IO YJl.
2176, an. 1 uadopmanus 3a KoAa Ha MPOIYKTa IO CMUCHIA Ha wi. 4, OykBa 0), moarouka i) ot Jenerupan
pernamenT (EC) 2016/161 3a nexapcTBEeHUTE NPOIYKTH, ONIPEICIICHHU B HETO;

7. (moBa - 1B, 6p. 67 ot 2020 r., npeaumna 1. 6 - JIB, 6p. 103 oT 2020 1., B cuya ot 01.01.2021
I.) OCUTYpsiBa 3aMsiHaTa Ha MOKa3aTenuTe 3a 0€30MMacHOCT BhPXY BTOPHUYHATA OMAKOBKA, a aKO HsIMa TaKasa -
BbpXYy I'bpBUYHAaTa ONAKOBKA, HA JIEKApCTBEHWUTE NMPOAYKTH, ompeneneHu B [lenerupan permament (EC)
2016/161, ¢ paBHOCTOWHM Ha TSIX MO CMHUCHIAa Ha Wi. 1680, aim. 3 W OcCUTypsiBa BBBEXKIAHETO Ha
UACHTU(PHUKAIIMOHHMS OeJier Ha BCsKa OMAaKOBKAa B CHCTEMAara OT PETHUCTPH B ChOTBETCTBHE ¢ [lenerupan
pernament (EC) 2016/161.

I'naBa neBera "o".

HN3HOC HA JIEKAPCTBEHM ITPOAYKTHU. CIIEHIUAJIUSUPAHA EJIEKTPOHHA
CUCTEMA 3A ITPOCJIEJASIBAHE U AHAJIN3 HA JIEKAPCTBEHUTE ITPOAYKTH
(HOBA - JIB, BP. 18 OT 2014 I'., 3AI'JI. U3M. - JIB, bP. 84 OT 2018 I'., B CHUJIA OT
12.10.2018T.)

Yn. 217a. (Hos - IB, 6p. 18 ot 2014 r.) (1) U3HOC Ha leKapCTBEHU MPOIYKTH OT TEPUTOPUATA
Ha PenyOmuka bwarapus Moke na u3BbpuIBa (PU3MYECKO WM IOPUANYECKO JIUIE, NPUTEXaresl Ha
paspelieHue 3a THProBUsS Ha €Ip0 C JICKapCTBEHH IPOAYKTH WM IPHUTEXATel Ha pas3pelleHHe 3a
HPOU3BOICTBO.
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(2) Ilpurexaren Ha paspelieHUE 3a MPOU3BOACTBO MOXKE Ja HU3BBPIIBA M3HOC CaMO Ha
MIPOU3BEICHUTE OT HETO JIEKAPCTBEHH MPOTyKTH.

(3) lo cMucwhira Ha TasuW rjaBa HW3HOC € M BBTPEOOIIHOCTHA JOCTaBKa B paMKHUTE Ha
EBpomneickus cpro3.

(4) (M3wm. - ]IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) JIekapcTBeHU MPOIYKTH, BKIIOYCHH
B [103UTHBHUS JIEKapCTBEH CIHUCHK, 32 KOUTO € YCTAaHOBEH HEJOCTUT MO pena Ha wi. 2170, He Morar na
ObJIaT U3HACSHU 3a CPOKA, 32 KOWTO CE ChIBPKAT B CIIMCHKa 1o 4. 2178, an. 1.

Y. 2176. (Hos - JIB, 6p. 18 ot 2014 1., u3m. - [IB, 6p. 84 ot 2018 r., B cwita ot 12.10.2018 1.)
(1) Cw3naBa ce CnenmanusupaHa €IEKTPOHHA CHCTEMa 3a MPOCICASBAHE U aHAIU3 HA JICKAPCTBEHHUTE
MPOJIYKTH, BKIIOUYECHU B [lO3MTHBHHS JIEKApPCTBEH CHHUCHK, KOATO C€ AJAMHHHCTPHpPA W TOIIBPKA OT
W3npaHuTenHaTa areHIus 1o JieKapcTBara.

(2) Cp3naBaHeToO W MOJIBPKAHETO Ha CICNHMAIM3UpPAHATA E€JIEKTPOHHA cHCcTema Mo ai. 1 ce
M3BBPIIBA Bb3 OCHOBA HA CJIEIHUTE MPUHIUIIH:

1. rapanTHpaHe Ha aKTYaTHOCT M TOYHOCT Ha MPEIOCTABCHUTE U ChbXPAHSIBAHUTE JaHHH,

2. ocurypsiBaHE Ha MOIXOSIIA cpesia 32 OOMEH Ha JaHHH;

3. rapaHTUpaHe Ha perJiaMEHTHUpPaH JIOCTBHII [0 JaHHUTE B eNEeKTpOHHATa WH(OpMalMOHHA
CUCTEMa TIPH ClIa3BaHe M3UCKBAHUATA HA 3aKOHA;

4. ocurypsiBaHe Ha orepaTHBHA CbBMECTUMOCT U MH(GOPMAIIMOHHA CUTYPHOCT.

(3) Cneunanusupanara eneKTpoOHHA CUCTeMa 10 all. 1 chabpiKa:

1. (m3m. - JIB, 6p. 103 ot 2020 1., B cuia ot 01.01.2021 r.) uadopmanusra o wi. 54, @wi. S54a,
. 68, an. 1, 1. 10 u 11, un. 207, an. 1, 1. 15, un. 217, 1. 5 u 6 u un. 232a, npegocraBeHa OT CbOTBETHUTE
1A,

2. (m3m. - JIB, 6p. 67 ot 2020 r.) undopmauus, mnpemocraBeHa oT HanwuoHamHaTa
3[IPaBHOOCUTYpHUTENTHA Kaca, 32 KOJMUYECTBAaTa, KOUTO Ca MMOCOYEHH 0 OTYETEHHU U 3aIUIaTeHU JICKApCTBEHH
MPOJYKTH, BKJIIOUeHU B [103UTHBHUS JIEKapCTBEH CIUCHK 3a MPEAXOIHUS €AUH MECell;

3. uadopmaIus, nmperocTaBeHa 0T MUHHCTEPCTBOTO HA 3[paBEOIa3BaHETO, 32 KOJIMYECTBATA,
KOHUTO ca MOCOYCHH IT0 3aIUTATCHHU JICKApCTBEHU MTPOYKTH, BKIIFOUeHU B [T03UTUBHUS JICKApCTBEH CITUCHK 32
MIPEIXOTHUS €IUH MECeIl.

(4) B3 ocHOBa Ha MHpOpMAaLUATA IO aj. 3 Ype3 crenHnaIn3upaHara eleKTpOHHa CUCTEMA TI0 aJl.
1 ce u3BBpILBA aHATHN3 32 YCTAHOBSIBAHE HA HEJIOCTHUT Ha JIEKAPCTBEHU MPOIYKTH, BKItoUeHH B [lo3uTuBHUS
JIEKapCTBeH CIUCHK, HA TepUTOpHsATa Ha PemyOnmuka beiarapus mpu ycloBUS W TO pel, ONMpEACIICHU B
Hapezabara 1o ai. 8.

(5) (Jom. - 1B, 6p. 67 ot 2020 r.) Hegocturst 1o an. 4 Ha IeKapCTBEHU MPOAYKTH, BKIIOYCHH B
[To3uTHBHUS JIEKAPCTBEH CHUCHK, CE yCTAHOBSBA, KOraTO TPU HM3BBPIIBAHE HA aHajaW3a Mo aix. 4 ce
YCTaHOBH, Y€ HAIMYHUTE Ha TepUTopusATa Ha PemyOnuka bparapust konuyecTBa OT ChbOTBETHUS JIEKAPCTBEH
IOPOAYKT Ca MO-MAJIKO OT 65 Ha CTO OT HEOOXOOMMHTE KOJIMYECTBAa 3a 3aJ0BOJIIBAHE Ha 3JPaBHUTE
MOTPEOHOCTH Ha HACEJICHHETO 3a IMEepHOJ OT €IUH MEecell, M3YUCICHU Bb3 OCHOBA HAa CPEAHOMECEHYHOTO
noTpebieHue Ha CHOTBETHHUS JIEKAPCTBEH MPOJYKT 3a MPEIXOJHUTE 6 Mecela, CYMTaHO OT JeHS Ha
U3BbpIIBaHE HA aHAJIN3A.

(6) Crienmanu3upaHara eJIeKTpOHHa CUCTeMa Mo al. | mojabpika aBToMaTU3upaH uHTepdeic 3a
MpeaocTaBsiHe Ha HHGOPMAIIHATA 10 ajl. 3 U 3a U3MpalllaHe Ha ChOOIIEHUS.

(7) IIpaBo Ha OCTBHII 10 CHENMATU3UpaHaTa eIEKTPOHHA CUCTEMA IO all. | UMaT UHCTUTYIUUTE
U JIUIaTa 1o aj. 3 caMo 3a IeNTUTe Ha MpeaocTaBsHe Ha HH(OpMAIHs, ONPEIeIeHH ¢ TO3H 3aKOH, U HOCST
OTTOBOPHOCT 3a JOCTOBEPHOCTTa Ha MperocTaBeHara HH(oOpMalus, KaKTO W 3a HAaBPEMEHHOTO U
MIPEIOCTaBsIHE.

(8) (Homa - IB, 6p. 67 ot 2020 r.) U3BBH cimydanuTte 1o aji. 7, MpaBO HA IOCTHI JIO TAHHHUTE B
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CIelMANM3UpaHaTa eJeKTPOHHA cucTeMa Mo ail. | wuMar MUHHCTEPCTBOTO Ha 3ApaBEOIa3BaHETO,
Hammonannara 31paBHOOCUTYpPUTENIHA Kaca U ChbBETHT MO Wwil. 258, ai. 1.

(9) (Ilpenumnua an. 8 - JIB, Op. 67 or 2020 r.) YcnoBuATta W peasbT 3a INPerOCTaBsHE,
ChbXpaHsBaHE W WM3BBPIIBAHE HAa aHAIM3 Ha WHpOpMamMATa MO aj. 3, KakTO W 3a aJIMHUHHCTPHUPAHETO,
MOJUTEPKAHETO M JIOCTHIIA JIO CIICHUAIM3UPaHaTa eIEKTPOHHA CUCTEMa TT0 all. 1 ce ompenenar ¢ Hapeaba Ha
MUHHCTBPA Ha 3/[PaBEONa3BaHETO.

(10) (ITpepumnua an. 9 - JIB, 6p. 67 ot 2020 r.) M3mbaauTenHaTa arcHIUS IO JEKapCTBaTa €
3aJbJDKEHA J1a OCUTYpsIBa MpPEXOBaTa U MH(POPMALMOHHATA CUTYPHOCT Ha CIElMaIM3UpaHaTa eJIeKTpOHHA
cucTeMa 1o ajl. 1 mpu crna3BaHe Ha 3abJDKEHUE 32 Olla3BaHe TalfHATa Ha MOoJydeHaTa nHpopManus 1o ai. 3.

Y. 2178. (Hos - IB, 6p. 18 ot 2014 r., 00siBeH 3a npotuBokoHcTUTyLHOHEH ¢ PKC Ne 1 ot
2015 r. - JIB, Op. 12 ot 2015 1., u3m. - JIB, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) (1) Cp3naBa ce
CnuchK Ha JEKapCTBEHUTE MPOAYKTH, BKIIOUeHU B [103UTUBHUS JE€KapCTBEH CIHCHK, 32 KOUTO € YCTAaHOBEH
HEJOCTUT Ha TepuTopusita Ha PemybOnuka bbiarapus, KOWTo ce W3roTBs, akTyalu3upa U MOIABPKa OT
M3nbinuTennara areHius no Jekapcrnara.

(2) CriuchbkbT 1O an. 1 ce U3roTBs Bb3 OCHOBA Ha U3BBPIICHUS aHAIU3 MO peaa Ha ui. 2170, ain.
4 u ce myONMMKyBa Ha UHTEPHET CTpaHUIlaTa Ha M3mbiHUTEIHATA areHIIn 110 JIeKapcTBaTa.

(3) CriuchKbT Ha JEKAPCTBEHHUTE MPOJIYKTH, 32 KOUTO € YCTAaHOBEH HEIOCTHUT IO peAa Ha uJl.
2176, an. 5, ce U3roTBA MO HAUMEHOBAaHUE HA JIEKAPCTBEHUS MPOAYKT, BKIIOUEH B [103UTHBHUS JeKapcTBEH
CIUCHK, MEXKIYHAPOJAHO HEMATeHTHO HAaMMEHOBAaHHE, KOJMYECTBO HAa aKTUBHOTO BEIIECTBO, JIEKAPCTBEHA
(dbopMa U KOJIMYECTBO B OMAKOBKA.

(4) CiuchkbT 1O a. 1 ce akTyanusupa:

1. exxeceIMUYHO;

2. pu poMsiHA Ha OOCTOATEJICTBATA, CBHP3aHU C BHOC U/MIU U3HOC HA JIEKAPCTBEHH MPOAYKTH,
BKJIIOYEHU B [103UTHBHMS JIEKapCTBEH CIHUCHK.

(5) Ilpu akTyanu3upaHe Ha CIUCHKa MO peAa Ha ail. 4, T. 1, KakTo U B CiIy4auTe MpH MpoMsHa Ha
oOcTosiTencTBaTa mo an. 4, T. 2, Bb3 OCHOBA Ha MIpeaocTaBeHara uHpopMmaius mo wi. 68, an. 1, 1. 10, u.
207, an. 1, 1. 15 w wn. 217, 1. 5, upe3 cnenuanu3upaHaTa €JIeKTPOHHA cucTtema mo 4wi. 2170, an. 1 ce
u3Mnpaima croluieHue 1o aunara mo wi. 68, an. 1, wi. 207, an. 1, wn. 217 u un. 232a 3a akTyaau3upaHus
cnuchk. CUCHKBT HE3a0aBHO ce MyOJIMKyBa HAa MHTEPHET CTpaHuIata Ha V3mbJIHUTENTHATA areHIUs IO
JIeKapcTBara.

(6) B cyuaute no an. 4 cnuchkbT no an. 1 ce uznpama ot MAJI u Ha Arennus "MutHuim" no
CITy>KeOeH pe.

(7) Cnen BKIIOYBAHE Ha JIEKAPCTBEHM MPOAYKTU B CIMCHKA IO all. 1| T€ HE MOrar J1a ce U3HaCcAT
3a CpOKa, 32 KOWTO ce ChIbPKAT B CIHCHKA.

Ui 217r. (Hos - [IB, 6p. 18 ot 2014 r., m3wm. - JIB, Op. 84 ot 2018 ., B cra ot 12.10.2018 1.)
W3mbiiHuTEeTHATa areHIUsl 1O JIeKapcTBaTa M3BBPINBA MPOBEPKH HA JIMIIATA, KOUTO Ca 3aIbJDKCHU Ja
MpeIoCTaBAT HH(pOpPMAIIHSI 10 pe/ia Ha Ta3U TIaBa.

Un. 217a. (Hos - JIB, 6p. 105 ot 2020 1., B cuna ot 11.12.2020 r.) ITo Bpeme Ha 00siBEHO
M3BBHPEIHO TIOJIOKEHUE TIOPAJH STUIEMUYHO pa3MpOoCTpaHEHUE HA 3apa3Hu 00NecT mo wi. 61, an. 1 unu 3
oT 3aKkoHa 3a 3paBeTO WM Ha OOsSBEHA WM3BBHPEJHA CMUAEMHUYHA OOCTAHOBKA TOPATN EHHIEMHYHO
pasmpocTpaHeHue Ha 3apa3Ha Oonect mo wi. 61, an. 1 ot 3akoHa 3a 3IpaBeTO U JI0 TPU Mecela clej
OTMSTHaTa UM ChC 3aII0BE]] HA MUHHCTBpPA Ha 3/IpaBeoNa3BaHETO MOXE BPEMEHHO Jia ce 3a0paHu M3HOC Ha
JICKAQpCTBEHH TPOJIYKTH OT TepUTOpusATa Ha PemyOnuka bhirapus, 3a KOUTO € yCTAaHOBEH HEJIOCTHT Ha
TEPUTOPHSITA HA CTpaHaTa 3a 33J0BOJISIBAHE HA 3[[PABHUTE MOTPEOHOCTH HA HACEIICHHUETO.
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I'naBa necera.
TBPI'OBUSA HA IPEBHO C JIEKAPCTBEHU INPOAYKTU. HAIIMOHAJIHA AIITEYHA
KAPTA (BAI'JIL. U3M. - JIB, BP. 67 OT 2020T.)

Un. 218. ToeproBusra Ha ApeOHO € JIEKAPCTBEHH NPOAYKTH CE€ M3BBPILIBA CAMO B alTEeKd U
JpOrepuu MO pea Ha TO3HU 3aKOH, C U3KIIIOUCHHE Ha ciydauTe 1o wi. 232, an. 2.

Y. 219. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., mom. - JIB, 6p. 23 ot 2009
r., B cuina ot 30.03.2009 r., mom. - /IB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., u3m. - /1B, 6p. 60 ot 2011
r., B cuia ot 05.08.2011 r., m3m. - JIB, 6p. 67 ot 2020 r.) AnTekara € 3ApaBHO 3aBEICHHE, B KOETO CE
U3BBPIIBAT CJIEIHUTE JEHMHOCTU: CBbXpaHsBaHE, IMPHUTOTBSIHE, OINAKOBaHE, KOHTPOJMpaHe, JaBaHE Ha
KOHCYJITAIlMH, OTIyCKaHE MO JIEKapCKO M 0e3 JIeKapcKO NpeANHCaHhe Ha pa3pelieHd 3a yrnoTpeda B
Peny6nuka bearapus nekapcTBeHH MPOAYKTH, HA MEAULIMHCKHU M3/€TMs, HA AUETUYHU XPaHHU 32 CHEUATHU
MEIUIMHCKH LENU U XpaHH 32 KbpMaueTa U MPEXOJHH XpaHH, KAaKTO U XPaHUTEITHH J0OABKH, KOSMETUYHH
MPOIYKTH, CAHUTAPHO-XUTUEHHN MaTepraIl U OMonuau oT riaBHa rpyna 1 "JlesuHdekranTu", mpoayKToBH
tunoBe 1 u 2, u or miaBHa rpyna 3 "KonTpon Ha Bpenutenu", npoaykroBu tumnose 18 u 19, ceriacHo
[Tpunoxenue V ot Pernament (EC) Ne 528/2012 na EBporneiickus napinament u Ha CbBera oT 22 mait 2012
I. OTHOCHO IIPeJIOCTaBsAHETO Ha na3apa u ynorpedara Ha 6uonuau (OB, L 167/1 ot 27 ronu 2012 1.).

(2) (M3m. - B, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) YcrpoiicTBOTO, peapT M
opraHuzanusTa Ha paboTaTta Ha alTeKUTe, HOMEHKJIATypaTa Ha JIEKAPCTBEHUTE MPOJYKTH, CE€ ONpPENessT B
Hapen0a Ha MUHHCTBPA Ha 3/[PaBEONa3BaHETO.

(3) (U3m. - [IB, 6p. 71 ot 2008 1., B cuiia ot 12.08.2008 1., oT™. - JIB, 6p. 23 ot 2009 1., B cuina
ot 30.03.2009 r., HoBa - JIB, Op. 67 ot 2020 r.) IlpuTekaTensT Ha pa3pelieHHe 3a ThbProBus Ha JApeOHO
MIpOBEPsIBa aBTEHTUYHOCTTA Ha JIEKAPCTBEHUTE MPOAYKTU UpEe3 IMOKa3aTelnuTe 3a 0€e30macHOCT Mo 4i. 168,
asl. 8 ¥ 1e3aKTUBUPA YHUKAIHUS UICHTH(PUKAIIMOHEH OeJer B cucTeMara OT PErHCTpH.

(4) (Hosa - JIB, 6p. 67 ot 2020 r.) [elicTBusiTa 10 an. 3 ce U3BHPIIBAT MO peaa Ha raaBa VI ot
Henerupan pernament (EC) 2016/161.

Yn. 220. (1) Heitnocture mo wi. 219, an. 1 ce u3BppumBaT OT MarucTbp-papMarieBT.

(2) (dom. - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Maructsp-papManeBThT € ITHKEH
7la U3MBIHU W3JIaJICHO JIEKApCKO TMPEANUCaHue, BKIIOUUTENIHO U 3a JIEKApCTBEHU (POPMH, IPUTOTBEHU IO
MarucTpajina u (papMakoIrieifHa perenTypa, 1o pesa, onpeaesieH B HapeaoaTa no wi. 221, an. 1.

(3) (U3m. - AB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [TomomHMK-(hapMaIieBTbT MOXKE 1a
W3BBPIIBA BCUUKH JieiiHOCTH TIo wi. 219, an. 1 moj KoHTpolia Ha MarucTbp-papMaieBT ¢ U3KIIOUCHUE HA:
OTIyCKaHE Ha JIEKapCTBEH MPOJIYKT MO JIEKAPCKO MpeArucaHue, KOHTPOJ U JaBaHe Ha KOHCYJTAllUH,
CBBpP3aHHU C JICKApPCTBEHUTE MPOAYKTH.

Ui 221. (1) (Ilpegumren texct Ha wi. 221 - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.)
MUHUCTBPHT HA 3/APABEONA3BAHETO ONpEIENs B Hapeada METUIIMHCKUTE CICIHATUCTH, KOUTO MOraT Ja
U3JaBaT PElENTH, pelia 3a MPEAIHCBAHETO Ha JIEKAPCTBEHU MPOAYKTH, CPOKA 32 U3IIBIHCHHETO, KAKTO M
CIIy4auTe U pefia, Mo KOUTO MarucThp-hapManeBThT MOXKE J1a OTKaXKE Ja U3ITBIIHU JIEKAPCKO MPEANHCaHUe.

(2) (HoBa - 1B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - JIB, Op. 9 ot 2011 r.)
bearapcku rpaxknaHu ¥ 4y>KISHIM, HA KOUTO € pa3pelieHo nmpeduBaBaHE B CTpaHaTa, MpHU MbTYBAHETO UM
U3BbH PemyOimka bwirapust Morat 1a HOCSAT WIH J1a M3HACAT JISKAPCTBEHH MPOAYKTH, MPEIHA3HAYCHH 32
JICUSHUETO UM, TIPH YCIIOBHSI U TIO PeJl, OTPE/ICIICHN B Hapenoara 1o ai. 1.

(3) (Homa - IB, 6p. 71 ot 2008 r., B cwma ot 12.08.2008 r., m3m. - IB, 6p. 9 ot 2011 r.)
UykaeHnH, Ha KOWTO € W3Ja/ieHa BU3a 3a KPAaTKOCPOYHO MpeOMBaBaHEe Ha TepuUTOpHUsATa Ha PemyOnmka
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bobarapusi, morar na mpuTekaBaT JICKAPCTBEHU MPOAYKTH, MPEIHA3HAYEHH CaMO 3a JICUCHHETO WM, B
KOJIMYECTBA, OIpe/ieJIeHH B HapeabaTa 1o ai. 1.

(4) (Homa - JIB, 6p. 1 ot 2014 r., B cuna ot 03.01.2014 r.) U3uckBaHusiTa KbM MEAUIIMHCKUTE
MpEANUCaHus, KOUTO Ca M3JaJCHU M0 MCKAHE Ha TAIMeHT, KOMTO Bh3HAMEpsiBA Ja TH M3IO0JI3BA B JpyTa
IbpKaBa YICHKa, KAKTO M MPU3HABAHETO W M3I'BIIHEHUETO HAa TaKWBa, U3MIAJICHU B Apyra Abp)KaBa 4JICHKA,
Ce M3BBPIIBAT MPHU YCIOBUS U 110 P, ONPEISIICHN ¢ Hapeadara mo ai. 1.

(5) (Hosa - JIB, 6p. 1 ot 2014 r., B cuna ot 03.01.2014 r.) Bp3cTaHOBsIBaHETO HA Pa3XOAUTE 3a
JIEKAPCTBEHH MPOJYKTU MO MEIUIIMHCKH MIPEANUCAHUs, U3IBJIHEHH B JIpyTa AbpXKaBa WiIEHKa, C€ U3BbPIIBA
MIPHU YCIIOBUS U TIO Pe/l, ONIpeesieHH ¢ Hapeaoara mo wi. 80e, an. 4 ot 3akoHa 3a 3[paBHOTO OCUTYypSIBaHE.

Ui 222. (1) (O6sBena 3a npotuBokoHcTUTyIMOHHA ¢ PKC Ne 5 ot 2008 1. - JIB, Op. 65 ot 2008
r., usm. - JIB, 6p. 71 ot 2008 r., B cuma ot 26.07.2008 r.) IIpaBo ga M3BBpIIBA THPTOBHs Ha APEOHO C
JICKapCTBEHH TIPOIYKTH HMMa (PHU3MUECKO WM IOPUAWYECKO JIHIE, PETUCTPUPAHO KATO THPrOBEI IO
OBIATapCKOTO 3aKOHOAATEIICTBO MJIM MO 3aKOHOJIATEJICTBOTO Ha IbpKaBa WIEHKA, KOETO € CKIIOUUIIO TPYI0B
JIOTOBOP WJIM JIOTOBOP 3a YIIPAaBJICHHWE HAa amTeKaTa ¢ MarucThbp-hapMmareBT, a B MPEIBUICHUTE OT 3aKOHA
cllydad - C TIOMOIIHHK-(hapMaleBT, KaTo Ha TepuTtopusta Ha PenyOimka bwirapust Moxke ga OTKpue He
MoBeYe OT 4 anTeKH.

(2) (HoBa - B, 6p. 71 or 2008 r., B cuna ot 26.07.2008 r.) Korarto nuuero mo an. 1 e
MarucTbp-papManeBT U € pbKOBOJIUTEN Ha anTeKaTa, He € He0OXO0AMMO MPEICTaBIHETO Ha TPYAOB JIOTOBOP
WM OTOBOP 32 YIPaBJICHHUE Ha anTeKara.

(3) (Ilpepumaa an. 2, usm. - 1B, 6p. 71 ot 2008 r., B cuma ot 26.07.2008 r.) Maructsp-
(dapmaieBTHT 1O al. | € ppKOBOUTEN HA anTeKaTa U 3abKUTEITHO PaOOTH B HEsl.

(4) (Ilpeaumna an. 3 - 1B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) [IpaBo ma oTkpust
amnTeKa 3a 3a70BOJIsIBAaHE Ha COOCTBEHUTE CH HYKJU UMAT:

1. meyeOHUTE 3aBSACHMS II0 Wi. 5 OT 3aKkoHa 3a JIeUeOHUTE 3aBEACHHS, KOMTO OCBHIICCTBSIBAT
OOJIHUYHA TTOMOIIL,

2. 1eyeOHNTE 3aBeaeHus 3a OOTHUYHA ITOMOIII;

3. (m3m. - IB, 6p. 59 ot 2010 1., B cuna ot 31.07.2010 r.) meHTpOBETE 32 TMICUXUYHO 3/pPaBe,
[IEHTPOBETE 32 KOKHO-BEHEPUUECKH 3200 ISIBAHUS M KOMILJIEKCHUTE OHKOJIOTHYHHU IIEHTPOBE;

4. xocnucuTe che crarpoHap no wi. 10, T. 5 ot 3akoHa 3a JeueOHUTE 3aBeICHHS.

(5) (Homa - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) 3a 3amoBossiBaHe Ha COOCTBEHHUTE CH
HYXIU JIeYeOHUTE 3aBEJICHHSA 110 all. 4, KOUTO HSAMAT OTKPUTA arTeka, MoraT Jia ce CHabsIBaT OT anTeKka Ha
ne4eGHO 3aBeeHHE, MOJIYUYUIIO pa3pelleHre 3a ThProBus Ha ApeOHO ¢ JIEKapCTBEHH MPOAYKTH MPH YCIOBUS
U TI0 pej, olpeJiesieHu ¢ HapeabaTa mo wi. 219, an. 2.

(6) (Ot™m., mpenumHa an. 4 - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r., mpeaumiHa ai. 5,
mwm. - JAB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) Anrekutre Ha JeyeOHHUTE 3aBEIEHUS 3a
M3BHHOOIHNYHA TIOMOIl KbM MUHHUCTEPCTBOTO Ha oTOpaHaTta 1 MUHHCTEPCTBOTO HAa BHTPEIIHUTE pabOTH
MOTaT Jia ce PbKOBOJAT OT MOMOIIHUK-(apMaIleBT MO MPEAJ0KEHUE Ha ChbOTBETHOTO BEIOMCTBO U CIEJ
U3J1aJICHO pa3pelIeHre OT U3IbJIHUTENHNS qupeKkTop Ha MAJL.

Yn. 222a. (Hos - /IB, 6p. 67 ot 2020 r.) JIuue, noiay4uso pa3perieHue 3a ThproBus Ha IpeOHO ¢
JIEKapCTBEHH MPOIYKTH B anTeKa, HE MOXE Jla ObJe MpUTEk)aTed Ha pa3pelieHre 3a ThProBHS Ha €Ipo C
JIEKapCTBEHH MPOIYKTH, U3JaJICHN TI0 pe/ia Ha TO3U 3aKOH.

Un. 223. (1) Maructbp-dhapManeBT wid NOMOITHUK-(papMameBT MoXxe Ja Oblie PHKOBOIAHUTEN
CaMo Ha eJIHa anTeKa U 3aIbJDKUTEITHO paboTH B Hesl.
(2) U3m. - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Maructbp-papmManeBTbT HIU
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MMOMOIITHUK-(apMaIleBThT, KOUTO € PHKOBOAWTEN HA amnTeka, He MOXe Ja Oble HaeMaH Ha pabora 1o
JIOTOBOP C €AHOJMYEH ThProBell WK THPrOBCKO APY>KECTBO C MpEeAMET Ha JIEHHOCT MPOU3BOJCTBO, BHOC,
THPrOBUS HA €PO WK APEOHO C JIEKAPCTBEHU MPOITYKTH.

(3) Jlumero mo an. 1, momy4msio paspenieHHE 3a W3BBPIIBAHE HA THPTOBUS HA JPEOHO C
JIEKapCTBEHH MPOAYKTH, HE MOXe Jla ObJile COOCTBEHUK WM J1a Y4acTBa B ThPTOBCKU JPY>KECTBA C MPEAMET
Ha I[CﬁHOCT MMPONU3BOACTBO, BHOC WM THProBUA Ha €APO C JICKAPCTBCHU IMPOAYKTHU, BKIIHOUUTCIIHO B
Jpy>KeCTBa HA CBBbP3aHU JIUIIA 110 CMHUCHJIA Ha THProBCKUs 3aKOH.

Ui, 224. PHKOBOAMTEIAT Ha anTeka TpsoOBa Ja:

1. e MarucTbp-papmaneBT, CbOTBETHO NOMOIIHHUK-(papMaleBT, B IMPEIBUICHUTE OT 3aKOHA
ClIyvau;

2. He e JIMIIEH OT IPABOTO J1a YIPaXxHsBa MpodecusTa;

3. He e OChXJaH 3a TPECTHIUICHHUS, CBBP3aHU C YIpaKHsABaHE Ha npodecusara My, 3a
IPECTBIJIEHUs NPOTUB COOCTBEHOCTTAa M CTOMAHCTBOTO WIM 33 YMUIJIEHHM TPECTBIUIEHUS Cpely
JUYHOCTTA,

4. uMa Hall-MaJIKo e/IHa TOIMHA CTaX KaTo MarucTbp-hapmaresnT.

Ui 225. (M3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) (1) B Haceneno mscro, Ha
YHUATO TEPUTOPHS HSIMA OTKPHUTA allTeKa, MPaBo Jia U3BHPIIBA THPrOBHsI HA JAPEOHO C JICKAPCTBEHU MPOTYKTH
¥Ma Jiie 1o wi. 222, ajn. 1, KoeTo e CKIIOYUIIO TPYAOB JOTOBOP WUIIU JOTOBOP 3a YIPABICHHUE HA alTeKara ¢
MTOMOIIHUK-(papMaIeBT WIH C MarUCThpP-(hapMaIeBT ¢ TIO-MaJIKO OT €JHa TOJMHA TPYIOB CTaX.

(2) IlomomHUK-(apManeBTHT UIN MarUCTHP-GapMaleBTHT MO al. | € pbKOBOIUTEN Ha anTeKaTa
1 33/TBJDKUTEITHO padOTH B Hesl.

(3) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) IlomomHuk-papmManeBThT -
PHKOBOJIUTEIT HA alTeKaTa 1o aji. 1, MOXe Jia U3BBPIIBA CIICTHUTE IEHHOCTU: ChXpaHsIBaHE U OTITyCKaHe 0e3
JICKapCKO TpEIITUCaHne Ha pa3pelleHu 3a ynoTpeda B PemyOnuka bbiarapus jgekapcTBEHH NPOIYKTH, Ha
MEIUIIMHCKU M3JeNns, HAa AUCTUYHU XpaHW 3a CIEIUAIHA MEIUIIMHCKU IeId U XPaHU 32 KbpMayeTa |
MIPEXOJIHN XPaHH, KAaKTO W Ha XPAHUTEITHH JT0OABKU, KO3SMETHYHHU M CAHUTAPHO-XUTUCHHH CPEJICTBA.

Ui 226. (1) Ha Tepuropusita Ha jgeuyeOHM 3aBECHUS 32 U3BBHOOJHWYHA MOMOII MOraT Ja ce
OTKpHBAT aNTEeKH 3a MPOoAaXk0a Ha JIEKapCTBEHH MTPOAYKTH Ha IPakJaHH.

(2) Ha teputopusiTa Ha 31paBHU 3aBeleHUs 1O wi. 21, an. 2 oT 3aKoHa 3a 3/1paBeTo, JIEUECOHU
3aBeJIeHHs 3a OOJIHMYHA MOMOIN M JieueOHM 3aBeneHus no wi. 10 or 3akoHa 3a JiedeOHUTE 3aBelIeHHs He
MoraT Jia ce€ OTKPHBAT alTEeKH 33 MPoax0a Ha JeKapCTBEHH MPOAYKTH Ha TPasKIaHu.

Un. 227. (1) (Ilpenumuen teket Ha uwi. 227 - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r.)
N3uckBanusiTa 32 MECTOHAXOXKICHUETO U KbM MTOMEIIEHUATA HA alTeKaTa ce ONpe/IeiaT B HapeadaTa mo 4.
219, an. 2.

(2) (Homa - 1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., u3m. - JIB, 6p. 60 ot 2011 r., B
cuna ot 05.08.2011 r.) M3uckBanusiTa KbM YCTPOUCTBOTO U MOMEIICHUATA HA alITeKUTE 1o wi. 228, an. 5 ce
oTpeAensT B Hapeadara mo ai. 1.

Y. 227a. (Hos - JIB, 6p. 67 ot 2020 r.) (1) [ToTpeOHOCTUTE HA HACEICHHETO OT JOCTBII JIO
JIEKapCTBEHH MPOJYKTH, OTITYCKAaHH B alTeKH, CE ONMPEeIIAT Ha TePUTOPHaJeH NpuHIMI upe3 HammonamHa
anTeyHa KapTa.

(2) B HaonanHara anTeyHa KapTa HE c€ BKJIIOYBAT alTeKH, OTKPUBAHU 10 pela Ha wi. 222,
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an. 4.

(3) C Hanimonanuara anteyHa KapTa ce onpeaesisaT 00JacTUTe, OOIIMHUTE U HACETICHUTE MECTa C
HEJOCTUT HA OTKPUTH alTeKH Ype3 U3BBPIIBAHE HAa aHAJIM3 HA JOCThIIA HAa HACENEHUETO /IO alTeKH, KOUTO
OCBIIECTBIBAT JEMHOCTH T10:

1. oTmyckaHe Ha JIEKapCTBEHU MPOAYKTH 3a JOMAIIHO JIeUYEHHUE, 3aIulalllaHi HAMbIHO WM
yactuuHo oT H30K npu ycioBusita u o pefa Ha ui. 45, an. 17 ot 3akoHa 3a 3JpaBHOTO OCUTYPSIBAHE;

2. IPUTOTBSIHE HA JICKAPCTBEHU MPOIYKTH;

3. OTHyCKaHe Ha JICKAPCTBEHHU IMPOIYKTH, ChIbPKAIIM HAPKOTUYHH BEIIECTBA IO CMHUCHIA HA
3aKoHa 32 KOHTPOJ BbPXY HAPKOTUYHHUTE BELIECTBA U IIPEKYPCOPUTE;

4. oTIyCKaHEe Ha JICKApCTBEHU MPOAYKTH HA BETEPaHU OT BOMHUTE;

5. oTITyCKaHe Ha JIEKaPCTBCHH MPOYKTH Ha BOSHHOWHBAJIUIA U BOCHHOIIOCTPA/IAJIH;

6. OTIyCKaHEe Ha JIEKAPCTBEHU MPOAYKTHU IO JIEKAPCKO MpEeNrcaHne, KOUTO HE Ce 3aruiamaT C
myOJIWYHU CPEJICTBA;

7. oTIyCKaHe Ha JIEKapCTBEHH MPOYKTH 0€3 JIEKapCKO MpeAnrucaHue.

Yn. 2276. (Hos - AB, 6p. 67 ot 2020 r.) (1) Hanuonannata anteyHa kapTta ce u3paboTBa Bb3
OCHOBA Ha 00JIACTHU alT€YHH KapTH.

(2) 3a wm3paboTBaHe Ha o0iacTHaTa anTeyHa KapTa MHUHUCTBPHT Ha 3PaBEONa3BaHETO
Ha3HavyaBa KOMHCHUS 32 BCSKa OOJIACT, KOSTO BKIIOYBA OOJACTHHUS YIIPABHUTEIN, JABaMa MPEICTaBUTENN Ha
perMoHaNHaTa 3]paBHA WHCIICKIMS, JBama IPEACTABUTEIN Ha pallOHHATA 3/paBHOOCHUTYPHTEIHA Kaca,
JBaMa TMPEJCTABUTEIIM Ha pETrHOHANHATa KOJeruss Ha bbiarapckusi QapMmalneBTHYeH CbhI03, €IUH
MPEJCTaBUTENl HA PErMOHATHATa KOJIErHs Ha bhirapckara aconuanysi Ha TOMOIIHUK-(GapMaIeBTUTE, SIUH
MPEJICTAaBUTEN HA TPEICTABUTEIHUTE OpPraHM3alliy 3a 3all[iTa Ha MpaBaTa Ha MAIMEHTUTE, MPU3HATH IO
pena Ha wi. 86B OT 3aKOHA 3a 3/IpaBETO, U MO €IMH MPEJCTABUTE HA BCSKA OONIMHA B CHOTBETHATA 00JIaCT.
OOnacTHUAT yIpaBHUTEN € MpejaceaaTeNl Ha KOMHCHSATA.

(3) IpencraBurenure Ha OOMIMHHUTE TO all. 2 C€ OMPENENST MO pejaa Ha 3akoHa 3a MECTHOTO
CaMOyYIIpaBJICHHE U MECTHATA aJIMAHUCTPAIIHS.

(4) IIpencTaBUTENAT HA MPEACTABUTETHUTE OPTaHM3AIIMY 32 3alUTa Ha TpaBaTa Ha MalUueHTUTE
o aja. 2 BbB BCSAKA OT OOJACTHHUTE KOMHMCHUU ce M30upa M ce 0cBOOOXKIaBa OO0 OT MPEICTaBUTEITHHUTE
OpraHH3aIliH.

(5) ObnacTHara anTeyHa Kapra ce u3paboTBa MO 0Opa3ell U MO PEell, ONPEACICHN C METOMKA,
YTBBpJ/ICHA OT MUHUCTHPA Ha 3/IpaBeONa3BaHETO.

(6) Besika obnmacTHa KOMHUCHS TPEACTaBs Ha MUHUCTBPA Ha 3ApPABEOIA3BaHETO M3TOTBEHATA
o0JIlacTHa anTeyHa KapTa U Is1aTa MbpBUYHA HHPOPMAIIUs, Bb3 OCHOBA Ha KOSITO € U3TOTBEHA.

Un. 2278. (Hos - /IB, 6p. 67 ot 2020 r.) (1) ObnacTHaTa anTe4Ha KapTa ChIbpxKa:

l. nanHM 3a JemorpadckaTa CTPYKTypa M MOTPeOJICHHETO Ha JIEKapCTBEHHW NPOAYKTH 3a
JIOMAIITHO JIeUE€HHE OT HACEIEHUETO Ha TePUTOPUSTA Ha 00JIACTTa;

2. Oposi, BUJIOBETE JEHHOCTH M PA3NpPEICICHUETO HA OTKPUTUTE aNTeKH HA TEPUTOPHUATA HA
obnacrra;

3. 6pos Ha paboTeImuTe MarucThp-hapMareBTH U MTOMOITHUK-(PapMaIleBTH B OTKPUTH alTeKU HA
TEPUTOpPHUATA HA 00JIacTTA.

(2) KpMm obOnacTHara amTedHa Kapra Mo ail. | ce mpuiara CTaHOBHWINE, M3TOTBEHO MO Pea U
KpUTEPUH, ONPEJEIIEHN B METOUKaTa 1o 4il. 2270, an. 5, OTHOCHO HEOOXOJUMUSI MUHUMAJIEH Opoi anTeku
10 BUJOBE ACHHOCTH mo wi. 227a, ajn. 3, KaKTO M 3a HEOOXOAUMHUS MHHHMAJICH Opoil Ha paboTemu
MarucTbp-gapmMamneBTd W MOMOIIHUK-(papMalleBTH B anTeKd, KOUTO C€ OINpelNeNiaT ChOOpa3HO
MOTPEOHOCTUTE HAa HACEJIIEHUETO B ChOTBETHATA 00JIACT.

Yn. 227r. (Hos - B, 6p. 67 ot 2020 r.) (1) HamonanuaTta anTedHa kapra ce u3paboTBa OT
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HalMOHAJIHA KOMMCHs, HA3HAYEHA ChC 3all0BE] HA MUHUCTBHPA HA 3[paBEOIa3BaHETO, KOMTO € Mpeaceaarel
Ha KOMUCHSTA.

(2) B cbcraBa Ha komucusiTa ce BiiouyBaT ympasutenar Ha H3OK, mpencenatenst Ha
Hanumonanuus cbhBeT 1o 1eHU U peuMOypcHpaHe Ha JIEKapCTBEHU IPOJYKTH, JABama IpPEICTaBUTENN Ha
M3nbiHuTenHaTa areHnus IO JIeKapcTBaTa, OT KOMTO E€IWHUAT € U3NBIHUTEIHUAT [IUPEKTOp Ha
W3npaHuTenHaTa areHus 1o JieKkapcTBaTa, JMpeKTopbT Ha HallmoHamHus HeHThp M0 OOIIECTBEHO 3paBe U
aHaIM3M, npeacenaTensT Ha HaumoHanHOTO ciapyxeHue Ha oOmuHUTEe B PemyOnmuka bbarapus, asama
IIPEICTaBUTENIM Ha MMHHMCTEPCTBOTO Ha 3/paBEOINa3BaHETO, TpPUMa IMPEACTaBUTENM Ha bbarapckus
(bapManeBTUUYECH CbIO3, €IMH IpeACTaBUTENl Ha bbiarapckara acouumanysi Ha INOMOIIHHUK-(papMaleBTUTE U
€IMH IIPEICTAaBUTEN HA NPEACTABUTEIHUTE OPraHU3allMY 3a 3allUTa Ha IpaBaTa Ha NallMeHTUTE, IPU3HATU
0 pesa Ha 4j1. 86B OT 3aKOHA 3a 3[IPaABETO.

Y. 227x1. (Hos - JIB, 6p. 67 ot 2020 r.) (1) Hantnonanuara anteyHa Kapra ChabpxKa:

1. oOnacTHUTE aNTEUHU KapTH;

2. KOHKpPETHHTE€ MHHHMMAJIHU TOTPEOHOCTM HA HACEIIEHHETO OT JOCTBI JO JIEKAPCTBEHU
MPOJYKTH, OTIYCKaHM B amlTeKW, W 0 BUAOBETE JeHHOCTH mo wi. 227a, an. 3 mo o0inactu, OOIMHU U
HACEJIEHU MECTa;

3. pasmpeneneHHe Ha OTKPUTUTE anTeKd MO Opod Ha HAaceNeHHeTo Mo 00JIacTH, OOIIHMHU U
HACEJIEHU MECTa;

4. rpaduuHO MOCOYBaHE Ha OTKPUTHUTE alTEeKd BHPXY KapraTa Ha CTpaHara CIOpes BHAa Ha
JNEHHOCTHUTE, KOUTO U3BBPILIBAT CHIVIACHO Wi. 2274, ai. 3;

5. aHanM3 Ha JOCThIIA Ha HACEJIEHHETO A0 JIEKApCTBEHU MPOIYKTH, OTIIYCKAaHU B allTE€KU IO
BUJIOBE JIEHHOCTH 110 wiI. 227a, aj. 3 mo obaacTu, OOIIMHY U HACEIEH! MECTa;

6. ompenensiHe Ha o0NacTUTE, OOLIMHUTE W HACEJIEHUTE MECTa, B KOMTO NpPU H3BBLPIIBAHE Ha
aHaJlM3a Mo T. 5 € yCTaHOBEH HEeIOCTUT Ha OTKPUTH alTEeKH MO BUIOBE ACUHOCTH 1o wi. 227a, an. 3.

(2) AHanusbT 1o an. 1, T. 5 ce U3BBPIIBA 110 P U KPUTEPUH, ONIPEICIICHA B METOIMKATa 1O 4Jl.
2276, an. 5, v 3aABHKUTEITHO BKJIIOYBA OLIEHKA HA KOHKPETHUTE MUHUMAJIHU NOTPEOHOCTH Ha HACEJIEHUETO
OT JOCTBII JI0 JIEKAPCTBEHU MPOIYKTH, OTIMYCKAHHW B alTeKH, U JO BUAOBETE ACHHOCTH 1Mo 4i. 227a, ai. 3,
KaKTO U Ha paslpe/ie]ICHUEeTO Ha OTKPUTHUTE allTeKH MO Opoil Ha HACEIEHUETO.

Yn. 227e. (Hos - B, 6p. 67 ot 2020 r.) (1) Hanmonannara anteyHa kapTra ce yTBbP’KAaBa C
pemieHre Ha MUHUCTEPCKHS CHBET IO MPEUIOKEHNE Ha MHHUCTHPA Ha 37paBEOIa3BaHETo.

(2) Haimonannata anTe4Ha KapTa ce akTyalu3upa pH HEOOXOJUMOCT B CITy4auTe, ONPEaeNICHN
¢ MeToaMKaTa 1mo 4ji. 2270, ai. 5.

UYn. 228. (U3wm. - ]IB, 6p. 71 ot 2008 r., B cuiia ot 26.07.2008 r.) (1) (U3m. - IB, 6p. 60 ot 2011
r., B cuna ot 05.08.2011 r.) Pa3pemienue 3a TbproBusi Ha JApeOHO C JIEKApCTBEHM MPOJIYKTH B alTeKa ce
u3llaBa OT M3MbIHUTENHUs Aupekrop Ha WAJl Bb3 ocHOBa Ha 3asBiIeHHE MO oOOpasel, KbM KOETO ce
MpUIarar:

. (uam. - JIB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) nmanmnu 3a Enunaus
UACHTU(PUKAIIMOHEH KOJ Ha ThproBella WM KoomepanusTa OT ThProBCKUS PErHCThp, a 3a IpYXKecTBarta,
pEerucTpupaHu B IbpKaBa - WieHKa Ha EBporelickust Chio3, WK B AbpxkKaBa - cTpaHa no Cropa3yMeHHETO 3a
EBporeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyallHa PErucTpanusi M0 HAalMOHAIHOTO
3aKOHOJIaTEJICTBO, U3/a/ICH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATa JIbpKaBa Ha JIMLATA 10 Wwi. 222, an. 1;

2. TPYJIOB JOTOBOP WJIHM JOTOBOP 3a YIPaBJICHUE HA aNTeKaTa, CKIIIOYEH C MarucThp-(hapMaieBT
WIH ¢ TOMOITHHUK-(papMaleBT;

3. KOIIME OT aKTa 3a Chb3JaBaHe Ha JuIaTa 1Mo 4wi. 222, ai. 4;

4. IOKyMEHTH, yI0CTOBEPSBAILY, Y€ Ca CIIa36HU U3UCKBAHUATA HA WiI. 224;

5. (mom. - IIB, 6p. 103 or 2017 r., B cuma ot 01.01.2018 r.) cBHIETENCTBO 32 CHAUMOCT Ha
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MarucTbp-hapmarenrTa, ChOTBETHO Ha MOMOITHUK-(apMaIleBTa, IOCOUEH 32 PHKOBOAMTEN Ha anTeKara, ako
HE ca OBJTapCKU TPaXIaHM;

6. MEIUIMHCKO CBHUJETEJICTBO Ha Maructbp-gapmMaieBra, CHOTBETHO Ha MOMOIIHHK-
(dapmarieBTa, IOCOYCH 32 PHKOBOIUTEI Ha alTEeKATa;

7. (mom. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., ot™. - /IB, 6p. 48 oT 2015 1.)

7a. (HoBa - /IB, Op. 60 ot 2011 1., B cuna ot 05.08.2011 1., ot™m. - [IB, 6p. 67 oT 2020 1.)

8. IOKyMEHT 3a IJIaTeHa Takca B pa3Mmep, onpezeneH B Tapudara mo wi. 21, an. 2.

(2) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Ilpu uznaBane Ha pa3peuicHUE 3a
THProBUsl Ha JpeOHO C JIEKApCTBEHU MPOJYKTH CE€ M3BBPILBA MPOBEpKa Aaly IMpeacTaBeHaTa AUILIOMA Ha
MarucTbsp-apmareBTa/mIOMONIHUK-(PapMalieBTa € u3aIeHa OT ChOTBETHATA KOMIIETEHTHA MHCTUTYIIHS.

(3) (Ilpequmna an. 2, uzm. - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) AntekuTe 1Mo uJ.
222, an. 4 u 6 ce OTKpUBAT U 3aKpUBAT I10 UCKAHE Ha JIMIIETO, IPEICTABIABAIIO JIEYeOHOTO 3aBE/ICHNUE.

(4) (Ilpepumna an. 3 - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a oTkprBaHe Ha anTeka,
B KOSTO C€ OTIyCcKaT JIEKapCTBEHU MPOMYKTH, CHABPKAIIM HAPKOTUYHH BEUIECTBa, Ce Mpujarat u
M3HUCKBaHUATA Ha 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUYHHUTE BEUIECTBA U MIPEKYPCOPUTE.

(5) (Hosa - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npenumiHa ain. 4 - JIB, 6p. 60 ot
2011 r., B cuia ot 05.08.2011 r.) Pa3pemienue 3a TbproBusi Ha JpeOHO ¢ JIEKApCTBEHH MPOAYKTH B aITekKa,
KOSITO C€ OTKpUBa B HaceJleHo MsicTo ¢ HaceneHnue noa 10 000 xurtenu, ce n3naBa Bb3 OCHOBA Ha 3asiBICHUE
o obpasell, KbM KOETO Ce Mpuiarar:

1. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., uzm. - JIB, Op. 84 ot 2018 r., B cuna
ot 12.10.2018 r., u3m. - [IB, 6p. 67 ot 2020 r.) mokymenture 1o ai. 1, 1. 1 - 6;

2. (m3m. - IB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) mOKyMeHT 3a IUIaT€Ha TaKca B
pasmep 50 Ha cTO OT TakcaTa, ompeneneHa B Tapudara mo wi. 21, an. 2 3a u3gaBaHe HA pa3pelIeHHE 3a
THProBUS Ha APEeOHO C JeKapCTBEHU MPOAYKTH Mo ui. 222, am. 1.

(6) (ITpegumna an. 4, gom. - JIB, 6p. 102 ot 2009 1., B cuna ot 22.12.2009 r., m3m. - JIB, 6p. 98
ot 2010 1., B cmma ot 01.01.2011 r., npeaumna ai. 5, uzMm. - JIB, 6p. 60 ot 2011 1., B crta ot 05.08.2011 1.)
3asBIEHUETO U IOKyMeHTUTe 10 ail. 1 u 5 ce nmonasar B MAJL.

(7) (ITpepumina an. 5, u3Mm. - J1B, 6p. 102 ot 2009 r., B cumna ot 22.12.2009 r., uzm. - JIB, 6p. 98
ot 2010 r., B cuna ot 01.01.2011 r., npeaumna an. 6, u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.,
mMm. - JIB, Op. 67 ot 2020 r.) B nensa Ha mocThnBaHe Ha 3asBiieHueTo 1o ain. | wiam 5 MAJI uznpama mo
ciyxe0OeH pen uckane 10 cboTBeTHaTa P3U 3a m3naBaHe Ha XUTHEHHO 3aKiioueHue. PernonanHara 3apaBHa
WHCTICKIIMS M3/aBa XUTHEHHOTO 3aKIIOYCHHE B CPOK 70 14 ITHU OT MOCTHIIBAHE HA MCKAHETO W IO U3Ipaina
o ciyxeben pen Ha MAJL. Jlo monydaBane Ha XUTHeHHOTO 3akitoueHrue B MAJI cpokbT mo um. 229, am. 2
crpa Ja Tede.

(8) (Homa - 1IB, Op. 48 ot 2015 r., mom. - JIB, 6p. 91 ot 2018 r.) B nens Ha mocThIBaHe HA
3asBiieHueTo no an. 1 u 5 MAJI uznpara no ciyxebdeH pel UCKaHe A0 YTIpaBUTETHHUS CbBeT Ha bparapckus
(dapmaleBTHUEH CHIO3 32 M3JaBaHE HA yJIOCTOBEPCHHE 32 BIMCBAHE B HAIMOHAIHUS CIICKTPOHECH PETUCTHP
Ha 4JieHoBeTe Ha brarapckus ¢apmaneBTHUEH ChIO3 - 32 MAaruCThp-(hapmaleBTa, pbKOBOJUTEN Ha anTeKara,
W JI0 YOpaBUTETHHUS ChBET Ha bwarapckara acommanus Ha MOMOITHUK-(apMAaleBTUTE - 32 TOMOIIHUK-
¢dapmaiieBTa, pbKOBOAMTEN Ha alTeKka B ONpeAeNieHUTe OT 3aKOHa Clydyau, KaKTO U 3a MPEOCTaBsiHE Ha
nH(pOpMaIKs OTHOCHO HAJIOXKCHH HAaKa3aHUs 10 pella Ha 3aKOoHa 3a ChCIOBHATA OPTaHHU3aIUsl HA MAaruCThp-
(dapmarieBTUTE U Ha 3aKOHA 32 3/IPaBETO.

(9) (Hosa - JIB, 6p. 48 ot 2015 r.) YpaBUTETHUAT CHBET MPEAOCTaBs JOKYMEHTHUTE IO al. 8 B
CpOK 5 pabOTHU JIHU OT MOCTHIIBAHE HA HCKAHETO.

(10) (Homa - IB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) M3nbaHuTeIHATa areHus 1o
JIeKapCcTBaTa YCTAHOBSBA CITY>KEOHO 00CTOSATENICTBATa OTHOCHO CHAMMOCTTA Ha JIMIIATa 1Mo ai. 1, T. 5, koraro
ca OBJIrapcKu rpaskJaHH.
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Ui 229. (1) (dom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., ot™. - JIB, 6p. 60 ot 2011
r., B ciia ot 05.08.2011 1.)

(2) (Jom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1., u3m. - IIB, 6p. 102 ot 2009 1., B cuna
ot 22.12.2009 r., u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., gom. - JIB, Op. 18 or 2014 r.) B
€THOMECEUEH CPOK OT MOCTBHIIBAaHE HA JIOKyMEHTAlUATa MO wWi. 228, an. 6 HU3NBIHUTEIHUAT IUPEKTOp Ha
WAJL cnen cranoBuie Ha EKCrIepTHHS CBHBET MO THPTOBHUS Ha JPeOHO C JIEKApCTBEHH NMPOIYKTH, U3/aBa
paspellieHrne 3a U3BBPIIBAaHE Ha THProBHUs HAa IpeOHO C JIEKAPCTBEHH MPOIYKTH B amlTeka HIW MPaBH
MOTHBHUpAH OTKa3 3a M3[aBaHETO Ha paszpelieHue. Pa3pelieHnero miam OTKazbT Ce BPbUBA HA JIUIETO,
10/1aJ10 3asBJICHUE.

(3) (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) B 15-aHEeBEeH cpok OT MOCTHIIBAHE HA
JOKYMeHTanusTa o wi. 228, an. 6 MAJI u3BbpiiBa npoBepka Ha NpeCTaBEHUTE JOKYMEHTH U yBEeIOMSBa
MUCMEHO 3asBUTENS 32 YCTAHOBEHUTE HECHOTBETCTBUS WJIM HEMBIHOTH. B Te€3M ciayyau CpPOKbBT MO ail. 2
CIMpa Ja Te4e OT JICHS Ha YBEJOMSIBAHETO /10 OTCTPAHSBAHE HA HEJAOCTAThLIUTE.

(4) (Hosa - 1IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.) B ciyuaii ue B cpok 10 60 mHM OT
JaTata Ha YBEJOMSBAHETO MO all. 3 3asBUTEISAT HE OTCTPAHM KOHCTATHPAHUTE HECHOTBETCTBUS WIH
HEI'bJIHOTH, TPOU3BOJICTBOTO IO H3JaBaHE Ha pa3pellieHHe 3a THProBuUs Ha APeOHO € JIEKapCTBEHU
MPOJIYKTH WJIU 32 MIPOMsIHA B U3/IaJIEHO pa3pelIeHUe ce IpeKpaTsBa.

(5) (Ilpepumnua an. 4 - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - [IB, Op. 60 ot
2011 1., B cuma ot 05.08.2011 r.) OTka3bT Ha M3NBIHUTETHHUSA aupekTop Ha WMAJl 3a m3gaBaHe Ha
paspelieHre MoANeKy Ha 00xaBaHe 1Mo pea Ha AIMUHUCTPATHBHOIPOLIECYaTHHS KOJEKC.

Yn. 229a. (Hos - B, 6p. 23 ot 2009 r., B cuna ot 30.03.2009 r.) (1) (U3m. u mom. - [IB, Op. 41
ot 2009 r., B cuna ot 02.06.2009 r., u3m. - JIB, 6p. 98 ot 2010 1., B cra ot 01.01.2011 r., u3m. - IB, 6p. 60
ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 52 ot 2020 r., B cuna ot 09.06.2020 r.) U3nbauuTenHara
areHIMs MO JieKapcTBara ciyxeOHo m3mpama B P3U mo MecToHaxoXJeHHEe Ha CHhOTBETHATA anTeka C
M3/IaJICHO pa3pelieHre mo wi. 229, a. 2, BKIFOYBAIIO W3BBPIIBAHE HA THProBUs Ha APEOHO ¢ XPAHHUTEIHU
N00aBKH, TUETHYHU XPaHU 3a CIEIUATHM MEIUIIMHCKU [N, XpaHU 32 KbpMadeTa W MPEXOAHH XPaHH,
KOIIHE OT Pa3pelIeHUETO 3a BIMCBAHE B PETUCTHpaA MO Wi. 24, an. 1 oT 3akoHa 3a XpaHUTE.

(2) (M3m. u om. - IB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) AnTeKuTe, KOUTO U3BHPIIIBAT
THPrOBUS Ha IPEOHO C XPAHUTETHU JOOABKH, TUCTUYHH XPaHU 32 CHCIHATHU METUITMHCKH TN, XpaH! 3a
KbpMaueTa ¥ IPEeXOHH XpaHH, MOJJIeKaT Ha KOHTPOJI 10 pe/ia Ha 3aKoHa 3a XpaHHUTe.

Y. 230. (1) (U3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) M3mbaHuTeIHATA areHIUS
[0 JIEKapCTBaTa BOAM PETUCThP HAa H3JAJACHUTE pa3pelieHHs 3a ThProBUsS Ha JAPEOHO C JEKapCTBEHH
MIPOYKTH IO WiI. 229, ai. 2, KOWTO ChIbpXKa:

1. HOMep U J1aTa Ha pa3peleHUeTo;

2. (mom. - IB, ©p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) HauMeHOBaHUE, BUJl HA ThProBEIIa,
Ce/IaIle U aJipec Ha yIpaBiIeHUE Ha JIUIIETO, MOJIYYHUIIO pa3pellieHue;

3. (m3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) nMe, eAUHEH I'paXIaHCKU HOMEpP Ha
PBHKOBOJUTEIIS HA allTeKara;

4. ajgpec Ha anrTekara,

5. IEMHOCTUTE, KOUTO IE CE U3BBPIIBAT B aNTEKATa;

6. 1aTaTa Ha MPEKPATSIBAHETO HA Pa3pEIICHUETO U 3aIMYaBaHETO OT PETUCThpPa U OCHOBAHUE 3a
TOBA,

7. 3a0eNeX KU Mo BIHCAHU OOCTOSITENICTRA.

(2) (U3wm. - B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) JlanHM OT perucTbpa ce myOoInKyBaT
Ha CTpaHWIaTa Ha V3TbIHUTEIHATA areHIUS 110 JIEKapCTBaTa B HHTEPHET.
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Y. 231. (1) Ilpu npomsiHa Ha BIiMcaHUTe B peructhpa mo wi. 230, an. 1, 1. 2 - 5 oOcTosTENCTBA
JIMIIETO, TMOIYYMJIO pa3pelieHne 3a U3BbPIIBAHEe Ha THPTOBHUs Ha JPEOHO ¢ JIEKapCTBEHH MPOAYKTH, MOJaBa
3asBJIEHUE 10 peaa Ha 4. 228, aji. 1, KbM KOETO npujiara U CBbp3aHUTE C IPOMSHATA JOKYMEHTH.

(2) (HoBa - JIB, 6p. 60 ot 2011 r., B cuma or 05.08.2011 r.) B cny4aii Ha npomsiHa
€IHOBPEMEHHO Ha HaMMEHOBAaHWE W BHJI HAa THProBella, aJJpec Ha anTekaTa U PHbKOBOAMTEN Ha amTeKara ce
M0JIaBa HOBO 3asiBJICHME IO pefa Ha wi. 228, an. 1 W ce 3armiaimia TakcaTa 3a HU3JjaBaHe Ha pa3pellieHue 3a
THProBUs Ha JPeOHO C JEKapCTBEHU MPOJYKTH B anTeKa, onpeeneHa B Tapudara mo wi. 21, an. 2.

(3) (Homa - JIB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) JIume, moiayuuso paspenieHue 3a
THProBUsl Ha APEOHO C JIEKAPCTBEHU MPOJYKTU MO peAa Ha wi. 228, ai. 5, MOXe Ja U3BBPIIN MIPOMSHA I10
yi1. 230, an. 1, T. 4 camo B HaceneHo MscTo ¢ HacenaeHue 10 10 000 sxurenu.

(4) (Hosa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Koraro nuiero no ai. 3 xenae aa
n3BbpIIM npoMsiHa 1o wi. 230, an. 1, T. 4 B HacesneHo MscTo ¢ HaceneHue Hax 10 000 xxutenu, To 3amiaia
TakcaTa 3a W3JlaBaHE Ha pas3pelleHHe 3a THProBUs Ha JpeOHO C JIEKapCTBEHH MPOJIYKTH B amTeka,
orpeneneHa B Tapudara o wi. 21, an. 2.

(5) (Ilpenumnua an. 2 - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [Ipn mu3naBane Ha
pas3pelIeHneTo, ¢ KOeTo ce J0IMycKa MpoMsiHaTa 1o aj. 1, ce nmpuiarar pa3nopeaoure Ha ui. 229.

Ui 232. (1) Jlekapute u JieKapuTe MO JCHTATHA MEIMIIMHA MOTAT Jia ChbXpaHsIBaT JICKaPCTBEHU
MPOJIYKTHU 10 CHUCHK, OMPEIEICH OT MUHUCTHPA Ha 37PaBEONa3BAHETO.

(2) KoraTo B HaceleHOTO MSCTO HsMa arTeka, Julara mo aj. | mMorar jga chbXpaHsBaT M J1a
MpoJiaBaT JIEKAPCTBEHU MPOAYKTH CaMO aKO ca MOJYYMJIM pPa3pelieHHe 3a TOBa MO PEA, ONpeleNieH B
Hapea0a Ha MUHHUCTBHPA Ha 37]paBEOMa3BaHETO.

Un. 232a. (Hos - /IB, Op. 84 or 2018 r., B cuna or 12.10.2018 r.) Ilputexarenure Ha
paspenieHue 3a ThProBUS Ha JIPEOHO C JIGKAPCTBEHW MPOAYKTH M Jnnara mo wi. 207, am. 1, T. 5Sa u 6
eXeIHEeBHO mpenocTaBiT Ha WAJl upe3 crmeumanu3upaHaTa €JEeKTpOHHa cuctema mo wi. 2176, am. 1
uH(popManus 3a:

l. nmocraBeHMTE MM KOJMYECTBA, IIOCOYEHH IO JIEKAPCTBEHU NPOAYKTH, BKIIOYEHHU B
[To3uTHBHUS EKapCTBEH CIUCHK;

2. OTHyCHATUTE/MPOAaIEHUTE KOJINYECTBA, MIOCOYCHH MO JIEKAPCTBEHU MPOIYKTH, BKIIOUYECHH B
[To3uTUBHUS EKapCTBEH CIUCHK;

3. HAMMYHUTE UM KOJIMYECTBA, TOCOUEHHU IO JIEKAPCTBEHH MPOAYKTH, BKIOUeHH B [l03UTHBHUS
JIEKapCTBEH CIIUCBHK.

Un. 233. PbKOBOIUTENAT HA anTeKaTa HOCH OTTOBOPHOCT 3a I€MHOCTUTE, TOCOYEHHU B wi. 219,
an. 1.

Ui 234. (1) 3abpansiBa ce mpojaxodaTa Ha JIGKQPCTBEHHU MPOAYKTH 4Ype3 aBTOMATH, OCBEH Ha
JIEKapCTBEHHUTE MPOJIyKTH, IOCOYSHH B CIIMCHK, ONpeesieH B Hapeadara mo wi. 219, an. 2.

(2) ABromartuTe 1o an. 1 morar ga 6b1aT COOCTBEHOCT caMO Ha Juiara mo wi. 222 u wi. 238,
an. 2.

(3) 3a0pansiBa ce oka3uoHHATa MPoAak0a Ha JIEKAPCTBEHU MPOTYKTH.

(4) 3abpansiBa ce mpoaax6a 1Mo UHTEPHET HA JIEKAPCTBEHU MPOIYKTH, OTIYCKAHH IO JIEKAPCKO
MIpeIIrcaHue.

(5) (HoBa - IB, Op. 67 ot 2020 r.) 3a0paHsiBa ce BPBIIAHETO Ha 3aKYICHH JICKAPCTBEHH
MPOTYKTH.
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(6) (Homa - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., npeaumHa an. 5 - JIB, 6p. 67 ot
2020 r.) JlekapcTBeHH MPOAYKTH O€3 JIEKapCKO MpeANUcaHue MoraT Ja ce MpojaBaT 1Mo MHTEPHET caMoO OT
anTeKa WM JAporepus, MOIy4YHUIN pa3pelieHre MpH yCIOBUATa U IO pesla Ha TO3M 3aKOH M Ha Hapeadara 1o
gy, 219, an. 2, cbOTBETHO 1O WiI. 243.

(7) (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npenumina an. 6, uam. - /B, 6p. 67
ot 2020 r.) Antekure U Jporepuute no aji. 6 myOiaMKyBaT Ha UHTEPHET CTPaHMIIATA, YPE3 KOATO U3BBPILBAT
THPrOBUsl Ha JIEKAPCTBEHU NPOAYKTH O€3 JIEKapCcKO MpeAnucaHue, OO0 JIOro, pa3sno3HaBaeMo 3a IeNus
EBpomneickus cbro3.

(8) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npeaumna an. 7, usm. - JIB, 6p. 67
ot 2020 r.) M3uckBaHusATa KbM OOIIOTO JIOTO MO ajl. 7 ce ONpEeAeNsT C JeerupaH akT 1o 4i. 858, naparpad
3 ot JupexTtuna 2001/83/EO.

Ui 234a. (Hos - /IB, 6p. 102 ot 2012 1., B cuita ot 02.01.2013 1.) (1) M3nbiiHMTEIHATA areHIIUS
10 JIeKapcTBaTa MyOJIMKyBa U TIOJTbPKa Ha CBOSATA HHTEPHET CTPAHUIIA!

1. undopmamys 3a HAUMOHAIHOTO 3aKOHOJATEJCTBO, MNPUJIOKHMO 3a IpEAJaraHeTo Ha
JICKapCTBEHH MPOAYKTH 32 MPOAaKOa M0 MHTEPHET, BKIFOUUTEITHO HHPOPMAIUs OTHOCHO (hakTa, ye MOTraT
Jla CBIIECTBYBAT pa3iMyusl MEXIY JbpXKAaBUTE€ WIEHKM [0 OTHOUIEHHE Ha KilacudukauusaTa Ha
JICKapCTBEHHUTE TIPOTYKTH U HA YCIIOBUATA 32 JOCTABSHETO HM;

2. uHpOpMAIIUs OTHOCHO IIeJITa Ha OOIIOTO JIOTO;

3. CIUCBHK Ha JIMIATa, MpeJyIaraiiy JeKapCTBeHNU MPOIYKTH 3a Mpoaax0a 1Mo MHTEPHET, KaKTo U
aJIpeCUTE Ha TEXHUTE UHTEPHET CTPAHUIIN;

4. (m3m. - IB, Op. 67 or 2020 r.) oOma uH(OpMaIsi OTHOCHO PUCKOBETE, CBBP3aHU C
JIEKapCTBEHH MPOAYKTH, TOCTaBSHHU HA MOTPEOHUTENNTE Ype3 MHTEPHET B HapyIICHUE Ha HapeadaTa mo Wil
234, an. 6.

(2) Untepner crpanunata Ha HWAJI mo an. 1 e cBbp3aHa ¢ HMHTEpHET CTpaHHUIATa Ha
EBpomneiickara areHImus 1o JieKkapcTBara.

Ui 2346. (Hos - IB, 6p. 102 ot 2012 1., B cusna ot 02.01.2013 r.) M3mrbaHUTENHATA areHITUS 110
JIeKapcTBaTa yyacTBa B MpoBexXAaHu oT EBponeiickata komucus u EBporelickara areHIus mo JekapcrBaTa
WH(OPMAIMOHHH KaMITAHHHA OTHOCHO OTIACHOCTTA OT (pasmupUITIPaHH JICKAPCTBEHU TPOTYKTH.

Un. 235. (1) Pa3pernenueTo 3a U3BBPIIBAHE HA THPTOBUS HA APEOHO C JIGKAPCTBEHU MPOTYKTH
o wi. 229, ain. 2 ce mpekparsBa ¢ MpeKpaTsIiBaHe ACHHOCTTA Ha Juarta mno 4i. 222 u 225.

(2) (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) M3nbaautennusat aupexkrop Ha MAJI
MIPEKPATSIBa pa3peIIeHUETO 32 U3BBPIIBAHE HA THPTOBHS HA JPEOHO C JICKApCTBEHU POAYKTH:

1. mo Mon0a Ha TUIETO, MOTYYHIIO pa3pelieHne 3a U3BbPIIBaHE HAa ThPTOBHsI Ha APEOHO;

2. KOrato ce¢ YCTaHOBHM, Y€ PHKOBOJUTEIAT Ha anTeKkara HE OTroBaps Ha H3UCKBAHUATA,
MOCOYEHU B uJjl. 224 u 225.

(3) (U3m. - [IB, 6p. 60 ot 2011 1., B cuita ot 05.08.2011 r.) B 14-n1HeBeH cpok OT npekpaTsBaHe
Ha JIelHocTTa no ail. 1 nunara o wi. 222 u 225 nucMeno yesenomsisat MAJL

Un. 236. (1) Antekata He MOXe Aa ObJe 3aTBopeHa 3a moBede oT 30 THM B paMKUTE Ha €llHa
KaJleHJapHa roIMHA MOPaJy OTChCTBHE HA PHKOBOAMUTEIIS M.

(2) (Hdom. - AB, 6p. 71 ot 2008 1., B cmna ot 12.08.2008 r., u3m. - IIB, 6p. 12 ot 2011 1., B cuna
or 08.02.2011 r., m3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) Korato pbKOBOIUTENAT Ha
amnTeKaTa He € B ChCTOSIHUE Ja W3ITBJIHSBA 3abJKCHUSITA CH MOPAJIX IMOJI3BaHE Ha OTIYCK MPH BPEMEHHA
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HETPYI0CIIOCOOHOCT Topaau 060J1ecT, OpPEMEHHOCT U paXK1aHe MM OCHHOBSBAHE M OTITYCK 32 OTIJICKIaHE Ha
MaJIKo zieTe 1o peaa Ha Kojekca Ha Tpyaa, anTekara Moxe Ja paboTH 3a CpOK He MOBeUe OT JIBE TOANHU M0
PBKOBOJICTBOTO Ha JPYT MarucTbp-(hapMareBT, CbOTBETHO MOMOIIHUK-(papMaIleBT, B CIydauTe 1o ui. 225,
KONTO OTroBapsl Ha M3MCKBaHUATA MO wi. 224. B Te3u ciyyau ce u3JaBa pa3pelieHue OT U3IbJIHUTEIHUS
nupektop Ha MAJL

(3) Pa3pemenuero o ajn. 2 ce uzzana B cpok 10 30 aHH.

Y. 237. Ilpu npexkpaTsBaHe NEHHOCTTA Ha JIMLETO, MOJYUYWIIO pa3pellieHHe 3a OTKPUBAHE Ha
anTeKa, JIEKapCTBEHUTE NMPOJAYKTU Morar Jia ObJaT NpoJaieH! Ha JIMLA, TOJIyYMIH Pa3pelIeHue 3a ThpProBUs
Ha epo C JICKapCTBEHU IIPOYKTH.

UYn. 238. (1) (U3m. - IB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) JlekapcTBeHU MPOAYKTH,
KOUTO C€ OTIycKat 0e3 JIeKapcKo Mpenicanne, MOTaT Jja ce TpoaaBar B aporepus. B aporepusita morar nia
ce MpojaBaT U MPOAYKTH U CTOKH ChC 3HAYEHHE 3a 3paBEeTO Ha YOBEKa, ONpe/eseHH B HapeadarTa Mo il
243, 1 MeTUIIMHCKHU W3S,

(2) (U3m. - [IB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) I[IpaBo m1a W3BBpIIBAT THPTOBUS HA
IpeOHO ¢ NEeKapCTBEHH MPOAYKTH, KATO OTKPUBAT JPOTEpUsi, UMAT BCUUKH (PU3NUECKU U IOPUAMUYECKHU JIHUIIA,
peructpupanu Mo ThProBeKus 3aKOH, WM 110 3aKOHOIATEJICTBOTO Ha JIbPiKaBa WICHKA.

(3) (U3m. - IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) PerkoBOAMTENAT HA apOTepHs TpsiOBa
J1a € MEJUIIMHCKY CIICIUAIICT, KOUTO:

1. He e JUIIIeH OT MPaBOTO J1a yNpaXkHsBa NpodecusiTa Cu;

2. HE € OCHXKIaH 3a MPECTBHIUICHHS, CBBbP3aHU C YyNpakHsIBaHE Ha mnpodecHsTa My, 3a
MPECTHIUVICHUS TPOTHB COOCTBEHOCTTa M CTOINAHCTBOTO HWJIM 33 YMHIUICHH TPECTHIUICHUS MPOTUB
JUYHOCTTA,

3. UMa Haii-MaJKo eHa TOJIMHA CTaX IO CIEIUATHOCTTA.

Y. 239. (1) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [porepuu ce oTkpuBar
ciep peructpanus B cborBeTHaTa P3U.

(2) (M3wm. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) JInmara mo un. 238, an. 2 moaasar B
cpoTBeTHaTa P3U 3asBreHue 3a perucrpaius, KbM KOETO MPUIAraT CISAHUTE JOKYMEHTH:

I. (mam. - JIB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) nmanHm 3a EnuHHHS
UACHTHU(HUKAIIMOHEH KOJI Ha THProBella WM KOoomeparusaTa OT ThProBCKUSI PETHCTHp, a 3a JIPYKECTBATa,
perucTpupaHu B AbpikaBa - wieHKa Ha EBpornelickust cbio3, WK B JbpkaBa - cTpaHa 1no Cropa3yMeHHUeTo 3a
EBpomneiickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 32 aKTyallHa PETHCTpaIusi MO HAIMOHAIHOTO
3aKOHOJATEJICTBO, U3AaJEH OT KOMIIETEHTEH OPraH Ha ChOTBETHATA IbpKaBa Ha JiMIaTa mo wi. 238, ai. 1;

2. (mom. - B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) mokymeHT 3a oOpa3oBaHHE H
CBHUJICTEIICTBO 32 CHIUMOCT Ha JIMIIETO, OMPEJICICHO 32 PHKOBOJUTEN HA JAPOTEPHUATA, aKO HE € OBITapcKu
rpa)xIaHuH;

3. MEIMIIMHCKO CBUJETENICTBO HA JIMIIETO IO T. 2;

4. (ot™. - [IB, 6p. 60 ot 2011 r., B cmuta ot 05.08.2011 r.)

5. (u3m. - JIB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., ot™m. - IB, 6p. 60 ot 2011 1., B cuia
ot 05.08.2011 1.)

6. JOKYMEHT 3a IJIaTeHa Ibp>KaBHa Takca B pa3Mep, orpeiesieH B Tapudara mo ui. 21, an. 2.

(3) (Hosa - JIB, 6p. 60 ot 2011 1., B cuia ot 05.08.2011 r.) B 14-n1HeBeH cpok OT MOCTHIIBaHE
Ha 3asBJeHueTo 1o an. 2 P3U u3BbpiiBa npoBepka OTHOCHO CIa3BaHe M3MCKBAHMSTA Ha HapeadaTa o 4.
243. B cnyyanTe, KOraTo ce€ yCTaHOBH, Y€ HE ca CIa3eHH M3MCKBaHMA Ha HapeadaTa mo wi. 243, B 7-THEeBeH
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CPOK OT M3BbpLIBaHE Ha ITpoBepkara P3 naBa npeanucanust U ONpeelis CPOK 3a OTCTPAHABAHETO UM.

(4) (Hosa - /IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) B 14-nHeBeH cpoK OT MOCTHIIBaHE
Ha 3asgBIIEHHETO W JOKYMEHTUTe Mo ain. 2 jaupektopbT Ha P3UW yBemomsiBa MHUCMEHO JHIETO 32
KOHCTAaTUPAHUTE HEITBTHOTH B TSX U OMPEIEIIsi CPOK 32 OTCTPAHSIBAHETO UM.

(5) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a moxaBaHe Ha 3asBJICHHE 32
perucTpanys Ha IpoTepHs WIK 3a M3BBPIIBaHE HA MpoMsiHa 1o 4. 242 cproTBeTHata P3U chbupa Takcu B
pasmep, onpeneseH ¢ Tapudara mo wi. 21, an. 2.

(6) (Hosa - JIB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r., uam. - IB, 6p. 67 ot 2020 r.)
Pernonannara 31paBHa HMHCIEKIMS YCTaHOBSIBA CIIy>)KEOHO 0OCTOSITEJICTBaTa OTHOCHO CBHAMMOCTTAa Ha
JUIETO TO al. 2, T. 2, KOraTo € ObJITapCKu rpaXk JaHHH.

. 240. (U3m. - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) (1) B 14-nmHeBeH cpok oT
U3BBpIIBaHE Ha IMpoBepkara mo wi. 239, an. 3 uiaM OoT OTCTpaHsBaHE HAa HEM'BJIHOTUTE IO ui. 239, an. 4
nupektopbT Ha P3U u3gaBa yaocToBepeHue 3a peructpaiusi Ha Aporepus Wil MpaBd MOTUBUpPAH OTKa3 3a
W3/1aBaHETO MY.

(2) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) upexropsbT Ha P31 MmoTuBHpano
0TKa3Ba U3JJaBAaHETO HA YJOCTOBEPEHUE 33 PETUCTPALIUA Ha JIULETO 1Mo ui. 238, an. 2, KoraTo:

1. He e peIcTaBeH HAKOM OT IOKyMEHTHUTE 10 Wi. 239, an. 2;

2. B cpoka 1o ui. 239, an. 4 3asABUTENAT HE € OTCTPAHUJI KOHCTATUPAHUTE HEITbIHOTH.

(3) (HoBa - B, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) Korato B cpoka mo am. 1
nupektopbT Ha P3W He e u3man ynoCTOBEpEeHHME 3a pPETrHCTpalus Ha APOrepus WM HE € HamlpaBuil
MOTHBHPAH 0TKa3, c€ MpHeMa, 4e € HAIHIIE MBJIYAIUBO ChIIIacHe.

(4) (Homa - JIB, 6p. 102 ot 2012 1., B cmiia ot 21.12.2012 r.) B ciy4anTte no ain. 3 3assBUTEISIT
MOJK€ J]a 3aII0YHE U3BBHPIIBAHE HA 3aABEHUTE ACHHOCTH MPH Cla3BaHe Ha 4il. 29 oT 3aKOHa 3a OrpaHUYaBaHe
aAMUHUCTPATUBHOTO PETYJIUPAHE U aIMUHUCTPATUBHUS KOHTPOJ BBPXY CTOIMAHCKAaTa IEMHOCT.

(5) (ITpeaumna an. 2 - JIB, 6p. 102 ot 2012 ., B cua ot 21.12.2012 r.) OTKa3bT Ha TUPEKTOPA
Ha P3U no an. 1 moanexxu Ha o0xanBaHe 1Mo pesa Ha AJAMUHUCTPATUBHONPOLIECYATHHS KOIEKC.

Yn. 240a. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) dupexkTopsT Ha
cpoTBeTHaTa P3U npekpatsiBa chC 3amoBe]] perucTpanusaTa Ha Jporepusi:

1. o Mos0a Ha AMLETO, MOTYYHIIO YIOCTOBEPEHHE 3a PErHCTpaLlus Ha APOrepus;

2. ¢ mpeKpatsBaHe IeHHOCTTa Ha JIMLETO Mo wi. 238, aj. 2, 32 KOEeTO TO yBEIOMsBa ChOTBETHATA
P31.

(2) B 14-nneBeH cpok OT IpeKpaTsBaHe Ha JeHHOocTTa 1o ail. 1, T. 2 nuuero no wi. 238, ain. 2
MMCMEHO yBeAoMsBa choTBeTHaTa P3U.

Ui 241. (1) (U3m. - B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) B crorBeTHaTa P3U ce
BOJIY PETHCTHP HA M3/1a/ICHUTE YAOCTOBEPEHUS 3a PETHCTPAIMs Ha APOTepHst, KOUTO ChABpIKA:
1. HoMep u 1aTa Ha U3AAJEHOTO yIOCTOBEPEHHE;
. CeJTAJTUIIIE U aJIPeC Ha JIUIETO, OIyYHIO YJOCTOBEPEHHE 3a PETHCTPALMS Ha JPOTepus;
. UMe, JIMYHH JJAaHHU U aJJpec Ha PbKOBOJIUTENS HA APOTEpUsATa;
. aJIpec Ha IPOTrepHusITa;
. IaTa Ha MPeKpaTsBaHe Ha PETHCTPAIMATAa U OCHOBAaHHETO 3a TOBA;

AN L AW N

. 3a0€JIeKKH 110 BIIUCAHUTE OOCTOSTEIICTBA.
(2) (U3m. - B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) JlanHM OT perucrbpa ce myOoJuKyBaT
Ha cTpaHuIaTa Ha cboTBeTHaTta P3U B uHTEpHET.
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Y. 241a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) HanimonaaHUAT perucTsp Ha
U3JIaJICHUTE yI0CTOBEPEHMS 3a perucTpanus Ha gporepus no wi. 19a, an. 3 cpabpixka:
1. HaumeHoBaHue Ha cboTBeTHaTa P3U, u3nana y1ocToBepeHUETO 3a perucTparus;
. HOMEp U JlaTa Ha U3/1aJJ€HOTO YIOCTOBEPEHHUE;
. CeJIaJIMILIE U aJpec Ha JIMLETO, OJIYYNIIO YAOCTOBEPEHUE 3a PErUCTPALMs Ha IPOTrepusl;
. IM€ Ha PbKOBOJUTEIS HA APOTEPUITA;
. aJIpec Ha Iporepusra;
. JJaTa Ha IPEKpaTsABaHE Ha PErHMCTpaluUsaTa U OCHOBAHUETO 3a TOBA.

AN N AW

Uin. 242. Ilpu mpoMsiHa Ha aJpeca Ha JAPOrepHsiTa WM Ha PHKOBOAMUTENS JIULETO, MOIYyYUIIO
yJIOCTOBEpEHHE 3a OTKPUBAHETO M, OJaBa 3asBJICHUE 10 pela Ha wi. 239, an. 2 u CBbp3aHUTE C IPOMSHATA
JOKYMEHTH.

UYn. 243. YcnoBusTa ¥ peIbT 32 OpraHu3anys Ha padoTa B Jporepusra ce olpeaessiaT B Hapeaoa
Ha MUHHCTBpPA Ha 3/IpaBeoIia3BaHeTo.

I'n1aBa eqnHagecera.
PEKJTIAMA HA JIEKAPCTBEHUTE ITPOAYKTHU

Ui 244. (1) Pexnama Ha JeKapCTBEHH MPOAYKTH € Beska (hopma Ha nHpoOpMaIus, mpeacTaBsHe,
MIPOMOIIHST UM TIPETIOKEHHUsS C LIeJ JIa c€ CTUMYJIUpa MPEeANUCBAaHETO, Mpoaaxdara Wi ymotpedaTa Ha
JIEKapCTBEHUSA NIPOAYKT U BKIIFOYBA!

1. peknama, peiHa3HAYCHA 32 HACEIICHUETO;

2. peknama, IpeHa3HaYeHa 32 METUIIMHCKUTE CTICIIUATUCTH;

3. moceleHre Ha MeTUIIMHCKA ThPTOBCKH MPEICTABUTEIH ITPH MEIUIUHCKH CIICIIHATUCTH;

4. mpeoCcTaBsiHE HA MOCTPH OT JICKAPCTBEHU MPOAYKTH;

5. CIIOHCOPCTBO HA MTPOMOIMOHAIHH CPEIId M HAyYHW KOHTPECH, MOCEIIABaHNU OT MEIUIIMHCKH
CHEIMATUCTH, BKIIFOUUTEIHO U TOEMAaHETO Ha TEXHUTE PA3HOCKU IO MTYBAaHETO M MPECTOSl B ChOTBETHATA
ABbpPiKaBa, B KOATO CC IIPOBCIKIAA MCPOIIPUATHUETO.

(2) He mpencrasisiBa pekiiama Ha JIGKAPCTBEHHU TPOTYKTH:

1. TeKCT BBbpPXYy BTOPUYHATA OMAKOBKA U B JINCTOBKATa, KOWTO € OJ00pEeH B MpoleaypaTa Io
paspeniaBane 3a ynorpeoa;

2. KOPECIOHJEHIUS MO TMOBOJ CHEeNH(HUUEH BBIPOC WIM MPOOIEeMaTHKa, CBBP3aHU C JaneH
JICKapPCTBEH MPOIYKT;

3. uHbOpPMAIIMOHHU CHOOIICHHS U YKa3aHUsI OTHOCHO MTPOMEHH B OMAaKOBKaTa, MPeaynpexaCHUS
3a HEXeJIaHW JICKAPCTBEHU PEAaKIMH KaTO 4YacT OT OOLIMTEe MEpPKH 3a 0e30macHOCTTa Ha JICKapCTBEHHS
MPOAYKT, THPTOBCKH KaTaJO3H W IIEHOBH JICTH, TIPU YCJIOBHE Y€ HE BKIIOYBAT JJAHHH C PEKJIAMEH XapaKTep
10 OTHOIIICHHUE Ha JICKApCTBEHUS IPOYKT;

4. W3sIBIICHUS, OTHACAIIN C€ JI0 3/IPABETO HAa YOBEKA HIIU 3a00JISIBAHUS, KOTATO T€ AUPEKTHO WA
WHANPEKTHO HE HACOUBAT KbM JICUeHHE, MPO(PUIAKTHKA WM TUATHOCTHKA C IEKAPCTBEHH MPOTYKTH;

5. MMPOBCIKAAHUTEC OT MI/IHI/ICTepCTBOTO Ha 3ApaBCOIa3BaAHCTO KaMIIaHHWU 1O BAKCHMHUPAHC Ha
HACEJICHHETO, KOTaTO CBBP3aHUTE C TSAX MATEPUAIH HE ChABPKAT JTAaHHH 32 KOHKPETCH JICKAPCTBEH MPOIYKT.

Ui 245. (1) TlpurexaTensaT Ha pa3perieHHUETo 3a yrnoTpeda € JUTbKEH J1a Ch3/1aJie HayYHO 3BEHO

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 09.10.2023 .



3a pa3npocTpaHEeHUE Ha MHQPOPMAIH 32 JCKAPCTBEHHUTE MPOAYKTH, 32 KOUTO € MONYYHJI pa3pericHue 3a
yroTpe0a 1o peia Ha TO3H 3aKOH.

(2) TlpuTexarensaT Ha pa3pelIeHUETO 3a ynoTpeda € IThKEH /1a:

1. rapanTHpa, 4e pekiiamMara Ha JIEKApCTBEHHS MPOAYKT € MPE/ICTABeHA HA HACEIICHUETO WM Ha
MEIULMHCKUTE CHEHAINCTH BbB BHJ, CHOTBETCTBAII] HAa M3MCKBAHUITA HA Ta3H IJIaBa, U B CbOTBETCTBHUE C
W3/1aJICHOTO paspelnieHue 3a pexiama ot MAJI;

2. pa3moJiara ¢ JaHHU U MaTepUaId OT BCHYKU PEKIIAMHHM KaMITaHUH, IPEINPUETH B pAMKHUTE Ha
HEerosara JIeWHOCT, BKIIOYUTEIHO ¢ MHQPOpPMAIU 3a TPYNUTe, 32 KOUTO peKiiaMaTa € MpeaHa3HadyeHa, 3a
HayMHa Ha OCBIIECTBIBAHETO M, KAKTO M 3a JIaTaTa Ha CTapTHUPAHE HA pPEKJIaMHAaTa KaMIIaHUs;

3. rapanTHpa 00y4YEeHHUETO HA MEAUIIUHCKUTE ThPTOBCKHU MPEACTABUTEIH;

4. U3MIBIHSBA TOYHO U B OMpPEACNICHUS CPOK yKa3aHUsATA Ha JUTHKHOCTHUTE JIMIIA 110 KOHTPOJIA
Ha peKJamara.

(3) MenuuuHCKUTE THPTOBCKHU MPEJCTABUTEIN TPSAOBA J1a IOKJIABAT HA HAYYHHUTE 3BEHA IO ajl.
1 Bcska mH(poOpMmaius 3a ymoTrpedara Ha JIEKaPCTBEHUTE NPOIYKTH, KOUTO pPEKJIaMupar, OCOOEHO I0
OTHOIIICHHE Ha WHpOpMaIuUsATa 3a HEXKEIaHU JIGKAPCTBEHU DEAKIMH, CHOOIICHH MM OT MEIUIUHCKHUTE
CIICI[UAJIHCTH.

Ui 245a. (Hos - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Jlomycka ce pekiama caMo Ha
JICKaApCTBEHH MTPOAYKTH, 32 KOUTO € U3IaJICHO pa3pelIeHue 3a yrnorpeda 1mo peia Ha TO3H 3aKOH.

Ui 246. (1) CpappikaHUETO Ha peKiamaTa TpsiOBa Ja ChOTBETCTBA Ha JaHHHUTE OT OJl00peHara
MIPH pa3peliaBaHeTo 3a ynorpeda KpaTka XapaKTepUCTHKa Ha JIEKapCTBEHHS MIPOIYKT U Jia MPEACTaBs camo
MIOCOYCHHUTE NIPU pa3pelIaBaHeTo 3a yIoTpeda MmoKa3aHus.

(2) PeximamaTta Ha JIGKapCTBEHHs MPOAYKT TpsOBa Ja Haco4YBa CaMO KbM IIpaBHJIHATA MY
ynotpeba, KaTo NpeAcTaBs OOSKTHBHO TEPAIEBTUYHUTE IOKA3aHUS Ha JIEKAPCTBEHUS TMPOIYKT, 0e3 1a
npeyBelIn4aBa Bb3MOKHOCTHUTE 32 JICYCHUE, MPO(UITAKTUKA WIN JUATHOCTHKA C JIEKAPCTBEHUS MPOIYKT.

(3) Pexnamara He TpsOBa 1a ChbpKa MOABEXK A HHPOPMAITHSL.

(4) (Homa - 1B, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) PexnamaTta HE MOXe Ja ChIbpKa
IpeUIoKEHNE W/WiK o0eIlaHue 3a NoJapbK W/WIH JIpyra UMyLIecTBEHa UM HeUMYIlecTBeHa obara.

(5) (Homa - JIB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r.) MenuuMHCKN CHEIUAIUCT WU
JIMIIE, IPECTABAIIO CE 32 METUIIMHCKU CIICIIMAINCT, HE MOJKE JIa U3BHPIIBA NPsKa WIH KOCBEHA peKiIaMa Ha
JICKapCTBEHH MIPOAYKTH B IEYATHUTE W/WIIN B IEKTPOHHUTE MEUH, KAKTO U B MHTEPHET.

Un. 247. llpen HaceneHHETO ce JOIyCKa peKiama camMO Ha JIEKAPCTBEHU IMPOLYKTH, KOUTO Ce
OTITyCKaT 0€3 JIEKapCKO MpeAIUCaHHUE.

Ui 248. (dom. - B, 6p. 71 ot 2008 1., B cmia ot 12.08.2008 r.) U3BBH caydaute o wi. 247 ce
JIOMyCKaT PEeKIaMHU KaMIaHWM 10 BAaKCHHHUpAHE, MPOBEXAAHU OT MPUTEkKATEIUTE Ha pa3pelieHue 3a
ynotpeba, Ipu cra3BaHe M3UCKBaHMUATA HA Wi. 251 M MpH yCIOBUS M MO Pell, ONpEeieHn B Hapeadara 1o
yi1. 249.

Uin. 248a. (Hom - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3abpansiBa ce pekjamara B
MHTEPHET Ha JIEKAPCTBEHHM MPOIYKTH, KOUTO CE€ OTIYCKAT IO JIEKAPCKO MpEANUCaHue, ¢ U3KIIOYeHUEe Ha
pEeKJIaMHHM KaMITaHUM TI0 BaKCHHUpPaHE, U3BBPIIBAHKU MO peaa Ha wi. 248 U 0700peHU OT KOMIETECHTHUTE
OpraHu.
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Ui 249. M3uckBanmsITa KbM pEKJIaMaTa Ha JICKAPCTBEHUTE MPOAYKTU CE ONPEIENT ¢ Hapeaba
Ha MUHHCTBHpPA Ha 3/IpaBeola3BaHeTo.

Un. 250. 3agBineHue 3a paspelniaBaHe Ha peKiiamMa Ha JIGKAPCTBEH MPOAYKT C€ MojaBa OT
IIPUTEXKATEIIS Ha pa3pelIeHneTo 3a yrnorpeda Ha JeKapCTBEHUs MPOAYKT UM YIIBIHOMOIIEHO OT HETO JIULE.

Y. 251. (1) 3a pa3pemaBane Ha pekiamata juneto o wi. 250 mogasa B MAJI 3asBinenue mo
o0pasel, 0700peH OT U3MIBIHUTEIHUS TUPEKTOP Ha areHIUATa, IPUAPYKEHO OT:

1. mpoekT Ha pekyiamara;

2. HOTapHAJIHO 3aBEPEHO IIBIHOMOIIHO OT MPUTEXKATeN s Ha pa3peleHueTo 3a yrnorpeda, Korato
3asIBJIGHUETO C€ M0J1aBa OT JPYTO JIULIE;

3. nuTepaTypHUTE W3TOYHMIIM Ha U3IMOJI3BAHUTE IUTATH, TAONMMIM WIW JIPYTH MaTepuai,
KOraTo uma TaKHBa;

4. MOKYMEHT 3a IJIaTeHa Takca B pa3Mmep, onpenesieH B Tapudara mo ui. 21, ai. 2.

(2) [poekrute 3a pexiama no an. 1, T. 1 TpsOBa na ca sicHH, ¢ pa3dUpaeM TEKCT, B CIy4aure,
KOraTo MMa TaKkbB, U 1a JaBaT Bb3MOKHOCT 3a OLICHSIBAaHE HA BCUUKUTE U €JIEMEHTH - TEKCT U UIIIOCTPALIUU.

(3) Kem MAJI ce cp3naBa ExcniepTeH cbhBeT 1o pekinaMaTa. B cbcTaBa My ce BKJIIOYBAT JIEKapu U
CTHEIUANNCTH C TPAKTHUYECKH OMHUT B obOjacTra Ha pekiamara. V3mbaHutenHust aupektop Ha WAJI
onpeJiens ChC 3alo0Be]l ChCTaBa HA ChBETA, KbM KOMTO C€ BKJIIOYBAT IO €IMH IpeacraBuTen Ha Komucusita
no mpodecroHanHa eTuka Ha bbiarapckust nekapcku cbro3, Ha bbarapckus 3b00JI€KapcKH ChIO3 U Ha
bearapckusi gapmaiieBTU4YeH CbhI03, pa3Mepa Ha Bb3HArPaKJICHUETO Ha YJICHOBETE MY M YTBBP)KIaBa
NPaBUJIHMK 3a YCJOBUATA M peaa 3a paborara My. B chcTaBa Ha chBeTa MoraTr jaa ObJaT BKIIOUEHH U
MIPE/ICTaBUTENIN HA ALIUEHTCKUTE OpraHU3aI1Hy.

(4) CBeThT MO aj. 3 U3rOTBS EKCIIepTH3a MO MPOEKTa Ha peKiiaMaTa U MOJrOTBS CTAaHOBUIIIE JI0
M3IIBIHUTETHUS aupekTop Ha MAJL

(5) Ilpu ycraHoBsBaHEe Ha HECHOTBETCTBHUS Ha peKiaMara ¢ M3UCKBaHHITA HAa TO3U 3aKOH B 7-
JHEBEH CpPOK OT JaraTa Ha IoJaBaHe Ha 3asBieHuero no ain. 1 MAJl naBa mucMeHM yka3zaHus 3a
OTCTpaHSIBAHETO UM B €IHOMECEUYEH CPOK OT Jarara Ha yBenomiieHneTo. CpoKbT 3a MPOU3HACSIHE CIUpa J1a
Tede 3a Iepro/ia OT ACHs Ha yBEIOMABAHETO JO OTCTPAHSABAHE HA HECHOTBETCTBUATA.

(6) B cimydaif ye 3asgBUTENAT HE HM3MBIHU yKa3aHUATAa B €JHOMECEYEH CpPOK OT Jarara Ha
YBEJIOMSIBAHETO 10 all. 5, MpolleaypaTa o pa3peniaBaHeTo ce MPeKpaTsBa.

Ui 252. (1) B enHOMeceueH CpoK OT MpEeACTaBsSHE HA JOKyMeHTanusTa mo 4wi. 251, an. 1 Bb3
OCHOBA Ha CTAHOBUILETO 0 Wi. 251, an. 4 u3nbaHuTenHuaT aupektop Ha MAJI paspemaBa cbe 3amnoBsen
peKsamara WiM paBu MOTHBHUPAH OTKa3, 3a KOETO YBEIOMsBA IPUTEKATENSI Ha Pa3pelIEHUETO 3a ynoTpeoa.

(2) (HoBa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Korato B cpoka mo am. 1
U3NBIHUTENHUAT aupektop Ha WAJI He paspemn cbc 3amoBe]l pekiamara Wi HE HalpaBU MOTHUBUPAH
OTKa3, ce MpueMa, 4e € HaJulle MbIYaMBO ChIJIACHE C MPOEKTa Ha pekiama mo wi. 251, an. 1, 1. 1 u 14
MoOKe J1a Ob/ie pa3poCTpaHsBaHa.

(3) (Ilpemummua an. 2 - JIB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) OTka3zsT Ha
U3IIBJIHUTEITHUS JUPEKTOp MOAJIEKH Ha 00XallBaHe 10 pesia Ha AJIMUHUCTPATUBHOMPOLIECYaTHUS KOJIEKC.

Ui 253. (1) U3gagenoTo paspenieHue Ha pekinamarta mo wi. 252, an. 1 ce oTHacs 3a KOHKpETeH
JIEKapCTBEH MPOJIYKT B pAMKHUTE Ha CPOKa Ha BAJIMHOCT Ha pa3pelIeHueTo My 3a yrnorpeoa.

(2) Korato ca u3BbpIICHH NMPOMEHU B Pa3pelieHUETO 3a ynoTrpeda Ha JEKapCTBEH MPOIYKT,
KOUTO BOJST JI0 MPOMEHH B pa3pelieHa peKiiaMa Ha TO3U MPOAYKT, MPUTEXKATENAT HA PAa3pEIICHUETO 3a
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ynotpeba nonasa B UAJI 3asBieHme 3a MpOMsIHA.

Un. 254. ITpu npoMsiHa Ha pa3pellieHara pekiiaMma JuieTo no wi. 250 nmojgasa 3asBiaeHuUE MO pena
Ha wi1. 251.

Un. 254a. (HoB - JIB, 6p. 60 or 2011 r., B cmma ot 05.08.2011 r.) (1) Peknamara,
MpeHa3HaYeHa 3a MEIUIIMHCKUTE CIEHUAIMCTH, HE CE pa3pelaBa o pena Ha ui. 250 - 252,
(2) Pexnamara mo an. 1 ce pasmpocTpaHsiBa ciej mnojaBaHe Ha yBenomseHue a0 UAJL, kbm

KOETO Ce MpHiIara MpoeKT Ha pekjiamaTa, ¥ IMPH Clla3BaHe M3MCKBAHUATA HA Ta3W IVIaBa W HA Hapeadara 1o
1. 249.

Yn. 255. (1) 3abpansiBa ce pa3NpOCTPAHEHUETO HA MOCTPU Ha JICKApPCTBEHH NPOIYKTH,
ChJbPIKaI HAPKOTHUYHU BELIECTBA 110 CMUCHJIA Ha 3aKOHA 3a KOHTPOJ BbPXY HAPKOTHUUHUTE BEIIECTBA U
IIPEKYypCOpUTE.

(2) 3abpansiBa ce AMPEKTHOTO IPEIOCTaBSHE HAa MOCTPU HA JIEKAPCTBEHU MPOIYKTH OT
MEIMIIMHCKUTE ThPTOBCKH MPEICTABUTENH 10 Wi. 244, ain. 1, T. 3 Ha HaceJleHueTo.

Ui, 256. MocTpu OT JIeKapCTBEHH MPOIYKTH C€ MPEAOCTABIT HA MEAUIIUHCKH CICIIUAIMCTH TPU
YCJIOBHS M TIO PEJI, OIpeiesieH B Hapeaodara 1o wi. 249.

Y. 257. (1) MeauumHCKUTE THPTOBCKH MpeACTaBUTENH 1o wi. 244, an. 1, 1. 3 TpsbOBa ga ca
MpeMHUHATU OOy4YeHUs, OpraHW3UpaHU OT TPUTEXKATENs Ha pa3pelIeHHeTo 3a ymorpeda, KOHTO TH €
Ha3HA4YWI, Jla TIPUTEKABAT HAYYHU [MO3HAHUS M JIa MOTAT JIa MPEJOCTABAT TOYHA W BB3MOXKHO HAM-IIBJIHA
uH(pOopMaIns 3a JeKapCTBEHUS MPOIYKT, KOUTO MPEICTaBSAT.

(2) ITo Bpeme Ha BCSIKO MOCEHICHHE METUIIMHCKUTE THPTOBCKH MPEICTABUTENN TpsAOBa aa
pasmoiiarat ¢ KpaTkaTa XapaKTepUCTHKa Ha MPOAYKTa U C JAHHU 32 LIEHUTE Ha JIEKaPCTBEHUS MPOIYKT U 3a
YCIIOBUSTA 32 3aIlIalllaHeTO MY U J]a T TIPEOCTaBST IIPH MOUCKBAHE.

(3) Tlpm mpencraBsHe Ha JIGKAPCTBEHU TPOAYKTH TIPe] MEAUIMHCKH  CIICIIHATUCTH
MEIUIIMHCKUTE THPrOBCKH MPEICTaBUTENM HE MOraT Ja MpejyiaraT MoJapblid M JApyra MUMYIIECTBEHA W
HEMMYIIIECTBeHA o0Jara.

I'naBa nBanajaecera.
PEI'YJIMPAHE HA HEHUTE HA JIEKAPCTBEHUTE ITPOAYKTH (3ATIJI. U3M. - IB,
bP.102 OT 2012T.)

Paznean I.
HaunmoHasieH cbBeT 10 leHN U peuMOypcupaHe Ha JekapcrBenute npoaykru (Hos - /IB, 0p.
102 o1 2012 1., B cna1a ot 21.12.2012 1)

Ui 258. (U3m. - JIB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cmwia ot 21.12.2012 r.) (1) (U3m. - [IB, Op. 43 ot 2016 r.) KbM MUHUCTBpa Ha 3ApaBEOINa3BaHETO Ce
ch3aaBa HarmoHasaeH ChBET 10 IIEHH M peUMOYpCUpPaHe HA JIGKAPCTBEHUTE NPOAYKTH, HAPUYAH ITO-HATATHK
"cpBeta". CBHBETHT € IOPUAMYECKO JHIe Ha OIOKETHAa H3JAPBKKA - BTOPOCTENCHEH pa3MoOpeIuTeN C
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oroxet. Toil e cbe cTaTyT Ha IbpXKaBHA KOMHCHA Che cepanuiie rp. Codus.

(2) J[eitHocTTa Ha CcbBeTa ce (UHAHCHpPAa OT JbpPXKABHHUS OIOJDKET upe3 OroKeTa Ha
MUHHCTEPCTBOTO HA 37paBEOIa3BaHETO.

(3) CobBeThT € KOJErnalieH OpraH U ce ChCTOM OT MpEeJcenaTeN U MIeCTUMa YWICHOBE, OT KOUTO
TpUMa ca JIeKapu WU MarucTbp-(hapMaieBTH, JBaMa IOPUCTH U JBaMa MKOHOMHUCTH, BCHUKH ChC CTaX IO
CTMENMANHOCTTa HE MO-MaNKo oT 5 roauHu. llpeacenarensiT W djIeHOBETe Ha CbBeTa ce H30UpaT H
0CBOOOKIaBaT C peuieHrne Ha MUHHCTEPCKUS ChBET MO MPEeUI0KeHHEe Ha MUHUCThPA Ha 3paBe0Na3BaHETo.
[IpencenatensT ppbKOBOAM AEHHOCTTa HA ChBETA U T'O MPE/ICTABIISABA.

(4) YneHnoBere Ha ChbBETa HE MOTAT JIa 3a€MaT JUTHKHOCT WJIU Jla U3BBPIIBAT JICWHOCT 10 WiI. 19,
an. 6 ot 3aKoHa 332 aAMUHUCTPALUATA.

(5) HefinocTTa Ha chbBeTa ce MOAIOMara OT aJAMUHUCTPALUS, YUITO CTPYKTypa U OpraHu3alus
Ha paboTa ce OIpeessaT ¢ yCTPOMUCTBEH MPABIIIHUK, IPHET OT MUHUCTEPCKHS ChBET.

Y. 259. (U3m. - JIB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cuna ot 21.12.2012 1.) (1) CbBeThT:

1. yTBBpKIaBa, OTKa3Ba Ja YTBBP/H, U3MCHS WIH 3aJIM9aBa [IeHa Ha JIEKAPCTBEHU TPOIYKTH 110
4. 261a, an. 1;

2. yTBBpXK/aBa, OTKa3Ba Jla YTBBP/AM, U3MEHS WM 3ajlMuaBa Ipe/ieHa IIeHA Ha JIEKapCTBEHU
MPOAYKTH 10 wi. 261a, ai. 2;

3. peructpupa, OTKa3Ba Ja PpErucTpUpa, W3MEHS WIM 3ajiyaBa I€HM Ha JIEKapCTBEHUTE
MPOIYKTH, OTIYCKaHU 0€3 JIEKapCKO Mpeanucanue mno wi. 261a, an. 3;

4. (u3m. - [IB, 6p. 48 ot 2015 r., m3m. - JIB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r., u3m. u
not. - /1B, Op. 64 ot 2019 r., u3m. u gomn. - 1B, 6p. 67 ot 2020 r.) npuema, OTMEHS WK U3MEHs (hapmako-
TepaneBTUYHU PHKOBOJICTBA, KOUTO BKIIOYBAT KPUTEPHH 32 OLIEHKA Ha pe3ylTaTa OT MpujlaraHata Tepamnus
U aJITOPUTMHU 32 JICYEHUE C JICKApCTBEHU MPOAYKTH, CJI€]l CTAHOBHIIE HAa CHOTBETHHUS €KCIEPTEH CHBET IO
MEIHUIMHCKA CIIEIUATHOCT WM METUIIMHCKA JIeHHOCT 1o wi. 6a, an. 1, T. 1 oT 3akoHa 3a 31paBeTo, KaTo B
ciydaii 4e B 30-THEBEH CpPOK OT TOJYy4YyaBAaHETO HA HMCKAHETO HE IMOCTHIIM CTAHOBWINE OT CHOTBETHUS
EKCIIEPTeH CBHBET, CHBETHT YTBBPXKIABa, OTMCHS WM W3MCEHs (apMaKo-TEpaIleBTUYHUTE PBHKOBOJICTBA.
dapMako-TepaneBTUYHUTE PHKOBOJACTBA C€ IpUeMar ¢ HapeaOdu u ce oOHapoaBar B "/IbpikaBeH BECTHHK";

5. BKIIIOYBA, MPOMEHS WM M3KIIOYBA JIEKAPCTBEHU NPOAYKTH OT [lO3MTHBHHS JeKapCTBEH
CIHCBHK;

6. (HoBa - JIB, Op. 102 ot 2018 r., B cuna ot 01.01.2019 r.) u3BbpiiBa OLEHKA HA 3]IpaBHUTE
TEXHOJIOTHH Ha JeKapCTBEHU MPOIYKTH;

7. (mpenumHa T. 6 - JIB, 6p. 102 ot 2018 1., B cmia ot 01.01.2019 r.) mogabprka U akTyanuzupa
[To3uTHUBHUS JIEKAPCTBEH CIUCHK;

8. (noBa - /IB, Op. 48 ot 2015 r., mpeaumHa 1. 7 - /IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019
I.) IOJIbpPKA PEUMOYPCHUS CTATYyC Ha JICKAPCTBEHUTE MPOAYKTH HA BCEKH TPHU TOAMHH OT BKIIFOUYBAHETO MM
B [103uTHBHUS TIE€KapCTBEH CIUCHK;

9. (woBa - /IB, 6p. 48 ot 2015 r., npeaumua T. 8, w3m. - JIB, 6p. 102 or 2018 ., B cuna ot
01.01.2019 r.) oka3Ba chACHCTBUE IIPH JTOTOBAPSIHETO HA OTCTHIIKU B ciiydanTe 1mo wi. 45, an. 10, 13 u 21 ot
3akoHa 3a 3/IpaBHOTO OCHUTYpsIBaHE 3a JICKAPCTBEHU MPOJIYKTH, 32 KOUTO ca TOJAJACHHU 3asBICHHS 32
BKIJIFOUBaHE B [103UTHBHUS JIGKAPCTBEH CIHCHK;

10. (moma - JIB, Op. 102 or 2018 r., B cunma ot 01.01.2019 r.) ompenens JekapCTBEHUTE
MIPOIYKTH, 32 KOUTO C€ TpociensiBa epeKThT OT TepaIusiTa, CPOKBT, KAKTO U JIeUeOHUTE 3aBEACHNUS, B KOUTO
ce U3BBPILBA, MPU YCIOBHS, [10 peJl U KpUTEPUHU, OTIpeiesieH! B Hapeabara no wi. 261a, ain. 5;

11. (moBa - JIB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.) u3BbpIIBa MHPOPMALIMOHHA,
M3JaTe’cKka M W3CJIeI0BATEICKO-HayYHa JIEHHOCT, CBHp3aHa C I[EHOOOpa3yBaHETO, PEMMOYpPCHpPAHETO H
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JIEKapCTBEHATA MOJIUTHKA;

12. (moBa - JIB, 6p. 103 ot 2020 r., B cuima ot 01.01.2021 r.) reHepupa yHUKAJICH HAllUOHATICH
HOMED 3a WACHTU(HUKAIMS HA BCEKH JIEKApCTBEH MPOAYKT M 'O BIIUCBA B PETUCTHPA MO all. 2, T. 4.

(2) CbBeTbT BOAM ITyOJUYHU PETUCTPHU Ha!

1. yTBBpACHHUTE LIEHU HA JIEKAPCTBEHUTE MPOAYKTH 1O Wi 261a, ain. 1;

2. yTBBbPACHUTE MIPEIETHY LIEHN Ha JIEKAPCTBEHUTE MPOIYKTH 110 4uil. 261a, ai. 2;

3. perucTpupaHuTe I[IEHU Ha JEKapCTBEHUTE MPOIYKTH 10 4jl. 261a, an. 3;

4. (noBa - /1B, 6p. 103 ot 2020 r., B cuia ot 01.01.2021 r.) peructbp Ha HALIMOHAIHUTE HOMEPA
3a WACHTU(QUKAIUS Ha JIEKAPCTBEHUTE MTPOTYKTH.

(3) CbBeThT OChIIECTBSIBA KOHTPOJI BBPXY MpoAakOaTa Ha JIEKapCTBEHH MPOIYKTH C YTBBpJEHA
1LIeHa, MIpe/ieIHa 1IeHa U PEerucTpupaHa [eHa.

(4) (M3m. - 1B, 6p. 67 ot 2020 r.) CbBeThT NpHeMa MUCMEHUTE 3asBIICHUS 32 YTBbPKIABAHE
WIM PETUCTPUpPAHE HA L€HA WJIM 32 BKIIOYBAaHE, M3KJIIOYBAHE, IPOMEHH, MOJIAbP)KaHE Ha pEeUMOypCeH
CTaTyC U OLIEHKAa Ha 3/IpaBHUTE TEXHOJOTMHM Ha JIEKapCTBEHHUTE MPOAYKTHU OT [lo3UTHMBHHUSA JeKapCTBEH
CIMCBHK IO Ta3M IJ1aBa, U3BBPILIBA IPOBEPKU U MPOYUBAHUS 110 TAX U C€ MPOU3HACSH C MOTUBHUPAHU PELICHUS.

(5) CeBeThT cHOMpa TakcH B pa3Mepu, onpeaeneHu B Tapudara mo wi. 21, an. 2, 3a mogaBaHe Ha
3asBJICHUS 3a:

l. yTBBpKJ1aBaHEe, pETUCTPUpPAHE WU MPOMSIHA B YTBBPJEHATa WM pErucTpUpaHaTa LieHa Ha
JIEKapCTBEH MPOIYKT;

2. (m3m. - 1B, Op. 48 ot 2015 r.) BKIIOYBaHEe, MPOMSHA WM MOJIbP)KaHE HA PEeUMOYpCHUS
CTaTyC Ha BKJIIOYEH B CIIUCHKA 1O WI. 262, ai. | JIekapCTBEH MPOIYKT;

3. (aoBa - ]IB, 6p. 102 o1 2018 1., B cuma ot 01.01.2019 r.) orieHka Ha 31paBHUTE TEXHOJIOTHUH.

Y. 2591, (Hos - JIB, 6p. 103 ot 2020 r., B crma ot 01.01.2021 r.) (1) HauponamuusT Homep 3a
UACHTU(PUKALMS HA JIEKaPCTBEHMSI MPOIYKT 1o wi. 259, ain. 1, T. 12:

1. ocurypsiBa €IHO3HAYHO HMACHTU(UIUPAHE HA BCEKHU JIEKAPCTBEH MPOIYKT U OIlepaTHBHA
ChbBMECTHUMOCT Ha MH(POPMAITMOHHUTE CUCTEMH B 3/IpaBeOIa3BaHETO;

2. ce WM3MOJI3Ba OT BCHUYKH JIUIA, BHB BCHUYKM PETHCTPH W JAPYrH 0a3u NaHHH, KaKTO U B
MeIUIMHCKaTa JOKYMEHTAIHsl, CBbp3aHa C JEKapCTBEHUTE MPOTYKTH.

(2) 'enepupanero ¥ BOUCBAHETO B perucThpa mo wi. 259, an. 2, T. 4 Ha HallMOHAJIEH HOMEP 3a
uAeHTU(UKAIMS HA BCEKH JIEKAPCTBEH MPOIYKT CE U3BBPIIBA O pejl, ONpenesieH B HapeadaTa mo ui. 261a,
an. 5.

(3) UsnbnHuTeHATA areHIMs 0 JeKapcTBara npeaoctans Ha CbBeTa B €JEeKTpOHEH (opMar 1o
oOpasel, yTBbpJEH OT HEro, MHPOpPMAaLKs 3a pa3pelIeHUTE 3a ynorpeda U perucTpUpaHUTEe JEKapCTBEHH
NPOAYKTH Ha TepuTopusTa Ha PemyOnmuka Bearapus m paspemeHuTe 3a ymorpeda MO IEHTpaIu3upaHa
mpoleaypa IeKapcTBEeHU MpoayKTu 1o peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiamMeHT u
Ha CeBeta ot 31 mapt 2004 T. 32 ycTaHOBsIBaHE Ha mpoueaypu Ha OOnIHOCTTa 32 pa3pemaBaHe U KOHTPOII
Ha JIGKApCTBEHU MPOAYKTH 3a XyMaHHa M BeTepHHapHa yroTpeda U 3a ch3gaBaHe Ha EBporelicka areHuus
I10 JIEKapCcTBaTa, 0 pej, onpeeseH B Hapeaoara no wi. 261a, an. 5.

UYn. 259a. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cmwia ot 21.12.2012 r.) (1) 3acenanuara Ha ChbBETa Ca PEJOBHHU, aKO Ha TAX MPUCHCTBAT TOBEYE OT
MOJIOBUHATA OT 001K Opoil Ha YICHOBETE MY.

(2) CeBerbT B3eMa pelIeHHs C MHO3MHCTBO TOBEYE OT IOJOBMHATAa OT oOmMst Opoil Ha
YJICHOBETE CH.

(3) (Hosa - 1B, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Ha 3acemanusita Ha ChbBeTa
3aIBJDKUTEIHO  TpUCHCTBAT  mpenctaButen/mpencraButenn Ha  H3OK,  MuHucrepctBoto  Ha

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 09.10.2023 .



3apaseonasBaneTo u MAJL, korato ce u3BbpIIBa OIICHKA HA 3APAaBHUTE TEXHOJIOTHH.

(4) (ITpepumna an. 3 - JIB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 r.) Ha 3acenanusara Ha
ChBETa MOXeE J1a ObJaT KaHEHHU J]a PUCHCTBAT 3aMHTEPECOBAHUTE CTPAHU, KOUTO CE€ YBEAOMSBAT 3a JaTara u
Jaca Ha 3aCEIaHUETO, B KOETO IIIe Ce Pas3rieka HalpaBeHOTO NCKaHe.

Ui 2596. (Hos - [IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 .,
B cuya ot 21.12.2012 1.) (1) CBBETHT c€ MPOU3HACS B CPOK JI0:

1. mectnecer AHMU, KOraTo € MO/AJICHO 3asBJICHUE 32 YTBbPK/IaBaHEe Ha IieHa 1o 4wi. 261a, an. 1
Y BKJIIOYBAHE Ha JIEKAPCTBEHUsI MPOIYKT B [103UTUBHMUS IEKaPCTBEH CIIUCHK;

2. TpuIeceT JHM, KOTAaTO € MOAaAeHO 3asBICHHUE 3a MPOMSHA WM 3aJUYaBaHe Ha BKIIIOUEH B
[To3uTHUBHUS JIEKAPCTBEH CIUCHK MPOIYKT;

3. TpuUIECeT IHU, KOTaTO € MO/AaIeHO 3asiBICHUE 32 YTBBPKAaBaHe, IPOMSHA WIH 3aJIMYaBaHe Ha
IeHa 1o 4i1. 261a, an. 2;

4. TpuaeceT IHU, KOTAaTO € MOJaJICHO 3asBIIEHUE 32 pErUCTpUpaHe, MPOMSHA WM 3aIMYaBaHe Ha
1eHa o 4i. 261a, an. 3;

5. TpuaeceT THU 3a YTBBPKIaBaHES/PETUCTPUPAHE HA IICHA Ha JICKApCTBEHU MPOYKTH, 32 KOUTO
€ TMOTY4YeHO pa3pelIeHue 3a mapaieiaeH BHOC;

6. (HoBa - JIB, Op. 48 ot 2015 1., u3m. - 1B, Op. 102 ot 2018 1., B cumna ot 01.01.2019 1.) cTo 1
OceMJIeCeT IIHH, KOTaTo € IMOAaJeHO 3asBICHHE 3a BKIOUYBaHEe B [lO3UTHBHMS JIEKapCTBEH CIHCHK Ha
JIEKapCTBEH TPOAYKT C HOBO MEXKIYHAPOJHO HEMATCHTHO HAaWMEHOBAaHWE, TOJUICkKAIIO Ha OIEHKAa Ha
3/IpaBHUTE TEXHOJIOTHH;

7. (moBa - JIB, Op. 48 or 2015 r.) mectaecer OHH, KOraTo € MOJAJCHO 3asBICHHE 3a
MOJITbpKaHe Ha PeMMOYPCHUS CTaTyC Ha BKJIFOYCH JICKAPCTBEH MPOIYKT B [[03UTUBHUS JICKAPCTBEH CITUCHK;

8. (moBa - /IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r., usm. - IB, 6p. 67 ot 2020 r.)
JICBET/IECET THU, KOTATO € MOJaJICHO 3asBIICHUE 3a paslIupsiBaHe Ha MOKa3aHUs HA BKIOYEH B [lo3UTHBHUS
JIEKapCTBEH CIUCHK MPOAYKT, 32 KOUTO O MOMEHTA HE € 3aIUIaliaHo;

9. (woBa - JIB, 6p. 102 ot 2018 ., B cmima ot 01.01.2019 r.) neBetaeceT MHU, KOTATO € MOAAICHO
3asiBJICHUE 32 OIICHKA Ha 3J[PABHUTE TEXHOJIOTHH.

(2) 3a nexkapcTBEHUTE MPOAYKTH O Wi. 262, ai. 5 CbBETHT CE MPOU3HACS B CPOK 0 TPUIECET
JTHU, KOTaTO € MO/Ia/ICHO 3asiBJICHHUE 32 YTBBPIKIaBaHE Ha IIeHa 1Mo wi. 261a, an. 1 1 BKJIIOYBaHE Ha MPOIyKTa
B [103UTHBHUS JIEKapCTBEH CIHCHK.

(3) Cpoxkosere 1o an. 1 u 2 3amouBar J1a TeKaT OT JlaTaTa Ha MojaBaHe Ha 3asBJICHUE 10 pe/ia Ha
Hapezabara o wi. 261a, ai. 5.

(4) (Homa - 1B, 6p. 67 ot 2020 r.) Koraro 3a yiekapcTBeH MPOAYKT B OOJTHHYHA OIMAKOBKa,
CBITIACHO Pa3pelIeHUETO 3a ynoTpeda, € MmoAaIeHo 3asBJICHIE 3a H3BBPIIBAHE Ha TPOIeaypa mo wi. 259, ar.
4, CHbBETHT C€ MPOU3HACS B CPOKOBE C €/IHA BTOpA MO-KPaTKU OT ompezeneHuTe B an. 1 u 2.

Ui 2598. (Hos - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., ot™m. - JIB, 6p. 102 oT 2012 1.,
B cwia ot 21.12.2012 1.)

Yn. 259r. (Hos - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., ot™. - [IB, 6p. 102 ot 2012 1.,
B cuia ot 21.12.2012 r.)

Ui 260. (M3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., m3m. - /IB, 6p. 102 ot 2012 1.,
B cmwia ot 21.12.2012 r.) JIppkaBHUTE OpPraHW, JIBKHOCTHUTE JIMIIA W 3asBUTEIIUTE MO Ta3W IjaBa ca
JUTH’KHU J1a OKa3BaT ChJCUCTBHE HA CHBETA U HA CIIYKUTEJIUTE B HETO MPU U3II'BIHEHUE HA BH3JIOKEHUTE UM
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3abJDKCHUA.

Yn. 261. (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - 1B, 6p. 102 ot 2012 1.,
B cuita ot 21.12.2012 r.) (1) YneHoBere Ha ChBETa U HETOBUTE CIYKUTENH ca JJIBKHU J]a HE pa3riiacsiBar
oOctostencTBa M (akTH, CTaHAIM WM HW3BECTHHU MPH WIM IO TOBOJ HU3MBIHEHHWE HA CIyXEOHHUTE UM
3aJIBJIKEHUS TI0 TO3U 3aKOH, OCBEH I10 MMCMEHO MCKaHE Ha JIbP’KaBEH OpraH, KOraTo TOBa € NMPEeABUIEHO ChC
3aKOH.

(2) BbB BpB3Ka ChC 3aBDKEHUATA CH TO al. | JMIata mMOAMUCBAT JeKjIapaius Mo oOpasell,
YTBBPJEH OT MpejiceiaTes Ha ChBETa.

Paszgea II.
Peryimpane u perucTpupaHe Ha HEeHUTE HA JIEKAPCTBEHUTE MPOAYKTH. AJITOPUTMH 32
JieyeHHe ¢ JieKapcTBeHn npoaykTH. OueHka Ha 3apaBHute texnosaorun. (Hos - JIB, 0p. 102 ot
2012 r., B cuaia ot 21.12.2012 r., 3aru. gom. - JIB, op. 102 ot 2018 r., B cniia ot 01.01.2019 r.)

Ui 261a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - JIB, 6p. 102 ot 2012 1.,
B cwia or 21.12.2012 r.) (1) CeBerbT peryaupa IEHUTE Ha JIEKAPCTBEHUTE MPOJYKTH, BKIIOUBAHU B
[To3uTuBHUS JEKAPCTBEH CHUCHK MO 4. 262, an. | W 3amiananu ¢ myOJIMYHA CPEICTBA, B ChOTBETCTBHE C
Hall-HUCKUTE peepeHTHH LIEHU OT AbP>KaBU YICHKH.

(2) CpBeTbT perynupa NpelesHUTE [IEHH Ha JIEKAPCTBEHUTE MPOJLYKTH, KOUTO CE OTIYCKAaT IO
JIEKapCKO MpeANucaHne, U3BbH Te3U 10 all. | B ChOTBETCTBUE C HAW-HUCKUTE Pe(EPEHTHH LIEHU OT AbPKaBU
YJIEHKH.

(3) CpBeThT peructprpa MaKCUMAIHU MTPOJAKHU LIEHU Ha IPpeOHO Ha JIEKapCTBEHUTE MPOIYKTH,
KOMTO c€ OTITycKatT 0e3 JIEKapCKO MpearnucaHme.

(4) Llenara, onpenesneHa o peaa Ha ail. 1, e v npeienHa 1ieHa Ha JIEKApCTBEHUTE MPOILYKTH IIPU
npoak6aTa UM Ha IpeOHO.

(5) MuHHCTEPCKUAT CHBET MO MPEAJIOKEHNE HA MUHHCTHPA Ha 3ApAaBEONa3BaHETO ONpPENENs C
Hapen0a yclIOBHATAa M IpaBUiaTa 3a pEeryjiMpaHe Ha IIEHUTE Ha JIEKApCTBEHUTE MPOIYKTH Mo ail. 1, 3a
peryiMpaHe Ha NPEJESIHUTE LIEHU Ha OTIYCKAHUTE IO JIEKAPCKO MPEANMCAHUE JIEKAPCTBEHHU MPOAYKTHU IO
an. 2 mpu mpopaxbara UM Ha JpeOHO, KAaKTO M YCJIOBHUSTA U pella 3a PEruCTpUpPAHE Ha LIEHWTE Ha
JIEKapCTBEHUTE MPOJYKTH, KOMTO C€ OTIYCKAT 0€3 JeKapcKo MpelucaHue.

(6) (HoBa - B, Op. 67 ot 2020 r.) Haumonamnata 3apaBHOOCHTYpHTENIHa Kaca |
MUHHCTEPCTBOTO HA 3/paBEOIIa3BaHETO MPEJOCTABAT HAa ChBeTa MH(OpMaIMs 3a 3aIIaTeHUTE JIEKapCTBEHU
MPOAYKTH 10 wi. 262, ain. 6 1o pea, onpeesieH B Hapeadara 1o ai. 5.

Yn. 2616. (Hos - B, 6p. 67 ot 2020 r.) JlekapcTBeH HpPOAYKT MOKE Jla c€ MpojaBa Ha
TEpUTOPUATA HAa CTpaHaTa caMoO CJIEJ BIM3aHETO B CHJAa HA PEIICHHETO Ha ChBETA 3a yYTBBPXKJIABaHE HA
I[IeHa/TIpe/IeNTHa [IeHa WM PETHCTPUpaHe Ha IIeHa, ¢ M3KIIOYCHUE Ha JIEKApPCTBEHUTE MPOIYKTH 1O WI. 9 n
266a.

Ui 2618. (Hos - IB, 6p. 67 ot 2020 1.) (1) JIekapcTBeH MpOIYKT MOXKE /1a C€ MpoaaBa Ha IeHa,
HE MO-BHCOKa OT yTBBPJAEHATA IieHa 1o 4. 26la, an. 1, oT npenenHara ueHa no 4wi. 26la, an. 2 wid ot
perucTpupaHara 1eHa no 4i. 261a, an. 3.

(2) TwproBeubT Ha APEOHO € ATBKEH Ja MOCOYM MpPOAAKHATA IIEHA BHPXY OMAKOBKAaTa Ha
JIEKAPCTBEHMS MPOAYKT HAa 0003HAYEHO OT MPOU3BOAUTEIIS MSICTO.

(3) LenuTe Ha neKapCTBEHUTE MPOAYKTH, BKIIOUEHHU B CTOMHOCTTAa HA OKa3aHaTa OT JieUeOHUTE
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3aBeJICHUS MEULIMHCKA TIOMOIII, HE MOXe J1a ObJaT MO-BUCOKHU OT LIEHATa, Ha KOSATO JeUYEeOHOTO 3aBE/ICHUE €
3aKyTUJIO JIEKapCTBEHUS MPOIYKT OT ThpProBela Ha epo.

(4) JlexapcTBeH NMPOIYKT HE MOXKE Jla e MPOaBa Ha JieueOHUTE 3aBe/IeHHs 10 WI. 5 oT 3akoHa
3a Je4yeOHHUTE 3aBe/ICHUs U Ha JiIe4ueOHUTE 3aBEACHUS C AP KaBHO M/WIIM OOLIMHCKO y4yacTue 1o wi. 9 u 10 ot
3akoHa 3a JieueOHHUTE 3aBE/ICHUS Ha 1IeHa, I0-BUCOKA OT CTOMHOCTTA, ONpe/eicHa M0 peia Ha HapeadaTa 1o
yj1. 261a, ain. 5.

(5) 3a mekapcTBEeHUTE MPOIYKTH, BKIIOUCHU B [103UTUBHUS JIEKapCTBEH CMHCHK IO 4. 262, aj.
6, 7. 1 ¢ HuBo Ha 3amiamane 100 Ha CTO, HEe ce HaAdMCiIABa Haja0aBKa 3a THProBell HAa APEOHO MpH
OTITyCKAaHETO UM B alTeKa.

Yn. 262. (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - IB, 6p. 102 ot 2012 1.,
B cwia ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 15 ot 2013 r., B cuna ot 01.01.2014 r.) Ilo3uTuBHUAT
JIEKapCTBEH CIIMCHK C€ U3TOTBS M MOAIBPKA OT ChbBETAa U BKJIIOYBA JIEKAPCTBEHHU MPOIYKTH, OTIMYCKAHU IO
JIEKapCKO MpEeINICcaHue U 3ariallall ¢be cpeacTBa oT Oromkera Ha H30K, ot nbpkaBHUS OrOIKET U3BBH
o0xBaTa Ha 3aJbJDKUTEIHOTO 3[PaBHO OCUTYpsiBaHE, OT Olo/KeTa Ha JieyeOHMTE 3aBeleHUs MO Wi. 5 oT
3akoHa 3a Je4eOHUTE 3aBEACHUS M OT OIOJKeTa Ha JiedeOHUTE 3aBEACHUS C JbPKABHO W/WIH OOIIMHCKO
yuactue 1o wi. 9 u 10 ot 3akoHa 3a jeueOHUTE 3aBeICHNUS.

(2) (U3wm. - 1B, 6p. 102 ot 2018 r., B cumna ot 01.01.2019 r.) [T03UTUBHUSAT JTEKAPCTBEH CIIUCHK
BKJTIOYBA JICKAPCTBEHH MPOAYKTH, KIIACU(PHUIUPAHU 1O (hapMaKOJIOTUIHH TPYIH CHIVIACHO KOJ/a TI0 aHATOMO-
TepaneBTUYHO-XUMHUYHATA KiIacu(UKaIus, ChC ChOTBETHUTE MEXKIYHAPOJHU HEMATeHTHU HaUMEHOBaHUS,
MIPUHAICKANINTE KbM TSIX HAMMEHOBAHUS, ChbC ChOTBETHATA JiepHHUpaHA THEBHA J103a/TepanieBTUYCH KypC,
1eHa mo 4wi. 26la, an. 1, mpenenHa 1eHa Ha JIEKapCTBEHUTE MPOIYKTH MPH MpoAakOaTra UM Ha ApeOHO,
pedepeHTHa CcTOMHOCT 3a neduHUpaHa ITHEBHA J03a/TepaneBTUYCH Kypc, CTOWHOCT Ha OMNAaKOBKATa,
M34uClIeHa Ha 0a3zaTa Ha peepeHTHa CTOMHOCT/TepaneBTUYEeH Kypc 3a JeuHUpaHa JHEBHA J103a, HUBO Ha
3amjallaHe, TepaneBTHUYHU MOKa3aHUs U MEXIyHapojaeH koa Ha 3abonsBanusta (MKDB). 3a nexkapcrBenure
NPOAYKTH pedepeHTHaTa CTOMHOCT ce ompesens Ha 0azaTa Ha onpenerneHa jJedhuHUpaHa THEBHA 032 WIH
TepaneBTHYEH Kypc, WK KOHIIEHTpAIUs WId 00eM.

(3) (U3m. - JIB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r., uam. - IIB, 6p. 67 ot 2020 r.) B
[To3uTHUBHUS JICKApPCTBEH CIHCHK C€ BKIIFOYBAT JICKAPCTBCHH IPOJYKTH, HAa KOWTO MEXIYHAPOIHOTO
HENMaTeHTHO HAaWMEHOBaHHWE, KbM KOETO MPUHAANEC)KH JIEKAPCTBEHUAT MPOAYKT/KOMOMHAIMATA - TPH
KOMOMHHpAHU JICKAPCTBCHH TIPOAYKTH, C H3KIIOYCHHEC HA TCHEPUYHUTE JICKAPCTBCHH TIPOAYKTH H
JIEKapCTBEHUTE TMPOAYKTH, KOUTO CHIBpPXKAT AKTHBHO BEIIECTBO WJIM AaKTHBHH BelIecTBa C J00pe
yCTaHOBEHa ynorpeba B MeIUIIMHCKATa MPaKTHKa, Ce 3aIulania OT OOIIECTBEH 3paBHOOCUTYPHUTEICH (HOHT
u/unu ¢ myONMYHU CpEeACTBAa NMPHU CHUIUTE TEPANeBTUYHU IOKa3aHHs MOHE B 5 Abp)KaBH, NOCOYEHU B
HapenbaTta mo ui. 26la, an. 5. MexIyHapoJHOTO HENAaTEHTHO HAaMMEHOBAHME, KbM KOETO NPHHAJJICKH
JICKapCTBEH TPOIYKT, MpEeIHA3HAUYCH 3a JIeYeHHWEe Ha pPEeAKH 3a00isiBaHWsA, C€ 3aruiamia OT OOIIecTBEH
3/IpaBHOOCUTYpUTENICH (HOHA W/WIK C MyOTUYHU CPEJCTBA MPH CHIIUTE TEPANeBTUYHU MOKAa3aHUS MOHE B 5
OT BCUYKH JbP’KaBH WICHKH.

(4) (dom. - IB, 6p. 48 ot 2015 r., u3m. - JIB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.)
JlexapcTBeHuTe NMpoAyKTH B [103UTHBHUS JEKapCTBEH CHHMCHK ce€ MOAOMpPAT ChOOpPA3HO JOKa3aTeJCTBa 3a
euKacHOCT, TepaneBTUYHA €()EKTUBHOCT, O€30MaCHOCT M aHAIU3 Ha (apMaKO-MKOHOMHYECKHU TOKa3aTeln
KaTo 3a JIEKapCTBEHHUTE MPOIYKTH C HOBO MEXIYyHAPOIHO HEMAaTEHTHO HANMEHOBAaHWE CE W3BBPIIBA U
OLIEHKA Ha 3J[paBHUTE TeXHONOTUH. OleHKaTa Ha 3]paBHUTE TEXHOJIOTHUH CE€ MU3BBPIIBA MPH YCIOBHS U TO
pen, onpeaesieHu ¢ Hapeabara mo 4. 261a, an. 5.

(5) (M3m. - IB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.) Koraro eauH wiu moBede
JIEKapCTBEHH MPOJIYKTH ChC CHILIOTO MEXKAYHAPOJAHO HEMATEeHTHO HAUMEHOBAHUE, JIeKapcTBeHa (opma u
KOHIIEHTpallMsi Ha aKTHBHOTO BEIIECTBO, BEYE ca BKIIOUEHU B CHOTBETHAaTa 4YacT Ha [lo3uTHBHUA
JIEKapCTBEH CITUCHK, HE C€ M3BBPIIBA OICHKA IO all. 4.
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(6) (U3m. - [IB, 6p. 67 ot 2020 r.) [T03UTUBHUSAT JIEKAPCTBEH CHHUCHK CE ChCTOM OT YETUPU
MIPUJIOKEHHUS U BKITIOYBA!

1. nexapcTBeHM NMPOJYKTH, NPEAHA3HAYCHHU 3a JIeUeHUE Ha 3a00JIIBaHuUs, KOUTO C€ 3alJamaT o
pena Ha 3aKoHa 32 3/IPaBHOTO OCUTYPSIBAHE;

2. JNeKapCTBEHU MPOJIYKTH, 3allIalllaHd OT Oro/KeTa Ha JIe4eOHUTE 3aBEACHUA MO Wi. 5 OT
3akoHa 3a JleueOHHUTEe 3aBe/leHHs] U OT OI0/KeTa Ha JIeUeOHUTE 3aBEJICHHUS C JABPXKABHO /MM OOIIMHCKO
yuactue 1o wi. 9 u 10 ot 3akoHa 3a jeueOHHUTE 3aBe/ICHUS;

3. (mom. - JIB, Op. 67 ot 2020 r.) JEeKapcTBEHU MPOAYKTH, MPEIHAZHAYCHU 3a JICUEHUE Ha
CIIMH, na wndexknuo3Hu 3a00isiBaHUSA, Ha 3a00JsiBaHMs HM3BBH OOXBaTa Ha 3aKoHA 3a 3IPaBHOTO
OCUTypsIBaHE, 3aIUlalllaHd 1Mo pega Ha wi. 82, an. 1, T. 8 or 3akoHa 3a 31paBeTO, KAKTO M BAKCHHHU 32
3aBJDKUTEIHA MUMYHHM3AallMd W PEUMYHHW3aIllMHM, BAaKCUHH TO CIICHUAIHU TOKa3aHUs W TPH W3BBHPETHH
00CTOSTENCTBa, CeUU(PUUHU CEPyMHU, UMYHOTJIOOYIWHHU, ONpeAeNeH! ¢ Hapenabara mo 4i. 58, am. 2 or
3akoHa 3a 3/IpaBeTo;

4. mpezenHa 11eHa Ha JIGKapCTBEHUTE MPOIYKTH 1O Wi. 261a, aj. 4 mo eneMeHTH.

(7) MunuctepctBoTO Ha 3apaBeonasBaneTo 1 H30K Morar na npaBsT NpeanoKeHus 10 CbBETa
mo 4. 258, an. 1 3a mpepasriiekaaHe Ha BKIFOUYEHH JIEKAPCTBEHH NMPOAYKTH B [I03MTHMBHHA J€KapCTBEH
CIHCHK IPU YCIOBUS U MO pell, ONpeeseH B HapeabaTa mo wi. 261a, an. 5.

(8) Hanmonannara 3ApaBHOOCUTYpPHUTEIHA Kaca 3aruiaiia JIEKapCTBEHUTE IPOIYKTH 10 all. 6, T. 1
MIPH YCIIOBUSATA U 110 peJia Ha HapendaTa o ui. 45, an. 9 oT 3akoHa 3a 3ApaBHOTO OCUTYpsIBaHE.

(9) (Homa - 1B, 6p. 18 ot 2014 r., mom. - IB, Op. 48 ot 2015 r.) YcnoBusira, npaBuiara u
KpUTEpUUTE 3a BKIIOYBAHE, MPOMEHU W/WIM HU3KIIOYBAHE Ha JIEKAPCTBEHU MNPOAYKTH OT I[lo3utuBHUA
JIEKapCTBEH CIUCHK U 32 NOJ/IbpKaHe Ha peuMOYpCHHS CTaTyC Ha JEKapCTBEHUTE MPOIYKTH C€ ONPEICIAT B
HapenOara o wi. 261a, an. S.

(10) (Homa - 1B, 6p. 48 ot 2015 r., u3m. - IB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.)
JlexapcTBenure npoaykTy mo ui. 45, an. 10, 13 u 21 ot 3akoHa 3a 34paBHOTO OCUTYpsIBaHE, 32 KOUTO HE ca
JIOTOBOPEHH OTCTBIIKH, HEe ce BKI0YBAT B [103UTHBHUSA JekapcTBEH cnHCHK. JlOrOBOpPHUTE 3a IPEIOCTaBsSIHE
Ha OTCTBIIKM IOCTHIIBAT B ChBETA IO pell, ONpeeieH B HapeabaTa mo wi. 261a, an. 5.

(11) (Homa - 1B, 6p. 48 ot 2015 r., u3m. - IB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.)
JlekapcTBeHHMTE MPOIYKTH, 32 KOUTO B Mpoueaypara rno wi. 259, an. 1, T. 8 He ce oKake MOJI0KUTEIHATA
OLIEHKA TPH TAXHOTO BKITIOYBAHE, CE€ U3KITIOYBAT OT [103UTHBHUS JIEKapCTBEH CIUCHK.

(12) (Hosa - /1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., u3m. - JIB, 6p. 102 ot 2018 1., B
cuia ot 01.01.2019 r.) MuHHCTEpCTBOTO Ha 3/paBeOIla3BaHETO 3arljalia JIEKapCTBEHUTE MPOAYKTH 10 ajl. 6,
T. 3 ¢ HOBO MEXIyHapOJHO HEMAaTeHTHO HAaMMEHOBAHME, aKO MpeAu BKIIOYBaHETO MM B [lo3uTuBHUA
JICKapCTBEH CHHUCHK € CKJIIOYEHO MPEABAPUTEIHO PAMKOBO CIIOpPAa3yMEHHE MEXAy MMHHUCTEPCTBOTO Ha
3[IpaBEOIa3BAaHETO W TIPUTEKATENsT Ha Pa3pelIeHHETO 3a YMmoTpeOa/HeroB YIIBIHOMOIIECH IPEICTABHTEIN
OTHOCHO MaKCHUMajiHaTa CTOMHOCT, /10 KOSITO ChOTBETHHUSAT JIEKAPCTBEH MPOIYKT MOXKE Jla Ce JIOCTaBs Ha
MUHHCTEPCTBOTO HA 3/IpaBeOna3BaHETO 10 pena Ha 3aKoHa 3a O0IIEeCTBeHUTE NOPbUYKU. CrIOpasyMeHHETo €
3aIBJKUTEINHO 3a CTpaHuTe no Hero. CropasyMeHusiTa MOCTHIBAT B ChBETA IO pel, ONPE/ENIeH ¢ Hapeadara
mo wi. 261a, an. 5.

(13) (Homa - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) JlekapcTBeHUTE IPOYKTH IO aJl.
6, T. 3 ¢ HOBO MEXIyHapOJAHO HENAaTeHTHO HAWMEHOBAaHHUE, 32 KOUTO HE € CKJIIYEHO MNpeIBapUTEITHO
PaMKOBO cIioOpa3yMeHue 1o aj. 12, He ce BKiIrouBaT B [103UTHBHMS JIEKaPCTBEH CIHCHK.

(14) (HoBa - JIB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) 3a nekapcTBEHUTE MPOIYKTH IO
al. 6, T. 3, 32 KOUTO CTOWHOCTTA, 3alJialiaHa OT Or/keTa Ha MUHUCTEPCTBOTO Ha 3ApaBEOIa3BaHETO, Ce
M3YUCISIBA 4Ype3 IpylupaHe, B KOETO HE y4acTBaT JICKAPCTBEHUW NPOAYKTU Ha JIPYTd NPUTEKATEIH Ha
paspernieHue 3a ynorpe6a, MUHUCTEPCTBOTO Ha 3ApPABEOIA3BAHETO M IMPHUTEKATEINTE HA Pa3pelieHue 3a
ynotpeda WJIM TEXHH YIBIHOMOIIECHH TWPEACTABUTEIN €XKETOJHO CKIIOYBAT PAaMKOBH CHOPa3yMEHUs
OTHOCHO MaKCHUMajlHaTa CTOMHOCT, 10 KOSITO ChOTBETHHUSAT JIEKAPCTBEH MPOIYKT MOXKE Jla Ce JIOCTaBs Ha
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MUHHCTEPCTBOTO Ha 3PaBEOIAa3BAHETO 0 pe/ia Ha 3aKOHA 33 OOIIECTBEHUTE MOPHUKU. Y CJIOBUATA U PEIBT
3a CKJIFOYBaHE HAa PAMKOBUTE CIIOPA3yMEHHMs C€ OmpeensaT ¢ HapenbaTta mo wi. 82, ain. 1, T. 8 or 3akoHa 3a
37IpaBETO.

(15) (Homa - IB, Op. 103 ot 2020 r., B cuna ot 01.01.2021 r.) Pasnopenbara Ha an. 14 He ce
mpujiara 3a TEeHEPUYHU JIeKapCTBEHM NPOAYKTH M 3a BAKCHHU 3a 3aJBDKUTENIHA HMMYHU3ALUUd H
peMMyHH3alllY, BaKCHHU IO CIENHAIHU TOKa3aHUS W TNPH U3BBHPEIHH OOCTOSTENCTBA, CIEHU(PUIHU
CepyMH, UMYHOTJIOOYJIMHU U OPYrd OMOMPOIYKTH, CBbpP3aHU C MpodUIAKTHKATa HA 3apa3HUTE OOJecTH,
OlpesieNIeHN ¢ HapenbaTa 1o 4i. 58, an. 2 oT 3akoHa 3a 37paBeTo.

(16) (Homa - JIB, 6p. 103 ot 2020 r., B cuia ot 01.01.2021 r.) 3a nekapcTBEHUTE MPOIYKTH 11O
an. 12 mMakcuManHaTa CTOMHOCT 1o aj. 14 He Moxe Ja Ob/e MO-BUCOKAa OT CTOWHOCTTA, ONpejesieHa B
PaMKOBOTO CIIOpa3yMeHHe 1o air. 12.

(17) (HoBa - 1B, 6p. 103 or 2020 r., B cuma or 01.01.2021 r.) MuHHCTEpCTBOTO Ha
3[IpaBEOIa3BaHETO HE MOJKE JIa 3arJama JeKapCTBEHUTE MPOIYKTH MO ajl. 14 Ha CTOMHOCTH, MO-BHCOKH OT
MaKCHMajHaTa CTOMHOCT Ha ChOTBETHHMSI JIEKAPCTBEH MPOIYKT, OIMpe/iejieHa B PAMKOBOTO CIIOpa3yMEeHHE IO
an. 14.

(18) (Homa - IB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) JIekapcTBeHUTE IPOIYKTH IO aJl.
14, 3a KOUTO HE € CKIIIOYEHO PaMKOBO CHopa3yMeHHue 1o ai. 14, He ce 3amiamar oT MUHUCTEPCTBOTO Ha
3[IpaBEOIMa3BaHETO.

Un. 2621, (Hos - JIB, 6p. 67 ot 2020 r.) (1) (M3m. - JIB, 6p. 103 or 2020 r., B cuia OT
01.01.2021 r.) B npunioxxenusara Ha [To3uTUBHUSA JIeKapCTBEH CHUCHK 1O wil. 262, al. 6 ce moco4yBaT: KoJ 110
aHATOMO-TEPANEBTUYHO-XMMHUYHA KJIacU(UKALMs, MEXAyHApOJHO HemaTeHTHO HauMeHoBaHue (INN),
HalMEHOBaHME Ha JIEKApCTBEHMsS MPOIYKT, JIeKapcTBeHaTa (opMa M KOJIMYECTBOTO HA AKTUBHOTO
JIEKapCTBEHO BEILECTBO, ONAKOBKa, IpUTEXaTell Ha pa3pelieHueTo 3a ynorpeda, neduHupaHa AHEBHA
7103a/TepaneBTHYEH Kypc/KOHLIEHTpalus/o0em, ieHarta 1o 4i. 261a, an. 1, pepepeHTHa CTOHHOCT, CTOMHOCT
3a OMAKOBKa, M34MCIeHa Ha 0Oa3zata Ha pedepeHTHa CTOMHOCT, HUBO Ha 3aIUIalllaHe Ha JICKapCTBEHHS
IIPOAYKT, TEpANleBTUYHM MOKazaHus U 3aboinsBanus no MKbB, npousBoauren/mponsBoaureny, HHpopMamus
3a OrpaHMYEHUsATA B HAUYMHA HA MPEANMCBAaHE IpPU Ppa3IMYHM HMHIUKALMM, HALMOHAJIEH HOMEp 3a
uAeHTU(DUKAIMS HA JeKapCTBEHUS MPOAYKT 1o 4i. 2591, an. 1 u qonmbiaHUTeTHA HHPOPMAIIHSL.

(2) T1o3UTUBHUAT JEKAPCTBEH CIUCHK ChIbpHkKA MH(OPMAIMs OTHOCHO BHJA Ha JIEKAPCTBEHUS
MPOAYKT, OMpPENEICH B MpOIeaypaTa Mo paspemaBaHeTo My 3a ymorpeba. MHpopmammsara 3a Buaa Ha
JIEKapCTBEHMsI IPOAYKT ce npexactasst oT TAJI B 7-qHEBEH CpPOK OT ITOCTHIIBAHE HA 3alIUTBAHE OT CTPaHa HA
Hanmonamuust chBeT MO LEHHM W peuMOypcHUpaHe Ha JIEKAPCTBEHUTE MPOAYKTH 32 BCEKH KOHKpPETCH
JIEKapCTBEH MPOIYKT.

Yn. 2622, (HoB - JIB, 6p. 67 or 2020 r.) MuHHCTEPCTBOTO Ha 3IpaBEONAa3BaHETO,
Hanuonannarta 3apaBHOOCUIYpPHUTENIHA Kaca M JiedeOHHTE 3aBeleHMs NpPEeOCTaBiIT Ha ChbBETa IbIIHA
uH(popMaLus 3a 3alIaTEHUTE JIEKAPCTBEHU MPOLYKTH MO wi. 262, an. 6, T. 1 - 3 mo pex, onpenesieH B
Hapezabara o wi. 261a, ai. 5.

Y. 2623, (Hos - IB, 6p. 67 ot 2020 r.) (1) IIpuTexaTensT Ha pa3pelIeHneTo 3a ynorpeda win
HErOB YII'BJIHOMOILEH MPEJCTABUTEIN € JUITbXKEH B CPOK JIBa paOOTHH JHM OT IOJIy4aBaHE HA PELICHUETO Ha
ChBETA 3a IPOMSHA Ha lieHara 1o wi. 261a, an. 1 - 3 Ha nexkapcTBEH MPOAYKT Ja YBEIOMH IO MOAXOJISI]
HauMH bbirapckus ¢papManeBTHYEH ChIO3 U THPrOBLUUTE Ha €1p0, a T€ CbOTBETHO J1a YBEAOMST ThPrOBIIHUTE
Ha JIpeOHO C JIEKapCTBEHH MPOIYKTH.

(2) CoBerpT mno ciyxeOeH pel yBenomsiBa MMHHMCTEPCTBOTO Ha 3[paBEOIAa3BaHETO H
Hanuonannarta 31paBHOOCUTYpUTENIHA Kaca 3a pELIEHMATa, 3a KOUTO € JIOIyCHATO IPEBAPUTEIIHO
U3ITbJIHEHHE.
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Ui 262a. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - /IB, 6p. 102 oT 2012 1.,
B cuia oT 21.12.2012 r., HoB - JIB, Op. 102 ot 2018 r., B cuna ot 01.01.2019 r.) (1) Ouenka Ha 3apaBHUTE
TEXHOJIOTHM 1O 4. 262, an. 4 He ce U3BBPILIBA 332 IEHEPUYHM JIEKAPCTBEHU NMPOAYKTH U 32 JIEKAPCTBEHU
MPOJAYKTH, KOUTO CBhABPKAT AaKTHBHO/aKTHBHU BELIECTBO/BEIECTBA C J100pe ycTaHOBEHa ymnorpeba B
MEIUIMHCKAaTa MPaKTUKA.

(2) 3a nexapcTBeHUTE MPOIAYKTH, BKIOUEHU B [103UTHBHUSA JEKapCTBEH CIHUCHK, C€ U3BBPIIBA
OlLICHKAa Ha 3[paBHHUTE TEXHOJOTWH, KOraTo € 3asBEHO pasllupsiBaHE Ha TEPareBTUYHHUTE TOKa3aHUs, 3a
KOHMTO JI0 MOMEHTA HE € 3aIUIaIaHo ¢ MyOJIWYHU CPECTBA, IPU YCIOBUS U IO peJl, ONpeesieH: ¢ HapeabaTa
mo 4. 261a, am. 5.

(3) MunucrepctBoro Ha 3apaBeoma3BaHeTo W H30OK Moke MOTHBHpaHO [a TOHCKAT
U3BBPIIBAaHE Ha OLIEHKA Ha 3paBHUTE TEXHOJOTUHU Ha JIEKApCTBEHU NMPOJAYKTH, BKItoueHU B [lo3utnBHUA
JIEKapCTBEH CIUCHK, TPU YCIOBUS U 110 pell, ONpeesieHn ¢ Hapeabara mo wi. 261a, ai. 5.

Y. 2626. (Hos - JIB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 r.) (1) (U3m. - [IB, 6p. 67 ot
2020 r.) B Ilo3uTuBHUS JIEKapCTBEH CIUCBHK CE BKJIKOYBAT JIEKAPCTBEHM IMPOLYKTH, IMPUHAJIEKAIIN KbM
HOBO MEXKIyHAPOJHO HEMATeHTHO HAaWMEHOBAaHHME, 32 KOWTO € W3BBpIICHA OICHKAa Ha 3]paBHUTE
texHojoruu. OmeHKaTa Ha 3[paBHUTE TEXHOJIOTHH € YacT OT Mpolleypara Mo BKIIOYBAaHE Ha JIEKAPCTBEHUS
poayKT B [T03UTHUBHUS JIEKApCTBEH CIUCHK, KATO ChIbpPKa KIIMHUYHA U (PapMaKO-MKOHOMUYECKa OIICHKA H
BKJIIOUBA:

1. ananu3 Ha 31paBHUS IPOOIEM;

2. CpaBHUTEJCH aHaJu3 Ha TepaneBTUYHATa €(PUKACHOCT, €()EeKTUBHOCT M O€30mMacHOCT Ha
JIEKapCTBEHHUSI IPOTYKT;

3. aHaynu3 Ha (hapMaKO-UKOHOMHYECKHUTE MTOKA3aTelH;

4. aHanu3 Ha OIOJIKETHOTO BB3/ICHCTBUE.

(2) Ouenkara Ha 3/[paBHUTE TEXHOJIOTHHU CE€ U3BBPILBA IO CICAHUTE KPUTEPUH:

1. HanMYue UK JIMIICa Ha alTepPHATUBHO JIeYeHHE Ha 3a00JIsIBAaHETO;

2. HaMYWe WY JINTICA Ha JIEKAPCTBEHA alITepPHATHBA 32 JICUeHUE Ha 3a00IIIBaHETO;

3. epuKacHOCT W TepameBTUYHA SPEKTHBHOCT Ha JICYCHHWETO - OIICHKAa Ha TepareBTUYHATA
M0JI3a, YABHKaBaHE MPOIBIDKUTEIIHOCTTA HA KUBOTA M TOJOOPsIBAHE Ka4eCTBOTO HA JKUBOT, HAMallsIBaHE Ha
YCII0O)KHEHUATA OT OCHOBHOTO 3a00JIsIBaHE;

4. Opoil Ha MOTEHIIUATHUTE TAIUEHTH;

5. 6e30MacHOCT Ha JIEKapCTBEHUS MPOIYKT - YECTOTa M CEPHO3HOCT Ha HEXKEJTAHUTE PEaKLuH,
HY’KJa OT MpUJIaraHe Ha JOMbIHUTEIHU NpOodUIaKTHUHN WIH TePaleBTUUYHN MEPKH 3a MPeI0TBpATIBaHE Ha
HEXKEJIaHU PeaKIInu;

6. papmMako-MKOHOMHYECKH IIOKA3aTeNId - Pa3XOMd 3a TEpamusl C JIGKAPCTBEHUS TPOIYKT U
CpaBHEHHE Ha pa3XOJUTE 3a Tepamlus C HAJIMYHUTE alTepHATUBH, CHOTHOIICHHE pPa3Xxoj - pe3yiTar,
MKOHOMHYECKA OLIEHKA Ha JOIBIIHUTEIHUTE TTOJI3H;

7. mON3M OT 3[paBHAaTa TEXHOJOTHUS, MpPEACTaBeHH upe3 credeneHa roauHa XuBoT (LYG),
roJMHa KUBOT, ChoOpazeHa ¢ kauectBoTo (QALY), wiu mpu yurica Ha JaHHW 32 KpalHU pe3yNTaTH - 4pes3
MIPEIOCTaBsIHE Ha MEXIUHHU TaKUBa;

8. aHanu3 Ha OIO/KETHOTO BB3/CHCTBHE HA 06a3aTa HAa OYaKBaH OpOi MAIIMEHTH;

9. olleHKa Ha pa3XxoAUTe Ha MyOJIMYHU CPEACTBA 3a 5-TOAUILIEH MEPUOT;

10. ananu3 Ha 37paBHATa MEPCIEKTHBA 32 MHCTUTYLIMATA, KOSTO 3arlialia CbOTBETHOTO JICUECHHE
C MyOJMYHY CPENICTBA, WIIM OOIIECTBEHATA MEPCIIEKTHBA;

11. MopanmHu ¥ €THYHH ChOOpakeHUs (MIPHU cHeUUIHN TPYIH 3a00JIsIBAHNUSA).

(3) (HoBa - IB, 6p. 67 ot 2020 1.) B chorBeTHOTO mpumiiokenne Ha [103UTHBHUS JEKapCTBEH
CIHCBHK C€ BKJIOYBAT JICKAPCTBEHHM MPOAYKTH, MPUHAUICKAIIA KM HOBO MEXKIYHAPOIHO HEMATEHTHO
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HAaMMEHOBAHHE, 32 KOUTO € U3BBbpIICHA OIICHKA HA 3[[paBHUTE TEXHOJIOTMH IO pelia Ha all. 1 U 32 KOUTO UMa
MOHE €/IHA MOJIOKUTETHA OIICHKA Ha 3/IpaBHATA TEXHOJIOTHS OT Jbp)KaBHA MHCTUTYIH Ha BenukoOpuranus,
O®panuus, ['epmanus u [Benus.

UYn. 262B. (Hos - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) (1) (Jom. - [IB, 6p. 67 ot
2020 r.) [IpocnensiBanero Ha edekra OoT TepamusTa mo wi. 259, am. 1, 1. 10 ce u3BbpmIBA OT JIeUeOHH
3aBEJICHHs, Ope/eNieHH OT HaloHaHUsS ChBET 10 LIEHH U peuMOypCUpaHe Ha JICKAPCTBEHUTE MPOAYKTH,
10 pell, onpezesieH B HapeabaTa mo wi. 261a, an. 5.

(2) (U3m. - B, 6p. 67 ot 2020 r.) HamuoHamHUAT ChBET MO LIEHHM U PEUMOYypCcUpaHe Ha
JIEKapCTBEHHUTE MPOAYKTH M3BBPIIBA aHATU3 Ha chOpaHaTa oT JiedeOHUTE 3aBeieHus nHpopMaius mo ai. |
IIPU YCIIOBUS U 1O PeJl, ONpeielieHH B HapeabaTa 1o 4i. 261a, an. 5.

(3) (HoBa - JIB, 6p. 67 ot 2020 r.) JleueOHUTE 3aBeACHMS MO an. | MpeaocTaBsAT Ha ChBETA
JOCTBIT IO MEJUIMHCKATa TOKYMEHTAIHA, BOJIEHA OT TAX, OTHOCHO MpPUJIaraHeTo Ha KOHKPETEH JICKapCTBEH
MIPOJIYKT, 32 KOKTO ce mpociiesiBa eheKThT OT TEpanusTa.

Un. 263. (U3wm. - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - [IB, 6p. 15 or 2013 ., B
cuna ot 01.01.2014 r.) Cbc cpeacTBa OT IbpkaBHUS OFO/KET M3BBbH 00XBaTa Ha 3abJIKUTEITHOTO 3PABHO
OCUTYpsIBaHE MOTAaT Jla Cce 3arlialiar JIEKapCTBEHU MPOIYKTH, OTIYCKaHH IO JIEKAPCKO MpearnucaHue, KOUTO
HE ca BKJIIOYEHH B CHHCBHKAa 1Mo wi. 262, an. 1, HeoOxoaumu 3a mpodUIaKTHKA WIN JIEYCHUE IPH
eNUJIEMUYHN B3PHUBOBE, CMHUJIEMHUU, MaHAEMHHM, KaKTO M TpH HAIUYHETO Ha MpearoyiaraeMo HIu
MOTBBPJCHO Pa3NPOCTPAHECHUE HA XUMUYECKH WM OMOJIOTUYHM areHTH WM SpeHa pajnariysl.

UYn. 264. (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - 1B, 6p. 102 ot 2012 1.,
B cwia ot 21.12.2012 r.) (1) (Hom. - AB, 6p. 18 ot 2014 r.) [Ipu npeycraHoBsiBaHE Ha MPOJAKOUTE MO Y.
54, an. 3 Ha JeKapCTBEH NPOJYKT, KOWTO € BKIOYeH B [l03UTHBHUS JeKapCTBEH CIMCBHK, U KOrato B
pPaMKHUTE Ha CbOTBETHOTO MEXIYHApOJIHO HEMATEHTHO HAMMEHOBAHKE HsMA pa3pellieH 3a yrnoTpeda mo To3u
3aKOH JIpyI' JICKapCTBEH MPOJYKT, INPUTEKATENIAT HAa Pa3pelIeHUEeTO 3a YNnoTpeda MHCMEHO YyBEeIOMsIBa
MUHHCTEpCTBOTO Ha 3/paBeona3BaHeTo W HamuoHamHus CchBET NO LEHM M peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOTYKTH.

(2) (Hom. - B, 6p. 18 or 2014 r.) IIpurexarensT Ha pa3pelICeHUETO 3a yHoTpeda MUCMEHO
yBeZoMsABa MUHHCTEPCTBOTO Ha 3/paBeorna3BaHeTo M HanuoHamHUs ChBET MO ILIEHW U peuMOypcHupaHe Ha
JIEKapCTBEHUTE NMPOAYKTH M B CIly4yauTe Ha MPEyCTaHOBSIBAHE MPOJAXOUTE Ha JEKapCTBEH MPOAYKT, YUATO
[IEHa CIYXH 3a OIpeneNsHe Ha pedepeHTHa CTOWHOCT B PAMKHTE HA CHOTBETHOTO MEXIYHApPOIHO
HEMaTeHTHO HAUMEHOBAaHUE U JIEKAPCTBEHA (opMa.

(3) Korato nponykTsT 1o an. 1 u 2 e mpegHa3HaueH 3a JieYeHue Ha 3a00JsBaHUs, KOUTO Ce
3amjamar 1no peAa Ha 3aKOHa 3a 3/IpaBHOTO OCUTypsBaHE, MPUTEKATEIAT HA pa3pelieHUueTo 3a ynorpeda
nucmeHo yseaomsisa 1 H30K B cpokosete o ain. 4.

(4) IlputexarensaT Ha pa3peUICHUETO 3a ynoTpeda € JTBKEH J1a U3BBPIIN YBEIOMIICHUETO II0
ast. 1 He Mo KbCHO OT 18 Mecela npeu AaTaTa Ha PEYCTAaHOBSBAHE HA MPoJaxOuTe, a B ciaydyauTe 1o ai. 2 -
HE MO-KbCHO OT TPU Mecela Mpen AaTaTa Ha peyCTaHOBsABaHE Ha MpoaaxouTe.

(5) (Hom. - JIB, Op. 18 ot 2014 r.) Jlo mpeycraHoBsiBaHE Ha MpoaaxOute mo air. 1 u 2
NPUTEXKATENAT Ha pa3pelieHHeTo 3a ynorpeda € JUTbXKEeH Ja OCUTYpU JIOCTaThbYHHM KOJIMYECTBA OT
CHOTBETHUS JIEKAPCTBEH MPOJYKT 3a 3a/I0BOJIIBAHE HA 3/IpaBHUTE MOTPEOHOCTH, OCBEH B CIyyauTe, KOrato
IIPEYCTAHOBSIBAHETO C€ JIBJIKH Ha HAKOE OT OCHOBAaHUSATA IO Wi. 276 iy no wi. 277.

(6) Cnen m3TuaHe HA CPOKOBETE MO ajl. 4 MPUTEKATENST HA pa3pelIeHUETO 3a yrnoTrpeda mojiaBa
3adBJICHME M CBHOTBETHUTE JOKYMEHTH 3a M3KJIIOYBAaHE Ha JIEKapCTBEHUs MNPOAYKT oOT Ilo3uTuBHMA
JIEKapCTBEH CIIUCBK.
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(7) Korato crnen mpeycraHOBsIBAaHE NMPOJAKOUTE HA JICKAPCTBEHHS MPOIYKT MPUTEKATEIAT Ha
paspenieHreTo 3a yrnorpeda He € U3MBIHWI 3abJDKEHUETO CH 110 all. 6, ChbBETHT MO WI. 258, an. 1 cimykxebHo
ro U3KJI0uBa oT [103UTHBHUS IeKapCTBEH CIUCHK.

Un. 265. (1) MunuctepckusT cbBeT ch3aaBa Komucus mo npo3payHocCT.

(2) (Hom. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) CecraBbr Ha Komucusra mno
MIPO3PAYHOCT ce ompezens oT MUHUCTEPCKUS ChBET 10 NMPEIOKEHHE Ha MUHUCTHPA Ha 3[paBeona3BaHEToO.
B Hes 3aabIDKUTENHO C€ BKIIIOYBAT MPEACTaBUTENM Ha MUHHCTEPCTBOTO Ha 3/paBEONa3BAaHETO, Ha
MuHUCTEPCTBOTO Ha Tpyaa U couuanHaTta nonutuka, Ha MAJI, na H30K, na bearapckus Jiekapcku Cbhlo3,
Ha bwarapckus 3p0osnexkapcku cbio3, Ha bbiarapckus (apmaneBTHUEH ChIO3 W Ha OpraHu3allud Ha
MaUeHTUTe U papMaleBTUYHATa UHYCTPUSI.

(3) (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
or 21.12.2012 r.) Jluue, xoeto ¢ uwieH Ha Komucusita mo mpo3payHOCT, HE MOXKe Ja ObJe W 4JlIeH Ha
Hanmonanuus cbBeT 1o 1IeHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOTYKTH.

(4) MHUHHUCTEpPCKUAT CHBET OIpEeNis ¢ MPAaBUIHUK YCIOBUATA U peaa 3a padota Ha Komucusita
0 NMPO3PAYHOCT.

Un. 266. (M3m. - IB, 6p. 67 ot 2020 r.) (1) Komucusara mo npo3padHocT € opraH, mpe KOWTo
MOJKe Jia ce 00KaBar Mo aMUHUCTPATUBEH PEJl peLICHUITa Ha ChBETA.
(2) Pemienusita Ha KoMucusaTa mo mpo3padyHoCT c€ B3eMaT ¢ MHO3MHCTBO JIBE TPETH OT ChCTaBa

(3) PemenusiTa Ha chbBeTa MOXe Ja ce 0oOXaJBaT MO ChAeOeH pelq U 0e3 Ja e u3uepraHa
BB3MOHOCTTA 32 OCIIOPBAHETO UM [0 aIMUHUCTPATUBEH PE/l.

Un. 266a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) Korato neyenuero Ha
ChOTBETHO 3aboisiBaHe € 0e3 aJTepHAaTHBa B CTpaHaTa, 3a KOHKPETCH IMAIIMEHT MOXKe Ja Ce Tpujara
JIEKapCTBEH MPOAYKT, KOWTO € pa3pelleH 3a yrnoTpeda B cTpaHa - WieHka Ha EBponeiickus cbio3, pa3pelieH
€ 3a yrnoTpe0a 1o peqa Ha TO3U 3aKOH, HO HE C€ Pa3NpOCTpaHsBa Ha OBITapCKus mas3ap.

(2) (M3m. - IIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Exxeronno no mpensioxeHue Ha
nedeOHUTE 3aBe/eHUs] 3a OOJMHMYHA TMOMOI W CJEeJ CTAHOBUIIE HA CHOTBETHHUS EKCIEPTEH CHBET IO
CHbOTBETHATA MEIUIMHCKA CHEHHUATHOCT HIM MEIUIMHCKA OeHHOCT mo 4i. 6a, aim. 1, T. 1 or 3akoHa 3a
3/IpaBETO MHUHHUCTHPHT HA 3JpaBEONa3BaHETO YTBBbPKAaBa CHHCHK Ha JIEKAPCTBEHHUTE MPOAYKTH MO ai. 1,
KOWTO ChABPKA CleHaTa HHPOpMAIIHS:

1. KoJ 10 aHATOMO-TEPaNeBTUYHO-XUMHUYHATA KiacuuKarus;

. MEKIyHapOIHO HEMIATEHTHO HAMMEHOBAHKE, KbM KOETO MPUHAIJICKU IPOAYKTHT;
. 3a00J151BaHE 110 MEXKITYHAPOICH KOJT Ha 3a00JISIBAHUSATA;

. JekapcTBeHa (hopMa U KOJIMYECTBO aKTUBHO BEIIECTBO;

. IOITBTHATEITHA HH(DOPMAIIHSL.

W AW N

(3) CiucbkbT WO all. 2 ce MyOMKyBa Ha CTpaHUIaTa Ha MUHUCTEPCTBOTO HA 3/IpaBEOIa3BaHETO
B UHTEPHET.

(4) YcnoBusita ¥ peIbT 3a BKIIOYBAHE, MPOMEHU I U3KIFOUBAHE HA JICKAPCTBEHU MPOYKTH B
CIHCHKA M0 all. 2 ce ONpeAensaT ¢ HapenbarTa mo ui. 9, an. 1.

(5) JlexkapcTBEHHUAT MPOAYKT MO aj. 1 ce JoCTaBs MO CHEeIMaIHa MophYKa Ha JIe4eOHO 3aBE/ICHHE
3a OOJTHUYHA MTOMOII] IIPU YCJIOBHSI U IO PeJI, ONpeiesieHu ¢ HapeabaTa mo wi. 9, an. 1.

(6) PpxoBOAMTENAT Ha JI€YEOHOTO 3aBEJCHHE MO all. 5 HOCH OTTOBOPHOCT 3a MpUJIaraHeTo Ha
JICYSHHUETO 110 al. 1.
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Ui 2666. (Hos - [IB, 6p. 67 ot 2020 r.) (1) [lo u3kimtoueHue, npu JMIca Ha alTepHATHBA 3a
JIeYeHHE Ha KOHKPETEH MalMeHT ¥ caMO B MHTEpeC Ha HErOBOTO 3/[paBe, pa3pellieH 3a yrnoTpeda B cTpaHara
JIEKapCTBEH TMpPOJYKT MOXE Jla ce Mpujara H3BBbH YCIOBHATAa Ha pa3pelieHHeTo 3a yrnoTrpedba Ha
JIEKapCTBEHHS MTPOAYKT, IPH HATHMYNE HA HAYYHH JI0KA3aTEIICTBA 32 0€301MacHOCTTa U €(PUKACHOCTTA Ha TO3U
MPOIYKT.

(2) JlexapcTBeHMST MPOAYKT IO aji. | ce mpeamucBa OT KOMUCHUS OT TpUMa JIEKapu OT Jie4eOHO
3aBesieHUE 32 OOJIHUYHA TIOMOIII C MPU3HATA CIEHUATHOCT Mo Mpoduiia Ha 3a00IsIBAHETO, KOUTO MOTUBUPAT
MPENICAHUETO 32 BCEKH KOHKPETEH MaIlUeHT.

(3) Jleuenmero mo anm. 1 ce mpoBexaa B Je4eOHO 3aBEICHHE 3a OOJHWYHA TOMOI CIIE]
MoJIyyaBaHe Ha MMCMEHO MH()OPMUPAHO ChIJIacue OT MalUEeHTA.

(4) Bceku eranm OT JIe4eHMETO HA MAlMEHTa C€ MPOCiensBa U JOKYMEHTHpPa OT JIEKapUTe OT
KOMUCHSITA 110 aJl. 2, KOUTO HOCST OTTOBOPHOCT 32 MPOBEKIAHE HA JICYSHUETO 1O ail. 1.

(5) Komucusita no an. 2 ysegomsiBa Mambanutenna arenius "Menuuuncku Hanzop" u MAJI 3a
MPOBEKIAHOTO JICUEHUE 110 ail. 1.

(6) YcnoBusita ¥ peabT 3a Mojy4yaBaHe HAa MH(POPMHPAHO ChIVIACHME OT MAIMEeHTa Mo al. 3,
MPOCIIASIBAHETO W JOKYMEHTHPAHETO Ha JICYeHHETO 1o aj. 4 u Ha Oe3omacHocTTa M eHuKacHOCTTa Ha
JIEKapCTBEHMs IPOAYKT CE ONpeeiaT B HapeadaTa mo wi. 9, an. 1.

(7) (dom. - B, ©p. 62 ot 2022 r., B cuinia ot 05.08.2022 r.) B ciyuaute 1o ain. 1 nekapcTBEeHUST
MPOJYKT HE ce 3amamia ¢ myOJInYHU CpeACTBa, ¢ U3KIIOYEHHE Ha ciydauTe 1o 4i. 82, an. 3 oT 3akoHa 3a
3JIpaBeTO, ONPEICTCHH B Hapea0aTa mo wi. 82, an. 6 oT 3akoHa 3a 37paBeTo.

I'naBa TpuHajgecera.
ABPKABEH KOHTPOJI BbPXY JIEKAPCTBEHUTE NPOAYKTHU

Yn. 267. (1) (U3wm. - [IB, 6p. 98 ot 2010 ., B cuna ot 01.01.2011 r., gom. - IB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) MuHHCTEpPCTBOTO Ha 3/1paBEONa3BaHETO PHKOBOAU JABbP)KaBHUS KOHTPOJ BBPXY
JIEKapCTBEHUTE MPOAYKTU. HemocpeacTBEHOTO PBHKOBOACTBO CE€ OCBHIIECTBSIBA OT TIJVIABHUSA JAbP)KaBEeH
3IpaBEeH UHCIEKTOP, OT MpeAcenaress Ha cbBeTa no wi. 258, an. 1, ot uznbiaauTennus aupekrop Ha UAJI u
oT aupekropure Ha P3U, kouTo ca 1bp:kaBHU MHCIIEKTOPHU MO KOHTPOJIA BbPXY JIEKAPCTBEHUTE MPOTYKTH.

(2) (U3m. - 1B, 6p. 98 ot 2010 1., B cumma ot 01.01.2011 r., gom. - /1B, 6p. 102 ot 2012 1., B cuna
ot 21.12.2012 r.) Opranu 3a Abp>kaBeH KOHTPOJ BbPXY JIEKAPCTBEHUTE MPOAYKTU Ca ChBETHT MO Wi. 258,
an. 1, UAJI u P3U.

(3) (HoBa - IB, 6p. 67 ot 2020 r.) Pernonanaurte 31paBHU WHCICKIIMU B PAMKUTE Ha CBOSTA
KOMIETEHTHOCT chaeicTBaT Ha WMAJl npu ochbliecTBsiBaHE Ha JEWHOCTUTE M0 KOHTpoOJa BBPXY
JIEKapCTBEHUTE MTPOLYKTH.

(4) (U3m. - 1B, 6p. 98 o1 2010 ., B cuia ot 01.01.2011 r., gom. - /1B, 6p. 102 ot 2012 r., B cuna
ot 21.12.2012 r., mpenumina an. 3 - JIB, Op. 67 ot 2020 r.) HemocpeACTBEHUAT KOHTPOJI C€ YIPaXKHSIBA OT
JUTbKHOCTHHU JIMLA - UHCTIEKTOPH U €KCIIEPTH, OIIPEJIETICHH ChC 3alI0BE/IM Ha IIPEJICEeAATeNs Ha ChBETA IO Yl.
258, an. 1, na nupexropa Ha MAJI unu Ha nupekTopa Ha cboTBeTHata P3U.

(5) (Ilpeaummna an. 4 - JAB, 6p. 67 ot 2020 r.) Ilpu ocbluecTBsiBaHE HAa KOHTPOJIHUTE CHU
GyHKIMM OpraHute mo ajg. 1 Morar Ja MOUCKaT ChACWCTBUETO HAa OpraHuTe Ha MUHHCTEPCTBOTO Ha
BBTPEIIHUTE paboTH.

Ui 267a. (1) (Hos - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r., m3m. - JIB, 6p. 102 ot 2012
r., B cmwa ot 21.12.2012 r., u3m. - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 T., mpeauIieH TeKCT Ha 4l.
267a - ]IB, 6p. 67 ot 2020 r.) U3mbaauTenHa areHius "MeauuHCKu Haa30p" OCHIIECTBSIBA KOHTPON 32
CHa3BaHETO HAa YTBBpPIEHUTE (apMaKo-TepanmeBTUUYHA PBHKOBOJACTBA M U3BBPIIBAHETO HAa OIICHKA Ha
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e(EeKTUBHOCTTA Ha TEPAIUATA B CHOTBETCTBUE C KPUTEPUHTE 1O Wi. 259, ain. 1, 1. 4.

(2) (Homa - [IB, 6p. 67 ot 2020 r.) U3nbeaauTenHa areHnus "MeauIMHCKA HAI30p" MOXKE 1a
U3BBPIIBA MPOBEPKHU B anTeKkuTe Mo wi. 222, an. 4, KOUTO BKIIOYBAT MPOBEpPKa 3a ChHOTBETCTBHETO Ha
BUJIOBETE W KOJMYECTBATa JIGKAPCTBEHU TMPOIYKTH, KOUTO ca MPEANHCAaHd W/WIA TPWIOKEHH Ha
MAIMEHTUTE, C BUIOBETE U KOJIMYECTBATA JICKAPCTBEHH MPOYKTH, KOUTO Ca OTITyCHATH OT anTekaTta, Korato
TE€3M JIEKaPCTBEHU MPOIYKTHU Ce 3ariamaTr ¢ MyOJINYHN CPEICTBA.

Uin. 268. (1) U3mbaHuTeIHATA areHuys 1o JeKapcTBaTa ypakHIBa KOHTPOJI BbPXY:

1. (mom. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) CHOTBETCTBHETO HA MTOMEIICHUATA,
CHOPBIKEHUSITA U YCIIOBUSATA 33 MPOU3BOACTBO, KOHTPOJI, ChbXpaHEHUE U THPTOBUS C JEKAPCTBEHH MPOAYKTH
M aKTHBHHM BEIIECTBA M 3a Cla3BaHE Ha W3HMCKBaHHWATAa Ha JloOpara MpOM3BOJCTBEHA IIPAKTHKA HAa
JIeKapcTBeHH MPOAyKTH U JloOpara AucTpuOyTOpCKa MPaKTHKA;

2. (mwm. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) meliHOoCcTTa HA MPUTEKATETUTE HA
paspelieHue 3a ymnorpeda, Ha MPOU3BOJAUTENNTE, BHOCHUTEIUTE, THPrOBIHMTE HA €ApPO C JIEKapCTBEHU
MPOJIYKTH M aKTUBHU BEIIECTBA, HA TIOCPEIHUIIUTE B 00JIACTTa HA JICKAPCTBEHUTE MPOIYKTH, HA alITEKUTE U
IPOTEPUNTE;

3. Ka4ecTBOTO, 0€30MaCHOCTTa U e()UKACHOCTTA Ha JIEKApPCTBEHUTE MPOAYKTH;

4. XIMHUYHUTE W3MHUTBAHHUS HA JICKAPCTBEHUTE MPOAYKTH W KOHTPOJ 3a CIla3BaHE Ha
n3uckBaHuATa Ha JloOpaTa KIMHUYHA TPAKTHKA;

5. nexapcTBeHaTa nHGOpPMaIKs, CBbp3aHa ¢ pa3peliaBaHeTo UM 3a yroTpeda U pexiaMaTa;

6. (m3Mm. - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) cucremara 3a mpocieasiBaHe Ha
JeKapcTBeHa 06e30MacHOCT Ha MPUTEKATEINTE Ha pa3pelleHne 3a ynoTpeda u 3a cra3BaHe U3UCKBAaHUITA HA
JloGpata mpakTHKa 3a MpociieiBaHe Ha JIEKapCTBEHa 0€30IacHOCT.

(2) (U3m. - 1B, 6p. 98 o1 2010 1., B cuna ot 01.01.2011 r., u3m. - /1B, 6p. 102 ot 2018 1., B cuna
ot 01.01.2019 r.) Pernonanuure 3apaBHA MHCIEKIIMH YIIPAXKHIBAT KOHTPOJI:

1. BbpXy MOMEIIEHUATA, ChOPHKEHUATA, YCIOBUATA 32 ChbXPAaHEHUE U THPrOBUS C JIEKAPCTBEHU
MPOIYKTH;

2. BBPXY JACHHOCTTa HA TBHPrOBIUTE HA €IpO, aNTEKUTE M JPOTECPHHTE, PA3IONIOKCHH Ha
TEPUTOPHSITA HA CHOTBETHATA 00JIACT;

3. 3a cma3BaHETO HA YTBBPIACHHUTE IICHU, MNPEACITHUTE IICHHW, PETUCTPUPAHHUTE IIEHU Ha
JIEKapCTBEHUTE MPOAYKTU MpU MpoAakdata UM Ha APEOHO OT aNTEeKUTE U JIPOTepUUTE, Pa3MOJIOKEHU Ha
TEPUTOPHSATA HA ChOTBETHATA 00JIACT;

4. (moBa - JIB, Op. 67 ot 2020 r.) BHpXy ACHHOCTHUTE IO YHHWIIOKaBaHE Ha JICKAPCTBEHU
MPOIYKTH.

(3) (Homa - B, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.) CeBerbT mo ui. 258, am. 1
yIpa)xxHsIBa KOHTPOIL:

1. 3a cma3BaHeTO HA YTBBPJCHUTE LIEHHU, MPEACITHUTE IICHH W PETUCTPUPAHHUTE IICHU Ha
JIEKapCTBEHUTE MPOAYKTH MPH MPoIakdaTa UM OT ThPrOBLUTE HA €JIPO C JIEKAPCTBEHU MPOAYKTH;

2. (mom. - JIB, Op. 67 ot 2020 r.) BbpXy JAeHHOCTTAa HA MPUTEKATEIUTE Ha pa3pelicHHs 3a
ynotpeba Ha JIEKapCTBEHU MPOAYKTH U ThPrOBLUTE HA €IpO C JIEKAPCTBEHH MPOAYKTH OTHOCHO CIA3BAHETO
Ha 3abJDKCHHSITA UM, OTIpe/Ie]ICHH ¢ Hapeaoara mo wi. 261a, an. 5.

(4) (Ilpegumna an. 3 - /1B, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) C UAJI ce chraacysar
MHBECTUIIMOHHUTE MPOEKTH 32 CTPOUTEIICTBO Ha HOBU W/WIIW MPEYyCTPOMCTBO Ha CHIIECTBYBAIIM OOEKTH,
CBBpP3aHM C MPOU3BOJICTBOTO HA JIEKAPCTBEHU MPOAYKTH choOpa3Ho mpaBuiara 3a JJoOpaTa mpou3BoaACTBEHA
MIPAKTHKa Ha JIEKAPCTBEHU MPOTYKTH.

Y. 268a. (Hos - J[B, 6p. 60 ot 2011 r., B cuta ot 05.08.2011 r.) (1) (M3m. - JIB, 6p. 84 ot 2018
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r., B cua ot 12.10.2018 r.) [dapenuss Ha JeKapCTBEHU MPOIAYKTH OT MPUTEKATEIU Ha pa3pelieHHe 3a
ynorpeba, MpOU3BOAUTENHN, THPrOBIM Ha €Apo U ApeOHO M OT bbirapckus UepBeH KpbcT Morar Ja ce
M3BBPIIBAT CaMo CleJ] NoJaBaHe Ha yBeaomiieHHe oT maputens a0 WAJI mo oOpasei, yTBbpAEH OT
MHHHCTBpPA Ha 3PABEONA3BAHETO IO MPEJIOKEHNE HA U3ITBIHUTEIHUSA AupeKkTop Ha AL

(2) Hapenusra ce u3BbpLIBAT MPH CHa3BaHe Ha MpaBwiiaTa 3a JloOpa napurencka mpakTUKa Ha
CBeToBHaTa 37jpaBHa OpraHU3aLysl.

(3) (OTm. - 1B, 6p. 84 oT 2018 1., B cruta ot 12.10.2018 1.)

(4) JleueOnute 3aBenenust u bwarapckusat YepBeH kpbcT yBenomsiBaT MAJL 3a momydyeHute
JApEHUs Ha JIEKAPCTBEHU NPOIYKTH B 7-IHEBEH CPOK OT IOJIYYaBaHETO UM.

(5) B kpas nHa Bcako Tpumeceune MAJl wmsmpama uHopmanus B MHUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHeTO 3a U3BBPIICHUTE JAPEHUS 1O all. 4.

(6) 3a U3BBPIIBAHETO Ha JAapEHHE Ha JIEKapCTBEH MPOJYKT IO MoJ0a Ha JeuyeOHO 3aBejeHueE,
IIpelHAa3HayeH 3a JICYEHHE Ha KOHKPETEH MalMEeHT B >KMBOTO3aCTpallaBallo CbCTOSHHUE, AapUTEINST
yBeaomsiBa MAJI B 7-1HEBEH CPOK OT U3BBPIIBAHETO MY.

(7) Hapenwusita o an. 6 He MoraT Jla Ha/IBHIIABAaT KOJIMYECTBOTO, HEOOXOIUMO 32 €IHOKPATECH
KypC Ha JICUEHHE.

Ui 269. (1) KortpoasT no ui. 267 ce u3BbpILIBA YpE3 HHCHIEKLUHU U JJAOOPATOPHU U3MUTBAHMUSL.

(2) Mucneknuure u 1abopaTOpHUTE U3MUTBAHMS 110 all. 1 ce U3BBPIIBAT:

1. BbB Bpb3Ka C M3/1aBaHE HA pa3peulieHus 3a ynorpeda, mporu3BOACTBO, BHOC U CEPTU(DUKATH 110
pena Ha TO3H 3aKOH;

2. BbB BpB3Ka C OCHIIECTBSIBAHE HA/[30p Ha M1a3apa Ha JIEKAPCTBEHU NMPOIYKTH;

3. mpu 3asBsABaHE OT cTpaHa Ha EBpomnelickata kKomucusa, Ha EBponelickaTa areHUHs IO
JIeKapcTBaTa WK OT CTpaHa Ha KOMIIETEHTHUS OpraH Ha Jpyra JbpKaBa YIeHKa;

4. npu 3asdBsIBAaHE OT CTPaHa HA MPOM3BOJUTEIN, BHOCUTEN WM IPUTEXKATENl HA pa3pelIeHUe 3a
ynotpeda u3BbH CIy4yauTe 1o T. 1.

(3) (U3m. - B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) U3mbaHUTETHATA areHIHS 10
JIeKapcTBaTa U3BbPIIBA MHCIIEKIINH:

1. Ha MPOM3BOIUTENN HA JIEKAPCTBEHU MPOAYKTH, Pa3NOJIOKEHH Ha TepuTopusTa Ha PemyOnuka
Bwirapusi, Ha 1bpKaBa WICHKA WIK B TPETH AbPIKABH;

2. Ha BHOCHUTEJH U THPTOBIM Ha €IPO C JEKApPCTBEHU MPOAYKTH;

3. Ha NOMEUICHMTA Ha MPOU3BOJUTENINTE, BHOCUTEINTE U THPIOBLUTE HA €IpO HAa AaKTUBHU
BEIIECTBA, Pa3MOJIOKEHN Ha TepuTopusaTa Ha PermyOnuka brirapus;

4. Ha TOMENICHHUATA HA MPOU3BOJUTENM WIM THPTOBIM HA €ApO HA aKTHBHHU BEIIECTBA,
Pas3MoIoKEHU B TPETU AbPrKaBH, KAKTO U HA MPOU3BOAUTEIHN UM BHOCUTEIH HAa IOMOIIHH BEILIECTBA;

5. Ha OMeEIIIEHUATa Ha TIPUTEKATETUTE Ha pa3pelIeHns 3a ynoTpeda Ha JIeKapCTBEHU MPOIYKTH
Y Ha TIOCPETHULIUTE B 00JIaCTTa HA JICKAPCTBEHUTE MPOIYKTH, PETUCTPUPAHU TI0 peaa Ha 1. 212a;

6. Karo 4yacT OT cepTU(UKALMOHHA MPOIEaypa, KOSITO € BBB Bpb3Ka C MoHOrpaduu Ha
EBponeiickara papmakornes;

7. Ha MPOU3BOAUTENH HAa U3XOJIHU MaTepUaH 110 MMCMEHO UCKaHe Ha IPOU3BOIUTEIIS.

(4) V3npnHUTENHATAa areHIUS MO JIeKapcTBaTa M3BBHPINBA MHCIEKIMM HA TPOW3BOAUTENH HA
JIEKapCTBEHM MPOIYKTH, YCTAHOBEHU B TpeTa Jbp)KaBa, BbB BPb3Ka C MOJJCHO 3asBJICHHUE 3a MOTydYaBaHe
Ha pa3pelieHue 3a ynorpeda uim BHOC.

(5) U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Uncneknuure no an. 3 u 4 ce
U3BBPIIBAT B ChOTBETCTBHE C PHKOBOJACTBA, NpHeTH oT EBpormnelickara KoMucusi.

(6) (U3m. - IIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) U3mbaHUTENTHATA areHIHS 10
JIeKapCcTBaTa y4yacTBa IO MCKaHe oT EBpomneiickata komucusi, EBporneiickara areHuuys mo JiekapcrBaTa Win
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IbprKaBa WICHKA MPU U3BBPIIBAHETO HA MHCIIEKIIUU 10 ai. 3 B EBpomeiickusi Chi03 WK B TPETH AbPIKABH.
(7) (M3m. - AB, 6p. 102 ot 2012 1., B cwia ot 21.12.2012 r.) U3mbaauTenHaTa areHIUs IO
JeKapcTBaTa CH CHhTPYAHUYM W oOMeHs uHbopMmaius ¢ EBpomneiickaTa areHuus MO JieKapcTBaTa MpH
IUTAHUPAHE W WU3BBPIIBAHE HA MHCIIEKIIUUTE TI0 aJl. 3.
(8) (Homa - 1B, O6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbaHuTenHaTa areHIys MO
JeKapcTBata CcH ChTpyAHHYM ¢ EBporelickara areHIUs 1O JieKapcTBaTa NPU KOOPIUHUPAHETO Ha
WHCIICKIIUY B TPETH AbPIKABH.

UYn. 269a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 67 ot
2020 r.) JAnBKHOCTHUTE JHIA MO 4. 267, an. 4 U3roTBIT JOKJIA] 32 BCAKA U3BBPIICHA WHCIEKIUS MO Y.
269, an. 3 u 4 3a cra3BaHeTO Ha NPUHLMIIUTE U PbKOBOJACTBATa 3a JJoOpa Mpon3BOACTBEHA MPAKTUKA UITU 32
Jlo6pute AUCTpUOYTOPCKU MPAKTHKU, WU 32 CHa3BaHE H3UCKBAHMATA HA TIjaBa OCMa, KAakKTO H
M3MCKBAaHUATA HA TO3HU 3aKOH.

(2) HoxmansT mo an. 1 ce mpemocTaBs Ha MPOBEPSBAHOTO JIUIE, KOETO MOXE Ja MPEICTaBH
O€eJIeKKHU IO HETO.

(3) Ilpu momyvaBane Ha o6ocHOoBaHO nckaHe MAJI n3npaina mo exeKTpoHEeH IbT JOKIAJAUTE IO
an. | Ha KOMIETeHTHHUs OpTraH Ha JApyra JbprkaBa YieHKa uiu Ha EBpomeiickara areHmus mno JekapcTBaTta.

Y. 2696. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
W3BBPIICHA HHCIIEKIHS 110 WI. 269, all. 3 ce ycTaHOBH ChOTBETCTBHE ¢ JJoOpaTa MpoOM3BOACTBEHA MPAKTHKA,
choTBeTHO Jl0OpHTE MUCTPUOYTOPCKHM MPAKTUKH, KOTAaTO € mpuioxkumo, MAJI u3naBa Ha IPOU3BOAMTEIS,
BHOCUTENII WIM Ha Thbpromela Ha eapo cepru¢ukar 3a JloOpa mMpoM3BOJCTBEHA MNPAKTUKA, CHOTBETHO
ceprudukar 3a JJoopa quctpubyTopcka mpakTuka B cpok 10 90 1HU OT U3BBPIIBAHE HA MHCIIEKIIHITA.

(2) Koraro B pe3ydTar Ha U3BBPIIEHA WHCHEKIUA MO 4. 269, am. 3 ce ycTaHOBH, de
MIPOU3BOJIUTENSAT, BHOCUTENSAT WJIM THPrOBEUBT HAa €Ip0 Ha JICKAPCTBEHHM MPOAYKTH WM HAa aKTHUBHH
BEIIECTBA HE Cla3Ba M3UCKBAaHWATA Ha 3aKOHAa W/WIM NPUHLUIKTE U pbKoBojacTBata 3a JloOpa
MIPOM3BOJICTBEHA MpakTHKa u/uian Ha JloOpute auctpubyTopcku mpaktuku, MAJI m3gaBa craHoBuIle 3a
HECHOTBETCTBHE.

(3) M3npanuTenHaTa areHIMs 10 JIeKapcTBaTa BbBEXK/a B 6a3ara AaHHU 1o wi. 147 uznaaeHure
ceprudukaty o ai. 1 1 uapopmanms mo air. 2.

Y. 2698. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
M3BBpIIEHAa MHCHEKIMA 1nmo wi. 270, ai. 1, T. 5 ce ycTaHOBH, Y€ MPUTEKATEIAT Ha Pa3pEUICHUETO 3a
ynoTpeba He cma3Ba M3MCKBaHUATa Ha rinaBa ocma, VAJl naBa mpeamucaHust 3a OTCTpaHsBaHE Ha
HECBOTBETCTBHUATA.

(2) B caywaure mo an. 1 MAJI yBenomsiBa abpkaBuTe 4wieHkH, EBpomeiickara areHuus 1o
JiekapcTBara u EBponeiickata KOMHUCHSL.

Un. 270. (1) (Usm. - B, 6p. 67 or 2020 r.) B pamkure Ha CBOATa KOMIIETEHTHOCT
JUTHKHOCTHUTE JIMLa 1Mo wi. 267, ai. 4 umar npa,o:

1. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ha 7OCTHI 10 BCUYKU AOKYMEHTH,
CBBP3aHM C MPeIMeTa Ha HHCIICKIHMTA, KAKTO U JI0 JOKYMEHTH, CBbP3aH! MIPSIKO WM KOCBEHO C HapyIICHUE
Ha TO3W 3aKOH WJIM Ha 3aKOHOJIATEJICTBOTO HA JbP)KABUTE YICHKH, BbBEK/IAIN N3UCKBAHUATA HA JlupekTrBa
2001/83/EQO, ne3aBucuMo OT hopMaTa Ha JOKYMEHTA;

2. 1a pasnopeasT Ha BCSAKO JIMIIE Ja MPEAOCTaBH CBEICHUS 3a HAPYIIEHHUS 10 T. 1, KOUTO ca My
W3BECTHH;
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2a. (moBa - JIB, O6p. 102 or 2012 r, B cmma or 02.01.2013 r.) ma wuHCIEKTUpPAT
MIPOU3BOJICTBEHUTE U THPrOBCKUTE OOEKTHU HA MPOU3BOJUTENIUTE Ha JIEKAPCTBEHU MPOAYKTH, aKTUBHU WIIH
MOMOIITHA BEIIECTBA, KAaKTO M JabopaTopuuTe, M3MOI3BAaHU OT MPHUTEKATEIUTE Ha paspelieHue 3a
MIPOM3BOJICTBO WJIM BHOC;

3. la MHCHEKTUpAT MO BCSIKO BpEeME OOEKTUTE, MOJUIekKAIIM Ha KOHTPOJ, W Ja H3HCKBaT,
MPOBEPSIBAT U MPABAT KOMHUS OT BCUYKU JIOKYMEHTHU, CBBbP3aHH C IJIOCTHATA JIEWHOCT HA KOHTPOJMPAHUS
00€EKT;

4. na B3emar mpoOH OT JIEKApCTBEHU MPOAYKTH, aKTUBHH U TTIOMOIITHH BEIIECTBA 3a 1a00paToOpHU
W3MUTBAHUS,

5. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) 1a WHCIEKTHPAT MOMEIICHUSATA,
apXUBHUTE, TOKYMEHTUTE W OCHOBHAaTa JIOKYMEHTAllUs HAa CHCTEMara 3a MpOocie/sBaHe Ha JIEKapCTBEHATa
0€30MMacHOCT Ha MPUTEKATEINS Ha Pa3pelIeHUueTo 3a ynoTpeda Uity JIniia, Ha KOUTO € Bh3JI0KUII U3BBPIIBAHE
Ha IEHHOCTHUTE IO TIaBa OCMa;

6. (HoBa - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) na u3BbpmBaT mpoBepKa OTHOCHO
CHa3BaHETO HA YTBBPJCHUTE IICHHU, MPEACTHUTE LEHUW WM PErUCTPUPAHUTE IICHH MpH MpojaxkdaTa Ha
JIEKapCTBEHH MPOAYKTH;

7. (mpequmHa T. 6 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) na chCTaBsT akTOBE 3a
YCTaHOBSIBAHE HA aIMUHUCTPATUBHU HAPYIICHHUS.

(2) (Otm. - 1B, 6p. 102 o1 2012 1., B cunma ot 21.12.2012 1.)

(3) (U3m. - IB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 r.) M3nbaauTennusat aupekrop Ha MAJI
WIH CHOTBETHUAT qupekTop Ha P3U B 3aBUCHUMOCT OT MOJAYMHEHHETO HA JUTHKHOCTHOTO JIULE, YCTAHOBUJIO
HapyIIeHUETO, UMa MPABO Ja:

1. pasmopean MICMEHO Ha HAPYIIUTENS Ja MPEYCTaHOBU HApYIIEHUEeTo 1o ai. 1, T. 1;

2. W3WCKBA OT HapyLIUTENs Aa JeKiIapupa, ue Iie MpeyCcTaHOBH HapylIeHUeTo mo an. 1, T. 1 u
IpH HEOOXOIMMOCT Ja TO 3a/IBJKH J[a HAIIPaBH JICKJIapamusiTa OOMECTBEHO JOCTOSHIE,

3. pasnopeau mpekpaTsiBaHe WM 3a0paHa Ha BCSIKO HapymieHue mo ain. 1, T. 1 u mpu
HE0OXOUMOCT J1a HalpaBH Pa3MOPEXKIAHETO 3a MpeKpaTsABaHe WK 3a0paHa Ha HAPYIICHUETO OOIIECTBEHO
JIOCTOSTHHE.

(4) (Hosa - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) [Ipeacenatenar Ha cbBeTa Mo 4.
258, an. 1 uma mpaBo aa pasnopenyd MTUCMEHO Ha HAPYIIUTENS J1a MPEyCTaHOBU HapyIICHUETO, YCTAHOBEHO
Mpu MpoBepkarta 1o ai. 1, T. 6.

Y. 270a. (Hos - JIB, 6p. 67 ot 2020 1.) (1) IIpu ochiecTBsiBaHE Ha KOHTPOIHUTE CH (PYHKITUH
CBhBETHT MO wi. 258, an. 1 uma npaso ja:

1. u3uckBa uHpOpPMAIHS 3!

a) JOCTaBeHHWTE Ha Teputopusara Ha PemyOnuka bbarapus konuuyecTBa MO JIEKapCTBEHU
MIPOJYKTH, KAKTO U IICHUTE Ha TSIXHOTO NPHUI00MBaHE;

0) THProBIMTE HA €IPO, HA KOUTO Ca JOCTaBEHU KOJIMYECTBATA JIEKAPCTBEHH MPOILYKTH MO OyKBa
na":

B) JaTaTa, Ha KOSTO Ca U3BBPIIECHHU JOCTaBKUTE 1o OykBH "a" u "0";

T') HAJTMYHUTE B CKJIAJIOBETE KOJUYECTBA, IOCOUYCHHU M0 JIEKAPCTBEHH MPOIYKTH;

2. mpoBepsiBa THPTrOBCKU WJIM JIPYTH KHUXKA, TOKYMEHTH W HOCHTEIH Ha WH(OPMAIHS C OTJIe]
YCTaHOBSIBAHE Ha CHa3BaHE HAa YTBBPACHUTE IIEHM, MPEACTHUTE LEHU WU PETUCTPUPAHUTE LEHU Ha
JIEKapCTBCHHUTE MIPOIYKTH;

3. U3HUCKBa U CHOMpA OPUTMHAIHU JTIOKYMEHTH, JaHHH, CBEICHHUS, KHIKA, CIPABKU U JPYTH
HOCHUTENH Ha WH(OpMAIUS 32 YCTAHOBSBAHETO HA CIIA3BaHE HA YTBBPACHUTE IICHH, MPEACTHUTE LIEHU WA
PETHCTPUPAHUTE IIEHU Ha JICKAPCTBEHUTE MPOJYKTH; N3UCKBA 3aBEPEHU KOIUS HAa MMUCMEHUTE TJOKYMEHTH H
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3aBEpPEHHU PA3NEYaTKU Ha JAHHU OT TEXHUYECKU HOCHUTEIIH;

4. momy4M IOCTBI OT TNPOBEPSBAHUTE JIMIA O ABTOMATH3MPAHUTE WM HH()OPMALMOHHH
CHCTEMH, MPOIYKTH WIH apXUBHU, KOTaTO ChOMPAaHETO, ChXpaHsABaHETO U 00paboTkaTa Ha MHPOpMaLUITa ce
M3BBHPINBA 110 TO3W HAYUH.

(2) Ilpu ocwhluecTBsiBAHE Ha KOHTPOJHHUTE CH (PYHKIMH CHBETHT MMa INPaBO Ja HM3HUCKBA OT
MIPOBEPSBAHUTE JIMIIA IPEAOCTaBsIHE Ha MH(OPMAIIHS U TOKYMEHTH T10 aj. | B OmpeseneH oT Hero CPoK.

(3) CpBeThT MOXKE Ja CKIIFOUBA CIIOPAa3yMEHHs 3a B3aMMOJICHCTBHE C JPYTH KOHTPOJIHU OpPTaHH,
NIpY U3IIBJIHEHNUE Ha (PyHKIMHUTE CH 110 all. 1.

Y. 271. (1) (U3m. - [AB, 6p. 98 ot 2010 r., B cmma ot 01.01.2011 r.) Pernonanaure 3apaBHu
MHCIIEKIIMY UMaT IpaBo Ja:

l. crnupar cTpOUTENCTBOTO M Jla M3JaBaT NpPEANUCAHMs, KOTraTO YCTaHOBAT HapyLIEHHs Ha
XUTMEHHUTE HOPMH M M3UCKBAaHMS B MIpoleca Ha H3MBJIHEHHE Ha CTPOUTENCTBOTO; MPH HE3aKOHHO
CTPOUTEJICTBO Ha OOCKTH M CHOPHKEHHS 32 MPOM3BOJCTBO, ChXpaHEHHE M MPOAakOa Ha JIEKapCTBEHH
MPOAYKTH yBeZoMsaBar JlupekuusTa 3a HallMOHAJIEH CTPOUTEJEH KOHTPOJ WM TeXHHUYeckaTa ciayxkbOa Ha
oOmmHaTa;

2. 3a0paHsBaT IYCKaHETO B EKCIUIOATalUs M Ja CHHpaT eKcIuloaTauusTra Ha OOeKTH U
CbOPBKEHHUS NpU HapyllaBaHE HAa M3MCKBAHMATA W HAa XUTMEHHUTE HOPMHU IIpU MPOHU3BOJCTBOTO,
CBhXpaHEHHETO U MpoJiak0aTa Ha JIEKAPCTBEHH MPOAYKTH - 0 OTCTPAaHSIBaHE HA HAPYIICHUSATA,

3. (u3m. - IB, 6p. 71 or 2008 r., B cuna ot 12.08.2008 r., m3m. - JIB, 6p. 67 ot 2020 r.)
OJOKHMpAT JEKapCTBEHM MPOAYKTH cjell MOoTy4aBaHe Ha MUCMeHO yBenomiieHue or MAJIl 3a Hanmmuue Ha
JNOKYMEHTUpPaHa MHQpOpMAIMs 3a: HECHOTBETCTBUE C M3MCKBAHMSTA 332 KAUE€CTBO; JIEKAPCTBEHHU MPOIYKTH,
BHECEHM WJIM MPOM3BE/IECHU B HapyIICHUE Ha TO3U 3aKOH; JICKAPCTBEHH MPOJYKTH, KOUTO ce€ IMpejiarar B
OIIaKOBKH C JIUCTOBKHU, KOUTO HE OTIOBAPAT HAa U3UCKBAHUATA HA TO3U 3aKOH; U M3IpPALAT MOCTPH OT TAX B
HNAJI;

4. naBarT 3aKJIIOYEHHS 3a CHOTBETCTBHETO Ha OOEKTUTE Ha KOHTpOJIa C HOPMATHBHO
oTpe/ieNIeHUTe U3UCKBAHUS;

5. U3maBaT pasNopekIaHMs, MPEANUCAHUA U YKa3aHUS B PaMKUTE Ha CBOSTAa KOMIETEHTHOCT,
KOUTO C€a 3aJbJKUTENTHHU 32 BCUUKH JIMIA HA TEPUTOPUSITA HA CbOTBETHATa 00JI1aCT;

6. (moBa - JIB, Op. 67 ot 2020 T1.) OCBIIECTBSIBAT KOHTPOJA TO H3MBIHCHUETO Ha
pasnopexaaHuATa 3a U3TEIVIIHE HA JIEKAPCTBEHU MPOIYKTH OT OOEKTUTE, PA3MOJI0KEHU HA TEPUTOPUSITA HA
ChOTBETHATa 00JIaCT.

(2) (M3m. - B, 6p. 98 ot 2010 r., B cuma ot 01.01.2011 r., gom. - JIB, 6p. 67 ot 2020 r.)
[IpunynuTenHUTE AAMUHUCTPATUBHUA MEpPKHU Mo ai. 1 wnam mo 4. 270, an. 3 ce HajmaraT chC 3aloBE] Ha
nupekropa Ha P3U. Konue ot uznanenara 3anosen ce usnpama Ha MAJL

(3) 3amoBeauTe 1o aj. 2 MojAJeXaT Ha o0XkaJlBaHe MO pefa Ha A IMUHUCTPATUBHOIPOLIECYATHUS
KOJIEKC, KaTO 00)KaJIBAHETO HE CIHUpPA U3ITBIHEHUETO UM.

(4) (Hosa - 1B, 6p. 67 ot 2020 r.) Pernonanuure 3apaBHU uHCHeKuuu yBenomsiBar WAJI,
KOraTo YCTaHOBSIT, 4e:

1. an'Teka Ha TEPUTOPHUATA HA CHOTBETHATA O0JIACT HE paboTu moseye oT 30 THU B paMKUTE Ha
€/IHa KaJleHJAapHa ro/INHa;

2. HAMa amnTeKa Ha ajapeca, 3a KOMTO € W3JaJieHO pas3pellieHue 3a ThProBUs Ha JApeOHO ¢
JIEKapCTBEHU MPOTYKTH.

Y. 272. (1) U3neaHuTenHATA areHIys 110 JIeKapcTBaTa:

1. (mom. - JIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) 3abpaHsiBa MmyCKaHETO B
eKCIUIoaTals U CIHpa eKCIUIoaTausaTa Ha 00eKTH U ChOPBKEHHS MPU HapyllaBaHe npaBuiara Ha JloOpara
MPOM3BOJICTBEHA MPAKTUKA Ha JICKAPCTBEHU TPOAYKTH W HA aKTHBHHM BEIIECTBa, KakTo W Ha [loOpute
TUCTPUOYTOPCKU MPAKTUKHU 0 OTCTPAHSIBaHE HAa HAPYIICHUATA;
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2. 3abpaHsBa MPOU3BOJICTBOTO, BHOCA, U3HOCA U THPTOBUATA HA JICKAPCTBEHU MPOJYKTH, KOUTO
NpSIKO WM KOCBEHO 3acTpalllaBaT 3[paBeTO Ha XopaTa, M pa3nopexjaa Te Aa ObJaT YHHUIIOXKEHH,
npepabOTEeH! WK U3IOJI3BaHM 32 JIPYTH LIETH;

2a. (noBa - JIB, Op. 102 ot 2012 1., B cria ot 02.01.2013 r.) 3anu4aBa oT perucTbpa JuIaTa,
M3BBPIIBAILIY JEHHOCT MO MOCPEIHHUYECTBO C JIEKAPCTBEHU MPOIYKTH, IPU HECTIa3BaHE HA 3abKEHUATA IO
1. 2126.

3. BpEMEHHO chHpa eKCIIoaTalusiTa Ha OOEKTH 3a TBHProBUS Ha €ApOo U Ha JpeOHO C
JIEKapCTBEHH MPOJYKTH, KOTaTO HE CE€ H3MBIHSABAT YCJIOBHUATA, MPU KOWTO € HW3JAICHO CHOTBETHOTO
paspeleHue;

4. OnokuWpa JIEKapCTBEHHW NPOAYKTH MpPH HaIUYMe Ha JOKyMEHTHpaHa HHQopMaius 3a:
HECHOTBETCTBHE C HW3MCKBAaHUATA 32 KayecTBO, €PEKTHBHOCT M OE30MACHOCT; JIEKAPCTBEHU MPOAYKTH,
BHECEHU WJIM MPOW3BEJCHU B HAPYIICHHE Ha TO3M 3aKOH, KAaKTO M JIEKAPCTBEHH MPOJYKTH, KOUTO CE
mpenjaraT B ONAKOBKH C JIMCTOBKM, KOWTO HE OTTOBapsT Ha W3WUCKBAHMSTA HA TO3M 3aKOH; MPH
HE0OXOIUMOCT Hapek/1a U3TETISTHETO UM OT alTeKUTE U JPOTepUUTe, OT CKJIAJOBETE 32 ThPTrOBUS HA €/Ipo,
OT MIPOU3BOJUTENIUTE U JICUCOHUTE 3aBEACHUS U YBEIOMSIBA 32 ToBa MUHUCTEPCTBOTO HA 37JpaBEOINa3BaHETO;

5. (m3m. - IB, 6p. 84 ot 2018 1. (*)) oTHEMa M3AICHOTO pa3penieHUe 3a KIMHUYHO U3IUTBAHE,
CIHpa MPOBEXKIAHETO Ha KIMHUYHOTO M3MUTBAHE WJIM 33]IbJDKaBa BB3NOKHUTENS Jla MOAa/e 3asBICHHE 3a
CBIIIECTBEHA TPOMSIHA B KIMHWUYHOTO W3MUTBAHE NMpHU ycraHOoBeHHW HapymieHus Ha Permament (EC) Ne
536/2014 nipu ycioBusTa U 110 pelia, IPeABUACHH B HETO;

Sa. (aoBa - /IB, O6p. 71 ot 2008 ., B cmiia ot 12.08.2008 ., u3m. - /1B, 6p. 102 ot 2012 1., B cuna
or 02.01.2013 r., gom. - JIB, 6p. 67 ot 2020 r.) pasnopexaa OJOKHpaHEe, U3TETVISIHE W YHUIO)KaBaHE Ha
danmupunpany JeKapcTBEHU MPOAYKTH U HA JIEKAPCTBEHU MPOAYKTU C HEYCTAHOBEH MPOU3XO, KAKTO U
Ha JICKapCTBEHU MPOAYKTH B ciydante 1o wi. 24 u 30 ot [enerupan pernament (EC) 2016/161;

56. (moBa - [IB, Op. 60 ot 2011 r., B cuma ot 05.08.2011 r.) u3BbpIIBa MPOBEPKU HA
HaIpaBeHUTE JapeHus o 4ui. 268a, an. 1;

6. u3gaBa pa3mopeXJIaHus, NPEINUCcCaHus U yKa3aHUd B paMKUTE Ha CBOATAa KOMIETEHTHOCT,
KOUTO Ca 3abJIKUTEITHU 32 BCUYKH JIUIIA;

7. (moBa - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) moctaBs 1moj Bb30paHa JIeKapCTBEHU
MPOAYKTH U AKTUBHU BEIIECTBA MPU ChbMHEHHE B OTKIOHEHHE HA KAa4eCTBOTO WM 4pe3 IMOCTaBsiHE Ha
YIOCTOBEPUTEITHYU 3HAIK B OOCKTHTE 32 TIPOU3BOICTBO.

(2) IlpuHYIUTETHUTE AIMUHUCTPATUBHA MEPKH 10 ail. 1 wim 1o ui. 270, an. 3 ce HamaraT cbC
3arnoBej1 Ha qupekTopa Ha MAJL

(3) 3anoBeauTe Mo aj. 2 MOISKAT HAa 00KAJIBaHE 1O peaa Ha AJMUHUCTPATHBHOMPOIECYTHHS
KOJICKC, KaTO 00aJIBAHETO HE CIIUPA U3IMBIHCHUETO HM.

Un. 272a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) C nenerupanu akToBe 1o
1. 520, maparpad 2 ot Jupekrusa 2001/83/EO ce ycraHOBSBAT HEOOXOAMMHUTE MEPKH 32 MPEIOTBPATIBAHE
MIyCKaHEeTO B OOpalleHre Ha IEKapCTBEeHH MPOAYKTH, BbBeJeHH B EBponeiickus chi03, HO HENMpeHa3HAYCHH
3a MMyCKaHe Ha na3apa Ha EBpomelickus cbl03, 32 KOUTO MMa JOCTAaTbUYHO OCHOBAHMS 32 CbMHEHHE, Y€ ca
dbammmdunmpanu.

(2) W3nbnHuTenHaTa areHIUs IO JIeKapcTBaTa MpeArnpueMa HEOOXOAMMHTE MEPKH B
CbOTBETCTBUE C JIEJETUPAHUTE AaKTOBE MO aj. | 3a mpeoTBpaTsiBaHE ITyCKAaHETO B oOpallleHue Ha
JIEKapCTBeHH MPOAYKTH, BbBeJeHN B EBpormelickusi cbi03, HO HEeMpeqHa3HAUYCHU 3a MycKaHe Ha ma3apa Ha
EBporefickus cb103, 332 KOUTO UMa JOCTATHUYHO OCHOBAHHUS 32 ChMHEHHE, Ye ca (ammmduimupanm.

(3) MutHnueckute opranu yBenomsisat MAJI 3a BbBeXIaHETO HAa TepuTOopHsTa Ha PenmyOnuka
bearapus Ha nexkapcTBeHH MPOIYKTH 10 all. 1 ¢ oryien mpeanpreMaHeTo Ha MEPKH I10 all. 2.
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Un. 2726. (HoB - /B, Op. 67 ot 2020 r.) (1) Ilpurexxkarenure Ha pa3pelicHue 3a
IIPOM3BOJICTBO/BHOC, NPUTEXKATEINUTE Ha pPa3pelleHue 3a ynorpeda, MPUTEKATEIUTE Ha pas3pelleHUe 3a
napajielieH BHOC, IMPUTEKATEIUTE Ha pa3pellleHue 3a THProBUS Ha €IpO C JIEKAPCTBEHU NPOAYKTH,
MIPUTEXKATEJIUTE HA Pa3pelIeHUe 3a ThProBHs Ha JPEOHO C JIEKApCTBEHU MPOJIYKTH B anTeKa U JeuyeOHHUTE
3aBeJICHUs U3BBPIIBAT JeiicTBUsATA, onpeseneHu B Jlenerupan perinament (EC) 2016/161.

(2) bobarapckara opraHmzanus 3a BepuUKalus Ha JIeKapcTBaTa Ch3JaBa M yIpaBisBa
Hammonanen peructsp mo wi. 32, 1. 1, 6ykBa "0)" or [enerupan pernament (EC) 2016/161, xoiito
o0ciyxBa TepuTopusara Ha Peny6inka brirapus.

(3) IIpaBo Ha 0e3BB3ME3/IEH NOCTHI A0 PETHCTBbpa IO ajld. 2 HUMAT CICTHUTE HAIMOHATHHU
KOMIIETEHTHH opranu cbriacto 4i. 39 or Jlenerupan periaament (EC) 2016/161:

1. V3nbiHUTENHATA areHIys 1o JIeKapcTBaTa - 3a IeJINTE Ha YIpaKHSABaHE Ha HAJ30p BBPXY
(YHKIIMOHMPAHETO HA PETUCTPUTE U pascie/BaHe IIPU CbMHEHHE 3a cllyyau Ha Qanmuduiupase, Kakto U
3a [enuTe Ha (JapMaKoJIOTHUHATa OUTETHOCT WU (PapMaKOeUIeMUOIIOTHTA;

2. MuHuCTEpCTBOTO Ha 3/paBeona3BaHeTo, HalMoHalHaTa 3apaBHOOCUTYpHUTENIHA Kaca W
CBBETHT IO WI. 258, an. | - 3a menuTe Ha 3aram@ate Ha JIEKapCTBEHH MPOAYKTHU C ITyOIMYHH CPEJICTBA.

Un. 273. (1) YcnoBusita U peapT 3a B3eMaHE Ha MpoOWTEe, W3BBPIIBAHE HA W3MUTBAHUATA U
3aIUTalIaHeTO UM Ce OIpeNieNAT B Hapea0a Ha MUHUCTBpa Ha 3/]paBeola3BaHETo.

(2) Ilpun ocmopBaHe Ha pe3yJTaTUTE OT MU3BBPILIECHU JIAOOPATOPHM HU3IUTBAHUS CE IPABST
MOBTOPHU M3MUTBaHUA. Te ce U3BBPIIBAT MIPH MUCMEHO MCKaHe OT 3aMHTEepecoBaHaTa cTpaHa, HAMpaBeHO B
7-IHEBEH CPOK OT JaTara Ha I0Jly4aBaHe Ha pe3yJTaTa OT [IbPBOHAYAIHOTO U3IIUTBAHE.

(3) TloBTOpHHMTE W3MUTBAHUA IO aji. 2 CE€ W3BBPIIBAT OT EKCHEPTH, OMNpPEIeNeHU OT
M3IBJIHUTENHUS qupekTop Ha MAJL, KouTo He ca yuyacTBajlu B TbPBOHAYAIHOTO U3MHUTBAHE, B IPHUCHCTBUETO
Ha YITJIHOMOILIEH IPECTaBUTEI Ha 3aMHTEpecoBaHaTa CTpaHa.

Un. 274. (1) YcnoBusita M peabT 3a OJIOKMpaHE U M3TEIJISTHE Ha JIEKAPCTBEHU MPOIYKTH,
MOKa3all HECHOTBETCTBHE C HM3HMCKBAHUITA 3a KAa4eCTBO, 0OE30MACHOCT M €(UKACHOCT, CE ONPENEIsIT B
Hapen0a Ha MUHHCTBPA Ha 3/[PaBEONa3BaHETO.

(2) (U3m. - [IB, 6p. 67 ot 2020 r.) YcnoBusta U peabT 32 YHUIIOKABAHETO HA JIEKAPCTBEHUTE
IPOAYKTH C€ OIpeNesIAT B Hape10a Ha MUHUCTBpa Ha 37]paBEOoIa3BaHETo.

Y. 275. (1) IIpu ocwmiecTBsiBane Ha koHTposia MAJI mpeanpruemMa BCHYKA HEOOXOIUMH MEPKH,
3a J]a OCUTYpH NPABUIHO BAJUAMPAHE HA IMPOLIECUTE HA MPOU3BOACTBO M NPEUYUCTBAHE HA JIEKApPCTBEHU
MPOJYKTH, TIOJTyYEHU OT YOBEIIKa KPbB MJIM YOBEIIKA I1a3Ma, MOCTOSHCTBO B KAYECTBOTO Ha MapTHAUTE U
rapaHTHpaHe, TOKOJIKOTO TEXHOJIOTUSTA [TO3BOJISIBA, OTCHCTBUETO HA crielM(UYHA BUPYCHA KOHTAMUHALIUS.

(2) IIpoumssomurenure yBeaomsiar WMAJI 3a meroma, u3moia3BaH 3a HaMajsiBaHE WIH
OTCTpaHsBaHe Ha MAaTOr€HHH BUPYCH, KOUTO MOraT Jga ObJaT NMPEHECeHU 4pe3 JIEKapCTBEHH HPOAYKTH,
MIOJIy4€HHU OT YOBEIIKA KPbB WJIM YOBELIKA IUIa3Ma.

(3) M3nbaHuTenHaTa areHIus Mo JieKapcTBaTa M3MUTBA WM HM3Mpalla 3a M3MUTBaHE B JIpyra
ounmanna naboparopus 3a KOHTPOJ Ha JIeKapcTBEHU NpoaykTH B PemyOmuka bvarapus wim B npyra
IbpKaBa 4WIEHKa MOCTPU OT HACHUIIEH/HEPA3isaT MPOAYKT /MU JIEKApCTBEH MPOIYKT 3a U3MHUTBAHE WU B
XO/la 3a OIIEHKa Ha 3asBJICHHE 3a pa3pellaBaHe 3a ynorpebda mo wi. 46, an. 1, T. 2 wiM cien u3AaBaHe Ha
paszpelleHue 3a ynorpeoa.

Un. 276. Wsnbanutennuar aupexkrop Ha WMAJl cbc 3amoBen BpEMEHHO clHpa, OTHEMA,
IpeKpaTsIBa UM IPOMEHs pa3pelieHUeTo 3a ynoTpeda Ha JIEKapCTBEHUS IPOLYKT/pErucTpaLusTa, Korato ce
YCTaHOBH, 4e€:
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1. ©Ma HeTOMyCTHMa HeXKeJaHa JIEKapCTBEHA PeaKIysl IPH MIPaBUIIHA yIIOTpeda, Hiu

2. nTUTCBa TepaneBTUYHA €(UKACHOCT (TeparneBTHYHa e()UKACHOCT JIUIICBA, KOTaTo C€ yCTaHOBH,
4e He Morar jaa ObJaT TMoilydyeHH OOSBEHHTE TEpaleBTHUYHU pE3yATaTH MPHU pPa3peliaBaHETO My 3a
yroTpe0a), uiu

3. CHOTHOIIEHUETO MOJI3a/PUCK € HeOIAronpUATHO MPH MpPaBUITHA YIIOTpeda, WK

4. KOJMYECTBEHHUST M KAYECTBEHUST CHCTaB Ha JIEKAPCTBEHHUS MPOJIYKT HE OTTrOBapsAT Ha
JeKIapupaHus NP pa3pelIaBaHeTo 3a yrnoTpeda, uin

5. JaHHUTE OT AOCUETO MO0 Wwi. 27 - 32 ca HEBEPHHU, WIH

6. (u3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) maHHUTE OT HOCKETO 1O 4. 27 - 32 He
ca JIOMMBbITHEHH WITU HE ca IPOMEHEHH ChIIACHO M3UCKBAHUATA Ha TJIaBa TpeTa, pa3aen VI, wim

6a. (HoBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) HEe ce U3NBJIHABAT YCIOBUATA IO
1. 55a, 56 unu 56a, unn

60. (moBa - JIB, O6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) mpou3BOICTBOTO HA JICKAPCTBCHHUS
MPOAYKT HE € U3BBPIICHO B ChOTBETCTBUE C ONMKMCAHU HAYMH HA TPOU3BOJACTBO MO 4i. 27, an. 1, T. 7, wim

7. (m3m. - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) He ca WU3BBPIICHH KOHTPOIHH
W3MUTBAHUA WIH T€ HE CE U3BBPIIBAT B CbOTBETCTBUE C METOAMUTE, MOCOYEHH B Wi. 27, ail. 1, T. 8, unu

8. TaHHWTE BBHPXY OMAKOBKATa W/MIU B JINCTOBKATa HE Ca B CHOTBETCTBUE C OJ0OpEHUTE MpPH
M3JIaBaHETO Ha PAa3pELICHUETO 3a YIOTpeoda;

9. (noBa - JIB, Op. 71 ot 2008 1., B crma ot 12.08.2008 r.) mpuTexaTensT Ha pa3penieHue 3a
ynotpeba He € M3IBIHWI 3aIbJDKeHusTa 110 wieH 45, naparpad 1 ot Permament (EO) Ne 1901/2006.

Un. 277. (1) WsnenautenHust aupekrop Ha MAJL, He3aBHCHMMO OT MepkuTe 1o ui. 276,
3a0paHsiBa CbhC 3a10Be]] CHAOASIBAHETO C JIEKApPCTBEHUS IPOAYKT U pa3nopexkia OJIOKUPaHETO U U3TETIISHETO
My OT ma3apa, Koraro:

1. (u3m. - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) uma HemomycTUMa HEXKETaHA
JIEKapCTBEHA peaKus, Uin

2. TATICBA TepaneBTUYHA €(PUKACHOCT, MU

3. (u3m. - IB, Op. 102 or 2012 r., B cuna ot 21.12.2012 r.) ChOTHOIIEHUETO MOI3a/PUCK €
HEeOJIaronpusITHO, WK

4. KOJMMYECTBEHUAT U KAYECTBEHUAT CHCTAB Ha JIEKApPCTBEHUS MPOJAYKT HE OTroBapAT Ha
JeKIapupaHus NP pa3pelIaBaHeTo 3a yrnorpeda, uin

5. KOHTPONBT Ha JICKAPCTBEHHS MPOAYKT W/HIM HAa CHCTAaBKUTE M HAa MEXKIUHHUTE €Talmd OT
MIPOM3BOJICTBEHUS MPOLIEC HE € U3BBPIICH, WK HE CE€ M3MBJIHABAT MU3UCKBAHUATA, IPU KOUTO € HU3/1aJEHO
pa3peleHueTo 3a IPOU3BOJICTBO.

(2) Uznbnaurennust pupektop Ha MAJlI moxe na Hamoxu 3abpaHa mo ai. 1 u camo 1o
OTHOILIEHNE Ha KOHKPETHU NapTUIH OT JIEKAPCTBEHUS IPOAYKT.

Un. 278. (1) U3neaautennuatr aupektop Ha MAJL cbec 3amoBen BpEeMEHHO CIMpa WU OTHEMaA
paspelieHrneTo 3a ynorpeda Ha rpyna WM Ha BCUYKH JICKAPCTBEHH MPOAYKTH, 32 KOHTO IO OTHOIIECHUE
MSCTOTO UM Ha MPOU3BOJICTBO HE CE€ M3IIBJIHABAT M3MCKBAHUATA, IIPU KOUTO € MU3/1aJICHO Pa3pelIeHUeTo 3a
IIPOU3BOJCTBO.

(2) Wsnpanurennust nupekrop Ha WAJl ocBeH Mepkute mo wi. 276 MOXE CbC 3aIllOBE]
BPEMEHHO J]a CIpe BHOCA Ha Ipyla WM HAa BCUYKHU JICKAPCTBEHU NPOAYKTU OT TPETH ABPKaBU WM J1a
OTHEME M3/1aJICHOTO pa3pelleHUe 3a BHOC Ha IpyMa WIM Ha BCUYKH JEKapCTBEHU MPOIYKTH, KOraTo HeE ca B
CHOTBETCTBUE C U3MCKBAHUSATA HA IJIaBa IETa.

(3) Usnbanurennust mupekrop Ha WAJl ocBeH Mepkute mo wi. 276 MOXE CbC 3aIllOBE]
BPEMEHHO J/1a CIpe WK J1a OTHEME pa3pelIeHueTo 3a MPOU3BOJICTBO Ha Ipyla UM Ha BCUYKH JIEKaPCTBEHU
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MMPOAYKTHU, KOUTO HC Ca B CbOTBCTCTBUC C USUCKBAHUWATA HA I'JlaBa I1€Ta.

Yn. 279. (1) 3amoBeaure mo un. 276, 277 wnm 278 ce BpbuUBaT Ha MpPUTEXKATENs Ha
pa3pemeHneTo 3a ynorpeda, CbOTBETHO HAa TIPON3BOIUTENSI MIIM BHOCHTEIIS.

(2) 3anoBeaute o an. 1 mojyexar Ha oOkanBaHe MO pela Ha AJMUHUCTPATUBHOIPOLIECYATHHS
KOJIEKC, KaTO 00’KaJIBAHETO HE CIMPa U3IIBIHEHUETO UM.

Un. 280. (1) IIpu ycraHoBsiBaHEe Ha HapyIICHUS Ha pa3nopenOHTe Ha IJIaBa €IMHAJECeTa,
CHOTBETHO Ha Hapembata 1o wi. 249, m3ambaHUTETHUAT AupekTop Ha MAJl pasmopexna cbC 3amoBen
CIIMpaHe pa3NpOCTPAHEHUETO Ha peKIamara.

(2) Cnc zamoBeara no ain. 1 aupexkropbT Ha MAJlL Moxke na 3aabiDKu pexkyiaMopaatens aa
myOJIMKyBa WK Ja pa3npocTpaHu cbriacyBaHo ¢ MAJI ompoBep)keHHe Ha TBBPACHUATA B PEKJIaMara 4pes
CBIIUTE CPEACTBA U B CHINUS (hopMaT U 00eM.

(3) 3amoBenra 1o an. 2 MOMJISKH Ha OOXaJBaHE MO pefa Ha AJMUHUCTPATHBHOMPOIECYTHHS
KOJEKC.

I'naBa yerupuHagecera.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PA3SIIOPEJIBA

Ui 281. (1) (dom. - IB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r., u3m. - [IB, 6p. 102 ot 2012
r., B cruta ot 02.01.2013 r.) KoiiTo mpousBexa, BHacs, MpojaBa, ChbXpaHsBa WX NMPEAOCTaBs 3a ynorpeda B
Penybnuka brarapust nekapcTBEeHH MPOTYyKTH, KOUTO HE Ca pa3pellieHH 3a ynoTpeda, U3BbH CIIy4auTe Mo Y.
8, 9 u 10, KaKTO M TaKMBa C HEYCTAHOBEH MPOU3XO0J, AKO HE TOJJICKH Ha MO-TEKKO HAKa3aHHE, CE HaKa3Ba C
rio6a ot 25 000 mo 50 000 ius.

(2) Cpuroro HakazaHuE Ce Hajlara M Ha JIMIATa, KOUTO MPOU3BEXKJAT, BHACAT, MPOJABAT WU
Jornyckat na ce ynorpebsBatr B PemyOnuka bbiarapusi nekapcTBeHM MpPOAYKTH, KOUTO HE OTrOBapsAT Ha
M3HUCKBaHUATA Ha JeiicTBamaTa papMakories ¥ Ha yCIOBUATA MPU pa3pelIaBaHETO UM 3a yroTpeoa.

(3) Korato Hapymienusara no ai. 1 u 2 ca cBbp3aHU C Hepa3pellleHu 3a YroTpeda JeKapCTBEeHH
MPOJIYKTH, ChAbPKAIIM HAPKOTUYHHU BEIECTBA, WM MPU NOBTOPHOTO UM HM3BBpUIBAHE, aKO JIEIHUITA HE
CBhCTaBJISABAT MPECTHILVICHHUE, Pa3pPEIICHUETO, N3/1aJICHO TI0 pea Ha TO3H 3aKOH, CE OTHEMA.

(4) MenuuuHCKH CTIeNUaINCTH, KOUTO MPOU3BEXKAAT, MPOJAaBaT MM MPEIOCTaBAT HEpa3pelieH:n
3a ynorpeba JIeKapCTBEHH MPOAYKTH, CE JIMIIABaT OT MPABO Jla yIPaXHIBAT MpodecusTa CH 3a CPOK OT 6
Mecera J10 J1B€ TOIUHH.

(5) Hakazanmero mo an. 4 ce Hamara ChC 3allOBe] Ha MHUHHCTHpPA Ha 3[PaBEOIa3BaHETO IO
MPEJI0KEHUE HA U3IIbIHUTENHUS 1upekTop Ha AJL

Ui 282. (1) KoiiTo nponasa nekapcTBEHU MPOILYKTH B OMAKOBKH WX C JINCTOBKH 3a NAI[UEHTA,
KOUTO HE OTroBapsAT Ha M3MCKBaHHUATA HA TO3U 3aKOH, ce Haka3Ba ¢ rioda ot 750 mo 1500 nB., a mpu
MOBTOPHO M3BBPILIBAHE HA CHUIOTO HapyIeHue - ¢ roda ot 1500 1o 3000 nB.

(2) KoiiTo nmponaBa JiekapCTBEHH MPOAYKTH O€3 JTUCTOBKM 3a IMAIMEHTAa, C€ Haka3Ba C riobda ot
750 no 1500 7B., a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HapyIIeHue - ¢ rioda ot 1500 mo 3000 nB.

Un. 283. (1) Koiito BHacs, ThpryBa WM IMPeaOCTaBs 3a ynorpeda JIEKapCTBEHU MPOAYKTU C
M3TEKBJI CPOK HA TOAHOCT, ce Haka3Ba ¢ rio6a ot 10 000 zo 20 000 nB.
(2) Koiito HapymiaBa mbpBHYHA/BTOPUYHA OIAKOBKA HWJIM TMPOAABA/TIPEAOCTaBs JIEKApCTBEHHU
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MPOAYKTH C HApyIIeHAa MbPBUYHA/BTOPUYHA OMAKOBKA, ce Haka3Ba ¢ rimoba ot 750 mo 1500 nB., a mpu
MMOBTOPHO HapyieHue - ¢ riaoda ot 1500 go 3000 nB.

Un. 284. (1) Koiito mpousBexja, BHacCS WM ThPryBa Ha €IpO C JIEKAapCTBEHU MPOAYKTH WIIU
MpoJiaBa JIeKapCTBEHU MPOAYKTH, 0e3 1a MMa pa3pellieHne 3a ToBa, ce Haka3a ¢ rimoda 50 000 iB.

(2) (Jom. - [IB, 6p. 71 ot 2008 1., B cra ot 12.08.2008 1., u3m. - IIB, 6p. 102 ot 2012 1., B cuiia
ot 02.01.2013 r.) KoiiTo mpousBexaa, BHACS WM ThPryBa Ha €IpO C JICKAPCTBEHU MPOAYKTH WU TPOjaBa
JEKapCTBEHH MPOAYKTH B HapyLIEHHWE Ha H3JAaJCHOTO pa3pelieHUue WIM IpoJiaBa, CbhXpaHsIBa WIH
MPEA0CTaBsl JIEKAPCTBEHH MPOIYKTH, KOUTO Ca C HEYCTAaHOBEH MPOM3XO0J, C€ Haka3Ba ¢ riioda ot 25 000 go
50 000 5.

(3) (Jom. - AB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) B cnyuaute no an. 1 u 2 opranure
Ha AbP>KaBHUS KOHTPOJ CIIUPAT ChC 3aMOBE]] EKCIIoaTalusiTa Ha 00eKTa.

(4) 3anoBenra 1o an. 3 MOJJICKH Ha OOXKaJBaHE MO peAa Ha AJIMUHUCTPATUBHONPOIECYATHUS
KOJIEKC, KaTO 00aJIBAHETO HE CIIUPA U3ITbIHEHUETO M.

Yn. 284a. (1) (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npeauieH TeKCT HA Yl
284a - 1B, Op. 67 ot 2020 r.) Koiito nmpousBexaa, BHacs, U3HACS, ChbXpaHsBa, IPOAABA UM MPEIOCTABS
dammmuduIupann JEKapCTBEHH TPOMYKTH, KAKTO M TOCPEAHWYM TpU MOKYNKO-TIpojgakbara Ha
dbammmduIpanu JIEKapCTBEHUTE IPOIYKTH, Cce HakasBa ¢ ri106a ot 25 000 mxo 50 000 nB.

(2) (HoBa - IB, 6p. 67 ot 2020 r.) Ha mputexaTen Ha pa3pemieHue 3a MPOU3BOJICTBO HIIU 3a
BHOC, NIPUTEKATEN Ha pa3pellieHue 3a ynorpeda Win MpUTekaTell Ha pa3pelieHue 3a napaieieH BHOC, KOHTO
HE M3IIBJIIHU CBOE 33JbJDKEHHE OTHOCHO IIOKa3aTesJUTe 3a Oe30MacHOCT Ha JICKApCTBEHHUTE IMPOIYKTH,
ompeneneHo B To3u 3akoH win B Jlenerupan pernament (EC) 2016/161, ce Hanara uMmymiecTBeHa CaHKITUS

ot 5000 go 10 000 nB., a mpy HOBTOPHO U3BBPIIBAHE HA CHIIOTO HAPYLIEHUE - UMYILIECTBEHA CAaHKLHUA OT 25
000 mo 50 000 nB.

Yn. 2846. (Hos - /IB, 6p. 102 ot 2012 1., B cunta ot 02.01.2013 1.) IIpuTexaTten Ha pa3penieHue
3a MPOU3BOJCTBO, KOMTO HE M3ITBIIHABA 3aIBIDKCHUATA CH 10 WiI. 160, ce Haka3Ba C UMYIIECTBEHA CAHKIIHS

ot 5000 no 10 000 nB., a Ipy NOBTOPHO U3BBPILIBAHE HA CHIIOTO HAPYIIEHUE - C UMYIIECTBEHA CAHKLIUSA OT
10 000 mo 20 000 nB.

Un. 284B. (1) (Hos - /JIB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r., mpeauiieH TEKCT 4.
2848, nom. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) [IpuTexaren Ha paspenieHue 3a ThProBUs HA
eApo C JEKAPCTBEHH MPOAYKTH, KOWTO HE M3MbIHABA 3abJKeHUsTA cU 10 wi. 207, an. 1, 1. 1 -3, 1. 4a - 14
1 aj. 2, ce Haka3Ba ¢ umymecrtseHa caskuus ot 2000 no 5000 nB., a npy HOBTOPHO M3BBPIIBAHE HA CHIIOTO
HapyulieHue - ¢ uMmyiectseHa cankuusa ot 5000 no 10 000 ns.

(2) (HoBa - 1B, 0p. 84 ot 2018 r., B crua ot 12.10.2018 1.) [IpurexkaTen Ha pa3pemieHue 3a
THProBUS Ha €IpO C JICKAPCTBEHU NPOAYKTH, KOHTO ce cHabasBa C JIEKQpCTBEHUW MHPOAYKTH OT JIUIIA,
paznuyHu oT nocoyeHute B wi. 207, an. 1, T. 4, ce Haka3Ba ¢ umymiectBeHa caukius ot 25 000 xo 50 000
JIB., @ TIPY MOBTOPHO M3BBPIIBAHE HA CHIIOTO HApylIEHUE - ¢ umylnecTBeHa cankuusg ot 50 000 mo 100 000
TIB.

(3) (HoBa - JIB, 6p. 67 ot 2020 r.) Ha npurexxaren Ha pa3pelieHue 3a ThPTOBHUs Ha €ApO C
JIEKapCTBEHH MPOAYKTH, KOWTO HE U3I'BJIHU CBOE 3aJbKEHHE OTHOCHO MOKa3aTeNuTe 3a 0Ee30MacHOCT Ha
JIEKapCTBEHUTE MPOIYKTH, ONPEJEICHO B TO3U 3aKOH, B MO/I3aKOHOB HOPMATHBEH aKT I10 NPUJIAraHEeTO Ha
To3u 3akoH wiu B Jlenerupan pernament (EC) 2016/161, ce namara umymectBena cankius ot 5000 mo 10
000 1B., a IpH MOBTOPHO M3BBPIIBAHE HAa CHUIOTO HApYLIEHUE - UMyIecTBeHa caHkius ot 10 000 o 20 000
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JIB.

UYn. 284r. (Hos - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r., m3m. - /IB, 6p. 103 ot 2020 r.,
B cria oT 01.01.2021 r.) Ko#iTo He u3mbiHsABa 3abJDKEHUATA CH 110 Wi. 68, ai. 1, T. 9, ce Haka3Ba ¢ 1y100a B

pasmep ot 50 000 o 100 000 71B., a mpu MOBTOPHO M3BBPIIBAHE HA CHIOTO HAPYIIEHHE - C T100a B pa3Mep
ot 100 000 go 150 000 ns..

Y. 284n. (Hos - JIB, Op. 84 ot 2018 ., B cmma ot 12.10.2018 r.) KoiiTo u3BBpIIM U3HOC Ha
JIeKapCTBEHH MPOAYKTH, BKIIFOUSHH B CIIMCHKa 10 ui. 2178, an. 1, ce Haka3Ba ¢ ri06a B pazmep ot 50 000 o

100 000 nB., a Mpy MOBTOPHO M3BBHPIIIBAHE HAa CHIOTO HapylIeHHue - ¢ rioda B pazmep ot 100 000 mo 150
000 nB.

Uin. 284e. (Hos - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r., ot™m. - [IB, 6p. 67 ot 2020 1.,
HOB - JIB, Op. 103 ot 2020 1., B crma ot 01.01.2021 r.) KoiiTo He M3IIBJIHKM WJIM HE U3IBJIHUA B ONPEICIICHUTE
B 3aKOHA CPOKOBE 33/ILJDKEHUETO CHU 3a MpeaocTaBsiHe Ha wH(opmarwst mo wi. 2176, an. 3, T. 1, ce Haka3Ba ¢
ro6a B pazmep ot 5000 mo 10 000 nB., a mpH MOBTOPHO M3BBPIIBAHE HA CHIIOTO HapyIIEHUE - C I100a B
pasmep ot 10 000 o 15 000 1B.

Yn. 284x. (Hos - /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 1., ot™. - [IB, 6p. 67 ot 2020 1.,
HOB - /IB, 6p. 103 ot 2020 r., B cuma ot 01.01.2021 r.) KoiiTo npenoctasu undopmarwms no wi. 2176, an. 3,
T. | ¢ HEMBJIHO W/WJIM HETOYHO CHABPIKAHHE, c€ HakaszBa ¢ rioda B pazmep ot 3000 mo 5000 nB., a mpu
MMOBTOPHO M3BBPIIBAHE HA CHIOTO HapyIIeHue - ¢ riaoba B pazmep ot S000 go 10 000 nB.

Ui 2843. (Hos - 1B, 6p. 84 ot 2018 1., B cuia ot 12.10.2018 r., usm. - /IB, 6p. 67 ot 2020 r.)
3a HEeM3MBJIHEHHE Ha 3aAb/DKeHUATA 10 Wwi. 2176, an. 10 Ha m3nwiaauTEeNHUS AupekTop Ha MAJI, choTBEeTHO
Ha ITbkHOCTHO nune oT MAJL, ce namara rmob6a B pasmep ot 50 000 mo 100 000 nB., a mpu MOBTOPHO
M3BBPIIBAHE HA CHITOTO HApyIIeHUE - T7106a B pazmep ot 100 000 mo 150 000 nB.

Un. 284u. (Hos - IB, Op. 105 ot 2020 r., B cuna ot 11.12.2020 r.) KoiiTo u3BBpIIN U3HOC HA
JIEKapCTBEHH MPOAYKTH, BKIIOUSHH B 3amoBenTa 1mo wi. 2171, ce Haka3Ba ¢ rioda B pasmep ot 50 000 mo

100 000 nB., a Mpy MOBTOPHO M3BBPIIIBAHE Ha CHIIOTO HapyIlIeHHe - ¢ rioda B pazmep ot 100 000 mo 150
000 nB.

Un. 285. (1) Koiito ThpryBa ¢ JiekapcTBEHU MPOIYyKTH 0€3 cepTuduKar 3a 0CBOOOXKTaBaHE Ha
naprtuja, ce Hakaspa ¢ rio6a ot 5000 go 10 000 1B., a mpu NOBTOPHO M3BBPIIBAHE HA CHIOTO HAPYLICHUE -
¢ ro6a ot 10 000 mo 20 000 nB.

(2) (U3m. - JIB, 6p. 60 ot 2011 1., B cria ot 05.08.2011 r.) Thproserr Ha eapo, KOUTO AOCTaBs
Ha JIpOrepUH JIEKAPCTBEHU MPOAYKTH, KOUTO CE€ OTIYCKaT IO JIEKAPCKO NpEINucCaHhe, Ce Hakas3Ba C
umytiecTBeHa caukmus ot 2500 1o 5000 nB., a mpu MOBTOPHO HapymieHue - ¢ raobda ot 5000 go 10 000 nB.

(3) Kpann¢unmpano mnuie, AONyCHAJIO M3BBPIIBAHE Ha Mpojaxk0a Ha MapTUIM JIEKaPCTBEHU
MPOAYKTH 0e3 cepTudukar 3a 0cBOOOXKAaBaHe Ha BCSKa OTJEJIHA MapTUia, ce€ Haka3Ba ¢ rioda ot 2500 no
5000 nB.

Ui 285a. (Hos - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - JIB, 6p. 102 Ha ot 2012
r., B cmia ot 21.12.2012 r.) IlpuTexaTen Ha pa3pemeHreTo 3a ynorpeda, KOMTo He yBeZOMH MUHHUCTHpA Ha

3/IpaBeOIa3BaHETO 3a MPEYCTAHOBSIBAHE HA MPOJaKOUTE 10 4. 264, ce Haka3Ba ¢ UMYIIECTBEHA CAHKIIHS OT
25 000 mo 50 000 ms.

Ui, 2856. (Hos - [IB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) Koiito npousBexaa, BHACS,
W3HACA, TIPOJiaBa WM ChXPaHsIBa aKTUBHU BEIIECTBA B HAPYIICHHE HAa W3MCKBAHHITA HAa TO3W 3aKOH, CE
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Hakassa ¢ rimoba or 10 000 go 20 000 miB.

Yn. 2858. (Hos - JIB, Op. 18 ot 2014 r., u3m. - /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.)
Koiito n3Hece nekapcTBEHU NMPOAYKTH B KOJIMYECTBA, IIO-TOJIEMH OT KoiudecrBaTa 1o wi. 207, an. 1, 1. 15,
OykBa "r", ce Haka3Ba ¢ r7106a B pazmep ot 50 000 mo 100 000 n1B., a mpy MOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapyIeHue - ¢ rioda B pazmep ot 100 000 go 150 000 nB.

Un. 286. (1) (Hom. - JIB, Op. 84 ot 2018 r. (*)) 3a KIMHWUYHU HM3MUTBAHWS, W3BBHPIICHU B
HapymieHne Ha To3u 3akoH uiau Ha Permament (EC) Ne 536/2014, ako W3BBPIIEHOTO HE CHCTaBIIsBA
NpeCThIJICHHE, Ha BUHOBHUTE JIMIIA, JOIYCHAIN WM M3BBPIIWIM TOBAa HapylIeHHE, ce Hajara rioda ot
5000 mo 10 000 nB., a Mpu MOBTOPHO AOIYCKAaHE WM W3BBPIIBAHE HA CHIIOTO HapyiieHue - rioda ot 10 000
1o 20 000 ns.

(2) Ha MmeaMuMHCKM CHEUaIMCTH, JOMYCHAIN WIM U3BBPIIWIN HapyLIEHUs 1o aji. 1, Moxe aa
Ce HAJIOXKU W HaKa3aHue "NUIIaBaHe OT MPaBo Ja YIpaxHsABat npodecusara cu'" ot 6 Mecena 0 ABe TOIUHHU.

(3) Msapkara no an. 2 ce Hajara OT MMUHHUCTBPA Ha 3/IpaBEONA3BAHETO I10 IPEIUIOKEHHE HA
M3NBJIIHATETHUSA qupekTop Ha MAJL

Ui 287. (1) (Hom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm. - 1B, 6p. 60 ot 2011
r., B cria oT 05.08.2011 r.) KoiiTo u3BbpIBa THProBus Ha ApeOHO C JIEKAPCTBEHHW MPOAYKTH, O0€3 1a uma
paspelieHne/yIoCTOBepeHre  3a  TOBa, MWJIM  pabOTH B HapylIeHWE Ha  HM3AAJCHOTO My
paspernieHue/yaocToBepenue, ce Hakassa ¢ rioda ot 5000 mo 10 000 nB.

(2) (HoBa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Thproeen Ha apeOHO, KOWUTO
JIOCTABH JIEKAPCTBEHU NPOLYKTH OT CIIHCHKA IO wiI. 2178, an. 1 Ha Thprosen Ha €Apo WM HA JAPYTH JIMLA B
HapylIeHHe Ha M3WMCKBAHMITA HAa TO3M 3aKOH WM Ha MOA3aKOHOBHUTE aKTOBE IO HETOBOTO MpHJIAraHe, ce
HakasBa C rj100a, CbOTBETHO My ce Hajara umyuiectBeHa caukius ot 10 000 no 20 000 nB., a mpu NOBTOPHO
HapyueHue - oT 25 000 mo 35 000 ..

(3) (ITpeaumna ain. 2 - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Hakazanuero mo an. 1 ce
Hajlara ¥ Ha JIMLaTa, KOMTO M3BBPIIBAT ThProOBUs Ha JpeOHO B amnTeka WK JpOrepus ciell MpeKpaTsBaHe
JeWCTBUETO HA Pa3peIIeHUEeTO/yJ0CTOBEPEHUETO.

(4) (M3m. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., gom. - 1B, 6p. 60 ot 2011 r., B cuiia
ot 05.08.2011 r., mpeaumna an. 3 - JIB, O6p. 84 ot 2018 r., B crima ot 12.10.2018 r.) KoiiTo nponasa wiun
ChXpaHsiBa B JpOrepusl JIEKApCTBEHH MPOAYKTH, KOUTO CE€ OTIYCKAT IO JIEKAPCKO MNPEANHCAHHUE WIN
MPOJYKTH U CTOKU ChC 3HAYCHHE 3a 3[[paBeTO HAa YOBEKa M3BBH ONpeiesieHuTe B Hapendara mo wi. 243, ce
Haka3Ba c riobara 1o ajn. 1, a mpu MOBTOPHO M3BBPIIBAHE HA CHILOTO HAPYIICHUE C€ OTHEMA M3Ja/JEHOTO
YAOCTOBEPEHHUE 3a PETUCTPALUs Ha IPOrepusl.

(5) (Ilpegumna an. 4, u3m. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cnyuyaute mo an.
I, 2 u 3 opraHuTe Ha IbP’KAaBHUSA KOHTPOJ BBPXY JIEKAPCTBEHUTE IPOIYKTH CIHPAT CbC 3aIlOBE]
eKCIUIoaTausaTa Ha 00eKTa.

(6) (OtMm. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., npeaumina an. 5, u3m. - [IB, 6p. 84
or 2018 r.,, B cuma ot 12.10.2018 r.) 3amoBenra mo anx. 5 TOMISKH Ha OOKalBaHE MO peja Ha
AIMUHUCTPATUBHOMPOIIECYATHHS KOJEKC, KATO 00)KAIBAHETO HE CIIMpa U3MBbIHEHUETO .

Ui, 287a. (Hos - JIB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 1.) (1) MeaMIIMHCKH CIICIIHAIIUCT,
KONTO paboTH MpH JHIa, W3BBPIIBALIM THProBUsS Ha IpeOHO C JIEKApCTBEHH MPOAYKTH, O€3 Ja umar
paspelnieHue/y10CTOBEpEHHUE 3a TOBA, e HakasBa ¢ ri06a ot 2500 qo 5000 B.

(2) Hakazanuero o ain. 1 ce Haynara u Ha Juie 1o aji. 1, koeto paboTu B anTeka WK JAPOrepust
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ClIe/] IpeKpaTsIBaHe JCHCTBUETO HA Pa3peIICHUETO/yI0CTOBEPEHHUETO .

(3) IIpu ycraHoBeHH TIOBEYE OT JBE HAPYIICHHs 0 ajl. | ¥ 2 MHHUCTHPBT Ha 3/IpaBEOINa3BaHETO
MOJK€ Ja JIMIINA ChOTBETHUS MEIUIIMHCKU CIEIHAIUCT OT MPaBo Ja YIpakHsBa mpodecusTa cu 3a CPoK J0
ABC€ TOAUHU.

Un. 2876. (Hos - /1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., m3m. - /IB, 6p. 67 ot 2020 1.)
Koiito u3BbpIiiiBa THProBus C JIEKAPCTBEHU MPOIAYKTH II0 HHTEPHET B HAPYIICHUE HA U3UCKBAHUATA HA TO3H
3aKOH W Ha Hapeabata mo wi. 234, ai. 6, ce Haka3Ba ¢ riaoba ot 5000 go 10 000 nB.

Un. 288. (1) TeproBen Ha ApeOHO ¢ NEKAPCTBEHH MPOAYKTH, KOWTO € JOMyCHANl IeHHOCTHUTE,
oco4yeHu B wi. 219, na ce u3BBPIIBAT OT HEMPABOCIIOCOOHO JIMIIE, CE HAKa3Ba C UMYIIECTBEHA CAaHKIIUS OT
5000 no 10 000 nB., a mpu MOBTOPHO HAPYIIEHHE C€ OTHEMA M3AAJCHOTO PA3pPEIICHHUE 3a ThProBUS Ha
IpeOHoO.

(2) B ciiydaute o an. 1 opranuTe Ha IbpKaBHUS KOHTPOJI CIUPAT ChC 3a0BE]] eKCIUIoaTalusITa
Ha o0eKTa.

Yn. 288a. (Hos - IB, 6p. 67 ot 2020 r.) Ha npuTexaTen Ha pa3pelieHue 3a ThproBus Ha JpeOHO
C JIEKapCTBEHU NPOAYKTH B anTeka, KOMTO HE WM3MBIHH CBOE 33JbJDKEHHE OTHOCHO MOKAa3aTelIuTe 3a
0e30macHOCT Ha JIEKapCTBEHUTE NMPOJYKTH, ONpeNeeHo B To3M 3akoH wiu B [lenerupan pernament (EC)
2016/161, ce nanara umyniectsena cankuus ot 1000 mo 3000 nB., a mpu MOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapyuieHue - umyiectBeHa cankuus ot 5000 mo 10 000 n..

UYn. 289. (1) (Ilpeaumen TekcT Ha wi. 289 - IIB, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 1., u3m.
- 1B, 6p. 102 ot 2018 r., B cmima ot 01.01.2019 r.) Koiito nmpomaBa nexapcTBeHU MPOAYKTH 0e3 oOpa3yBaHa
WIM PEerucTpupaHa LieHa WM MO LIEHU, Pa3IMYyHU OT 00pa3yBaHUTE MO pela Ha TO3M 3aKOH, C€ HaKa3Ba C
rio6a ot 1500 mo 3000 1B., a MpH MOBTOPHO H3BBPIIIBAHE HA CHIIOTO HApYyIIeHHUE - ¢ TI00a ot 2500 10 4000
JIB.

(2) (Homa - 1B, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 r., uam. - /IB, 6p. 102 ot 2012 1., B
cwia ot 21.12.2012 r., non. - JAB, Op. 67 ot 2020 r.) Ilputexxaren Ha paspelieHHe 3a ynorpeda wiu
TBHProOBEIl Ha €pO C JEKapCTBEHU MPOIYKTH, KOWTO HE M3MBJIHU 3aAbIDKEHHE, ONPEAEIIeHO ¢ Hapeadara 1o
1. 261a, an. 5, ce Haka3Ba ¢ uMmyiectseHa cakius ot 5000 no 10 000 1B., a mpu MOBTOPHO M3BBPILBAHE
Ha ChILIOTO HapyIIeHue - ¢ umyiiectBeHa caukiusa ot 10 000 xo 20 000 ns.

(3) (Homa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., ot™m. - /IB, 6p. 102 ot 2018 r., B
cuna ot 01.01.2019 r., HoBa - JIB, 6p. 67 ot 2020 r.) Ha Thproselr Ha e1po ¢ JEKapCTBEHU MPOIAYKTH, KOUTO
pojaBa Ha JiedeOHO 3aBe/IeHUe JIEKapCTBEHH NMPOAYKTH, BKIIOUeHH B [103UTHBHUS JIEKAPCTBEH CIIMCHK, HA
IIeHa, TMMO-BHCOKAa OT CTOMHOCTTa, oOpa3yBaHa MO peaa Ha Hapemdata mo wi. 26la, am. 5, ce Hamara
umymectseHa caHkuus ot 3000 mo 5000 nB., a mpu MOBTOPHO M3BBPIIBAHE HA CBIIOTO HAapyIlICHHE -
umyiectBeHa cakius ot 6000 go 10 000 xB.

(4) (Homa - 1B, 6p. 67 ot 2020 r.) Ha neye6Ho 3aBeneHue mo wi. 262, aju. 6, T. 2, KOETO 3aKyIH
JIEKapCTBEHH MPOJYKTH, BKIIOUEeHU B [103UTHBHUS JIEKapCTBEH CIUCHK, HA I[eHa, TO-BUCOKA OT CTOMHOCTTA,
oOpasyBaHa 10 pefa Ha HapendaTa mo wi. 261a, an. 5, ce Hamara umymectBeHa cankius ot 3000 xo 5000
JIB., a IpY IOBTOPHO M3BBPLIBAHE HA CBIIOTO HAapylLIeHHE - uMyliecTBeHa caHkuusa oT 6000 xo 10 000 nB.

(5) (Homa - IB, O6p. 67 ot 2020 r.) Hapymienusta mo an. 1 - 3 ce ycTaHOBSIBaT C aKTOBE,
CbCTaBEHU OT JUTHKHOCTHU JUIA, ONpEAENeHH OT Ipeacenareis Ha chbBeta mo wi. 258, am 1, a
HaKa3aTeJHUTE TIOCTAaHOBJICHUS CE M3/1aBat OT IIpeJceaaress Ha cbBeTa o wi. 258, an. 1.

(6) (Homa - 1B, 6p. 67 ot 2020 r.) HapymenusTa 1o ai. 4 ce yCTaHOBSBAT C aKTOBE, ChCTaBCHHU
OT JUTHXHOCTHHU JIMIIA, OTIPECIICHU OT U3IBIHUTEIHUS AUPEKTOp Ha V3mbaHuTEenHA areHus "MeIuIuHCKN
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HaJ30p", a HAKa3aTEJIHUTE MOCTAHOBIICHUS C€ M3AaBaT OT W3MBJIHUTEIHUS NUPEKTOp Ha M3mbiaHuTENHA
areHuus "MenuiuHcKu Haa3op".

UYn. 289a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) (U3m. - IB, 6p. 102 ot
2012 r., B cuiia ot 21.12.2012 r., u3m. - IB, 6p. 102 ot 2018 1., B cuia ot 01.01.2019 r.) Koiito pabotu B
HapylIeHHEe Ha YTBBPJEHUTE (hapMaKo-TepaneBTUYHU PHKOBOJCTBA WM U3BBPIIBA OIICHKA HA pe3yJTaTa OT
TepamnusTa B OTKJIOHEHHE OT KpuTepuuTte mo wi. 259, an. 1, 1. 4, ce Haka3Ba ¢ riaoba ot 1000 mo 2000 iB., a
MIPU TIOBTOPHO M3BBPIIIBAHE Ha CHIIOTO HapyIieHue - ¢ Tiioda ot 2000 mxo 3000 nB.

(2) M3m. - B, op. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Hapymenusara no an. 1 ce
YCTaHOBSABAT C aKTOBE, ChCTAaBEHU OT JUTHKHOCTHU JIMIA, OINpPENEJICHH OT W3IBIHUTEIHUS IUPEKTOp Ha
W3nbnautenna areHnus "MeTUIIMHCKM Haa30p'", a Haka3aTEJIHWUTE TIOCTAHOBIEHHUS C€ W3JaBaT oOT
W3ITBITHUTEITHUS TUPEKTOp Ha M3nmbiHUTEIHA areHnus "MeIuiuHCKA Haa30p'.

(3) (Homa - IB, 6p. 67 ot 2020 r.) Korato npu npoBepkure mno ui. 267a, an. 2 ce yCTaHOBH
HECHOTBETCTBUE HA BHUIOBETEC M KOJIMYECTBATA JICKAPCTBCHH NPOAYKTH, KOWTO Ca TPEIIMUCAHH W/WIH
MPWIOKEHN Ha MAllMeHTUTE, C BUJIOBETE U KOJMYECTBATa JIEKAPCTBEHU MPOAYKTH, KOUTO Ca OTIYCHATH OT
antekara, M3nmbauutenna arenuus "MenuuuHCcKy Haa30p" yBeOMsIBa OpraHa, KOMTO 3aruiamia ChbOTBETHUS
JIEKapCTBEH TMPOIYKT C TMyOJWYHU CPEJACTBA, a NpPH JaHHW 3a H3BBPIICHO TNPECTHIUICHHWE Cce3upa
KOMIIETEHTHUTE OPTaHHU 3a MpeANprueMaHe Ha JeMCTBUS 110 HaKa3aTEIHO Mpecie/IBaHe.

Y. 2896. (Hos - JIB, 6p. 67 ot 2020 r.) (1) Koiito mpoBexna jedueHHe B HapyIICHHE Ha
M3HUCKBaHUATA 10 WiI. 2660, ce Haka3Ba ¢ rnoda ot 1000 mo 3000 nB., a Ipy MOBTOPHO HM3BBPIIBAHE HA
CBIIOTO HapyImieHue - ¢ roda ot 2000 mo 4000 nB.

(2) Hapymenusita mo ain. 1 ce ycTaHOBSBAaT C aKTOBE, ChCTaBEHHW OT JUTHKHOCTHHU IIUIIA,
OTpeelieHH OT W3MBJIHUTEIHUA JTUPeKTop Ha W3nbaautenHa areHius "MeaunuHCKA Hagzop', a
HAKa3aTeTHUTE IIOCTAHOBJICHUS C€ W3AaBaT OT WU3MBIHUTEIHHUS TUPEKTOp Ha M3mbiHuTenHAa areHuus
"MenuuuHCcKU Haa30p".

Y. 290. (1) (U3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koiito pekiamupa
JIEKapCTBEHH MPOYKTH, KOUTO HE Ca pa3pelieHH 3a ynorpeda mo pea Ha TO3H 3aKOH, ce HaKaspa ¢ 17100a oT
10 000 mo 20 000 nB.

(2) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koiito peknamupa mpoayKT, KaTo
My TIPUIIUCBA W/WJIM HACOYBA KBbM CBOWCTBA, CBBP3aHHU C MPOMUIAKTHKA, JHUATHOCTUKA WJIU JICUYCHHE Ha
OoJiecTH TIpH YOBeKa, ce Haka3Ba ¢ riioba ot 10 000 mo 20 000 nB.

(3) (IIpenumna an. 2 - B, 6op. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Koiito pexnamupa
JIEKapCTBEHH MPOAYKTH B HapyIIEHUE Ha TO3M 3aKOH, ce Haka3Ba ¢ 1s106a ot 10 000 go 20 000 miB.

(4) (ITlpenumna an. 3, usm. - IIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Hakazanwusra mo
an. 1 - 3 ce Hamarat W Ha JUIATa, JOMYCHAIU W3JIBYBAHETO, MyOIMKYBAaHETO W Pa3lpPOCTPAHCHHUETO Ha
pekamara.

Ui, 290a. (Hos - /IB, 6p. 71 ot 2008 1., B cra ot 12.08.2008 r.) MeAUIIMHCKH CIICIIHATIACT WU
JULe, MPEeACTaBALIIO0 CE 3a MEIUIMHCKH CIELUATUCT, KOETO M3BBPILIBA NpsKa WJIK KOCBEHA peKiiaMa Ha
JIEKApPCTBEHH TMPOAYKTH B TIEYATHUTE W/WIA B E€JIEKTPOHHUTE MEINH, KAaKTO U B WHTEPHET, CE HaKasBa C
rino6a ot 1000 go 5000 nB., a mpu noBTOpHO HapyueHue - ot 3000 xo 10 000 xB.

Y. 2906. (Hos - 1B, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) Kolito u3BbpIim gapeHue Ha
JIEKapCTBEHH MPOAYKTH B HapylieHue Ha wi. 268a, an. 1, ce Haka3pa ¢ mioba ot 1000 no 3000 nB., a pu
MMOBTOPHO M3BBPIIBAHE HA CHITOTO HapyiieHue - ¢ rioda ot 3000 go 5000 nB.
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Ui 2908. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IlpuTexaren Ha pa3pelieHue
3a ynotpeda, KOUTO MPOBEX/1a HEMHTEPBEHIIMOHAIIHY IPOYYBaHMs B HAPYLIEHNUE HAa TO3U 3aKOH, CE HaKa3Ba
¢ uMmyectseHa cakius ot 5000 no 10 000 5B., a mpy NOBTOPHO M3BBPILBAHE HA CHIIOTO HAPYIIEHUE - C
nMyniectBeHa cankuus ot 10 000 go 20 000 ns.

. 290r. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) [IpuTtexaren Ha pa3pelieHne
3a ynotrpe0a, KOMTO He M3ITBIHSABA yCIOBHATA IO 4. 55a, 56a u 560, ce Haka3Ba ¢ UMYIIECTBEHA CAHKIIUS
ot 5000 no 10 000 5B., a Ipy NOBTOPHO U3BBPILIBAHE HA CHIIOTO HAPYIIEHUE - C UMYIIECTBEHA CAHKLIUS OT
10 000 mo 20 000 nB.

Ui 290x. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IIputexaren Ha pa3pelnieHne
3a ynoTpeda, KOMTO He U3MbIHABA 3aAbKeHUsATa Mo wi. 190 - 192, 1946, 1948, 1943 u 194u, ce Haka3Ba ¢
umyniectBeHa cankius ot 5000 no 10 000 nB., a Tpu MOBTOPHO M3BBPILIBAHE HA CHIIOTO HAPYIIEHUE - C
umyiectBeHa cankuus ot 10 000 qo 20 000 nB.

Yn. 290e. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Iputexaren Ha pa3pelnieHne
3a ynotpeba, KOWTO He W3MBIHABA 3abJKeHHITa 10 wi. 193 u 194, ce Haka3Ba ¢ UMYIIECTBEHA CAHKITUS OT

2000 mo 5000 nB., a py NOBTOPHO M3BBHPILIBAHE HA CHIIOTO HAPYLIEHUE - C UMYyILIecTBeHa caHKuus oT 5000
1o 10 000 ns.

Ui 291. (1) (Hom. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., mom. - JIB, 6p. 60 ot 2012
r., B cuna ot 07.08.2012 r., u3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., gom. - JIB, Op. 84 ot
2018 r., B cuna ot 12.10.2018 r., mom. - [AB, 6p. 67 ot 2020 r., m3m. - [IB, 6p. 105 ot 2020 r., B cuna ot
11.12.2020 r.) Korato nHapymenusita o ui. 281 - 284a, an. 1, un. 284r - 284u, 285, 2856, uin. 286, an. 1, ui.
287 u 2870, wr. 289, an. 1, wr. 289a, un. 290, un. 29006, un. 292 u un. 294 ca U3BBPIICHU OT IOPUITICCKH
JIUIA WKW €IHOJIMYHHA THPTOBIM, C€ HajlaraT UMYIIECTBEHU CAHKIIUU B pa3Mep, HE MO-MaTbK OT TPOUHHMS
pa3Mep Ha MpeABUACHUTE MHHUMAIHU pa3MepH Ha ChOTBETHHUTE TJIOOU M HE MO-TOJISIM OT TPOUHUS pa3Mep
Ha MIpEeIBUACHUTE MAaKCUMAJIHUA pa3Mepy Ha ChOTBETHUTE TII00MU.

(2) (Jom. - IB, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 r.) 3a Hapymenus mo uwi. 289, an. 1
MMYIIECTBEHATA CAHKIIMS € B JICBETOPEH pa3Mep Ha HaJAB3€TaTa Cyma, aKko Ts HAJIBHIIaBa MaKCUMAaJIHUSA
pasMep Ha CaHKIHMATa 1o aj. 1.

(3) Hamaraneto Ha MMyIIECTBEHA CAHKIMS HE W3KIIOYBA HAJIATAHETO HA 11002 HA BUHOBHHTE
JUTHKHOCTHH JTUIIA.

(4) Haynaranero Ha UMYILIECTBEHH CAHKIIMU HE M3KIIIOYBA HAJATAaHETO HA MEPKUTE, MPEABUACHU
OTHOCHO TIPABOCTIOCOOHOCTTA HA MEIUIIMHCKUTE CTICIIHAIMCTH U KBATU(PUIIUPAHUTE JIUIIA.

Ui, 292. (1) KoiiTo He M3NBJIHU pa3nopexaaHe, MpealucaHiue WIM yKa3aHUe Ha OpraHHuTe Ha
JbPKaBHHS KOHTPOJI TIO TO3M 3aKOH, M3BBH ciaydante mo wi. 270, an. 1, T. 2 1 an. 3, ce Haka3Ba ¢ 17100a OT
1500 1o 3000 nB.

(2) 3a HemsmbJIHEHHE Ha paznopexaaHe mo wi. 270, am. 1, T. 2 u an. 3 BUHOBHHTE JIUIA CE
Haka3Bart ¢ r1o6a ot 500 go 1000 B.

Ui 293. (1) (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., u3m. - JIB, 6p. 84 ot 2018
r., B cwia ot 12.10.2018 r.) Ilpm HecnmazBaHe Ha YyCIIOBUATa, NpPU KOWUTO ca U3JAACHU
pa3peleHnsATa/yI0CTOBEPEHHUATA 32 POU3BOJCTBO, BHOC, MapaseieH BHOC, THProOBUS HA €IpO W ThPrOBUS
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Ha JpeOHO C JIEKAPCTBEHU NPOAYKTH B alITEKa, KaKTO U B ciiydauTe 1o ui. 281, an. 1 - 3, ui. 283, an. 1, ui.
2848, an. 2 w uin. 287, an. 2 uanbJHUTENHUAT qupekTop Ha MAJI nznasa 3anoBes 3a TAXHOTO OTHEMAHE.

(2) (U3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., m3m. - JIB, 6p. 84 ot 2018 1., B cuna
ot 12.10.2018 r.) Ilpu HecnazBaHe Ha yCIOBUATA, IPU KOUTO € U3a/IEHO YJJOCTOBEPEHUE 32 PETUCTPALIUS Ha
Jporepusi, KakTo U B ciay4yauTe mo ui. 287, an. 4 aupekTopbT Ha choTBeTHata P3U m3maBa 3amoBen 3a
OTHEMaHe Ha YJJOCTOBEPEHHUETO.

(3) Ilpu Hem3MBIHEHUE HA 33IBIDKCHHETO 3a yBemomsiBaHe mo wi. 204, an. 3 3a mpekpaTsBaHe
Ha JIEHHOCTTa OT CTpaHa Ha THProOBEla HA €IPO C JIKAPCTBEHU MPOIYKTH U3IIBIHUTEITHHUSIT TUPEKTOP Ha
MAJI nznaBa 3amnoBej 3a OTHEMaHE Ha U31aJICHOTO pa3pellieHuE.

(4) (HoBa - /IB, Op. 84 or 2018 r.,, B cuma ot 12.10.2018 r.) Ilpu Hew3mbIHEHUE HA
M3UCKBAHMATA 32 M3HOC Ha JIEKAPCTBEHW NPOIYKTH IO TIIaBa jJeBera "O" OT Thproeem Ha eapo ¢
JEKapCTBEHH MPOAYKTH U3MBIHUTETHUAT aupektop Ha WAJl wu3maBa 3amoBes 3a OTHEMaHe Ha
pa3peleHneTo, Korato ThProBebT HAa €IpO M3BBPIIM MOBTOPHO HapylleHue mno wi. 284x u 2858 miu
KOTaToO CUCTEMHO He M3IThJIHABA 3aAbJKeHUATA cH Mo wi. 207, an. 1, T. 15.

(5) (U3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npenumna an. 4 - /IB, 6p. 84 ot
2018 r., B cuma ot 12.10.2018 r.) [Ipn Hem3mbIHEHNE HA 3aIBHDKCHUETO 32 YBEAOMSIBaHE 1Mo 4wi. 235, ai. 3
3a TpeKpaTsBaHe Ha JEHHOCTTa OT CTpaHa Ha MPHUTEXKATENl Ha pa3pellieHUe 3a U3BbPIIBaHEe HA THPrOBUS HA
IpeOHO C JICKApCTBEHU MPOIYKTH U3MBIHUTETHUAT AupekTop Ha MAJIl m3naBa 3amoBen 3a OTHEMaHE Ha
W3/IaJICHOTO pa3pelieHue.

(6) (ITpeaumina an. 5, uzm. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3anoBenure 1o ai.
1 - 5 momexxar Ha oOkajaBaHe MO pefa Ha AJIMUHHCTPATHBHOIIPOIIECYATTHUS KOJIEKC, KaTO 00’KaJIBAaHETO HE
CIUpa U3MIBITHECHUETO UM.

Un. 294. Koiito Hapymu pa3nopeaduTe HAa TO3W 3aKOH WM HapeAOWUTe MO MPHJIAraHeTo My,
U3BBH ciydante 1mo wi. 281 - 293, ce Hakassa ¢ rio6a ot 1000 go 3000 nB., a mpu MTOBTOPHO U3BBPIIIBAHE HA
CBIIOTO HapymieHue - ¢ roda ot 3000 go 5000 nB.

Ui 295. (1) (U3m. - [IB, 6p. 98 ot 2010 r., B cunma ot 01.01.2011 r., u3m. - /IB, 6p. 102 ot 2018
r., B cuna ot 01.01.2019 r., u3m. - B, 6p. 67 ot 2020 r.) HapymeHusita no To31 3aKOH C€ YCTAHOBSIBAT C
aKTOBE, ChCTABCHHM OT JIEKHOCTHM JIMIIA IO WI. 267, ai. 4.

(2) (Hom. - /1B, 6p. 84 or 2018 1., B cmuma ot 12.10.2018 r., ot™. - JIB, 6p. 102 ot 2018 r., B crta
ot 01.01.20191.)

(3) (U3m. - JIB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 1., u3m. - JIB, 6p. 102 ot 2018 r., B crma
or 01.01.2019 r.) HakazaTenHure MOCTaHOBIEHHs CE€ HM3/aBaT OT MHMHUCTbpa Ha 3paBEOINa3BaHETO, OT
IJIaBHUS IbPKABEH 3[paBEH MHCIEKTOpP, OT MpEJCcenaTelis Ha ChBeTa Mo Wwi. 258, ai. 1, OT U3MbIHUTEITHUS
nupektop Ha MAJI u ot nupekroputre Ha P3U B 3aBUCHMOCT OT MOJYMHEHUETO HA JUTHKHOCTHOTO JIMIIE,
YCTaHOBUJIO HApYLIEHHUETO.

(4) (Homa - JIB, Op. 102 ot 2018 r., B cuna ot 01.01.2019 r.) HakazarennuTe moCcTaHOBJICHHS
MOXKE€ Jla c€ M3AaBaT M OT JPYrd JUIBKHOCTHHM JIMIlA, ONpPaBOMOIIEHM OT JuIara mo aia. 3, KaTo
MpeJceIaTeNIAT Ha ChBETa MO Wi. 258, ai. 1 Moke Aa OnpaBOMOIIM APYT WICH HA KOMUCHSITA.

(5) (Hosa - JIB, 6p. 67 ot 2020 r.) Pernonanuute 31paBHU WHCHEKIMU yBeaomsiar MAJI 3a
ChCTAaBEHUTE aKTOBE 32 YCTAHOBABAHE HAa a]MUHUCTPATUBHU HApYIICHUS U 3a BJIE3JIUTE B CUJIA HaKa3aTEeJIHU
MIOCTAHOBJICHUS, U3IAJICHU 10 PEa Ha TO3H 3aKOH.

Un. 296. CncTaBIHETO HA aKTOBETE, H3JaBAaHETO, OOKAJIBAHETO M H3NBIHEHHETO Ha
HaKa3aTeJIHUTE MMOCTAHOBJIEHUSI CE M3BBPIIBAT MO pela Ha 3aKoHA 32 aJMUHUCTPATUBHUTE HAPYIICHUS U
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HaKa3aHus.

Yn. 297. (U3m. - IB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) (1) B cnywaute Ha un. 281,
282, 283, 284, 285 m 287 Haka3BaumusAT OpraH IOCTAHOBSBA M OTHEMAaHE B IOJ3a Ha JbpKaBaTa Ha
JIEKapCTBEHHUTE MPOIYKTH - IPEIMET Ha U3BBPIICHOTO HApYUICHHE, IPHU YCIOBUS U MO PEell, ONpeiecHH B
3akoHa 3a aJMUHUCTPATUBHUTE HAPYIICHUS W Haka3aHus U B choTBeTcTBUE ¢ Permament (EC) Ne 952/2013
Ha EBponelickusa napiameHnt u Ha CbBeta oT 9 okTomMBpu 2013 1. 3a cbh3gaBaHe HA MUTHUYECKH KOJIEKC Ha
Csio3a (OB, L 269/1 ot 10 okromepu 2013 1.) u Pernament 3a usneiaaenne (EC) 2015/2447 na Komucusra
ot 24 noemBpu 2015 r. 3a onpenensiHe Ha MOAPOOHM MpaBWIIA 32 MPUIIATAHETO HAa HAKOM Pa3mopendou Ha
Pernament (EC) Ne 952/2013 na EBpomeiickust nmapiameHT U Ha CbBeTa 3a ch3faBaHe Ha MUTHHYECKH
kojqekc Ha Cpro3a (OB, L 343/558 ot 29 nexemBpu 2015 r.).

(2) JlekapcTBeHuTE MPOAYKTH 10 all. | ce yHUIIOkKaBaT MpHU yCIOBUATA U TI0 pe/ia Ha HapendaTa
mo wi. 274, an. 2.

JdonmbaHuTeIHM pa3nopeaou

§ 1. Ilo cMuchia Ha TO3M 3aKOH:

1. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "AKTUBHO BEmIECTBO" € BCSIKO
BEIIECTBO WJIM CMEC OT BEIIECTBA, MPEIHA3HAUEHH 3a H3IOJI3BaHE 3a MPOU3BOACTBOTO HA JIEKAPCTBEH
MPOJYKT, KOUTO MPHU H3MOI3BAHETO CH B HETOBOTO MPOU3BOJICTBO CE€ MPEBPHIUIAT B aKTHBHA CHhCTaBKa Ha
TO3HW MPOAYKT, MpeIHa3HaueHa 3a YIpaKHsABaHEe Ha (HapMaKOIOTMYHO, UMYHOJIOTUYHO WM META0OJIUTHO
JeiCTBHE C 11e]1 Bb3CTAHOBSABAHE, KOPUTHUPAHE WK MPOMSIHA Ha PU3NOJIIOTUYHHU QYHKIIUU WIH 32 MTOCTaBSIHE
Ha MEJUIIMHCKA JIUarHo3a.

2. "BuOEKBUBAJIEHTHOCT" € HaJuIe, KOraTro JIEKApCTBEHUTE MPOJIYKTH ca (hapMaleBTHUHO
€KBUBAJICHTHU WK (papMaleBTUYHU aNTEPHATUBU, U AKO TEXHUTE OMOHAIMYHOCTH Cliel] MPUIIOKEHHE B
chljaTa MoOJIapHa 71032 ca MOJOOHM /IO TakaBa CTEIeH, 4ye €(eKTHTEe UM MO OTHOIICHHE Ha e(PHUKACHOCT U
0€30IacHOCT ca ChILIECTBEHO MMOJA00HH.

3. "buoHanuuHOCT" € CKOPOCTTa U CTENEHTA, C KOUTO aKTUBHOTO BEIIECTBO MJIM TEPANIEBTUUHO
aKTMBHATa My 4acT ce abcopOupar oT JekapcTBeHaTa (opma M CTaBa HaJIMYHO B MSCTOTO Ha JEWCTBHUE.
Korato nexapcTBEHOTO BELIECTBO € MPEJHA3HAYEHO Ja YIPaXHU CHCTEMEH TEepaneBTUYEH eQeKT,
OMOHATMYHOCT O3HaYaBa CKOPOCTTA M CTEMEHTAa, C KOWTO JIEKAPCTBEHOTO BEIIECTBO WM TEPANEBTHYHO
aKTMBHATa MY 4acT c€ OCBOOOXk/IaBa OT JIeKapcTBeHaTa (hopma v mpeMHHaBa B 001aTa IUPKYJIALIKS.

4. (mm. - JIB, Op. 84 ot 2018 r. (*)) "Bpomypa Ha wusciemomatens' e Opomrypa Ha
W3CIlIeIoBaTeNs 0 CMHUCHIIa Ha wi. 2, maparpad 2, Touka 23 ot Permament (EC) Ne 536/2014.

5. "Banngna noxkyMmeHTtanusa" € JOKyMEHTalMsl, KOSATO M0 ChAbP)KAHUE U IIBJIHOTA OTIOBaps Ha
W3MCKBaHUATA, IPEABUICHH B OTpeIeIeHa POIIeypa IO TO3U 3aKOH.

6. "BemectBo ¢ 100pe ycTaHOBeHa ynorpeba B MeIMIIMHCKATa IPAKTUKA" € BEeIECTBO, 3a KOETO
MOTraT Jja ce MPUIIOXKAT CICTHNUTE KPUTSPUH:

a) MepuoIbT 3a JOKa3BaHE Ha J00pe ycTaHOBEHaTa ynorpeda B MeIUIMHCKATa MPAaKTHKa € He
no-kparek oT 10 roguHM OT jAaraTa Ha MbpBaTa CHCTEMAaTH3MpaHa W JIOKYMEHTHpaHa yroTpeba Ha
BEIIECTBOTO KaTO JIEKapCTBEH MpOAYKT B EBpomeickus cbio3 uiau B EBpONEicKOTO MKOHOMHYECKO
MIPOCTPAHCTBO;

0) KOJTMYECTBEHU aCIEeKTH Ha YIoTpedara Ha BEIIECTBOTO, KAaTO C€ B3eMeE MPEBU/] CTETICHTA Ha
ynotpeba B MEIUIIMHCKATa MpPaKTHKa, CTEMEeHTa Ha ymoTpeda Ha reorpadCKd MPUHIUI U CTEMEHTa Ha
npoclieAsiBaHe Ype3 cUcTeMaTa 3a 0€30MacHOCT, BKIFOUUTENHO MPOYYBAaHUS, MPOBEACHU MPEIH ITyCKaHETO
Ha Ta3apa U cjej ToBa M MyOJIMKyBaHa Hay4yHa JIMTEepaTypa 3a enuIeMUOIOTUYHH MPOYUYBAHUS U B YaCTHOCT
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CPaBHUTEIHU €MUAEMHUOJIOTUYHU TPOYYBAHNS;

B) BHCOKa CTETNICH Ha HAy4YeH HHTEpeC KbM yroTpedara Ha BemiecTBOTO (Opoil HaydHH
myOIMKaIMY) U €AUHCTBO B HAYYHUTE CPEIU B HAYYHUTE OIEHKU.

7. "BropuuHa omakoBKa' € OIIAKOBKAaTa, KOSTO HE BIM3a B HEMOCPEJICTBEH KOHTAKT C
JIEKapCTBEHHUSI POJTYKT.

8. (m3m. - IB, Op. 84 or 2018 1. (*)) "Bw3noxkuTen" e crioHCOp 1O CMHCHIA Ha WI. 2, maparpad
2, touka 14 ot Pernmament (EC) Ne 536/2014.

9. "I'eHepuyeH JIeKapCTBEH MPOJIYKT' € JIEKapCTBEH MPOIYKT, KOUTO MMa €ANH U ChIIl KAUeCTBEH
U KOJMYECTBEH CBhCTaB IO OTHOIIECHHWE HAa aKTHBHHUTE BEIIECTBA M cChlIaTa JIeKapcTBeHa (opma KaTo
pedepeHTHUS JTeKapCTBEH MPOIYKT, U OMOEKBHUBAICHTHOCTTa My C pedepEeHTHHUS JEKapCTBEH MPOIYKT €
JIOKa3aHa C TMOJXOJAIIN HU3MUTBAHUS 33 OMOHATWYHOCT. PazmuyHUTE MepopaiHu JIeKapCTBEHH (HopMU ¢
He3a0aBHO OCBOOOXK/IaBaHE ce CMATAT 3a €lHAa U ChIa JekapcTBeHa (opma. Pazmuunute conm, ecrepu,
eTepH, U30MEPH, CMECH OT U30MEPH, KOMIUIEKCH WM IEPUBATH HAa aKTUBHO BEILIECTBO CE€ CMSTAT 3a ChIIOTO
aKTHUBHO BEIIECTBO, OCBEH aKO T€ CE€ pa3IN4aBaT 3HAYUTEIIHO 110 CBOSITa O€30MaCHOCT U/UITU e(PUKACHOCT.

10. (m3m. - [IB, 6p. 84 ot 2018 r. (*)) "I'maBen wm3ciemoBaren" € riIaBeH HM3CIEIOBATEN IO
CMHCBHJIA Ha wiI. 2, naparpad 2, touka 16 ot Pernament (EC) Ne 536/2014.

11. "[ledpunupana nHeBHa 103a" € cpelHa THEBHA MOJIbpXKalla 1032 OT JMaJeH JIEKapCTBEH
MPOJYKT, KOATO CE Mpujiara Mpu Bb3PACTHH 0 OCHOBHOTO MOKa3aHUE Ha JIEKAPCTBEHUS TPOTYKT.

12. (m3m. - JIB, Op. 84 ot 2018 r. (*)) "/loOpa kmuHMYHA TpakTUKA" € Ao0pa KIMHUYHA
MPaKTHUKa 10 CMHUCHIA Ha wi. 2, maparpad 2, touka 30 ot Pernmament (EC) Ne 536/2014.

13. "JloGpa maGoparopHa TpakTUKa' € CHUCTEMa OT MEXIYHApOJHO MPU3HATH IpaBWiIa IO
OTHOLIEHUE Ha YCJOBUSATA 3a IUIAaHUpPAHE, MPOILIECUTE Ha OpraHU3HMpaHe, U3BbPIIBAHE, MPOCIEASBaHE U
JTOKyMEHTUPAHE Ha TA0OPATOPHUTE U3MTUTBAHUS.

14. "JloOpa mpouW3BOACTBEHA MpakTUKa" € cHCcTeMa OT MEXIYHapoJHO OW3HeC MPHU3HATH
npaBujia, KOSATO OOXBalla BCUYKH CTPAaHU HA MPOU3BOJICTBOTO - MEPCOHAJ, MOMEIIECHUS, ChOPHKEHUS,
MaTepuaii, JOKYMEHTAIusl, KaueCTBEH KOHTPOJ, U MMa 3a LIeJ Jla OCUTYpH 0e30MacHOCT, e(UKacHOCT U
CHOTBETCTBUE ChC CHEIMPUKAIUATA.

15. (mom. - JIB, Op. 71 ot 2008 r., B cruta ot 12.08.2008 r.) "JIppkaBa uieHka" e abpkaBa -
yieHka Ha EBponeiickus cbloo3 WiIM AbpxkaBa - crTpaHa 1o Cnopasymenuero 3a EBpormeiickoTo
HMKOHOMHUYECKO TTPOCTPAHCTBO.

16. "Etuker" e nHdopmaius BbpXy IbPBHYHATA WJIM BTOPUYHATA OMAKOBKA Ha JIEKAPCTBEHHS
MPOJIYKT.

17. "UMyHONOTHYEH JIEKApCTBEH MPOAYKT" € JIEKApCTBEH MPOIYKT, KOUTO ChIbpKa BAKCUHHU,
TOKCHHU, CEpyMH WJIU aliepreHu. B o0xBaTa Ha BAKCUHUTE, TOKCUHUTE U CEPYMUTE BIM3AT areHTH, KOUTO CE
M3MOJ3BaT Ja Cb3AaJaT aKTUBEH WMYHUTET WM Ja YCTAHOBAT CBHCTOSHHE HAa WMYHUTET, WIH Ja
MpeIM3BUKAT MACHUBEH UMYHUTET. AJIEPreHUTE ca JEKapCTBEHU MPOIYKTH, KOMTO ca MpeIHa3HA4YeHH Ja
UIECHTU(OUIMPAT WIM CTUMYJIUpPAT Clenu(puYHa IIeJIeHacOYeHa MPOMSHA B MMYHOJIOTHYHHS OTTOBOP KbM
aJlepruyeH areHT.

18. "Uscnensane 3a OMOEKBUBAJIEHTHOCT" € KIMHHUYHO H3IHUTBAaHE, C KOETO CE€ IIEJIM Ja CE
JIOKa’ke, 4e J[Ba JIGKApCTBEHU MPOAyKTa ca OMOEKBUBAJICHTHH, aKo Te ca (hapMalleBTUYHO €KBUBAJICHTHU WIH
(dhapMaleBTUYHO aNTepHATUBHU, M KOTATO OMOHATUYHOCTUTE UM CJe] MpHUJIaraHe B ChIaTa MOJapHA /1032
ca CXOJIHU /IO CTETIEH, KOSITO € YCJIOBHE 3a €KBUBAJIEHTHU €()UKACHOCT U O€30MaCHOCT.

19. "UscnensaHe 3a OMOHAIHMYHOCT" € KIMHUYHO M3IHMTBAHE, C KOETO C€ LIEJIH Ja Ce IOKaXKe
KaKBM Ca CKOPOCTTa U CTENEHTa, MPU KOUTO aKTUBHOTO BELIECTBO WJIM TEPANEBTUYHO 3HAYMMATA 4YacT OT
W3MUTBAHUSA JIEKAPCTBEH MPOIYKT IOCTUTAT OT JIeKapcTBEHaTa (popMa B CHCTEMHOTO KPbBOOOpaIleHUe.

20. (u3m. - /1B, 6p. 84 ot 2018 . (*)) "M3nuTBaH JeKapCTBEH MPOAYKT" € N3MUTBAH JIEKapCTBEH
MPOJYKT 10 CMHChJIa Ha Wi 2, maparpad 2, touka 5 ot Pernament (EC) Ne 536/2014.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 09.10.2023 .



21. (mm. - IB, Op. 84 ot 2018 r. (*)) "HU3cnenoBaten" e u3cieqoBaren Mo CMUCHIA Ha 4. 2,
naparpad 2, Touka 15 ot Permament (EC) Ne 536/2014.

22. (m3m. - /1B, 6p. 84 ot 2018 r. (*)) "Undopmupano cbriacue" e ”HGOPMUPAHO ChITIACHE 110
CMHCBHJIA Ha wil. 2, naparpad 2, touka 21 ot Pernament (EC) Ne 536/2014.

23. "Kut" e BCSIKO BeIIecTBO, KOETO OOMKHOBEHO Mpeau ymorpeda ce pa3TBapsi, CyCIeHAMpa,
paspexja UiIM KOMOMHHMpaA C PAJMOHYKIUAM, B PE3yJITaT Ha KOETO CE MOJy4yaBa FOTOBUAT PaJHOAKTHBEH
JIEKapCTBEH MPOIYKT.

24, (m3m. - IB, Op. 84 ot 2018 r. (*)) "KNMHUYHO M3MUTBaHE HA JIEKAPCTBEH MPOIYKT" €
KJIMHUYHO M3MUTBAaHE MO CMUCHIA Ha 4. 2, maparpad 2, Touka 2 ot Permament (EC) Ne 536/2014.

25. "KnuHUYHO NpeauMCTBO" € 3HAYUTEIHO TEPANleBTUYHO WA AMArHOCTUYHO IPEIUMCTBO Ha
€MH JIEKapCTBEH MPOAYKT B CpaBHEHHE C JIEKAPCTBEH NPOAYKT, KOWTO Beye € MOJIyuusI paspelieHue 3a
ynotpeoa.

25a. (HoBa - /1B, Op. 84 oT 2018 1., B cra ot 12.10.2018 ., u3m. - IB, 6p. 84 oT 2023 1., B cuna
ot 06.10.2023 1.) "KondnukT Ha nHTEpecu" € KOH(IMKT Ha MHTEPECH 10 CMHCHIIA Ha TJlaBa ocMa, pasnaen |
OT 3aKoHa 3a MPOTHBOACHUCTBUE HA KOPYNLUATA.

26. (ot™m. - JIB, 6p. 84 ot 2018 1. (*))

27. "JIucToBKa 3a MauueHTa" € JUCTOBKA, ChIbpiKalla MH(pOpMAIMs 3a MOTpeOUTENs, KOSTO
CBIIPOBOK/A JIEKAPCTBEHUSI IPOIYKT.

27a. (HoBa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., uzm. - JIB, 6p. 102 ot 2012 1., B
cwia ot 21.12.2012 r.) "JlekapcTBeH NPOAYKT 3a MOJEpHA Tepamnus' € JIEKapCTBEH MPOAYKT, ONPEAEIEH B
yieH 2 ot Pernmament (EO) Ne 1394/2007 na EBpomnetickus napiamedT U Ha ChBera oT 13 HoemBpu 2007 1.
OTHOCHO JICKapCTBEHHUTE MPOJYKTH 32 MOJepHa Tepanus U 3a usmenenue Ha Jupexkrusa 2001/83/EO u Ha
Pernament (EO) Ne 726/2004.

276. (woBa - JIB, Op. 84 or 2018 r., B cuma ot 12.10.2018 r.) "JlekapcTBeH MPOIYKT 3a
cheTpajarenaHa ymorpeba"' € JIeKapcTBEH MPOJYKT 3a MaJMaTHBHA ymoTpeda Mo CMHCHIAa Ha Wi 83,
naparpad 2 ot Pernmament (EO) Ne 726/2004 na EBpornetickust napiameHnTt u Ha CbBeTa.

28. "JIekapcTBEH MPOAYKT, MOIYYEH OT YOBEILIKA IUIa3Ma MM OT YOBEIIKA KPbB" € JIEKapCTBEH
MPOJYKT, MPOU3BEIEH OT YOBEIIKU KPHBHU ChCTAaBKHM U Ype3 METO]I, BKIIOYBAI MpOoMHUILIeH npouec. Kbm
TAX C€ OTHAcAT al0yMUH, MMYHOIJIOOYJIMHHM, Koaryiupamy (GakTOpu W aHTUOPOTEa3H, Pa3TBOpU Ha
TUTa3MEHU TIPOTEUHH, APYTH IJIa3MeHH (HPAKIMK WM KOMOMHAIIAHN OT TSIX.

29. "JlekapcTBEeH MPOIYKT, IIpeIHa3HAuEH 3a JeueHHe, MPO(UIAKTUKA U JUArHOCTUKA Ha PEIKU
3a00JIsIBaHUA" € MMPOTYKT, KOWTO:

a) € MpeJHa3HaueH 3a JAMAarHOCTHMKA, MPO(QWIAKTUKA WIM JIeYeHHE Ha XMBOTO3acTpallaBalld
00JIeCTH WM IMPOTPECUBHO MPOTHYAILM XPOHUYHU 3a00JsBaHMs, KOUTO 3acAratr He nmoseuye oT 5 Ha 10 000
YOBEKa Ha TEPUTOpPUATA HA CTpaHaTa, WK

0) e mpeaHa3HAa4YeH 3a JUArHOCTHKA, Mpo(UIaKTHKAa WM JIeYeHUE Ha KMBOTO3AacTpallaBalld
00JIECTH M Ha CEPUO3HO YBPEXKIAIIM 3/PABETO XPOHUYHHM CHCTOSHUS (3a00JIBaHUS C BHCOK [sUI Ha
00JIeCTHOCBBp3aHaTa HEPabOTOCMOCOOHOCT M HMHBAJIUAHOCT) M ca NPWIOKEHU J0Ka3aTelcTBa, 4e
npojaxbata Ha TPOJYKTa HE OCUTYpsABa 3aJOBOJIUTENIHA BB3BPBLIAEMOCT, KOSTO Ja OIpaBae
HEOOXOJMMUTE MHBECTUIMM 3a HAYYHOM3CIIEJOBATEIICKA M pa3BOiHa JeHHOCT, 0e3 1a mMa CTUMYJH 3a
ch3/aTels Ha MPOAYKTa, U

B) KOraTo HsMa 3aJOBOJIMTENIEH METOJ 3a IWAarHOCTHKa, NMpOQUIAKTHKa WM JIeYeHHE Ha
CBhOTBETHOTO CHCTOSIHHE, UM aKO MMa TaKbB METOJI, IPEUIOKEHUAT JIEKAPCTBEH NMPOJYKT UMa 3HAUUTEITHO
MOBEYE MPEIUMCTBA OT HETO U 10J13a 32 3aCErHATUTE OT TOBA ChCTOSHHUE.

30. "JlekapctBeHa (opma" e moaxojsdlia 3a MPUEMaHe CTPYKTypa, ChIbp)Kalla aKTUBHOTO
BEIIECTBO (BEIIECTBA), KOSITO MOXKE Ja BKIIOYBA WM Jia HE BKJIIOYBA IIOMOIIHH BEIIECTBA, IMOIyYeHa Upe3
MpUlaraHe Ha OIpe/ieJIeHH TEXHOJIOTUYHH OTlepalliy, OCUTYpsIBaIlla JKeJIaHus JieyeOeH epeKT U cTabuITHOCT
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IIPU CbXPAHEHHUE B CPOKA HA FOJIHOCT.

31. (m3m. - [IB, Op. 71 ot 2008 1., B cria ot 12.08.2008 1.) "JIure, ycTaHOBEHO HAa TEPUTOPHSITA
Ha bprKaBa WICHKA" € MpaBeH CyOeKT, perUCTPUPAH MO TPAKIAHCKOTO UM ThPTOBCKOTO 3aKOHOAATEICTBO
Ha JIbpKaBa 4WIEHKa WM CH3JaJEH M0 cUjaTa HAa HOPMAaTUBEH aKT, KONTO MMa CeJajullle M aJpec Ha
yhOpaBleHHEe B Abp)KaBa 4YIEHKAa WIM B JbpkaBa - cTpaHa no Cnopa3dymenuero 3a EBpormeiickoTo
MKOHOMMYECKO MPOCTPAHCTBO.

32. "MaructpanHa penentypa’ € npeanucaHue 3a JIEKapCTBEH MPOJIYKT, U3TOTBEH B allTeKa 10
IIpEeANMCAaHNE Ha MEIMLUHCKU CIEHUAINCT WIM MO yTBBPJEHA pelenTypa, NpeAHa3HaueH 3a OIpelelieH
MAIUEHT.

33. "MexayHapoAHO HEMaTeHTHO HaWMMEHOBaHUE" € MPEenopbUYaHOTO HAUMEHOBAaHUE Ha
aKTUBHOTO BEIIECTBO, 0J100peHo u myonukyBaHo ot C30.

34, "MenuuMHCKH CcHenuanucTh" ca JieKapH, JIeKapud 10 JACHTajJHa MEIMIIMHA, MarucTbp-
dapmaieBTH, MEIUIMHCKA CECTPH, AaKyIIepKHd, METUIMHCKH JabopaHTh, Qenamepn W IMMOMOIIHUK-
(dhapmarieBTH.

35. "MeIuIMHCKU TBHPrOBCKU MpPEACTaBUTEN" € JIMIE, NMPEeMHUHANO CIELUAIHO OO0y4YeHue M
MIPUTEKABAIO HAYYHH MO3HAHMSI 32 MPEJOCTaBIHE Ha TOYHA U MTbJIHA UH(POPMAIUs OTHOCHO JIEKapCTBEHUS
MPOJYKT, KOWTO peKIamMupa.

35a. (noBa - JIB, Op. 1 ot 2014 r., B cuna ot 03.01.2014 r.) "MemuuuHcko npenmnucanue” e
MpeucaHue Ha JIEKapCTBEH MPOAYKT WM Ha MEAMIIMHCKO H3JeNue, U3IaJeHO OT JHUIlEe, KOETO YIPasKHSBA
peryiaupaHa MeIuIMHCKa rpodecus Mo cMuchia Ha § 1, T. 1 oT JombIHUTETHNUTE pa3nopeadu Ha 3aKoHA 3a
MpU3HaBaHE Ha MPOPECHOHATHH KBATH(PHUKAIIMN U KOETO MMa 3aKOHHOTO MPaBo Ja MpaBu TOBA B AbpKaBara
YJICHKA, B KOSITO C€ M3aBa MEJUIIMHCKOTO MPENHUCAHUE.

36. (ot™. - JIB, 6p. 84 ot 2018 1. (*))

36a. (voBa - J/IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "MpexoBa u uHpopMalnoHHA
CUTYpHOCT" € 3amuTaTta Ha HH(OpMaluaTa OT HEIPaBOMEPEH WM CIy4YacH JOCTHII, U3IOJI3BAHE, MPABEHE
JOCTOSIHME Ha TPETH JIMLIA, IPOMSHA WIIM YHUII[O’KaBaHE.

37. "HanMeHOBaHME Ha JIEKAPCTBEH NPOAYKT" € MMETO, NaJ€HO Ha IMPOAYKTa, KOETO MOXE Aa
Obxe:

a) cBO0OIHO U30paHO UME (THPTOBCKO HME);

0) (u3m. - [IB, 6p. 12 ot 2011 1., B cuia ot 08.02.2011 r.) obuionpueTo 3a€AHO C ThProBCcKaTa
MapKa MM UMETO Ha MPUTEKATENs Ha pa3pelieHrueTo 3a ynorpeoa;

B) (m3Mm. - JIB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Hay4yHO MMeE 3aeHO C THProBCKaTa
MapKa WM UMETO Ha MpUTEXATeNs Ha pa3pelieHneTo 3a ynorpeoa.

37a. (HoBa - /IB, 6p. 67 ot 2020 r.) "Hayunu nokazartesnctBa" ca KOHKPETHH MEAULIMHCKU W/HITU
Hay4YHH JaHHU, TTOJYYEHU OT M3BBPIICHU KIWHUYHU W3MUTBAHUSA, W/WIH JaHHH, JOKA3BaIIk O€30MacHOCTTa
1 eUKACHOCTTa Ha JIEKAPCTBEHUS MPOAYKT, KOUTO ca MyONMKYBaHHU B HAyYHU W3JAHUS, HAIIMOHAIHU WIH
MEXyHapOAHU ITPOTOKOJIM 32 JICUEHUE UJIU JI0KJIaIM 32 OLICHKA Ha 3/IpaBHUTE TEXHOJIOTUU.

38. "Hayuna nuteparypa" € myOnmKainus/myOonuKaly Ha pe3yaTaTH OT HayYHH WU3CJICIBAHMS B
CHelUaIu3upaHu MEXAYHAPOJIHU HAYYHU U3aHUS.

38a. (noBa - /1B, Op. 84 or 2018 1., B cmia ot 12.10.2018 r.) "Henoctur Ha nekapCcTBEH
OPOAYKT" € HEAOCTUT'BT Ha JIEKAPCTBEHW MPOAYKTH, BKIIOUYeHH B [lO3UTHMBHHUSA TEKApPCTBEH CIIHCHK,
YCTaHOBEH 4pe3 clielualn3ipaHaTa eJIeKTpOHHA CUCTEMa 0 peaa Ha ui. 2176.

39. "HoBO aKTUBHO BeIIeCTBO" €:

a) XUMHYHO, OMOJIOTUYHO WM pasno]apMaieBTHIHO BEIIECTBO, KOETO HE € OMIIO pa3pelieHo 3a
ynotpeba Kato JIeKapcTBEH MPOAyKT B EBponeiickus cbio3;

0) nzomep, cMec OT U30MEPH, KOMIUIEKC WJIH JIEPUBAT, WIIK COJl HA XUMUYHO BEIIECTBO, KOETO €
Ousio paspelieHo 3a ynorpeda Karo JieKapcTBEH MNpoAyKT B EBpomeiickus cbio3, HO ce pas3inyaBa IO
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OTHOIIICHHE Ha 0€30MaCHOCTTa U €(PUKACHOCTTA CH OT MPEHIITHO Pa3peIIeHO BEIIECTRO;

B) OMOJIOTMYHO BEIIECTBO, KOETO € OMIIO pa3perieHo 3a yrnorpeda KaTo JIEKapCTBEH MPOAYKT B
EBpomneiickus cbio3, HO € C paziIMyHa MOJEKYJIHa CTPYKTypa, ¢ Pa3jIMyeH MPOM3XOJ IO OTHOIICHHE Ha
U3XOJIHUSL MaTeprail Uil € MOJIIy4eHO Ype3 Pa3InyeH MPOU3BOICTBEH MIPOLIEC;

r) paguodapManeBTUYHO BEIIECTBO, YAUTO PATUOHYKIUAN WM MOJEKYITHU BPB3KH (CHOTBETHO
JIMTaH/IN ), KOUTO HE ca OWJIM pa3pelIeHn KaTo JeKapCTBeH NMPOAYKT B EBpomneiickust Chi03, I MEXaHU3MBT
3a CBbp3BaHE B JBOWKA Ha MOJIEKYJIMTE U PaIUOHYKIUAUTE HE € Oui paspelieH B EBponeiickus cho3.

40. (u3m. - JIB, Op. 84 ot 2018 r. (*)) "Hexxenano crOutHe" € Besika HEOIAronpusaTHA TPOMSHA
B 3JpaBHOTO ChCTOSIHME, HaOJ0JjaBaHa MpHU IpUJIaraHe Ha JIEKApCTBEH NMPOJIYKT Ha MAlUEHT, KOATO HE €
HEMPEMEHHO NMPUYMHHO CBbP3aHa C TOBA JICUECHUE.

41. (u3m. - 1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1., u3m. - /1B, Op. 84 ot 2018 r. (*))
"Hexenana nexkapcTBeHa peakius'' € BCEKH HEXeJlaH U HENPEeABHACH OTIOBOP KbM JIEKApPCTBEH MPOAYKT.
BunoBeTe HexenaHu 1eKapCTBEHU PEaKIMHU ca:

a) (u3Mm. - /1B, Op. 84 ot 2018 1. (*)) "HeouakBaHa" - HeXeMaHa JEKAPCTBEHA PEAKIIHs, KOSTO HE
€ IMOoCOoYeHa B KpaTKaTa XapaKTepUCTHKAa Ha NPOAYKTa WJIM YUHTO XapakTep, TEXKECT WIM H3X0JA He
OTTrOBapsT Ha MIOCOYCHUTE B KpaTKaTa XapaKTePUCTHKA Ha MPOIYKTa;

0) "mogo3upana" - HeXxeNaHa JIEKapCTBEHA Peakius, 3a KOSITO ChbOOLIUTENAT UIN IPUTEKATENAT
Ha pa3peleHneTo 3a yrnorpeda mpeanoiara, 4e iMa Bb3MOKHA IPHYUHHO-CIICICTBEHA BPB3Ka C IPUEMaHHS
JIEKapCTBEH MPOIYKT;

B) "cepuo3Ha" - BCEKH HEONAronpusteH e€eKT BbPXY 3APABHOTO CHCTOSIHHE, KOWTO € CTaHal
MPUYMHA 32 CMBPTEH M3XOJ, HEMOCPEICTBEHA OMAcCHOCT 3a KUBOTA, XOCIHUTAIU3alUs WU yAbDKaBaHE
CpOKa Ha XOCIHUTANIN3ALUs, 3HAYUTEITHH WIHM TPAaHU YBPEXKIaHUS, HHBAIUIU3AIMS U BPOIEHU aHOMAJINH;

I') KOMOMHAIMKY MeX Ay peakiuu rno Oyksu "a", "6" u "B".

42. "O6wwonpuero uMe" € MeXIyHapOAHOTO HEMaTeHTHO HAUMEHOBAaHUE Ha JIEKapCTBEHOTO WIIN
nomotHoTo BeriecTBo (INN), mpenopruano ot C30; ako HAMa TakoBa, ce U3Moia3Ba uMetTo B EBponeiickara
dapmakornes, ako U TaM JIMICBA - APYyro (apmMakomeiHo uMe; Korato HsMa (apmakomneiiHo ume, ce
U3I10J13Ba OOMYAaHOTO MIPUETO UME.

42a. (HoBa - /IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "OcHOBHa JAOKyMEHTalMs Ha
cucTeMara 3a IMpocie[siBaHe Ha JeKapcTBeHaTa 0e30MacHOCT' € MOJAPOOHO OMMCaHME Ha CUCTeMaTa 3a
IpocieIIBaHe Ha JeKapcTBEHaTa OE€30MacHOCT, U3MOJI3BaHa OT MPUTEKATENsl Ha pa3pelleHne 3a ynorpeda
10 OTHOIIIEHUE Ha €NH WUJIM MOBeYe pa3pelleHu 3a ynoTpeda JIeKapCTBEHU MPOAYKTH.

426. (noBa - 1B, Op. 48 ot 2015 r.) "OrneHka Ha 3ApaBHUATE TEXHOJIOTUN" €:

a) dopMa Ha MOJIUTUKA B 00JacTTa Ha HAyYHUTE U3CIEABAHMS, KOSITO MIPOyYBa KPATKOCPOUHUTE
U JIBJITOCPOYHUTE PE3yNTaTH, CBbP3aHU C MpPUJIAraHeTo Ha 3ApaBHUTE TEXHOJIOTMH, U UMa 3a Led Ja
npeocTaBy HH(GOPMAIHS OTHOCHO aNTEPHATUBHUTE 3/IPABHU CTPATETHH,

06) MyATHUIMCUMIUIMHApHA  JEHHOCT, KOSATO CHUCTEMaTHYHO  OLIEHABA TEXHUYECKHUTE
XapaKTepUCTHKH, O€301acHOCTTa, KIMHUYHATA €(PUKACHOCT U e(EeKTUBHOCT, Pa3XOIUTE, CTOMHOCTHATA
e(eKTUBHOCT, OpraHU3alMOHHUTE, COLMATHHUTE, MPAaBHUTE U ETUYHUTE IMOCIETUIM OT MIpUaraHeTo Ha
JIEKapCTBEHH MPOAYKTH B 3/paBeona3BaHeTOo M ce€ (OKycHpa BBPXYy CTOWHOCTTa - KIMHUYHA U
MKOHOMMYECKA, KaTO aHAIU3bT € CPABHUTEJICH CIPSAMO ChILIECTBYBAlllaTa WM Hail-moOpara KbM MOMEHTa
aJITepHATHBA.

428. (voBa - 1B, Op. 67 ot 2020 r.) "Odunuanna mabopatopusi 3a KOHTpod" € jabopaTopusi,
KOSITO U3BBPIIBA JTa0OpATOPHU H3MHUTBAHMS HA JICKAPCTBEHM MPOAYKTH OT HMMETO HAa KOMIIETEHTHHTE
peryiaTopHA OpraHd B H3MBJIHEHHWE HAa CHOTBETHH HAIMOHAJIHU HM3HCKBAaHMA W € HE3aBHCHUMa OT
MIPOM3BOIUTENIUTE U MPUTEKATEIUTE HA pa3pelIeHHs 3a ynoTpeda Ha JIEKapCTBEHU MPOAYKTH.

43. "llaptuga" € oONpenesNeHOTO KOJIMYECTBO OT JIEKapCTBOTO, IPOU3BEAECHO CBHIJIACHO
YCTaHOBEHA BB3MPOM3BOMMA TEXHOJOTHMYHA CXEMa, OCHTYpsBamla HEOOXOAMMUS TMAPTHICH XOMOTCHHUTET
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10 OTHOILICHHE HA M3MCKBAHUTE KOHTPOJIHU MOKA3aTEIH.

43a. (noBa - /IB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) "Ilnan 3a ynpaBieHue Ha pucka' e
NoApOOHO OMKCaHUE Ha CHCTEMAaTa 3a YIpaBlIeHHE Ha pUCKa.

44. "TlonoppkaHe Ha pa3pelieHUETo 3a ynorpeda Ha JICKapCTBEH MPOAYKT' BKIIFOYBA BCHUYKH
HEOOXOIUMHU JCHHOCTH C Orjel MOAXbp)KaHE Ha aKTyalleH PErHCTPAllMOHEH CTaTyC Ha JIeKapCTBEHUS
MPOAYKT, BKIIFOUUTEITHO U MPOCIIE/SIBAHETO HA JIEKapCTBEHATa O€30M1acHOCT.

44a. (moma - JIB, Op. 48 ot 2015 r.) "l[logabpxaHe Ha peuMOypceH cTaTyc" € OIleHKa Ha
JIeKapCTBEH NPOAYKT BBH3 OCHOBA Ha J0Ka3aTeicTBa 3a e(QUKACHOCT, TepamneBTUYHAa e(eKTUBHOCT,
0€301acHOCT U aHAJIU3 Ha (PapMaKO-MKOHOMHYECKH ITOKa3aTeu.

45. "Tlon3a" e MONOXKUTENEH pe3yiTaT/TepaneBTUYHa €(UKACHOCT Ha JIEKAPCTBEHUS MIPOAYKT 32
OTAEITHHS MMAIlUeHT, TPyIla OT MAMeHTH WK 3a 00mecTBoTo. KonmmuecTBeHaTa olieHKa Ha OYakBaHaTa 1moJi3a
BKJIIOUBA MPHUOIN3UTEIHO U3UHCIICHUE Ha BEPOSITHOCTTA 32 TO3MU MOJOKUTEIICH PE3yTarT.

46. (w3m. - JIB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "ITomomIHO BemecTBO" € BCsKa
ChCTaBKa Ha JIEKaPCTBEH MPOJIYKT, pa3ilyHa OT aKTUBHOTO BEUIECTBO U ONMAKOBBYHHS MaTepHall.

47. "lIlocTMapKeTHHIOBO IpOy4yBaHe" € BCSIKO NPOyYBaHE, MPOBEXKIAHO MPH ymnoTpeda Ha
JICKapCTBEHHS MPOIYKT B paMKUTE Ha OA0OpeHaTa KpaTKa XapaKTepHCTHKa Ha MPOAYKTa B MEPUONA CIET
paspeliaBase 3a ynorpeoa.

47a. (moBa - /IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1.) "[locpennnvectBo B 00nacTTa Ha
JIEKapCTBEHUTE MPOIYKTU" ca BCUUKH JACHMHOCTH, KOMTO MMAT 3a IIeNl CKIF0OYBAaHE Ha JOTOBOP 3a MOKYIKa
WK Tpojax0a Ha JIGKAPCTBEHU TNMPOJYKTH, ¢ M3KIIOYEHHUE HA THProBHATA HA €IPO, KOUTO HE BKIIIOYBAT
¢bu3nyecKo Ibp’KaHE M KOUTO Ce M3pa3siBaT B JOrOBApsSHE HE3aBUCHUMO U OT UMETO Ha JIPYro IOPUAMYECKO
WK GU3NYECKO JIUIIE.

48. (m3m. - [IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "IlocTMapKeTUHIOBO MIPOyYBaHE 3a
6e3omacHOCT" € BCSIKO MPOyUYBaHe, CBHP3aHO C Pa3pelIeH 3a yrnoTpeda JIeKapCTBEH MPOIYKT, IPOBEKAAHO C
el Ja ce WICHTH(QHUIMpA, XapaKTepu3upa WM ONpeAeid CTeleHTa Ha pHCKa [0 OTHOIICHHWE Ha
0€301acHOCTTAa, J1a c€ MOTBHPAU NPOGMIBT Ha OE€30MAaCHOCT Ha JEKApCTBEHUS MPOAYKT WU J1a Ce IMPELeHU
e(eKTUBHOCTTA Ha MEPKHTE 32 YIIPABICHHE HA PHCKA.

49. "[ToTeHUHAJIEH CEPUO3EH PUCK 3a 3/IPABETO HA HACEJIEHUETO'" ChIIECTBYBA, KOTaTO € HAJIUIIC
BHCOKAa CTEMEH Ha BEpPOATHOCT YNoTpedaTa Ha JIEKAPCTBEH NPOAYKT Ja MpeAu3BHKAa HEOTCTPAHUMH,
HETMONpPaBUMU W HEOOpaTUMH HETaTHBHHM TOCIEACTBUsA. [IpomechT Ha OIEHsBaHE WACHTUHUIHPA
OIMaCHOCTTAa OT MPUYHHIBAHE HA BPEH 3a 3[[paBETO HA HACENIEHUETO U ACHCTBUTEIHOTO M €KCIIOHUPAaHE MPU
mMpoKara ynorpeda Ha npoaykra. Cepro3HHUIT PUCK 3a 3[paBETO B KOHTEKCTA Ha yroTpeda Ha ompeaeseH
JIEKapCTBEH MPOIYKT MOXKeE J1a ObJIe MPELEeHEH MPU CICTHUTE YCIOBUS:

a) euKacHOCT - JaHHUTE, MPEJICTAaBEHU 3a TEpareBTUYHATa €(PHUKACHOCT 10 OTHOLICHHE Ha
MPE/UTOKEHOTO — MMOKAa3aHWE/TIOKa3aHMsl, Ha TMpeIoKeHaTa I[eJeBa TPYyNma/Tpynd TalueHTH W Ha
NpeJUIoKeHaTa JI0O3UPOBKA, MOCOYEHM B MPOEKTAa Ha JUCTOBKATa 3a MAalMEeHTa, HE 3alllUTaBaT HAay4yHO B
I'bJTHA CTETICH MPETEHIIMUTE 32 e(hUKACHOCT;

0) 6e30macHOCT - OIIEHKaTa Ha JaHHUTE OT MPEAKIMHUYHATa TOKCHYHOCT/(apMaKoIoruyHaTa
0€30MacHOCT M KJIMHUYHA O€30MacHOCT HE MOXE Ja 3allUTH YOEeIUTEeTHO 3aKIIOYEHHETO, Y€ BCUYKH
MOTEHLIMAJIHU CTPaHU 3a 0€30MacHOCT MO OTHOLIEHHE Ha IesieBaTa rpyna/Tpyn HalMeHTH ca TOYHO U
n34YepnaTeaHo OTpa3eHH B IpeJIoKeHaTa JIMCTOBKA 3a MAallMEHTa WM a0CONIOTHATa CTENEH Ha PUCK €
HETPUEMITNBA;

B) Ka4eCTBO - MPEAJIOKEHUAT HAUMH Ha MPOU3BOJACTBO M KOHTPOJHUTE METOAM HE Morar Ja
rapaHTUpar JIMIICA Ha CHIIECTBEH JAe(eKT B KAa4eCTBOTO Ha TPOIYKTa, KOMTO MOXE Ja ce OTpa3u Ha
0e30macHOCTTa W/ e(PUKACHOCTTA Ha MPOAYKTA;

I') CHOTHOIICHUE I0JI3a/PUCK - OLIEHKAaTa Ha CHOTHOIICHUETO IOJI3a/pUCK € HeOJaromnpusiTHa,
NpeBUI XapakTepa Ha WIACHTUQUIMPAHHS PUCK/PUCKOBE M Ha TOTEHIMAIHATA IT0JI3a 33 MPEI0KEHOTO

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 09.10.2023 .



MOKa3aHMUe/TIOKa3aHMs U 1IeJieBaTa Ipyna/Tpyny NalueHTH.

50. "IlpencraButen Ha JuueTOo Mo wi. 26, an. | wiam Ha TpUTEXKATEN Ha pa3pelieHue 3a
ynoTpeba" e iMile, yCTAaHOBEHO Ha TepUTOpHsTa Ha Penybnuka bbarapus, onpeneneHo oT JIULETo mo 4. 26,
an. | uim ot mpuTexaTeNs Ha pa3pelieHneTo 3a yrnorpeda J1a ro npeicTaBisBa Ipe] peryjJaTopHUTE Opraiu
Ha TepuTopusiTa Ha Penybnuka bearapus.

51. "l[lpuemnriBo HUBO Ha O€30MACHOCT" € HaJMIIE, KOraTo MpEeACTaBEHUTE JTaHHU C€ IpHemaT
MIPU CTaTUCTHUYECKH IOCTOBEpPHA 0€30MaCHOCT CIIOpe] KIMHUYHU U3MUTBAHUS, IPOBEJIEHN B ChOTBETCTBHE C
JloOpaTa KIMHUYHA MTPAKTHKA.

52. "[Ipon3BOACTBO HA JICKAPCTBEH MPOAYKT" ca BCUYKHU OIEpaIlii, CBbp3aHU ¢ HAOABSIHETO HA
MaTepHaluTe, TAXHOTO 00paOoTBaHe NpU MPOU3BOACTBEHUS TNPOLEC, BKIIOYUTEIHO ONAKOBaHE M
eTUKETHUpPaHEe, KAaueCTBEHUAT KOHTPOJI, OCBOOOXKIABAaHETO Ha MapTH/aTa, ChbXPaHEHUE, EKCIeIUpaHe u
CBBP3AHUAT C TE3U OTepaIiii KOHTPOJI.

53. (m3m. - 1B, Op. 84 ot 2018 r. (*)) "[IpoTOKON HAa KIMHUYHO M3MUTBaHE" € MPOTOKOJ IO
CMHUCHIA Ha 4. 2, maparpad 2, Touka 22 ot Pernmament (EC) Ne 536/2014.

54. "Ilyckane Ha mazapa" € paslpOCTPaHEHHETO Ha JIEKApCTBEHUS NPOAYKT B ThpPrOBCKaTa
Mpexa Ha TepuTopHusaTa Ha PemyOnmuka bbiarapus W3BBH IUPEKTHHS KOHTPOJ HA TPHUTEXATENS Ha
paspelIeHneTo 3a yrnorpeoa.

55. "IlppBuuHa omakoBka" € OMNAKOBKaTa, KOATO BJIM3a B HEMOCPEICTBEH KOHTAKT C
JIEKapCTBEHHUSI POJTYKT.

56. "PaguodapmarnieBTUK" € JIeKapCTBEH NPOAYKT, KOHTO, KOraTo € TOTOB 3a YIoTpeda, Chabpka
€IMH WM MOBeYe PaJAUOHYKINUIU (PaAM0aKTUBHU U30TOIHN ), BKIIOYEHU C MEIULIMHCKA IE.

57. "PaguoHyknmuaeH reHeparop" € BCSKa CHUCTEMa, KOSTO BKJIIOYBA (DUKCUpPAaH MaTepeH
PaAMOHYKINJ, OT KOWTO C€ MojJy4yaBa AbLIEPEH PaJAUOHYKINJ, KONTO ce OTHeids upe3 eayupaHe WIN 4Ypes3
JPyTU METOJIU U CE U3IMO3Ba B panoQapMalieBTUK.

58. "PamuonykiuaeH npekypcop” € BCEKH APYT PagUOHYKIIU[, MPOU3BEACH 3a PaJMOAKTHBHO
MapKupaHe Ha JIPYTro BEIIECTBO HEMOCPEICTBEHO MPEIU BHBEXK/IaHETO My B OpraHM3Ma Ha MalleHTa.

59. "PacTuTeneH JeKapcTBEH MPOLYKT' € JIEKapCTBEH IPOLYKT, KOWTO CBABPKA Karo
JIEKapCTBEHHM BEIIECTBA €IHO WJIM IOBEYE PACTUTENIHW BEIECTBA, WJIM €IUH WIM TOBEYE PACTUTEIHU
npernapaTy, Wi €JHO WU MOBeYe PACTUTETHH BEIIeCTBA B KOMOWHAIIMSA C €IWH WM TOBEYE PACTUTEITHH
npenapaT.

60. "PactuTenHuM BemiecTBa" ca OCHOBHO PAacTeHUS WIIM YacTH OT PAcCTeHHS, BOJAOPACIH, I'bOH,
JUIIEeH, KOUTO ca IeJId, HAaUyTlIeH! WM HapsA3aHU, U CE M3MO0I3BaT B HEOOPAOOTEHO CHhCTOSHUE, OOMKHOBEHO
B M3CYIIEH BUJ, HO MOHSAKOTra U MpecHU. Hskou ekcyaaT, KOUTO HE ca OWJIM MOJIOKEHH Ha crenugpuiHa
00paboTKa, CHIO Ce OTHACAT KbM PAaCTUTEIIHUTE BeIlleCTBa. PacTuTenHure BemecTBa TpsioBa J1a ca ¢ TOYHO
orpesieneH0 OOTaHMYECKO HAyYHO HAMMEHOBAHME Ha PACTEHHATA, OT KOUTO MPOU3XO0XKIAT, CHIIIACHO
OMHOMUHAIIHATa cucTeMa (poJ, BUJ, BApUETET U aBTOP).

61. "Pacturenen mpenapar" € mpoAyKTHT, KOUTO Ce MoJydaBa Cliej] eKCTPAKIIHs, ACCTHIIAIINS,
U3CTUCKBaHe, (paKIHMOHUpaHe, TMPEYNCTBaHe, KOHIIEHTpalus Wik (epMeHTalus Ha PACTUTEIHOTO
BEIIeCTBO. PacTuTenHUAT mpemnapar Moke /1a ObJe ChIIO CTPUTH MM pa3lpalleHd pPacTUTEIHU BEIIeCTBa,
TUHKTYpPH, EKCTPAKTH, €TEPUUHU Maciia, IpepaboTeHH PaCTUTEIHH TEYHOCTH/COKOBE.

62. "Penku 3abonsBaHusa" ca 3a00iABaHUATA, KOMTO C€ XapaKTepU3UpaT C 4YecToTa Ha
pasnpocTpaHeHue He mo-Bucoka oT 5 Ha 10 000 qymm oT HaceJIeHUETO.

63. "Pedepenten nekapcTBeH MPOAYKT" € JeKapCTBEH MPOAYKT, pa3pellieH Mo peaa Ha wi. 23 B
CHOTBETCTBHUE C U3MCKBAaHUATA Ha Wwi. 27.

64. (u3m. - JIB, 6p. 67 ot 2020 1.) "Pedepentna cTolHOCT 3a AehrHUpaHA JTHEBHA /032" € Hall-
HUCKaTa CTOMHOCT 3a Je(MHMpaHa THEBHA /1032, OlpeleseHa Ha 0a3aTa Ha CTOMHOCTUTE 3a neduHHpaHa
JTHEBHA 1034 Ha JIEKapCTBEHUTE MPOIYKTH MO MEXIyHAPOIHO HEMATEHTHO HAUMEHOBAHHUE ChC ChOTBETHATA

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 09.10.2023 .



nekapcTBeHa popma.

65. "PedepenTHa CTOMHOCT HaA TepaleBTHUCH Kypc" € Hall-HUCKaTa CTOMHOCT Ha TEparneBTUYCH
Kypc, ompezaeneHa Ha 0a3a CTOMHOCTHTE Ha TepamleBTUYEH Kypc Ha JieKapcTBaTa MO MEXIYHApOIHO
HENaTeHTHO HAaMMEHOBaHUE ChC ChOTBETHATA JIEKAPCTBEHA (opMa.

66. "Puck nipu ynorpebara Ha JIieKapCTBEH MPOAYKT' €:

a) PUCK 3a 3]paBeTO Ha MallMEeHTa WM PUCK 3a 3[PaBETO Ha HACEJIEHHETO, KOMTO € CBBbp3aH C
Ka4yecTBOTO, 0€30MMacCHOCTTa WM €(UKACHOCTTA Ha JICKApCTBEH MPOIYKT;

0) pucK OT HekenaHu eeKTH BbpXY OKOJIHATA cpera.

67. "Cepno3Ho HeXellaHO ChOUTHE" € BCsiKka HeOIaronpusTHa IMPOMsHA B 3IpAaBHOTO ChCTOSIHHE,
KOSITO € CTaHaja MPUYMHA 32 CMBPTEH M3XO0J1, HEIIOCPEICTBEHA OMACHOCT 3a )KMBOTA, XOCIIUTAIN3ALUS UIH
yABIDKaBaHE Ha CPOKa HAa XOCHUTANU3AIWs, 3HAYUTEIHH WIH TPalHU YBPEKIAHWS, WHBATUAU3ALUS U
BPOJICHU aHOMAJINU.

68. "Ceprudukar 3a ocBoOOXKIaBaHe Ha mapTUAa" € JOKYMEHT, KOWTO C€ u3JaBa OT
KBAJTM(HULIHUPAHOTO JIMIIE HAa MPOU3BOAUTEN MM HAa BHOCHUTENS 3a BCAKAa OTAEIHA MapTHIa U BKIOYBA
M3MCKBAaHUATA B CHOTBETCTBHE CHC CHEUU(UKAIUATA, KAKTO M BCHUKH PE3YJITAaTH OT M3IMUTBAHMATA 34
0CBOOOKIaBaHETO Ha MapTUAATA.

69. "Ceprudukar 3a JOMbIHUTENHA 3aKpuia" € JOKYMEHT, KOHTO MpeaocTaBsi JOIMbJIHUTEIHA
[IaTEHTHA 3aKpuja Ha JIEKapCTBEHMs IPOAYKT Hall-MHOIO 5 roJlMHU ciies AaTarta Ha U3TUYaHEe Ha OCHOBHUS
MaTEHT.

69a. (noma - /IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) "Cucrtema 3a ynpaBiieHHEe Ha
pHcka" e cucteMa OT MEPKU U JEHHOCTH 3a IpOCIeIsIBaHe Ha JIEKapCTBeHaTa Oe3011aCHOCT, NMpeIHa3HaueH!
3a WAGHTHU(HIMpaHe, XapaKTepu3UpaHe, MPEJOTBpATsSBaHE WM CBEXJaHE 0 MUHUMYM Ha PHCKOBETE,
CBBpP3aHHU C JIEKApPCTBEH MPOAYKT, BKIIFOUUTEIHO OLIEHKA HAa €(p)EKTUBHOCTTA HAa T€3H JIEHHOCTU U MEPKH.

6906. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "Cucrema 3a nmpocieasiBaHe Ha
JeKapcTBeHaTa 0e30MacHOCT" € CHCTeMa, M3IOJI3BaHa OT MPHUTEkKATENs Ha pa3pelieHue 3a yrnorpeda u oT
NAJI 3a u3nbjIHEHUE Ha 3a/ladyuTe U OTTOBOPHOCTHUTE IO IJaBa OCMa, IPEHa3HAYeHa 3a OCBIIECTBSBAHE
HaOroIeHne Ha 0e30MacHOCTTa Ha pa3pelleHUTe 3a ynoTpeda JeKapCTBEHHU MPOAYKTH M 3a OTKPUBAaHE Ha
BCSKa MPOMSIHA B ChOTHOIIEHUETO T0JI3a/PUCK.

698. (HoBa - /IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "CucremHo" € HapyIIeHHETO,
U3BBPIICHO TPU WJIM MOBEYE I'bTH B €IHOTOAMILIEH CPOK OT BJIM3aHETO B CHJIa Ha I'bPBOTO HAKa3aTEIHO
[IOCTAaHOBJIEHHE, C KOETO Ha HapyIIUTEN ce Hajlara Haka3aHHe 3a ChIOTO [0 BUJ] HapyLICHUE.

70. "CrieniHy OTpaHUYMUTEIIHA MEPKH 3a 0e30macHOCT" ca BpeMEHHH MPOMEHH B HHPOpMaLUsATa
3a MpOAyKTa IO OTHOLIEHWE Ha €JHAa WM IOBeYe 4YacTH OT KpaTKaTa XapaKTepUCTHKa Ha IPOAYKTa,
MOKa3aHMs, HAYMH Ha MPHJIOKEHHUE, MPOTUBOMOKA3aHUS U MPEIyNPEeKICHUs, KOUTO ca pe3yaTaT OT HOBa
nH(popmaIus, CBbp3aHa ¢ Oe30macHaTa ynorpeda Ha JIeKapCTBEHHS TPOIYKT.

71. "CnonTaHHO cbhoOlieHue" e J0OPOBOJIHO M3MPAaTEeHO ChOOIICHNE 3a M0103UpaHa HeXellaHa
peakuusi mpu ynorpedara Ha JEKapCTBEH NMPOJIYKT A0 IMPUTEXKATENsd Ha pa3pelleHueTo 3a ymnorpeda, 10
OpraHu 3a HaJ30p BBPXY JIEKApCTBEHUTE NMPOIYKTU WM 0 APYTHM OpraHU3alMM, KOETO HE MPOU3JIH3a OT
Npoy4YBaHe WIK Apyra OpraHu3MpaHa CUCTeMa 3a ChOMpaHe Ha HH(popMaIusl.

72. "Cpok Ha TrOJHOCT Ha JIEKApCTBEH MPOAYKT' € MHTEPBAIBT OT BPEME, B KOWTO, ako ce
CbXpaHsiBa MpH MPEIINUCAHUTE YCIOBHs, JIEKAPCTBEHUAT TMPOJYKT OTroBaps Ha M3HCKBaHMUATA Ha
cnenu@uKanusaTa, pa3padoTeHa Bb3 OCHOBAa Ha H3CJEABAaHMUS 3a CTAaOMJIIHOCT Ha HAKOJIKO MapTUAM OT
rorosara (opma.

73. (m3m. - JIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) "CpoTBeTcTBaIl JIEKApPCTBEH
IPOAYKT Ha PACTUTEIEH JIEKAPCTBEH HPOAYKT' € MPOAYKT, KOWTO ChAbpXKa €JHM U ChIIM aKTUBHU
BEIIIECTBA, HE3aBHCHMO OT ChCTaBa Ha IMOMOIIHHUTE BELIECTBA, MPEJHA3HAYCH € 3a €JHa M ChIla IEl, C
€KBUBAJIEHTHO KOJMYECTBO HA JIEKAPCTBEHOTO BEILIECTBO/BEIIECTBA, U C €/IHA U ChIA J03UPOBKA, U ChC
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CBIIMS WK MOJI00CH BT HA BBBEXKAAHE KAaTO MPOIYKTa, 32 KOMTO € T0JJa/IeHO 3asiBJICHHUE.

74. "CpoOmieHue 3a HeXxenaHa JIeKapCTBeHa peakiusa” € JOKyMEHTHUpaHa MHpOopMalus 3a eIHa
WK TIOBEYe TMOJ03UPaHK HEKEJaHW PeaKIMH, CBbpP3aHU C ynmoTpedara Ha €IWH WM TMOBeuYe JICKapPCTBEHU
MPOAYKTH OT €AMH IMalWeHT. 3a 3aYyuTaHe Ha BAJUJAHOCTTA HAa CHOOILIECHHETO 3a HEeXellaHa JIeKapCTBEHa
peaxius ca HeoOXOUMH MHHUMYM JaHHH 32 UACHTU(ULIMPaHE HAa CHOOIIUTENs (MHUIMATU WIH apec, WK
npodecus/CreMaHOCT), Ha TManueHTa (MHUIMAIM WM BB3pacT, WIM Jara Ha paxkIaHe, WIM I0J), Ha
He)KellaHaTa peaklrs/chOUTHE U Ha MOJA03UPaHUs JIEKApCTBEH MPOAYKT.

75. (m3m. - JIB, 6p. 84 or 2018 r. (*)) "ChimecTBeHa mpoMsiHa B MPOTOKOJIA HA KIMHUYHOTO
M3MHUTBaHE" € CHIIECTBEHA MPOMSHA 10 CMHUCHJIA Ha Wi. 2, maparpad 2, touka 13 ot Permament (EC) Neo
536/2014.

75a. (woBa - JIB, Op. 102 or 2012 r., B cuia ot 21.12.2012 r.) "CbliecTBEHU MPOMEHU B
MIPOTOKOJIAa HA HEHMHTEPBEHIIMOHATHO MOCTMAPKETUHTOBO MpoyuyBaHe" ca MPOMEHH, KOUTO MOBIMUABAT Ha
0e3omacHOCTTa, (pU3NUECKaTa MM MCHUXHUYECKaTa HEIIPUKOCHOBEHOCT HA MAIMEHTHTE WM HA PE3yJITaTUTE
OT MIPOYYBAHETO U TAXHATA UHTEPIPETAIIHSL.

76. (u3m. - [IB, 6p. 71 ot 2008 1., B cmia ot 12.08.2008 r.) "Tpeta nbpxaBa" € AbpkaBa, KOATO
HE € JbpKaBa - wieHka Ha EBpormelickus cbio3, uiu He € JbpxkaBa - cTpaHa nmo Cropa3yMeHHeTo 3a
EBporneiickoTo NKOHOMHYECKO IPOCTPAHCTBO.

77. "TbproBust Ha enpo" ca BCUYKU JEWHOCTU IO MpUI0OMBaHE, ChbXpaHsBaHE, CHAOIsBaHE,
BHOC WJIM U3HOC Ha JIEKAPCTBEHH MPOAYKTH, C U3KIIOUEHHE Ha CIy4yauTe Ha MPeIOCTaBsiHEe Ha JIEKaPCTBEHU
IIPOAYKTH JUPEKTHO HA HACEJIECHUETO.

78. (u3m. - 1B, 6p. 84 ot 2018 1. (*)) "YyacTHHK" € y4aCTHUK IO CMHUCHJIA Ha 4. 2, maparpad
2, touka 17 ot Pernament (EC) Ne 536/2014.

79. (ot™. - JIB, 6p. 84 ot 2018 1. (*))

80. "dapmakones" e COOPHUK C YTBBPACHU CHEIU(PUKAIUU U CHOTBETHH HM3UCKBAaHHUS BBHB
Bpb3Ka C IMPOM3BOACTBOTO, M3MHUTBAHETO, CHXPAHSIBAHETO M O0O3HAYABAaHETO HA AKTHUBHU BELIECTBa,
MIOMOITHH BEILIECTBA, JIEKApCTBEHU (OpPMHU, MaTEpHUAaIU 3a OMAKOBKU M CHCTABHHM YAacTHU Ha JIEKApPCTBEHUS
MPOJIYKT.

81. "dapmakorieliHa penentypa' e npeAnrucaHue 3a JEKapCTBEH MPOAYKT, U3TOTBEH B alTeKa 1o
perientypa oT neicTBaia hapmakornes U MpeIHa3HaueH 3a MPeJOCTaBIHE HA MAIIMEHTUTE B ChIaTa anTeka.

8la. (noBa - /IB, 6p. 71 ot 2008 1., B cuina ot 12.08.2008 r., uzm. - JIB, 6p. 102 ot 2012 1., B
cuna ot 02.01.2013 r.) "®danmudunmpan JeKapcTBEH MPOAYKT" € BCEKH JICKAPCTBEH MPOIYKT, IPH KOWTO ca
IIPEICTaBEHU HEBSPHO:

a) HeroBaTa WACHTUYHOCT, BKJIIOYUTENIHO NAaHHUTE BHPXY MbpPBUYHATA WIM BTOpUYHATA MY
OMAaKOBKAa, MUMETO MYy WU CBHAbPKAHUETO IO OTHOILIEHHWE Ha KOSATO M J1a € OT HErOBUTE CbCTABKU,
BKJIFOUMTEJIHO TIOMOIIIHUTE BEIIECTBA, U KOJIMYECTBOTO Ha aKTHUBHOTO BELIECTBO B J]030Ba €UHUIIA;

0) HETOBUSAT U3TOYHHK, BKIIFOUUTEIHO MMPOU3BOIUTENSAT MYy, IbpKaBara, B KOSITO € IPOU3BEJIEH,
IbprKaBaTa, B KOSTO € ITyCHAT Ha Na3apa, WK MPUTEKATENAT Ha Pa3pelIeHneTo My 3a yrorpeda, hiu

B) XPOHOJIOTHTA, BKIIFOUUTEIIHO 3aMIUCUTE U JOKYMEHTUTE, CBbP3aHu C M3I0JI3BaHaTa BepUra Ha
J0CTaBKa.

He ce cmsara 3a ¢ammuudunupan JeKapcTBeH MPOIYKT TaKbB C HEMpPEJHAMEPEHO JIOMYCHATH
OTKJIOHEHHSI B Kau€CTBOTO, KaKTO M JIEKAPCTBEH MPOJYKT, KOWTO € MyCHAT Ha Ia3apa B HapylLIEHUE Ha
IpaBaTa Ha UHTEJIEKTyaJlHaTa COOCTBEHOCT.

82. "XoMeonaTuyeH JIEKapCTBEH IMPOJAYKT'" € JIEKapCTBEH IMPOJAYKT, MPUTOTBEH OT BEILECTBA,
HapUyaHUd XOMEONaTHYeH W3TOYHMK, CBIJIACHO IPOU3BOJCTBEHUTE Ipoueaypu Ha EBpomelickara
dapmakories, a py JIMICA HA TAKKBA - ChITIACHO HAI[MOHATHATa (papmMakornes: Ha IbpKaBa YJICHKA.

83. "llena, m3umcineHa Ha 0a3a pedepeHTHa crToitHOCT" € 1meHara, oOpa3dyBaHa 3a BCEKH
JIEKapCTBEH MPOJYKT, BKIIOUYEeH B [l03UTHBHMS JIeKapCTBEH CNUCHK, M3YHMCIIeHAa Ha 0a3a ompejaeneHaTa
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pedepeHTHa CTOMHOCT 3a JeHUpaHa JHEBHA /1032 MM TEPANeBTHYEH KYPC.

84. (otm™. - /1B, 6p. 84 ot 2018 1. (*))

85. "3noymorpeba ¢ JIeKapCTBEHU MPOAYKTH" € TMOCTOSHHA WM eMH30JWYHa MpeIHaMepeHa
IIpeKOMEepHa ynoTpeba Ha JIEKapCTBEHU NPOAYKTH, IPUIPYKEHA C BPEAHU PU3NUECKH WM IICUXO0IOTHUECKU
edekTu.

86. (noBa - JIB, Op. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Kbppmauera" ca nena mox 12
Mecera.

87. (noBa - /IB, Op. 41 ot 2009 r., B cuia ot 02.06.2009 r.) "Xpanu 3a kppmaueTa" ca XpaHu,
MpelHa3HayeH! 3a creruuyHa XpaHUTEIHA ynoTpeda OT KbpMaueTa B MEpHoja HAa MMbPBUTE UM MECEIH,
KOUTO CaMHU ca JOCTaThYHU Ja 3aJ0BOJIAT XPAHUTEIHUTE HYXAM HA Te3UW KbpMadeTa N0 MOMEHTAa Ha
BBBEXIAHE Ha MOIXO11Ia JOIIBIHUTEIHA XpaHa.

88. (HoBa - JIB, Op. 41 ot 2009 r., B cuia ot 02.06.2009 r.) "Ilpexoanau xpaHu" ca XpaHH,
npeJHa3HauYeHH 3a crenu(uyHa XpaHUTETHa ynoTpeda OT KbpMauyeTa MpHU BHBEXKIAHETO Ha MOIXOAAIIA
JOITBIHUTETHA XpaHa U KOUTO MPEJICTaBIsIBaT OCHOBHATA T€YHA XpaHa OT MPOTPECUBHO YBEINYABAIIOTO CE
pa3zHoOOpa3ue Ha XpaHUTE MPU TE3U KbpMadeTa.

89. (noma - /1B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) "[Ipomsna tun [A" e npomsiHa ¢
MUHUMAJHO BB3JEHCTBUE WM 0€3 BH3JIEHCTBUE BHPXY KAa4eCTBOTO, OE30MacCHOCTTa WM €(UKACHOCTTA Ha
CbOTBETHUS JIEKAPCTBEH MPOAYKT.

90. (noBa - JIB, Op. 12 ot 2011 1., B cuia ot 08.02.2011 r.) "l[Ipomsina tun IB" e mpomsiHa,
KosiTO He € HuTo Tull IA, Huto mpomsHa tun II, HUTO pasmupsBaHe Ha oOXBaTa Ha Pa3pELICHUETO 3a
yroTpeoa.

91. (moBa - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) "[Ipomsira tum II" e mpomsiHa, KOATO
He ce sBsiBa pa3lIMpsiBaHe Ha oOXBaTa Ha pa3pelleHUeTo 3a ynoTrpeda W KOSATO MOXKE Jla UMa ChIIECTBEHO
BB3JICHCTBUE BHPXY KaUECTBOTO, 0€30MaCHOCTTA WM €(PUKACHOCTTA HA ChOTBETHHSI JIEKAPCTBEH MPOIYKT.

92. (noBa - 1B, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) "enerupan akt" € akT 1o CMUCHJIA
Ha wI. 290 ot [{oroBopa 3a pyHKIHOHUpaHEeTO Ha EBponeiickust chro3.

§ 2. HaumenoBanuetro Ha WAJl ce m3nucBa Ha naTtuHUIA, KakTo ciensa: "Bulgarian Drug
Agency".

§ 3. MuHHCTEpPCKHAT CBBET OIpENeNs yCIOBHATA W peaa 3a HabaBsHE, CbXpaHSABaHE H
OOHOBSIBAHE Ha JIGKAPCTBCHHUTE INPOAYKTH, ChbXpaHsBaHH OT JlppkaBHa areHuusi "J[ppaBeH pe3epB U
BOCHHOBPEMEHHM 3amacu'.

§ 4. (Hom. - 1B, ©p. 18 ot 2014 r.) To3u 3akoH BBBEXKAa pasmopenoure Ha JlupexTuBa
2001/83/EO na Espomeiickus mapiameHT W ChbBeTa 3a YTBBpXKJaBaHe Ha Kojekc Ha OOmHocTTa 32
JICKapCTBEHH MPOAYKTH 3a XyMaHHa ymoTpeba, mocieaHo wusmeneHa c¢ Jlupexktusa 2004/27/EO nHa
EBpomneiickusa napinament u CoBeta u Ha dupektusa 2012/26/EC na EBponeiickus napiameHT u Ha CbBerta
ot 25 oxromBpu 2012 r. 3a u3zmenenue Ha [JupexktuBa 2001/83/EO no oTHoueHue Ha (papmMakoIoruyHara
omurenaocT (OB, L 299/1 ot 27 oktomBpu 2012 1.).

§ 5. CpokoBere 3a 3amMTa Ha JJAHHUTE 3a PEPEPEHTHU JIEKAPCTBEHU IMPOJYKTH CE€ Ipujarar
cbriacHo pasnopenoure Ha wi. 89 ot Pernament (EO) Ne 726/2004 na EBpomneiickus napiament u CbBera
u 1. 2 ot dupextusa 2004/27/EO na EBponetickust mapnamenTt u ChBera.
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§ 5a. (Hos - [IB, 6p. 60 ot 2011 1., B cmma ot 30.09.2011 r.) (1) (U3m. - AB, 6p. 102 oT 2012 1.,
B cuwima ot 01.04.2013 r., m3m. - JIB, Op. 85 or 2017 r.) MuHHCTEPCTBOTO Ha 3/ApaBEOIa3BaHETO,
HanuoHamHUAT ChBET MO IIEHW U peUuMOypcHUpaHe Ha JIEKAPCTBEHUTE MPOAYKTH, V3IIbIHUTETHATA areHIHs
[0 JIeKapcTBaTa M PETMOHAIHUTE 3JIpaBHU WHCIEKLUUU OCUTYpPsIBAT BB3MOXHOCT 3a IPEAOCTaBsSHE Ha
uH(pOpMalvs U IPUEMaHe Ha 3asBJICHUS U TOKYMEHTH MO TO3U 3aKOH MO €NEeKTPOHEH IIbT MPH YCIOBUSITA U
[0 peAa Ha 3aKOHA 3a €JNEKTPOHHHUS JOKYMEHT U €JIEKTPOHHUTE yJIOCTOBEPUTENIHU YCIyrd M 3aKoHa 3a
€JIEKTPOHHOTO yIpaBIICHHE.

(2) IlpemocraBsiHeTo Ha wuHGOpMAIMs M NPUEMAHETO HA 3aSABICHUS W JOKYMEHTH IIO
€JIIEKTPOHEH IIbT CE€ M3BBPIIBAT CIJI€J] OCUTYpSIBaHE HA CHOTBETHUTE TEXHUYECKH W OpPraHU3al[MOHHU
YCIIOBUS, KAKTO U Ha COTBETHUTE MPOTPaMHH MPOIYKTH.

§ 56. (Hos - JIB, Op. 67 or 2020 r.) 3a HeypeAeHUTE C TO3M 3aKOH CIy4yau Ce Ipuiarar
pasnopenouTe Ha A IMHUHUCTPATUBHOMPOILIECYATHUS KOJICKC.

IIpexoanu u 3aKkiI0OUNTETHH pa3nopeaoun

§ 6. 3aKOHBT 3a JIEKapCcTBaTa M aNTEeKUTE B XyMaHHaTa meaunuHa (o0H., /1B, 6p. 36 ot 1995
op. 61 ot 1996 1. - Pemenne Ne 10 na Koncturyunonnus cba ot 1996 r.; usm., 6p. 38 ot 1998 r., 6p. 30 ot
1999 r., 6p. 10 ot 2000 t., 6p. 37 0T 2000 T. - Pemenue Ne 3 Ha Koncruryunonnus cba ot 2000 r.; u3m., Op.
59 o1 2000 r., 6p. 78 oT 2000 r. - Pemenue Ne 7 na Korncturyunonnus cba ot 2000 r.; u3m., 6p. 41 ot 2001
r., 0p. 107 u 120 ot 2002 r.; momp., 6p. 2 ot 2003 1.; u3m., 6p. 56, 71 u 112 ot 2003 1., 6p. 70 m 111 ot 2004
r., 0p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 T.) ce OTMEHS, ¢ U3KITIOUYCHNE Ha
pasnopenbara Ha ui. 10, an. 2, KosSTO ce mpuiiara 3a Cpok J0 €Ha TOANHA OT JeHs Ha BIM3aHETO B CHJIa Ha
TO3H 3aKOH.

§ 7. (1) Pazpemenusita 3a ynorpeba Ha JEKapCTBEHU MPOAYKTH, U3/IaJICHU IO BIU3aHETO B CHJIA
HA TO3M 3aKOH TIO0 HAIMOHAJHa IMpoLeaypa, KOUTO ca pa3pelleHh W B ObPKaBUTE YJIEHKU IO
LEHTpaIN3upaHa Npoleaypa, ce mpekparsaBar, cautado ot 1 suyapu 2007 r.

(2) PazpemenusTa 3a ynorpeda Ha JE€KapCTBEHH MPOIYKTH, U3JaJCHU J0 BIM3AHETO B CHJIA HA
TO3W 3aKOH I10 HallMOHAIIHA MPOIIeIypa, c€ MPUBEKIAT B CHOTBETCTBUE C M3UCKBAHUATA My KbM Jarara Ha
MOTHOBSIBAHETO WM.

(3) Pazpemienusita 3a ymorpeba Ha JIEKApCTBEHU NPOAYKTH, KOMUTO MMoOMajaaT B oOxBaTa Ha
Permament (EO) Ne 726/2004 na EBponeiickus mapiameHT 1 ChbBeTa M ca pa3pelieHu 3a ynorpeda mo peaa
Ha OTMEHEeHMsI 3aKOH 3a JIeKapcTBaTa W alTeKUTe B XyMaHHaTa MEIUIIMHA KaTo CHIIECTBEHO MOJ00HU
NPOAYKTH, HO HE ca pas3pemieHu 3a ynorpebda B EBpomeiickusi cblo3 MO HEHTpalu3upaHa Mpoueaypa, ce
MpeKpaTsBar.

(4) JlekapcTBeHHUTE NPOAYKTH, pas3pelieHd 3a ymnorpedba B EBponeiickus cbpio3 10
[EHTpaAIM3UpaHa MpoIeIypa, YAETO HAITMOHAIHO pa3pelieHne 3a yrmoTpeda e mpekpaTeHo o peaa Ha ai. 1,
Moratr nga ObaaT MpojaBaHU Ha TepuTopusta Ha PenyOnuka beiarapus B OmakoBKM U C JUCTOBKH B
CBHOTBETCTBHUE C MPEKPATECHOTO HAIIMOHAIHO pa3pelieHue 3a ynorpeda, 3a CpoK He TO-IBJIBI OT €Ha TOJIHA
OT JlaTaTa Ha MPEKPaTIBAHETO MY.

§ 8. (1) YTBBpAEHUTE PECIIHU LIEHU U PETUCTPUPAHUTE LIEHU MO peia Ha OTMEHEHHsI 3aKOH 3a
JIeKapcTBaTa M aNTeKUTE B XyMaHHAaTa MEIWIIMHA HAa JIEKAPCTBEHH MPOAYKTH, pa3pelieHu 3a yrnorpeda B
EBpormeiickus cbi03 MO ILEHTpaM3MpaHa MpolLEeaypa, YHUETO HAIMOHAHO pa3pelleHue 3a ymnorpeba e
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IIPEKPATEHO 10 peaa Ha § 7, ait. 1, octaBar B CWila B CPOK JI0 €/JHAa FOJIMHA OT JaTara Ha MPEKpaTsIBAaHETO MY.

(2) YTBBpACHUTE TIPEACIIHUA 1IEHU W PETUCTPUPAHHUTE IIEHHW IO pe/la Ha OTMEHEHHs 3aKOH 3a
JIEKapCTBATA U allTEKUTE B XyMaHHATa MEJIMLIMHA HA JIEKAPCTBEHU MPOAYKTH, U3BBH TE3HU M0 al. 1, ocTaBar B
cuna B cpok 110 31 nexemBpu 2007 r.

§ 9. (1) 3asBnenusaTa 3a paszpenieHre 3a ymnorpeda, MOTHOBSBaHE, MPOMSHA Ha H3IaJCHO
paspelleHue, NoJaJcHH 10 BIU3aHETO B CHJIa HAa TO3U 3aKOH, CE€ pasIIeKaaT U IPUKIIIOUBAT IIPU yCIOBUATA
U TI0 penia, MPEABUACHH B HETO.

(2) lonanenurte 3asBICHHUS M JOKyMEHTAllUsd 3a pa3peliaBaHe 3a ynorpeba Ha JEeKapCTBEHH
MPOJYKTH, KOWTO TOMANaT B 00XBaTra HA MpoIleaypara mo wi. 74, ChOTBETHO MO WiI. 75, ce MPHUBEXKIAT B
CHOTBETCTBHUE C U3UCKBAHUATA HA TO3U 3aKOH B CPOK JO TPU MEcella OT BIM3aHETO MY B CHJIA.

(3) Korato B cpoka mo aj. 2 3asiBJI€HHETO U JOKyMEHTAalusATa 110 ajl. 2 HE ca NPUBEICHU B
CHOTBETCTBHUE C U3MCKBAHUATA HAa TO3U 3aKOH, MPOIIeTypaTa Mo Pa3riekIaHETO UM Ce MpeKpaTsBa.

§ 10. (1) KnuanyHuTe W3NUTBAHUS, PA3pelICHH 0 BIW3aHETO B CHJIA HAa TO3W 3aKOH, Ce
JOBBPIIBAT 110 IOCETALIHMS PE.

(2) 3asBneHusTa 3a NPOBEXJAHE HAa KIMHUYHO M3MUTBAaHE Ha TepuTopusita Ha PemyOiuka
bearapus ce nmomasar, pasriaexaaT U NPUKIIOYBAT MPU YCIOBHATA U MO PEIa HA TO3H 3aKOH, CJeJl BIM3aHETO
B cuJia Ha HapenaOaTa mo 4i. 82, ai. 3.

(3) BasBneHuATa 3a MPOMEHU B pa3pellieHU KIMHUYHU H3MUTBAHUS, MOAAJICHU /0 BJIM3aHE B
CHJIa Ha TO3M 3aKOH, CE€ pasIiIeKaaT U NPUKIIOYBAT IIPU YCIOBUATA U 110 pela, IPEABUIECHHU B HETO.

§ 11. 3asBieHust 3a W3/AaBaHE HA pa3pelIeHHs 3a MPOU3BOJICTBO M 3a THPrOBUS HA €IpO C
JIEKapCTBEHU MPOAYKTH, MOAJICHH J0 BIM3aHETO B CHJIa Ha TO3M 3aKOH, C€ pa3riiexkaaT U MPUKII0YBAT IpU
YCIIOBHSITA U 110 Pelia, MPEABUACHHU B HETO.

§ 12. (1) [IpousBoauTenure Ha JEKapcTBa, MOJIYUUIN PA3pELIEHUE 3a IPOU3BOJCTBO 110 pesla Ha
OTMEHEHHs 3aKOoHa 3a JIeKapcTBaTa M alTeKUTe B XyMaHHATa MEIUIMHA, IPUBEXKIAT MPOU3BOJICTBEHATA CU
JIEMHOCT B CHOTBETCTBUE C M3UCKBAHUATA HA TO3U 3aKOH 10 OTHOLICHHE HA KBATU(PHULHUPAHOTO JHILE 110 YJI.
148, T. 2 B CpOK TpH Mecela OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

(2) 3aBapeHHTE KbM BJIM3aHETO B CHJIA HAa TO3M 3aKOH MPOU3BOJUTEIHN OCHLIECTBABAT AEHHOCTTA
CH Bb3 OCHOBA Ha M3JAJCHUTE UM IO pPella Ha OTMEHEHMs 3aKOH 3a JIEKapcTBaTa U aNTEKUTE B XyMaHHATa
MEIUIHA pa3peIIeHus.

§ 13. (1) Jlumara, moay4rmsid paspelniecHue 3a THPTOBHS HAa €IpO C JIeKapcTBa MO peaa Ha
OTMEHEHHUs 3aKOH 3a JieKapcTBaTa W aNTeKUTE B XyMaHHaTa MEJMIIMHA, MPUBEXKIAT JEUMHOCTTAa CH B
CbOTBETCTBHUE C U3UCKBAHUATA HA TO3U 3aKOH B CPOK J0 12 Mecela OT BIM3aHETO MY B CHJIA.

(2) do w3maBaHe Ha pa3pellieHUE 3a THPTOBUS HA €IPO C JEKAPCTBEHU MPOAYKTH IO pela Ha
TO3M 3aKOH, HO HE MO-KbCHO OT M3TWYAHE Ha CpOKa Mo aji. 1, nmuuara no ai. | ochuiecTBSIBAT AEHHOCTTA CU
Bb3 OCHOBA Ha M3JIaJICHOTO IO pela Ha OTMEHEHHWs 3aKOH 3a JieKapcTBaTa M anTEeKUTE B XyMaHHATa
MEIUIIMHA pa3pelieHue 3a ThProBUs Ha €O C JICKapCTBa.

(3) C uznaBaHeTo Ha paspellieHue 3a THProBUS Ha €IpO C JIEKAapCTBEHH MPOAYKTH MO peia Ha
TO3M 33aKOH, ChOTBETHO C M3THYAaHE HA CPOKa Mo aji. l, M31aJeHOTO MO pela Ha OTMEHEHUs 3aKOoH 3a
JIeKapcTBaTa M anTeKUTEe B XyMaHHATa MEAWIIMHA DPa3pelIieHre 3a THPTOBHs Ha €Apo C JIEKapCTBa cCe
MIpEeKpaTsBa.
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§ 14. (1) Jlunara, momyuuiaM paspelleHre 3a ThPrOBHsS Ha €ApO C JeKapcTBa IO peda Ha
OTMEHEHUSI 3aKOH 3a JIEKapCTBAaTa M alTEeKUTEe B XyMaHHATa MEIUIIMHA, MOTAT Jla OCBIIECTBSABAT BHOC Ha
JIEKApCTBEHH MPOJYKTH Ha TepUTOpusATa Ha PenmyOnuka bbarapus oT Tpetn mbp)kaBu Bb3 OCHOBA Ha TOBA
paspelieHue 10 mojiydaBaHe Ha pa3pelleHre 3a BHOC 10 pea Ha TO3U 3aKOH, HO He MO-KbCHO OT 12 mecena
OT BJIM3aHETO MY B CHJIA.

(2) B eqHOMece4deH CpOK OT BIM3aHETO B CHJIA HAa TO3W 3aKOH JuiaTa mo ai. 1 mogasat B MAJI
YBEJIOMJICHHE 3a JIMIETO, KOETO 1€ M3IIBIHABAa (YHKIUUTE HAa KBATHU(HUIIMPAHO JIMIE O CMUCHJIA Ha YJl.
161, am. 2, 1. 1.

§ 15. CpoxbT Ha JelicTBHE Ha pa3pelieHHsTa 3a ThProBUS HA €IpO C MEIULMHCKH H3IENus,
W3/1aJICHU TI0 pe/la Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBaTa M alTeKUTE B XyMaHHATa MEIUIIMHA, CE YIbJDKaBa
ciyxeb6Ho 110 31 nexemBpu 2007 r.

§ 16. (Ot™m. - IB, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r.)

§ 17. (1) 3aBapeHuTe 10 BIM3AHETO B CHJIA HAa TO3HM 3aKOH APOTEPHH OCHIIECTBSIBAT AEHHOCTTA
CH Bb3 OCHOBA Ha M3/IaJICHUTE UM YAOCTOBEPEHUS TI0 pelia Ha OTMEHEHHs 3aKOH 3a JISKapCTBaTa U alTeKUTE
B XyMaHHAaTa MEJUIIMHA.

(2) 3asBneHus 3a W3JaBaHE HA YJIOCTOBEPEHHS 3a PErucTpanus Ha APOrepuu, MOJAICHU 0
BJIM3aHETO B CHJIA HAa TO3M 3aKOH, CE PA3TJICKAAT M MPUKIIOYBAT MPH yCIOBHATA U 110 pe/ia, MPEIBUACHU B
HETO.

§ 18. (1) (M3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r., u3m. - /IB, 6p. 10 oT 2009 1., B
cwia ot 29.01.2009 r.) [1o3UTUBHUSAT JIEKapCTBEH CIHUCHK MO TO3U 3aKOH c€ U3padoTBa MO peaa, NpeABUIECH
B HEro, 1 Bin3a B cuia Ha 31 mapt 2009 r.

(2) (U3m. - IB, Op. 71 ot 2008 1., B cuita ot 14.04.2008 r.) [lo BIu3aHEeTO B cuUjla Ha CIIUCHKA IO
an. 1 pevictBan [lo3utuBeH nekapcTBeH cnuchk € [[03UTUBHUAT IeKapCTBEH CHCHK, pueT ¢ Hapenbara 3a
oTpesielisiHe HA TTO3UTHBEH JIGKAPCTBEH CIUCHK B Permybnuka bearapus (06H., JIB, 6p. 113 ot 2003 1.; u3Mm.,
op. 18 o1 2004 r., Op. 4 o1 2005 1. 1 Op. 8, 107 u 112 o1 2007 T.).

(3) (HoBa - /IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r., uzm. - JIB, 6p. 23 ot 2009 r., B cuna
ot 30.03.2009 r.) B nBymecedeH Cpok ciea BIM3aHETO B CHJIa HA CMHMCHKA MO al. | M3MBIHUTEINTE Ha
MeaunuHcka momony npeanucBat 1 H30K 3amnmama nexkapcTBEHUTE MPOAYKTH CHIVIACHO JIEKAPCTBEHUS
cnuchk Ha H30K, npuer ¢ Pemmenne Ne P/I-VC-04-127 ot 27 nexemBpu 2007 T. 3a onpeesiHe yCIOBUATA,
Ha KOUTO TPsOBa /1a OTrOBapsIT U3MBIHUTEINTE HA MEAUIIMHCKA TTIOMOIII, peJa 3a CKIII0YBAaHE Ha JOTOBOPUTE
C TSIX M IpYTH YCJIOBHA 110 Wwi. 55, ann. 2, T. 2, 4, 6 u 7 ot 3aKoHa 3a 3[paBHOTO OCUTYPSIBAHE.

§ 19. (1) B cpok o Tpu Mecena OT BIM3aHE B CUJIa HA TO3H 3aKOH:

1. MUHUCTEPCKHUAT CHBET M3MEHS M JOIMbJIBA Y CTPOMCTBEHUS MPABWIHUK Ha V3mbJIHUTETHATA
areHuus 1o JEeKapcTBaTa B CbOTBETCTBUE C TO3U 3aKOH;

2. MUHUCTBPBT Ha 3/[paBeolia3BaHeTo u3aBa HapeadaTa no wi. 82, ai. 3.

(2) B cpok no 6 Mmecena OT BiIM3aHE B CHJIa HAa TO3M 3aKOH MMHUCTEPCKUAT ChBET IpHUeMa U
MUHUCTBPBT Ha 3/IpaBeola3BaHETO U3/aBa IPYruTe HOPMATUBHU aKTOBE IO IPUJIAraHETO Ha 3aKOHA.
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§ 20. Cnen u3THMYaHE HA MBPBUTE JBE TOJMHU OT MaHJaTa Ha WICHOBETE Ha KOMUCHUUTE IO Y.
103, 107, 259 u 261 1o »kpebwuii ce onmpeaessaT MOJOBHHATA OT WICHOBETE, YHMUTO MaH/IaT Ce MPEKpaTsIBa.

§ 21. (U3m. - ]IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r.) B cpok 10 ABE TOMHU OT BIU3aHE
B cwiia Ha To3u 3akoH MAJI mpennprema HEOOXOAMMHUTE ACUCTBUS 3a aKpeIUTUpaHe Ha Jaboparopusra cu
32 KOHTPOJI Ha JICKapCTBEHU NMPOAYKTH U aKTUBHU BENIeCTBa OT EBpormeiickus TupeKTopaT 1o Ka4eCTBOTO Ha
JIeKapcTBaTa U 37paBeora3BaHe.

§ 22. (B cuma ot 14.04.2008 r.) B 3akona 3a 3apaBHOTO ocurypsiBane (00H., JIB, 6p. 70 ot 1998
r.; I3M., Op. 93 u 153 ot 1998 1., Op. 62, 65, 67,69, 110 u 113 ot 1999 1., Op. 1, 31 u 64 ot 2000 1., Op. 41
ot 2001 r., 6p. 1, 54, 74, 107, 112, 119 u 120 ot 2002 1., 6p. 8, 50, 107 u 114 o1 2003 r., Op. 28, 38, 49, 70,
85u 111 or 2004 r., 6p. 39, 45, 76, 99, 102, 103 u 105 ot 2005 r., 6p. 17, 18, 30, 33, 34, 59, 95 u 105 ot
2006 t., 6p. 11 ot 2007 r., 6p. 26 ot 2007 1. - Pemienne Ne 3 na Koncrurymmonuus c¢ea ot 2007 1.) ce
MPaBSAT CIETHUTE U3MEHEHUSI:

1. B um. 45:

a) asimHen 4, 5, 6 1 7 c€ OTMCHST;

0) anmuHes § ce U3MEHA Taka:

"(8) YcnoBusATa U peAbT 3a 3alallaHe Ha JICKApCTBEHH MPOAYKTH, BKItoueHU B [lo3uTuBHUA
JIEKapCTBEH CIUCBHK MO 4i. 262 OT 3aKoHa 3a JIEKapCTBEHWUTE IMPOJYKTH B XyMaHHaTa MEIWLMHA, Ha
MEIUIMHCKN U3JENIUA U Ha JUETUYHHU XPaHM 3a CHEIHAIHA MEIUIIMHCKU LENU ce ypekaaT ¢ Hapenda Ha
MUHUCTBHpA Ha 3/1paBeona3BaHeTo."

2. B . 55, an. 2, T. 7 ce u3MeHs Taka:

"7. COIUCHIMTE C MEAULMHCKU W3JIENHs U JUSTUYHU XPaHH 3a CIEHUATHA MEAUIIMHCKH LIEeTH U
nennre, 10 kouto H3OK HambiaHO WIM YacTHMYHO TH 3alulamia; yYCIOBHSATA 3a TPEANUCBAHETO H
MOJTy4aBaHETO Ha JIEKapcTBaTa, MEAUIIMHCKU H3IeNus W AUETUYHU XpaHW 3a CHEHHaTHU MEIUIHUHCKU
uenu."

§ 23. B 3akona 3a neueOHute 3aBeneHust (o0H., JIB, 6p. 62 ot 1999 r.; uzm., Op. 88 u 113 ot
1999 r.; momp., 6p. 114 ot 1999 r.; u3m., 6p. 36, 65 u 108 ot 2000 r.; 6p. 51 oT 2001 T. - Permerue Ne 11 Ha
Kouncturyumonnus cwa ot 2001 r.; u3m., 6p. 28 u 62 ot 2002 r., 6p. 83, 102 u 114 ot 2003 r., 6p. 70 ot
2004 r., Op. 46, 76, 85, 88 u 105 ot 2005 r., 6p. 30, 34, 59 u 105 ot 2006 T.) ce mMpaBAT CIECTHUTE
JOTTBTHCHHUS :

1. B un. 17 ce cp3naBa ain. 4:

"(4) B nmarHoCTUYHO-KOHCYJITaTUBHUS LIEHTHP MOTaT Ja Ce MPOBEXAAT KIMHUYHU U3MHUTBAHUS
Ha JIEKApCTBEHU MPOAYKTH IO Pe/la Ha 3aKOHA 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeIUIMHA."

2. B un. 26 ce cp3nasa ain. 4:

"(4) B nucnancepa morar ja ce NpoBeXAaT KIMHUYHU U3MUTBAHUS HA JIEKAPCTBEHU MPOIYKTU
0 pejia Ha 3aK0Ha 3a JICKAPCTBEHUTE MPOIYKTH B XyMaHHAaTa MeAUIMHA. "

§ 24. B § 14 ot npexoaHUTe W 3aKIIOYUTEITHUTE Pa3nopendu Ha 3akoHa 3a M3MEHEHHE Ha
3aKkoHa 3a ChCIOBHUTE OpPraHM3aLMHU Ha Jiekapute u cromaronosute (B, O6p. 76 ot 2005 r.) ce mpassr
CIIETHUTE U3MEHEHUSI U JOITbIHEHHUS:

1. JloceralHusT TEKCT cTaBa ajl. | U ce U3MEHs TaKa:

"(1) MunuBuyanHuTe U TPYNOBUTE NMPAKTUKU 32 CTOMATOJOTMYHA IOMOIL, CTOMATOJIOTUYHUTE
U MEJIMKO-CTOMATOJIOIMYHHUTE EHTPOBE, KOUTO ca PErMCTPUPAHH KaTO ThProBLU IO ThProBCKUs 3aKOH WM
KaTo KOOIEpalMy Mo 3aKoHa 3a KOOIepaluuTe, IPUBEXKIAT HAMMEHOBAHUATA CH B ChOTBETCTBHE C § 2 OT
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TO3W 3aKOH M BIMCBAT INpPOMsIHATa B THProBckusa peructbp, peructsp BYJICTAT um B cphoTBETHHSA
pErMoHaJIEH LIEHTHP M0 3/paBeona3Bane B cpok A0 31 aexkemspu 2007 r."

2. Ce3maBar ce ann. 2, 3 u 4:

"(2) UunuBuayanHuTe NPaKTUKK 32 CTOMATOJIOTHYHA TIOMOIII, KOMTO HE Ca PErMCTPUPAaHU KaTo
THProBUU MO TBHProBCKUS 3aKOH, IPUBEXKIAT HAMMEHOBAHUATA CU B CHOTBETCTBHE C § 2 OT TO3M 3aKOH U
BrucBar npomsHata B peructbp BYJICTAT u B ChOTBETHHSI pEervMoHaleH LIEHTHP IO 37paBeoNa3BaHE B
cpoka 1o ai. 1.

(3) BriucBanero Ha IpoMsiHaTa Ha HaMEHOBAHHUETO 3a NMPAKTUKUTE U LIEHTPOBETE IO al. 1 B
ThproBekus peructbp U peructbp BYJICTAT ce u3BbpiIBa, KakTo clieqBa:

1. 1o 1 romu 2007 1. - mo pena Ha THProBCKUS 3aKOH, 3aKOHA 3a KOONEpALUUTE M 3aKOHA 3a
peructsp BYJICTAT;

2. ot 1 rvonmu 2007 1. - no peaa Ha 3aKOHA 32 ThPTOBCKUSL PETUCTHP.

(4) AbpxaBHU Takcu 3a BIMCBAHE HA IPOMEHHUTE MO al. | u 2 He ce abikar."

§ 25. B 3akona 3a maTeHTUTE U perucTpalusaTa Ha nojesHute mojaenu (ooH., B, op. 27 ot 1993
r.; u3M., 83 ot 1996 1., Op. 11 oT 1998 1., Op. 81 o1 1999 1., Op. 45 1 66 ot 2002 1., 6p. 17, 30 1 64 ot 2006
r.) Bl 20 T. 7 ce OTMEHS.

§ 26. B 3akonHa 3a chClIOBHATa OpraHU3aIus Ha MarucTep-hapmanestute (00H., /1B, Op. 75 ot
2006 r.; u3m., 6p. 105 oT 2006 1.) B wi1. 5 T. 9 ce M3MEHsI TaKa:

"Q. naBa CTaHOBHMINA 32 OTKPHMBAHE HA anTeKu ChIVIacHO 4. 228, an. 1, T. 9 or 3akona 3a
JICKaPCTBCHHUTE MPOJAYKTH B XyMaHHATa MeIUIIMHA."

§ 27. B § 1, . 7 or mombIHUTENHATAa pa3nopenda Ha 3aKOHA 3a MHTETpaIvs Ha XopaTa ¢
yBpexaanus (06H., JIB, 6p. 81 ot 2004 r.; u3m., 6p. 28, 88, 94, 103 u 105 ot 2005 1., 6p. 18, 30, 33, 37, 63,
95, 97 u 108 ot 2006 T.) U3peyeHue BTOPO c€ U3MEHs Taka: "MEIUIIMHCKUTE W3/eNUs HE ca TOMOITHU
CpeICTBa, MPUCTIOCOOIEHUS U CHOPHKEHUA'".

§ 28. B 3akoHa 3a akiu3uTe U JaHbUHUTE cKianoBe (00H., JIB, 6p. 91 ot 2005 r.; u3m., 6p. 105
ot 2005 r., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 T.) B wn. 22, ain. 3, 1. 2 qymure "3akoHa 3a JIeKapcTBaTa U
anTEeKUTEe B XyMaHHAaTa MeAWIIMHA" Ce 3aMEHST ChC "3aKOHA 3a JICKAPCTBEHHUTE MPOAYKTH B XyMaHHaTa
MeaunpHa'",

§ 29. B 3akoHa 3a reHeTnyHO Moaudumpanu opranusmu (00H., JIB, 6p. 27 ot 2005 r.; u3Mm.,
op. 88 u 99 ot 2005 r., 6p. 30 oT 2006 1.) B Wi. 2, an. 2, T. 3 gymuTe "3aKoHa 3a JIeKapCcTBaTa M alTeKUTE B
XyMaHHaTa MeJIMIMHA" ce 3aMEHST ChC "3aKoHa 3a JEKapCTBEHUTE MPOJIYKTHU B XyMaHHATa MEAUIMHA" .

§ 30. B 3akona 3a 3amuTa Ha motpedutenure (06H., B, 6p. 99 ot 2005 r.; u3m., 6p. 30, 51, 53,
59, 105 u 108 ot 2006 1.) B wi. 186, an. 2, 1. 4 nymute "3akoHa 3a JIeKapcTBaTa M alTeKUTE B XyMaHHATa
MEIUIMHA" ce 3aMEHSIT ChC "3aKoHa 3a JIEKapCTBEHUTE IPOAYKTH B XyMaHHATa MEIULIMHA" .

§ 31. B 3akona 3a 3apaBeto (00H., JIB, 6p. 70 ot 2004 r.; usm., 6p. 46, 76, 85, 88, 94 u 103 ot
2005 r., op. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r.) ce mpaBsIT CICTHUTE U3MCHEHHUS:
1. B un. 4 nymute "3akoHa 3a 1ekapcTBaTa U allTEKUTE B XyMaHHATa MEIMIIMHA" C€ 3aMEHSAT ChC
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"3aKoHa 3a JIEKapCTBEHUTE IPOAYKTH B XyMaHHATa MEIULIMHA" .
2. B un. 21, an. 3 nymurte "3akoHa 3a J€KapcTBaTa M anTEKUTE B XyMaHHAaTa MeAUIMHA" ce
3aMEHAT CbC "3aKOHA 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeIUIMHA".

§ 32. B 3akoHa 3a KOHTPOJI BbPXY HAPKOTUYHHUTE BEIIECTBA U MpeKkypcopute (00H., JAB, 6p. 30
ot 1999 r.; uam., 6p. 63 ot 2000 r., O6p. 74, 75 u 120 ot 2002 1., 6p. 56 0T 2003 T, Op. 76, 79 M 103 OoT 2005
r., 0p. 30, 75 1 82 ot 2006 T.) cCe MPaBAT CICTHUTE U3MCHEHHUS:

1. B un. 32, an. 3 nymurte "3akoHa 3a JeKapcTBaTa U anTeKWTe B XyMaHHAaTa MeIWIIMHA'" ce
3aMEHST ChbC "3aKOHAa 3a JIEKapCTBEHUTE MPOJAYKTHU B XyMaHHATa MeAUIMHA" .

2. B un. 33, an. 1, 1. 1 nymute "3akoHa 3a JeKapcTBaTa M aNTEKUTE B XyMaHHAaTa MEAUIMHA" ce
3aMEHSIT ChC "3aKOHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MEIUIIMHA" .

3. B un. 34 cnex nymara "uzgaBat" gymute "Ha Maructbp-hapmaieBT" ce 3anuyaBar.

4. B un. 39, an. 2 nymute "wi. 55, T. 2 or 3akoHa 3a JeKapcTBaTa U alTEKUTE B XyMaHHaTa
MeaunuHa" ce 3ameHsT ¢ "wi. 197, 1. 2 oT 3akoHa 3a IeKapCTBEHUTE TPOAYKTH B XyMaHHATa MEIULIMHA" .

5. B uin. 44a an. 3 ce oTmeHs.

6. B un. 446 mymute "mMaructep-gapmarieBT,” ce 3aIM4aBar.

7. B § 1, 1. 14 o nompaHUTENHATA pa3nopenda AymMuTe "3aKoHa 3a JeKapcTBaTa M alTeKUTE B
XyMaHHaTa MEJUIUHA" C€ 3aMEHST ChC "'3aKOHA 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA" .

§ 33. B 3akoHa 3a KpbBTa, KpbBOJAPSIBAHETO U KpbBompenuBaHeTo (06H., JIB, 6p. 102 ot 2003
r.; u3M., Op. 70 ot 2004 1., 6p. 30 1 65 o1 2006 T.) B ui. 8, an. 4 mymure "3aKkoHa 3a JIEKAPCTBATA U AlITEKUTE
B XyMaHHaTa MeJIMIIMHA" C€ 3aMEHST ChC "3aKOHA 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEeIUIMHA" .

§ 34. B 3akoHa 3a oma3BaHe Ha okojHaTa cpeaa (06H., JAB, 6p. 91 ot 2002 r.; momp., Op. 98 ot
2002 r.; m3m., 6p. 86 ot 2003 r., 6p. 70 ot 2004 1., 6p. 74, 77, 88, 95 m 105 ot 2005 r., 6p. 30, 65, 82, 99,
102 u 105 ot 2006 r.) B wi. 140 nymute "dapmaneBTUYHU NPOTYKTH U MEAULIMHCKH U3JENHS IO CMUCHIIA
Ha § 1, T. 40 OT JOMBIHUTENHUTE pa3nopendOM Ha 3aKOHA 3a JieKapcTBaTa M aNTeKHTE B XyMaHHarTa
MeIUIMHA" ce 3aMEHAT C '"JIeKapCTBEHU MPOJYKTH, [0 CMHCHJIAa Ha 3aKOHA 3a JIEKApCTBEHUTE MPOAYKTH B
XyMaHHaTa MEJUIMHA U MEAUIIMHCKY H3/1enus".

§ 35. B 3akona 3a xpanure (00H., JIB, 6p. 90 ot 1999 r.; usm., 6p. 102 ot 2003 r., O6p. 70 ot
2004 r., 6p. 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 51, 55 u 96 ot 2006 1.) B un. 2, an. 3 T. 4 ce u3MeHs
TaKa:

"4. 1ekapCTBEHUTE NPOAYKTHU 110 CMUCHJIA HAa 3aKOHA 3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHATa
MeauuHa".

§ 36. Jlo Bnm3aHeTo B cWia Ha akToBere no § 19 wu3gageHWTe HOPMATHUBHU AKTOBE IO
MpUJIAraHeTo Ha OTMEHEHMsI 3aKOH 3a JIeKapCcTBaTa M alTEeKUTe B XyMaHHaTa MEQUIMHA CE€ Mpuiarar,
JIOKOJIKOTO HE TIPOTUBOPEYAT HA TO3U 3aKOH.

§ 37. 3akowbT BIM3a B CWia OT JeHsA Ha OOHapoaBaHeTo My B "J[bpkaBeH BeCTHUK', ¢
M3KJIIOYEHHUE Ha § 22, KOWTO BIU3a B CUJIA €JHA TOAMHA CJIe]l BIU3aHETO B CHJIa HA TO3M 3aKOH.

3akoubT € mpuer oT 40-ro Hapomgno cwOpanme Ha 30 mapt 2007 r. m e moamedaraH C
odunmanaus neuat Ha HapomHoro ceOpanue.
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IIpexonnu n 3aKJII0OYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 71 OT 2008 I'"., B CWJIA OT 12.08.2008 I".)

§ 65. (1) M3nganenute mo pena Ha OTMEHEHHUS 3aKOH 3a JeKapcTBaTa M anTeKUTe B XyMaHHATa
MeauirHa (00H., 1B, 6p. 36 ot 1995 r.; usm., 6p. 61 ot 1996 r., 6p. 38 oT 1998 ., Op. 30 OoT 1999 1., GP. 10,
37,59 u 78 ot 2000 r., 6p. 41 ot 2001 1., 6p. 107 1 120 ot 2002 1., Op. 2, 56, 71 1 112 ot 2003 1., 6p. 70 M
111 ot 2004 r., 6p. 37, 76, 85, 87,99 u 105 ot 2005 1., 6p. 30, 31, 34, 75 u 105 ot 2006 r.; oT™., Op. 31 OT
2007 r.) paspemieHus 3a yrnorpeda Ha JICKApCTBEHU MPOAYKTH, KOUTO TIOMAaaT B 00OXBaTa Ha OTMEHEHUS
Pernament (EO) Ne 2309/93 na ConBeta ot 22 tonu 1993 r., ¢ KoiiTO ce ycTaHoBsiBa peabT B OOIMIHOCTTA 32
W3/1aBaHE pa3peIuTeNIHd (JIMIEH3M) W YIPaKHSIBAHE HAJ30p HaJl JIGKAPCTBEHH CPEICTBA, M3IMOJI3BaHHU B
XyMaHHaTa U BeTEepUHAapHATa MEIUIIMHA, U ce Ch3haBa EBpormeiicka areHIMs 3a OIICHKA HA JEKapCTBEHU
CpelcTBa, HO HE ca pa3pelieHH 3a Yrnorpeda B JPYrUTe AbpP>KaBH WICHKH MO MPOLEeaypaTa, YCTAHOBEHA C
ormeHeHata JlupektuBa 87/22/EMO na CwbBeta ot 22 nexkemBpu 1986 r. OTHOCHO cOdMkaBaHE Ha
HAI[MOHATTHUTE MEPKH, CBBP3aHH C IyCKAaHETO HA Ta3apa Ha BHCOKOTEXHOJIOTWUYHH JICUCOHH MPOIYKTH,
CHEIHaJIHO Te3U, oJyueHu upe3 ouorexnonorus, win ¢ Pernmament (EO) Ne 2309/93, ce npekpaTsBart.

(2) Uznanenute crnen 20 voemBpu 2005 1. Mo peaa Ha OTMEHEHHs 3aKOH 3a JieKapcTBaTa H
anTEeKUTE B XyMaHHAaTa MEIUIIMHA pa3pelieHus 3a yrnorpeda Ha JIeKapCTBEHH MPOAYKTH, KOUTO IOMaIaT B
oboxsara Ha Permament (EO) Ne 726/2004 na EBpomneiickus napiameHT u Ha CbBeTa, HO HE ca pa3pelieHn
0 IIEHTpAJIM3UpaHa MpoIeaypa, ce MPeKpaTsBar.

§ 66. (1) Maructbp-dpapmaiieBTi U MOMOIIHUK-(PapMaIeBTH, KOUTO Cca MOJYYHIIU pa3pelicHue
3a OTKpPHMBAHE Ha alTeKa KaTo eIHOJUYHU THPTOBIH, JIeUeOHUTE 3aBEICHUS, KAKTO U OOIIMHUTE, TIOTYYHIH
paspellieHHe 3a OTKpHMBAaHE Ha amnTeka MO0 peda Ha OTMEHEHMS 3aKOH 3a JieKapcTBaTa M alTeKUuTe B
XyMaHHaTa MeJIMIMHA, OCBILECTBABAT JEMHOCTTA CH Bb3 OCHOBA HA M3/a/ICHUTE UM pa3peIICHNUS.

(2) llonagenute 10 BAM3AHETO B CHJIA HA TO3U 3aKOH 3asBJICHMS 32 M3/1aBaHE Ha pa3pellieHue 3a
TBHProBUsl HA JPEOHO C JIEKAPCTBEHU MPOAYKTU C€ PA3IJIECkKAAT MPH YCIOBHUATA U 1O pela, NMPEABUICHU B
HEro.

(3) U3BBH ciyuaute 1o ajn. 1 3aBapeHUTE KbM BIM3aHETO B CHJIA HA TO3M 3aKOH JIULIA, TOTYYUIH
paspelieHre 3a OTKpUBaHE Ha anTeKa, MPUBEXK/IAT AEHHOCTTa CH B ChOTBETCTBHE C M3UCKBAHHITA MYy B CPOK
710 €[lHa TOJIMHA OT BJIIM3aHETO MY B CHJIA.

(4) Jlumara mo an. 3 nmomaBar B MUHUCTEPCTBOTO Ha 3paBEONA3BAHETO 3asBIICHUE 3a
IpeperucTpanus, KbM KOETO IpuIarar:

1. 3asiBIIeHMe 3a W3/aBaHE Ha pa3pelleHHe 3a ThProBUs Ha JAPeOHO C JEKapCTBEHU NMPOIYKTU OT
nuuara mo wi. 222, an. 1, mo odpasen, yrBbpAeH OT MUHUCTHPA Ha 3JJpaBEONa3BaHETO;

2. aKTyaJHO YJOCTOBEPEHHE 3a BIIMCBAHE B THPTOBCKHUS PETUCTBP, CHOTBETHO TOKYMEHT 3a
aKTyaJHa perucTpalus Ha JIMLIETOo 1o wi. 222, an. 1;

3. Komue OT U3/1aJIeHOTO MO pe/la Ha OTMEHEHHUs 3aKOH 3a JIeKapCcTBaTa U alTeKUTe B XyMaHHaTa
MEIUIMHA pa3pelIeHne 3a OTKPUBAaHE Ha alTeKa;

4. 3aBepeHO KOMHE OT TPYAOBHs JOrOBOp WJIM JOTOBOp 3a Bb3jaraHe Ha YyIpaBleHUE Ha
PHKOBOJUTENA HA aniTeKaTa - B CIIy4auTe, KOraTo Ce M3MCKBA TaKbB;

5. nekyapanus oT JiMuara no wi. 222, an. 1, ye ca 3ama3eHM yCJIOBHATA, IPU KOUTO € U3a/IEHO
pa3peleHnueTo 3a ThproBus Ha JpeOHO ¢ JIeKapCTBEHU MPOAYKTH Ha JIMIATa 110 al. 2;

6. JOKYMEHT 3a €IHOKpaTHO Iu1aTeHa Takca B pasmep 100 iB.
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§ 67. JIuuara, nojanu 10 BJIM3aHETO B CHJIa HA TO3M 3aKOH 3asBJICHUS 3a MpPEperucTpanus 1o
pena Ha oTMeHeHHs § 16 OT NpPexXOJHUTE U 3aAKIIOUUTEIHUTE Pa3Nope M, KOUTO IIE€ OCHIIECTBABAT
JEMHOCTTa CH ChOOPA3HO M3MCKBAHUATA HA TO3M 3aKOH, [M0JaBaT B MUHHUCTEPCTBOTO HA 3/paBEOMa3BAHETO
B CPOK JI0 TPH MEceLa OT BIU3aHETO MYy B CHJIA CIIETHUTE JOKYMEHTH:

1. 3asBreHue o oOpasen, yTBbpIeH OT MUHUCTBPA Ha 3/IpaBEONa3BaHETO;

2. aKTyaJqHO YJIOCTOBEPEHHE 3a BIIMCBAaHE B THPTOBCKHUS PETHCTHP, CHOTBETHO JOKYMEHT 3a
aKTyaJlHa PEerHUCTpalusl WIH 3aBePeH MPENUC OT CXOJEH JOKYMEHT M0 HAIlMOHATHOTO 3aKOHOAATENICTBO Ha
IbpKaBa - 4ieHKa Ha EBpornelckus chio3, WIM MO 3aKOHOAATENICTBOTO Ha Jpyra JbpKaBa - CTpaHa IO
CnopazymenueTo 3a EBponeickoTo HKOHOMHYECKO TPOCTPAHCTBO, 1O Wi. 222, an. 1;

3. TpyJ0B JOTOBOP WJIM JIOTOBOp 3a yMpaBleHHE Ha alTeKaTa, CKIIYEH ¢ MarucThp-hapMaieBT
WJTU TIOMOITHUK-(DapMaIieBT.

§ 68. (1) Marucrbp-papManeBT WId TOMOUIHUK-(DapMaLeBT, MHOJIYYHJ pa3pelieHue 3a
OTKpHBAaHE Ha anTekKa Mo pejla Ha OTMeHEeHHs § 16 OT MpexoAHHUTE U 3aKIIFOYUTEIIHUTE pa3nopenou, Moxe J1a
IIPEXBBPIIN U3JaJCHOTO My pa3pellieHue Ha JULE 1o 4. 222, ai. 1.

(2) 3a u3BBpIIBaHE Ha MPEXBBPISHETO JuIara mo aja. | mogaBaT B MHHHCTEPCTBOTO Ha
3/IpaBEOINAa3BaHETO 3asBJICHUE, KbM KOETO Ipuiarar:

1. 3asiBIIeHME 3a W3JaBaHe Ha pa3pelieHHe 3a ThProBU Ha APEOHO C JEKapCTBEHU NMPOIYKTH OT
nunara mo wi. 222, ain. 1, mo oOpasen, yrBbpJeH OT MUHUCTHPA Ha 37JpaBEONa3BaHETO;

2. aKTyajJHO YJOCTOBEPEHME 3a BIIMNCBAHE B THPIOBCKUS PETUCTBP, CHOTBETHO JOKYMEHT 3a
aKTyaJIHa PETUCTpaLMs Ha JULETO 1o wi. 222, an. 1;

3. xomue OT U3Ja/ICHOTO 10 peia Ha OTMEHEHMs 3aKOH 3a JIeKapCcTBaTa U alTeKUTe B XyMaHHATa
MEIMIMHA pa3pellleHue 3a OTKpHUBAHE Ha anTeka WM pa3pelieHHe 3a MpeperucTpauus Mo peAa Ha
OoTMeHeHHus § 16 OT npexoHUTE U 3aKIFOUUTEIIHUTE PA3NOpeOu;

4. 3aBepeHO KoIue OT TPYAOBHUS AOTOBOP WM JOTOBOp 3a YIIPaBJICHHWE Ha PBHKOBOJIUTEINS Ha
anTeKara;

5. Iexyapauus oT JiMuara 1o wi. 222, an. 1, ye ca 3amna3eHu yCIOBHATA, IIPU KOUTO € U3LAIEHO
pa3pelIeHrneTo 3a THProBHsl HA IPeOHO C JIEKapCTBEHH MPOAYKTH Ha JIMIATa 1Mo aj. 1.

(3) IIpexBbpasHETO MO all. | MOXE J]a ce 3BBPIIU B CPOK A0 €/1HA TOAMHA OT BIM3aHETO B CUJIa
Ha TO3H 3aKOH.

§ 69. 3aBapCHI/ITC IIpu BJM3daHCTO B CHJIAa HA TO3W 3aKOH ApOrepur MNpOABbIJIKABAT [da
OCBIICCTBABAT ﬂCﬁHOCTTa CH Bb3 OCHOBA Ha U3JAACHUTC UM YAOCTOBCPCHUA 3a PECTUCTPALIUA.

§ 70. Ompenenenara 10 BIM3aHETO B cujla Ha To3u 3aKoH Komucus o [1o3uTuBHUS JeKapCcTBEH
CITUCHK OCBHIIECTBSIBA JIEHHOCTTA CH JIO ONIPECIISTHETO Ha HOBUSA M ChCTaB B ChOTBETCTBHE ¢ Wi. 261, ai. 6.

§ 71. Ilpoxgykture, KOMTO ToOmaaaT B oOXxBara Ha wi. 37 - TPajAUIUOHHU PACTUTEIHH
JIEKapCTBEHH MPOYKTH, U ca MIyCHATH Ha Ta3apa B CTpaHaTa KbM JIaTaTa Ha BIW3aHE B CUJIAa HAa TO3H 3aKOH,
Ce IMPUBEXKIAT B ChOTBETCTBHUE C U3UCKBAHUATA My HE 1O-KbCHO OT 30 ampun 2011 1.

§ 72. (1) o 31 nexemBpum 2008 r. mocumero mo ui. 27 3a paspelniaBaHe 3a yrnorpeda Ha
JIEKapCTBEH MPOAYKT IO MpoIeypa Mo B3aUMHO NMPU3HABaHE WM M0 JACLEHTpaIU3UpaHa MpoLeaypa Moxe
na ce nosasa BbB (hopmat "OO1] TEXHUUECKH JOKYMEHT".

(2) Ho 31 nexemBpu 2009 r. mocuero mo ui. 27 3a pa3pelaBaHe 3a ynorpeda Ha JEeKapCTBEH
MPOAYKT 110 HallMOHAIHA MPOIIeypa MOKeE J1a ce mojiaBa BbB (hopmaT "OOI] TEXHUYECKH JOKYMEHT".

§ 75. 3akoHBT BIM3a B CWiIa OT JcHS Ha OOHapojBaHeTo My B "JIbpkaBeH BECTHHK', ¢
M3KJII0UEHHE Ha pasnopendara Ha § 64, T. 2, kosaTo Biu3a B cuia oT 14 anpun 2008 r., u Ha pasnopeaoure
Ha§9,T1.4,§ 41,42 u 43, xouto Bau3aT B cuiia ot 26 roium 2008 T,
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3aK/Il0YuTeHU pa3nopendu
KBbM 3AKOH 3A UBMEHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B
XYMAHHATA MEJUIINHA

(OBH. - 1B, BP. 10 OT 2009 I'., B CWJIA OT 29.01.2009 I'.)

§ 2. 3akoHbT BiM3a B cuia Ha 29 suyapu 2009 r.

Ipexoanu u 3aKIIOYUTETHH Pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIJEKAPCTBEHUTE INPOJAYKTU B XYMAHHATA MEJUIIMHA

(OBH. - 1B, BP. 23 OT 2009 I'"., B CWJIA OT 30.03.2009 I'.)

§ 4. JInuara, nosy4uau OO BIM3AHETO B CHJIA HA TO3M 3aKOH paspelleHue no wi. 229, an. 2,
BKJIIOUBAIIO U3BBPLIBAHE HA THPTOBUS C XPAHUTENIHU J00AaBKU, MOTaT Ja U3BBPIIBAT U ThProBUs Ha JPeOHO
C TUETUYHM XPaHH 3a CHEIMATHU MEIULIUHCKH LIENH.

§ 5. B nByMecedueH CpoK OT BIHM3aHETO B CHJa Ha TO3M 3aKOH MUHHCTEPCTBOTO Ha
3[IpaBeora3BaHeTo ciaykebHo m3mpama B chorBeTHaTa PMOKO3 mo MecToHaxoXaeHHEe Ha anTeKuTe 3a
BIHCBaHE B peructhpa no wi. 14, an. 1 or 3akoHa 3a XpaHUTE KOMHE OT pa3pelieHusTa no wi. 229, an. 2,
W3JIaZICHH IO BIM3aHETO B CHJIA HAa TO3U 3aKOH.

§ 7. 3axonsT Bim3a B cuia ot 30 mapt 2009 1.

Ipexoanu u 3aKIIOYUTETHE Pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3/IPABETO

(OBH. - 1B, BP. 41 OT 2009 I'"., B CWJIA OT 02.06.2009 I".)

§ 92. (1) JIunara, moxy4unu 10 BIM3aHETO B CHJIA HA TO3M 3aKOH pa3pelieHue mo 4i. 229, an. 2
0T 3aKOHa 3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHAaTa MEIUIMHA, BKJIIOYBAIO0 U3BBPIIBAHE HA ThPTrOBUS C
XPaHUTEIHU J100aBKM, MOTaT Jia M3BBPIIBAT M THPrOBUS Ha APEOHO C XpaHU 3a KbpMayeTa M MPEeXOJHH
XpaHHu.

(2) B cpox nBa Mmecema OT BIM3aHETO B CHJIAa Ha TO3M 3aKOH MUHUCTEpCTBOTO Ha
3/IpaBeoIa3BaHeTo Cayx)ebHo usnpama B choTBeTHATa PUOKO3 1o MecToHaxoX/IeHNEe Ha alTeKUTe, KOUTO
U3BBPIIBAT U THPrOBUs Ha JAPEOHO C XpaHMU 3a KbpMaueTa M MPEXOAHH XpaHU MO ai. 1, 3a BNHUCBaHE B
peructbpa no ui. 14, an. 1 ot 3akoHa 3a XpaHUTE KOIUE OT paspelieHusnTa no wi. 229, an. 2 or 3akoHa 3a
JIEKapCTBEHUTE MPOJAYKTH B XyMaHHATa MEIULIMHA, U3a/ICHU /10 BIM3aHETO B CHJIa HA TO3U 3aKOH."

§ 96. 3akoHbT BIM3a B CHia OT JeHsA Ha OOHapoaBaHeTo My B "JlbpkaBeH BEeCTHUK', ¢
M3KJIIOYEHHUE Ha!
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1. maparpadu 3, 5, 6 u 9, xouro Bnu3at B cuia ot 1 ssuyapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77, 78, 79, 80, 81, 82, 83, 88,
89 n 90, xouto BiM3aT B cuna oT 1 romm 2009 r.;

3. maparpad 21, xoiito Bnu3a B cuiia ot 1 torn 2010 1.

3ak/II0uYNTeTHE pa3nopenou
KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE INPOJAYKTHU B
XYMAHHATA MEJIUIINHA

(OBH. - 1B, BP. 88 OT 2009 I'"., B CUJIA OT 06.11.2009 T".)

§ 2. 3akOHBT BIM3a B CWJIA OT JICHS Ha 0OHapoaBaHeTO My B "JIbp)KaBeH BECTHHK'.

IIpexonnu n 3aKJIIOYUTEHA pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 102 OT 2009 I'., B CWUJIA OT 22.12.2009 I".)

§ 4. (1) 3aBapeHuTe 10 BIM3aHETO B CHJIa HA TO3U 3aKOH MarucTbp-(papManeBTH U MOMOIIHUK-
(apMareBTH, KOMTO Ca MOJyYMIIN pa3pelleHue 3a OTKPUBAaHE Ha anTeKa B HACEJICHUTE MecTa 1o 4. 228, ai.
4 mo pena Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBaTa W alTEeKWTE B XyMaHHaTa meauimHa (o6H., JIB, Op. 36 ot
1995 r.; Pemenne Ne 10 na Koncturynuonuus csg ot 1996 1. - 6p. 61 ot 1996 1.; u3m., O6p. 38 ot 1998 1.,
op. 30 ot 1999 r., 6p. 10 ot 2000 r.; Pemienrie Ne 3 na Koncturynuonnus csg ot 2000 1. - 6p. 37 ot 2000
r.; U3M., 6p. 59 ot 2000 r.; Pemennie Ne 7 na Koncturynuonnus cba ot 2000 r. - 6p. 78 ot 2000 r.; u3m., Op.
41 ot 2001 1., 6p. 107 m 120 ot 2002 r., momp., O6p. 2 ot 2003 r.; U3M., 6p. 56, 71 112 ot 2003 1., 6p. 70 1
111 ot 2004 r., Op. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 1., 0TM., Op. 31
ot 2007 r.) ¥ KOUTO HE ca MOAJAJIU 3asBJICHHUE 3a MpeperucTpauus B cpoka mo § 66, an. 3 or 3akoHa 3a
W3MEHEHUE U JOTBJIHEHUE Ha 3aKOHA 3a JIEKAPCTBEHUTE MPOIYKTH B XyMaHHata meauiuHa (/IB, 6p. 71 ot
2008 r.), mpuBekAaT AEWHOCTTa CH B CHOTBETCTBHE C M3UCKBAaHMITA Ha TO3M 3aKOH B CpPOK 110 31 siHyapH
2010 .

(2) Jlumara mo an. 1 momaBaT B MMHMCTEPCTBOTO Ha 3/ApaBEONa3BaHETO 3asBICHUE 3a
IpeperucTpanus, KbM KOETO Ipuiarar:

1. 3asBIeHME 32 U3JaBaHe Ha pa3pelleHue 3a ThbProBUs Ha APeOHO C JIEKapCTBEHU MPOAYKTH OT
nunara o wi. 222, an. 1 mo odpaszen, yTBbpA€H OT MUHUCTBpA Ha 37paBEOIa3BaHETO;

2. aKTyaJHO YJOCTOBEPEHHE 3a BIIMCBAHE B THPIOBCKUS PETUCTBP, CHOTBETHO JOKYMEHT 3a
aKTyaJHa perucTpamus Ha JIMLIETO 1o wi. 222, an. 1;

3. Komue OT M3/1aJICHOTO MO pesla Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBaTa U alTeKUTEe B XyMaHHaTa
MEIHIIMHA pa3pelleHue 3a OTKPUBAHE Ha alTeKa;

4. 3aBepeHO KOMHE OT TPYAOBMs JOrOBOp WM JOTOBOp 3a Bb3JaraHe Ha YIpPaBIEHUE Ha
PBHKOBOJIUTENIS HA aliTeKaTa - B CIy4auTe, KOraTo ce U3UCKBa TaKbB;

5. Iexyapauus ot Jiuara 1o wi. 222, an. 1, ye ca 3amna3eHM yCIOBHATA, IIPU KOUTO € U3LAIEHO
pa3peIeHneTo 3a THProBHsI Ha IpeOHO C JIEKapCTBEHH MPOIYKTH Ha JIUIATA 110 aj. 1;

6. TOKYMEHT, M3/]aJIecH OT KMeTa Ha ChOTBETHATa OOIIMHA, YOCTOBEpSBAIl Oposi HA KUTEIUTE
Ha CbOTBETHOTO HACEJIEHO MSCTO;
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7. TOKyMEHT 3a €JHOKpATHO IjIaTeHa Takca B pasmep 100 nB.

§ 5. B cpok 5o Tpu Mecema OT BIM3aHETO B CHJIA HAa TO3M 3aKOH MHHHUCTBPBT Ha
3/IpaBeoIa3BaHETO U3MEHS U JIONBJIBA Hapenoara mo wi. 219, amn. 2.

§ 6. 3aKOHBT BiIM3a B CHJIA OT JICHS Ha oOHApoABaHETO My B "J[bpikaBeH BeCTHUK'.

IIpexognu u 3aKkI0UYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A JIEYEBHUTE
3ABEJIEHUS

(OBH. - 1B, BP. 59 OT 2010 T"., B CWJIA OT 31.07.2010T".)

§ 77. 3akoHBT BAM3a B cWia OT JeHS Ha oOOHapojaBaHeTO My B "Jlbp)kaBeH BECTHHK" ¢
U3KJIIOYEHHUE Ha:

1. maparpadu 9 (otHOCHO 4. 19, an. 4), 53, 60 u 66 (oTHOCHO 4. 98, an. 5 u 6), KOUTO BIU3AT B
cwia ot 1 ssayapu 2011 r.;

2. maparpad 75, ko#To Bnu3a B cuia ot 30 centemBpu 2011 r.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBM 3AKOHA 3A BIO/I’KETA HA HAIIUOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA
KACA 3A 2011 T.

(OBH. - IB, BP. 98 OT 2010 T'., B CMJIA OT 01.01.2011 TI'.)

§ 5. (1) IIpe3 2011 r. neiftHOCTUTE MO JUATHOCTHKA U JIEYCHHE HA 37TI0KAY€CTBEHU 3a00IIIBaHUS U
Ha OoimHUM ¢ OBOpeyHa HENOCTATHUYHOCT Ha JUATU3HO JIEYEHUE, BKIIOYUTEIHO OCHUTYPSIBAHETO Ha
JIEKAPCTBEHH MPOAYKTH M MEAUIIMHCKU U3CIHNS, KAKTO M IPYTUTE MEIUIIMHCKHU AeHHOCTH, KouTo pe3 2010
r. ca ¢puHAHCHpaHU 4Ype3 Oro/kera Ha MUHHCTEPCTBOTO Ha 37PaBEOINa3BAHETO M 4Upe3 JIEJICTUPAHHUTE OT
JbprKaBaTa JIEMHOCTH Tpe3 Or0/pKeTa Ha OOIIMHMTE, Ce 3aIllaliaT ChC CpecTBaTa 1Mo 4i. 1, an. 2, pex S.

(2) HdeitHOCTHUTE, JIEKAPCTBEHUTE MPOIYKTH U METUIIMHCKUTE M3JIENHs 1o al. 1 ce 3ariamar 1o
pel U METOJIMKA, ONPEIeNIEHH OT MUHUCTBPA Ha 3/paBEOIa3BaHETO.

(3) CpencrBata mo un. 1, an. 2, pex 5 ce TpaHcdepupar €KEMECEUHO 10 Kpas Ha TEKYIIHs
Mecell,

§ 7. HamzopHusT cbBeT Ha HanmoHanHaTta 3paBHOOCUTYPUTENIHA Kaca MMa MPaBo Ja U3BbPIIBa
BBTPEIIHN KOMIIEHCUPAHU NTPOMEHHU Ha KPEIUTUTE MEXKIY €JIEMEHTUTE Ha Pa3XOoAuTe U TpaHCPEPHUTE MO UJl.
1, an. 2, KOUTO ca B paMKHUTE Ha yTBbPACHUS OIOKET.

§ 8. Ham3opuust cbBeT Ha HarmonanHara 31paBHOOCUTYPUTEIHA Kaca Ha OCHOBaHHUE Wi. 26, ail.
2 oT 3aKOHa 3a 3[I[paBHOTO OCUTYpsIBaHE MMa IIPaBO Ja pa3XxojBa CPEACTBaTa OT pe3epBa 3a HENPEABUCHU U
HEOTJIOXKHU Pa3xou o ui. 1, an. 2, pexn 3.

§ 15. 3akonsT Bamu3a B cuia ot 1 ssHyapu 2011 r. ¢ uszkimouenue Ha § 10, koiTO BiIM3a B cujia OT
NeHs1 Ha oOHapoaBaHeTo My B "J[bpkaBeH BeCTHHK'.
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IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 98 OT 2010 T"., B CWMJIA OT 01.01.2011T".)

§ 106. B 3akona 3a nexkapcTBEHHTE MPOAYKTH B XyMaHHaTa meaunuHa (00H., /B, Op. 31 or
2007 r.; u3Mm., 6p. 19 ot 2008 r.; Pemenne Ne 5 na Koncturyunonnus cbva ot 2008 1. - 6p. 65 ot 2008 1.;
usMm., o6p. 71 ot 2008 r., 6p. 10, 23, 41, 88 u 102 ot 2009 r. u 6p. 59 ot 2010 r.) HABCAKBAEC TyMHTE
"pernoHaJHUTE MHCIEKIMM 3a/l0 Oma3BaHe M KOHTPOJ Ha OOIIEeCTBEHOTO 3apase, '"pernoHajiHata
MHCIIEKIMS 0 Oma3BaHe M KOHTpoJl Ha obmectBeHoTo 31apase” u "PMOKO3" ce 3aMeHAT CHOTBETHO C

"peruoHamHuTe 3I[paBHU WHCIIEKIUHU", "pernoHanHara 3apapHa uacnekuus" u "P3M1".

§ 121. 3akonbT Biu3a B cwia oT 1 sayapu 2011 1. ¢ u3KiItoueHne Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90,
92,96,§102,1.3,4,5,7u8,§ 105, 1.1,3u5,§107,1. 1, 2, 3,4, 6, 6ykBa "a", 1. 7, 10, 11, 13 u 15, OykBa
"a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, 1. 4 6, § 117, . 5u 7 u § 118, 1. 1, KOUTO BAM3AT B CUIa OT
JieHsl Ha 0OHapOIBaHETO Ha 3aKoHA B "/IbpkaBeH BECTHHK";

2. maparpad 102, 1. 1, 2 u 6, kouto Bim3aT B cuia ot 1 mapt 2011 r.;

3. maparpadu 22, T. 1 (otHOCHO ui. 36, an. 1, uzpedenue BTopo), § 37, § 48, 1. 2, § 51 u 59,
KOUTO BiM3aT B cwiia oT 1 roam 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "6", xoiito Biu3a B cuna ot 30 centemBpu 2011 r.

Ipexoanu u 3aKIIOYNTETHA pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOJAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - IB, BP. 12 OT 2011 I'., B CWJIA OT 08.02.2011 I'.)

§ 24, IloganenuTe BadUAHU 3asABJICHHUS U YBCAOMIICHUA 3a IPOMCHU B pPA3pPCHICHHATA 34
y1'IOTp66a npeanu BIM3aHCTO B CUJIA HAa TO3U 3aKOH CC PA3IrJICKAAT 110 JOCCTAllIHUA PCI.

§ 25. MUHHCTBPBT Ha 37JpaBEOIA3BAHETO MPUBEXK/IA B CbOTBETCTBUE C TO3M 3aKOH Hapendara mo
wI. 42 B CPOK 10 TPU MecCeNa OT BIM3aHETO MY B CHJIA.

§ 27. 3akoHBT BIM3a B CUJIa OT JeHs HAa oOHapoaBaHeTO My B "J[bpikaBeH BECTHHK".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 60 OT 2011 IT"., B CWJIA OT 05.08.2011T".)

§ 66. (1) IIpousBogurenute mo § 12, an. 2 OT NPEXOTHUTE U 3AKITIOYUTEITHUTE pa3nopeadu ce
NPUBEXIAaT B CHOTBETCTBHE C W3UCKBaHUATa Ha wi. 148 m Ha JloOpara mpoM3BOJACTBEHA IMpaKTHKa,
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OIIpezieIeH! 110 pela Ha wi. 152 B cpok 10 6 Mecena OT BIM3aHETO B CHJIA HA TO3U 3aKOH.

(2) Cnen mztnuanero Ha cpoka 1o ain. 1 MAJI u3BbpIiBa mpoBepka OTHOCHO IPHUBEKIAHETO B
CHOTBETCTBUE C M3UCKBaHUATA HA Wwi. 148 u Ha J[oOpaTa mMpou3BOJICTBEHA MPAKTHUKA, OMPEIEIICHU TI0 pena
Ha wi. 152.

(3) Koraro crnen u3BbpiiBaHeTo Ha mpoBepkaTta mo an. 2 MAJl ycraHoBH, Ye ycloBUsATa 3a
MPOU3BOJICTBO, KOHTPOJ M CHXPAaHECHHWE HAa W3XOJHUTE MATePUAIA 32 TMPOW3BOJCTBO W HA TOTOBHTE
JIEKapCTBEHH MPOAYKTH HE OTTOBapsST Ha M3UCKBAHMUATAa Ha TO3W 3aKOoH M Ha JloOpaTa mpou3BOACTBEHA
MIPAKTHUKA, TS YBEJOMSBA MUCMEHO CHOTBETHOTO JIUIIE 10 aJl. | U 1aBa MMCMEHU YKa3aHUS.

(4) B ciyuaii ue B cpok g0 60 1HU OT JaTaTa Ha YBEIOMSBAHETO ChOTBETHOTO JIMIIC 110 ail. 1 HE
OTCTpPaHH KOHCTATUPAHUTE HECHOTBETCTBHSI, M3MBJIHUTEIHUAT nupekTop Ha MAJI oTHemMa M31aieHOTO 1O
pena Ha OTMEHEHHMs 3aKOH 3a JIEKapCcTBaTa M alTeKUTe B XymMaHHaTa MeauiuHa (ooH., JIB, 6p. 36 ot 1995 1.;
Pemenue Ne 10 na Konctutyunonuus cba oT 1996 1. - 6p. 61 ot 1996 1.; u3m., Op. 38 ot 1998 r., Op. 30 ot
1999 1., 6p. 10 ot 2000 r.; Pemenue Ne 3 na Koncrurymmonnus c¢ba oT 2000 r. - 6p. 37 ot 2000 r.; u3Mm., Op.
59 ot 2000 r.; Pemenue Ne 7 mHa Koncturynuonnust ¢b11 oT 2000 r. - 6p. 78 o1 2000 r.; u3m., 6p. 41 ot 2001
r., 0p. 107 u 120 ot 2002 r.; momp., 6p. 2 ot 2003 1.; u3m., 6p. 56, 71 u 112 ot 2003 1., 6p. 70 m 111 ot 2004
r., Op. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r.; oT™., Op. 31 ot 2007 1.)
paspenieHue 3a Npou3BOJACTBO MPHU yCIOBUATa Ha 4. 160a.

(5) Koraro cien n3BbpIIBaHETO HA MPOBEPKATA MO all. 2 C€ YCTaHOBHU, Y€ ChOTBETHOTO JIUIIE TIO
an. 1 He ce e MpHUBEJIO B CHOTBETCTBUE C U3MCKBaHMATA Ha wi. 148 u Ha JloOpaTa nmpou3BoACTBEHA MTPAKTHKA
o ui. 152, MAJI oTHemMa u3iaieHO pa3pelieHue 3a MPou3BOJICTBO MpH yciIoBHsATa Ha 4wi. 160a.

(6) Korato ciem u3BbpIIBaHETO HA MPOBEPKATa MO all. 2 C€ YCTaHOBHU, Y€ ChOTBETHOTO JIMIIE TI0
an. 1 ce e mpuBeNO B CHOTBETCTBUE C M3UCKBaHMATA HA Wi. 148 u Ha JloOpaTa mpon3BOACTBEHA MPAKTHKA 110
. 152, UAJI u3naBa HOBO pa3pelIeHHE 3a MPOU3BOACTBO 0 PeAa Ha TO3U 3aKOH CIIEI:

1. mogaBaHe Ha 3asBJIeHHE U TOKyMeHTauus rno wi. 150 u 151, u

2. mpencTaBsHE Ha IOKyMEHT 3a IjaTeHa Takca B pasmep 1500 is.

(7) Korato B emHOMEceUYEH CPOK OT MPHUKIIOYBAHETO Ha MPOBEPKATa M0 all. 2 JUIETO 1o ajl. 6 He
€ T0/1aJIo 3asBJICHUE U JIOKyMeHTauus no wi. 150 u 151, uznageHoTo paspenieHue 3a mpou3BoJICTBO O peia
Ha OTMEHEHUs 3aKOH 3a JICKapCTBaTa M allTeKUTe B XyMaHHATa MEIUITMHA CE TTPEKPATSIBA.

§ 67. (1) OTKpuTHTE U HENPUKIIIOUMIM 10 BIM3AHETO B CHJIa HA TO3U 3aKOH IIPOU3BOJICTBA 32
M3JlaBaHEe WJIM IPOMEHU Ha pa3pelleHus 3a ThbProBUs Ha IpeOHO C JEKapCTBEHU MPOAYKTHU C€ pasriiexaar u
JOBBPIIBAT 0 JJOCETAIIHUA peJ] 0e3 mpecTaBsHe Ha MpeUioskeHre 0T Buciiums cbBeT 1o dapmMariusi.

(2) B cpok nmo nBa Mecena OT BJIM3aHETO B CHJIa Ha TO3M 3aKOH MUHHMCTEPCTBOTO Ha
3/IpaBeoOIa3BaHEeTO MPEAOCTaBs Ha VI3MBbIHUTENHATA areHIMs MO JIeKapcTBaTa C MPUEMHO-IIPelaBaTeIeH
IIPOTOKOJI apXUBa Ha MPUKIIOYMINTE IPOU3BOACTBA.

(3) B cpok mo nBa mecena OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO MPEAOCTaBs Ha V3MbJIHUTENHATa areHIUs MO JIeKapcTBaTa ¢ MPUEMHO-IIPEIAaBaTEIeH
MIPOTOKOJI BOJEHUS OT MUHHUCTEPCTBOTO Ha 3/paBEONAa3BAHETO PETUCTbD Ha M3/AaJE€HUTE pa3pelleHus 3a
THProBUs Ha IPeOHO ¢ JEKApPCTBEHU MPOIYKTH B anTeKa.

(4) Cnen w3naBaHe Ha paspelieHre Mo peaa Ha ajn. | MUHHUCTEpCTBOTO Ha 3/IpaBEOIa3BaHETO
u3Mpaila B TPUTHEBEH CPOK ciykeOHO A0 M3mbnHuTenHaTa areHuus Mo JeKapcTBaTa KOMHe OT HEero 3a
BIIMCBAHC B PCrUCTHhpPa HAa U3AAJCHUTC PA3pCUICHUA 3a ThPIrOBHA HaA Hpe6HO C JICKapCTBCHU IMPOAYKTH.

(5) Cnen 3aBbpiiBaHe Ha MPOW3BOJCTBATA MO al. | MHUHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO
npeaocTaBs Ha M3nobnaurennara ar CHIUA II0 JICKApCTBATa € IMPUCMHO-TIPCAABATCIICH IPOTOKOJ TCXHUA
apxuB.

§ 68. (1) 3asBieHusATa 3a M31aBaHE WIM IPOMEHM Ha YJOCTOBEPEHHUS 3a PETUCTpaLldsd Ha
APOTepHH, TOAAZCHU /10 BIM3AHETO B CHJIa HAa TO3M 3aKOH, CE€ Pa3MIeKJaT MpPU YCIOBHUATA U 1O peaa,
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MNpECABUACHHU B HCTO.

(2) B cpok 1o eawH Mecel] OT BIM3aHETO B CHJIa HA TO3W 3aKOH M3mbIHWUTETHATA areHIMs 10
JIEKapCcTBaTa MPEJOCTaBs Ha CHOTBETHATa pPETHOHANHA 3JpaBHA HWHCIEKIHUS C IPHEMHO-NpeaaBaTeleH
MIPOTOKOJI 3asIBJICHUSATA U JTOKYMEHTUTE, MOJAJACHHU 3a MPOM3BOJICTBATA 32 M3JaBaHE HA YJIOCTOBEPCHHS 3a
perucTpanus Ha APOTreprH, KaKTO U apX1Ba Ha MPUKIIOYHINTE MPOU3BOICTBA.

(3) B cpok 1o eauH Mecel] OT BIM3aHETO B CHJIa HA TO3W 3aKOH M3mbiHUTETHATa areHuus 1o
JeKapcTBara mpeaoctaBs Ha MUHHCTEPCTBOTO Ha 3ApaBeOla3BaHETO C MPHEMHO-TpeaaBaTesieH MPOTOKOI
BojieHUs1 OT MIAJI perucTbp Ha U3/1aJIeHUTE yIOCTOBEPEHUS 32 PETUCTPALls Ha IPOTEPHsl.

(4) B cpok o eawiH Mecel OT MPEIOCTaBSIHETO Ha PErucThpa Mo ajl. 3 MHUHHCTEpCTBOTO Ha
3/IpaBEOIa3BaHETO M3TOTBS U MyOJMKyBa Ha CTpaHUIATa CH HAIIMOHATHMS PETHCTHD HAa W3JaJCHUTE IO
BJIM3aHETO B CHJIA HA TO3H 3aKOH YJOCTOBEPEHHS 32 PETUCTPAIIHS Ha IPOTEPHUH.

§ 69. (1) B cpox no Tpu Mecema OT BIM3aHETO B CWJIa Ha TO3U 3aKOH IIPOLIELYpUTE 3a
YTBBPKIAaBAHETO WM PETUCTPUPAHETO HA IIEHHU HA JIEKAPCTBEHUTE MPOAYKTH CE U3BBPIIBAT IO TOCETAITHHS
pen ot KomucusTa no HeHUTE Ha JIEKAPCTBEHUTE MPOIYKTH.

(2) Cnen n3tnuanero Ha cpoka no ai. 1 Komucusara no neHuTe Ha JIEKapCTBEHUTE MPOAYKTH
npenoctaBs Ha KomucusaTa mo 1ieHu U peuMOypcupaHe ¢ MPUEeMHO-TIPEeIaBaTeNICH IPOTOKOI 3asiBJICHUATA U
JOKYMEHTHUTE, MOAAQJCHU 3a MPOLEAypUTe Mo ai. l, KakTo M apXvBa Ha MPUKIIOYWINTE MPOLEIYypH 3a
YTBBPK/IaBaHE WJIM PETUCTPUPAHE Ha IIEHU Ha JICKAPCTBEHUTE MPOTYKTH.

(3) Cnen m3tnvanero Ha cpoka mo an. 1 Komucusara mo neHuTe Ha JIEKQPCTBEHUTE MPOAYKTH
npeaoctaBs Ha Komucusita o neHn u peumMOypcupaHe ¢ MPUEMHO-TIPEIaBaTeNIeH MPOTOKOJ BOJCHHUTE OT
KOMHUCHSITA PETUCTPU Ha U3JAJCHUTE pEIICHUs 3a YTBBbPXKAABaHE WM pErucTpanus Ha LEeHH Ha
JIEKAPCTBEHUTE MPOTYKTH.

§ 70. (1) B cpok nmo Tpu Mecema OT BIM3aHETO B CHUJIa HA TO3M 3aKOH MPOILEIypUTE IO
BKJIFOUBAHE, N3KIIFOYBAHE W/WIIA TPOMEHH Ha JIEKAPCTBEHH MPOIYKTH OT [I03UTUBHUS JICKAPCTBEH CIUCHK CE
W3BBPIIBAT 10 JOCETalTHus pell OT KOMUCHUATA 1O TTO3UTUBHUS JIEKAPCTBEH CITUCHK.

(2) Cnen wm3tnuanero Ha cpoka mo ain. 1 Komucusara 1mo mo3UTUBHUS JIEKAPCTBEH CIHUCHK
npenoctass Ha Komucusita 1o meHn u peuMOypcrupaHe ¢ IPUEMHO-TIPEIaBaTeNIeH MPOTOKOJT 3asIBIICHUSTA
JOKYMEHTHUTE, TIOJaJICHH 3a MPOLEIypUTe Mo ail. 1, KaKTo U apX¥Ba Ha MPHUKIIOYUIUTE MPOLEAYPH 32
BKJIFOUBAHE, M3KIFOYBAHE V/WIM IPOMEHU HA JICKAPCTBCHH MPOIYKTH OT [103UTHBHHMS JICKAPCTBEH CITUCHK.

§ 71. Ipp:xaBHUTE TaKCH, BHECEHH IO mporeaypute no § 69, an. 1 u § 70, an. 1, ce pazxonsar
3a o0e3leuaBaHe Ha ChOTBETHUTE aIMUHUCTPATUBHU MPOM3BOJICTBA, KaKTO U 3a JeiHocTTa HAa Komucusra
10 MPO3PAYHOCT.

§ 72. (1) Llenute, onpenenenu mo peaa Ha wi. 258, an. 1, Ha JIEKapCTBEHUTE MPOIYKTH, KOUTO
KbM BIIM3aHETO B CHJIa HAa TO3M 3aKOH Ca BKJIIOYEHHU B [I03MTHBHMSA JIEKAapCTBEH CIIUCHK, CE CMSATAT U 3a
TEXHHM IMPEAETHH LIEHU NIpH Mpojax0arta UM Ha ApeOHO chriaacHo wi. 258, ain. 3.

(2) B cpok o Tpu Mecema OT BIM3aHETO B CHJa Ha TO3M 3akoH Komucusara mo nesure Ha
JICKapCTBEHHUTE MIPOAYKTH CITy>)KEOHO 3aIM4yaBa OT PETHUCThpa HA NMPEJCITHUTE IEHN 00pa3yBaHHUTE MPEICITHU
LICHH Ha JIEKapCTBEHUTE MPOAYKTH 110 aj. 1.

(3) o 31 nmexemBpu 2012 r. mpuTexaTenuTe Ha pa3pelleHds 3a ynorpeba He Morar Ja
IIPOMEHAT IIeHaTa Ha JIEKapCTBEH NMPOAYKT C M3KIIOYEHHE HAa HAMaJsIBAHETO M 3a MPOAYKTH, KOUTO KbM
BJIM3aHETO B CHJIa Ha TO3M 3aKOH Ca UMalli OIpeJesieHa IIeHa, HO He ca BKIOYeHH B [lo3uTHBHHSA
JIEKapCTBEH CIIUCBHK.

§ 73. (1) C Biu3aHeTO B CHJIa HAa TO3U 3aKOH 00pa3yBaHHUTE MPEACIHU IICHU Ha JIGKAPCTBEHUTE
MPOJYKTH, OTIYCKaHH MO JIEKApCKO MpEeINUCaHue, U PEerMCTPUPAHUTE LEHH Ha JIEKapCTBEHUTE MPOIYKTH,
OTIIyCKaHU 0€3 JIeKapCKo MpeIUCcaHne, e CMATAT 3a TEXHU PErUCTPUPaHM LIEHH 1o wi. 258, ai. 2.
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(2) U3BbH ciayuaute 1o aji. 1, ¢ BIM3aHETO B CUJIA HA TO3U 3aKOH 00pa3yBaHUTE MPEACIIHUA LICHU
Ha JIEKapCTBEHUTE MPOAYKTH, KOUTO MPHUHAJIEKAT KbM MEXIYHAPOJAHO HEMIATEHTHO HAMMEHOBAHUE, KOETO
€ BKJIItOUEHO B [I03UTHUBHUS JI€KAPCTBEH CIUCHK, C U3KIIOUEHHE HA MPOJYKTUTE, BKIIOUEHHU B MPUIIOKEHUE
No 2 Ha cnuchbka, ce CMATAT M 32 TEXHHW IPENeNHU IEHW MPH MpojaaxxdaTa UM Ha ApeOHO U HE Morar jaa
ObJaT MPOMEHSIHU JI0 TPHEMaHeTo Ha Hapendarta mo wi. 258, an. 5.

(3) B cpok no Tpu Mmecelia OT BIM3aHETO B CHJIA Ha TO3M 3akoH Komucusta 1o 1eHuTe Ha
JIEKapCTBEHUTE MPOAYKTH U3TOTBS pETUCThPa 1Mo wi. 261, ani. 3, B KOMTO BIUCBA IIEHUTE MO aj. 1.

§ 74. B cpok 10 Tpu Mecela OT BJIM3aHETO B CHJIa HA TO3M 3aKOH KommucusaTa 1o nmo3uTHBHUA
JIEKapCTBEH CHUCHK MpuBexaa [103UTHUBHUS JIEKapCTBEH CIMUCHK B CHOTBETCTBHE C M3MCKBAaHUSATA IO Y.
262,an.5,1.1-3.

§ 75. B cpok o0 Tpu Mecela OT BJIM3aHETO B CHJa HAa TO3U 3aKOH MUHHUCTEPCKHUAT CHBET
ornpenens cberaBa Ha Komucusra 1o neHu u penMOypcupase.

§ 76. B cpok 10 Tpu Mecelna OT BIM3aHETO B CHJIa HA TO3U 3aKOH:

1. MUHUCTBPBT Ha 37paBEONa3BAHETO U3MEHS U JOITBJIBA Hapenoute mo wi. 82, an. 3, ui. 219,
ain. 2 v wi. 243 B ChbOTBETCTBUE C TO3M 3aKOH.

2. MUHHUCTEpPCKHAT CHBET MpueMa HapeadaTa 1mo wi. 258, an. 5 u u3Mmens tapudara mo wi. 21,
an. 2 u YCTpOWCTBEHHUs] MPABWIHUK HA MHHUCTEPCTBOTO Ha 3/IPABEONAa3BaHETO B CHOTBETCTBUE C TO3U
3aKOH.

§ 84. 3akoHbT BiIM3a B cwia OT JieHi Ha oOHapoaBaHETO My B "JlbpkKaBeH BeCTHUK'" ¢
M3KIIIOYeHHUE Ha § 65, koilTo Biu3a B cuia ot 30 centemBpu 2011 1.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A KOHTPOJI
BbPXY HAPKOTUYHUTE BEIIECTBA U IPEKYPCOPUTE

(OBH. - 1B, BP. 61 OT 2011 T"., B CWJIA OT 10.11.2011T".)

§ 54. To3u 3aK0H BJIM3a B CHJIa TPU Mecela ciea oOHapoaBaneTo My B "/[bpikaBeH BECTHUK'.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUWE U JOITbJIHEHUE HA 3AKOHA 3A 1P KABHUSA
CIIYKUTEJ

(OBH. - 1B, BP. 38 OT 2012 T"., B CWJIA OT 01.07.2012T".)

§ 84. (B cuma or 18.05.2012 r.) B cpok no eaun mecer; oT 0OHapOABAaHETO HA TO3U 3aKOH B
"JIbpKaBeH BECTHUK":

1. MunucTepCcKUAT ChBEeT mpuBexaa Kiacudukaropa Ha JTHKHOCTUTE B aIMUHUCTpAIUATA B
CHOTBETCTBHUE C TO3H 3aKOH,

2. KOMIETEHTHUTE OpraHu MPHUBEXKIAT YCTPOUCTBEHUTE aKTOBE HA ChOTBETHATA aIMUHUCTPAIIHS
B ChOTBETCTBHUE C TO3U 3aKOH.
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§ 85. (1) IlpaBooTHomieHUsiTa C JUIATa OT AAMUHUCTpALMUTE MO 3aKOHA 3a PAJAUOTO U
TEJIEBU3MATA, 3aKOHA 33 HE3aBHCHMUS (DUHAHCOB OJMT, 3aKOHA 3a €JIEKTPOHHHUTE ChOOLICHHUs, 3aKOHA 3a
Komucusita 3a ¢puHaHCOB HaA30p, 3aKOHA 3a JOCTBI U pa3KpuMBaHE Ha JOKYMEHTHUTE U 3a 0OsABsIBaHE Ha
MIPUHAJUIEKHOCT Ha OBJArapcKu IpaxaaHu KbM Jlbp)kaBHA CUTYPHOCT M pa3y3HaBAaTEIHUTE CIyKOU Ha
bernrapckara HapogHa apmus, 3aKOHa 3a OTHEMaHe B I0J13a Ha Jbp)KaBaTa Ha MUMYIIECTBO, MPUI0OUTO OT
IpecThITHA JIEHHOCT, 3aKOHa 3a NMPEAOTBPATABAaHE U YCTAaHOBSIBaHE Ha KOH(MIMKT Ha nHTepecH, Komekca 3a
COLIMAJIHO OCHUT'ypsiIBaHE, 3aKOHA 3a 3/IpaBHOTO OCHUIypsiBaHe, 3aKOHAa 3a IOJANOMAaraHe Ha 3eMeJEJICKUTE
IIPOM3BOJUTENN U 3aKOHA 3a IMBbTUIIATA CE YPEKIAT MPU yCIOBUATA U O peaa Ha § 36 OT MpexogHUTE U
3aKJIIOYUTETHUTE Pa3nopeOn Ha 3aKoHa 32 U3MEHEHHUE U JOIbIHEHNE Ha 3aKOHA 3a IbPIKABHUSA CIIYKHUTEN
(B, 6p. 24 ot 2006 1.).

(2) C axTa 3a Ha3HAYaBAHETO HA JbPKABHUS CIIY)KUTEI CE:

1. nmpucexna onpenenenuss B Kiacupukatopa Ha JUIB)KHOCTUTE B aJMUHHUCTpalMATa
MUHUMAJIEH PaHr 3a 3a€MaHaTa JTbKHOCT, OCBEH aKO CILYKUTEJIAT NPUTEKaBa I10-BUCOK PaHT;

2. omnpejieis MHANBUAYaIHA OCHOBHA MECEYHA 3aIliara.

(3) JombnHuTenHo HEOOXOAMMHUTE CPEACTBA 33 OCUTYPHTEIHM BHOCKHM Ha JIMIATa MO aj. 2 ce
OCUTYpSIBaT B pAMKUTE Ha Pa3XOAMTE 3a 3aIUIATH, Bb3HAPAXKACHUS U OCUTYPUTEITHH BHOCKH IO OIOJKETUTE
Ha ChOTBETHUTE PA3NOPEIUTENH C OIOKETHU KPEAUTH.

(4) MUHHCTEPCKUAT CHBET J1a U3BBPIIM HEOOXOAUMUTE MPOMEHHU 110 U3BBHOIOKETHATA CMETKA
Ha JIppkaBeH GoHn "3emenenue", MPOU3THYAIIM OT TO3U 3aKOH.

(5) Opranute Ha ynpaBieHue Ha HaunmoHanHus ocurypureneH MHCTUTYT M Ha Hanumonamnata
3paBHOOCUTYpUTENIHA Kaca Ja W3BbpIIAT HEOOXOAMMHUTE TIPOMEHHM [0 CBOTBETHUTE OOKETH,
IIPOU3THUYAILHN OT TO3U 3aKOH.

(6) Hewusnon3paHure OTIYCKM N0 TPYAOBUTE IIPABOOTHOIIEHMSI C€ 3ama3BaT U HE Ce
KOMIICHCUPAT C MapUYHHU 00e31IeTEeHus.

§ 86. (1) B emHomecedeH CpoK OT BJIM3aHETO B CHJIa HAa TO3W 3aKOH MHIWBHIyajJHaTa OCHOBHA
MEeCEYHa 3alulaTa Ha CIY)KUTEIs C€ ONpeleNs Taka, Y€ CbllaTa, HamMalleHa C IbJDKAMUS JIaHBK H
3aIBJKUTEIIHUTE OCUTYPUTEIHU BHOCKH 32 CMETKa Ha OCUTYPEHOTO JIMIIE, aKO ca OMJIM IbJKUMHU, J1a HE €
[O-HUCKA OT TMOJy4aBaHaTa [0 TO3M MOMEHT OpyTHa MeceuyHa 3amjlaTa, HamalieHa ¢ JbDKUMUTE
3aJbJDKUTEIIHA OCUTYPUTEITHM BHOCKM 32 CMETKa Ha OCUTYPEHOTO JIHMIE, aKO ca OWIM IBJDKUMH, H
IBIDKAMUS TaHBK.

(2) B 6pyTtHara 3amnara no ain. 1 ce BKJIIOYBAT:

1. ocHOBHaTa MeceyHa 3aIuiaTta Wikl OCHOBHOTO MECEYHO Bb3HArpaXk/IeHUE;

2. NOIBJIHUTEIIHN Bb3HArpakJI€HUs, KOUTO CE€ M3IUIAILAT MOCTOSHHO 3a€QHO C IoJjaramara ce
OCHOBHA MECEYHa 3aIulaTa WM OCHOBHO MECEUHO BBb3HArpa)</JI€HWE U ca B 3aBUCHMOCT €IMHCTBEHO OT
0TpabOTEHOTO BpEME.

§ 87. 3akonbT Biu3a B cwia ot 1 ronum 2012 1. ¢ uskimodyeHue Ha § 84, KOMTO BIM3a B cujia OT
JieHs1 Ha 0OHapoABaHETO HA 3aKOHA B "J[bp)kaBeH BECTHHUK'".

Ipexoanu u 3aKIIOYUTETHA pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3]IPABHOTO
OCUT'YPSIBAHE

(OBH. - IB, BP. 60 OT 2012 T'., B CWJIA OT 07.08.2012T".)

§ 44. 3akoHBT BIM3a B CUJIA OT JCHS Ha 0OHapoABaHeTO My B "/IbpkaBeH BECTHHUK'.
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JonmbJIHUTETHN pa3nopendoun
KBbM 3AKOHA 3A UBMEHEHMUE U TOII'bJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MNPOAYKTHU B XYMAHHATA MEJIUIINHA

(OBH. - 1B, BP. 102 OT 2012 I"., B CMJIA OT 21.12.2012T".)

§ 118. To3u 3akoH BbBexna u3uckBaHuAtra Ha JlupexkruBa 2010/84/EC na EBpomneiickus
napaameHT 1 Ha CpBera or 15 nekemBpu 2010 r. 3a M3MeHEHHE MO OTHOLIEHHE Ha (hapMaKOJOTMYHATA
onurennoct Ha HupektuBa 2001/83/EO 3a yTBbpkIaBane Ha kojekc Ha OOLUIHOCTTAa OTHOCHO JIEKAPCTBEHU
npoayKTH 3a XymanHa ynotpeba (OB, L 348/74 or 31 nekemBpu 2010 r.) u dupexrusa 2011/62/EC na
EBponeiickus mapnamenT u Ha CohBeta oT 8 roHM 2011 r. 3a m3menenue Ha [JupextuBa 2001/83/EO 3a
yIBbp)KIaBaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO JICKApCTBEHH MPOJYKTH 3a XyMaHHa ymnoTpeda o
OTHOIIIEHHE Ha IMpPEeNOTBPATABAHETO Ha HABJIM3aHETO Ha (ammuduIUpaHu JIEKapCTBEHU MPOAYKTH B
3akOHHaTa Bepura Ha jfoctaBka (OB, L 174/74 ot 1 tonu 2011 r.).

Ipexoanu u 3aKIIOYUTETHE Pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A
JJEKAPCTBEHUTE INPOJAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 102 OT 2012 I"., B CMJIA OT 21.12.2012T".)

§ 119. (1) Cnen 2 smyapu 2013 1. mpou3BOAUTETUTE, BHOCUTEIUTE U THPTOBIIUTE Ha €IpO C
akTuBHU BeulecTBa nogasaT B MMAJI B cpok 10 2 mapt 2013 r. 3asBiieHHE U TOKYMEHTH 3a BIMCBaHE M0 pena
Ha 4. 1676.

(2) IlpousBoauTENUTE W BHOCHUTEIUTE, KOUTO Ca MPOM3BEXKAANU WM BHACSUIM AKTUBHU
BEIIECTBA Bb3 OCHOBA Ha M3JaJeHUTE UM a0 2 sHyapu 2013 r. paspemienust 3a MpoU3BOACTBO/BHOC, HE
3aIJIamar Takca 3a BIIMCBAHETO UM B PETUCTbHpa Mo wi. 167T.

(3) Ho 2 mapt 2013 r. nuuara mo an. 2 oChIIECTBIBAT ACHHOCTH 1O MPOU3BOACTBO M BHOC HA
aKTHBHM BEIIECTBA Bb3 OCHOBA HA M3/a/ICHUTE UM pa3pelleHus 3a IPOU3BOCTBO/BHOC.

§ 120. JIumaTa, KOMTO OCBHIIECTBSABAT MOCPEIHUIECTBO B 00JIACTTA HA JICKAPCTBEHUTE MPOTYKTH
U ca 3all04Halu CBOsiTa AeUHOCT npeau 2 sstHyapu 2013 r., ce perucTpupar pH yCIOBHTA U IO PEAA HA UJl.
212a B cpok 10 2 mapt 2013 .

§ 121. 3amoyHanute 10 BJIM3AaHETO B CHJIA HAa TO3W 3aKOH MPOLEAYpPH 3a paspeliaBaHe 3a
ynotpeba ce T0BBPIIBAT IPU YCIOBHUATA U IO pea, IPEIBUIECHHU B HETO.

§ 122. (1) IIpurexkaTenure Ha pa3penicHHs 3a yrnorpeda He MpHarat CUCTeMa 3a YIpaBJICHHE
Ha pucka mo wi. 192, an. 1, T. 2 3a 1eKapCTBEHU MPOJAYKTH, HA KOWTO Ca W3/IaJICHU pa3pelieHus 3a yrnorpeda
npenu 21 1o 2012 r., ocBeH B cilydanTe 10 ai. 2.

(2) VsnbaHuTENHATA areHus 1o JIeKapCcTBaTa MOXKeE /1a HAJIO0XKH 3a/IbJDKEHUE Ha MPUTEKATEIs
Ha paspelleHue 3a ynorpeda na chb3aajae U Ja mpuiiara cucreMa 3a ynpaBleHHE Ha PUCKA, KOraTo MPEIeHH,
4ye 3a JIaJeH JIEKapCTBEH MPOAYKT MMa OMACEHHs, KOMTO MOraT /la OKakaT BIUSHHE HAa CHOTHOILEHUETO
non3a/puck. B To3u ciyuait MAJI u3nckBa oT mputexaTels Ha pa3pelieHueTo 3a ynorpebda Jia npeacTaBu u
oJpoOHO ONMCaHKME HA CUCTEMATa 3a yNpaBJIeHHUE Ha PUCKA, KOSITO Bh3HAMEPsBa Ja BbBEJEC 32 ChOTBETHHSA
JIEKapCTBEH MPOIYKT.
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(3) B caywaure no an. 2 MAJl nucmeHO yBenoMsiBa NPUTEXKATENsl HAa Pa3pElICHUETO 3a
ynotpeba, Karo MOcoYBa MOTHBHUTE 3a HajaraHeTO Ha 3aJb/DKEHHETO W CpoKa 3a MpeACTaBsHE Ha
MOJPOOHOTO OMUCAHKE HAa CUCTEMATa 3a yNpaBlIeHUe Ha PUCKA.

(4) B 30-mHeBeH CpoOK OT TOJyYaBaHE HA YBEAOMJICHHETO IO all. 3 TPUTEKATEIAT Ha
paszpelreHneTo 3a yrnorpeda Moxe na moucka ot MAJI mpemocTaBsHe Ha BB3MOKHOCT 3a MPEACTaBSIHE HA
MHpOpPMaIKs OTHOCHO HAJI0KEHOTO 33 IbJDKEHHE TI0 all. 2.

(5) Cnen momyuyaBane Ha wuckaHeto mo an. 4 MAJl ompenenss cpok 3a MpeACTaBsSHE Ha
nH(pOpMaIUATA OT IPUTEKATEIS HA Pa3pEIICHUETO 3a YIOTpeoa.

(6) Bp3 ocnoBa Ha mnpencrtaBeHata uHpopmanus MAJI mMoke ma MOTBBPAM HAJIOKEHOTO
3aJIbJDKEHUE 110 aJl. 2 WM J]a O OTMEHH.

(7) U3mpiHUTENIHATA areHIUS 110 JIGKapCTBaTa YBEOMSIBA IPUTEKATEIS 32 B3ETOTO PEIICHHUE T10
an. 6.

(8) Korato MAJI moTBBbpAM 3aABIDKEHHETO, HM3ITBIHUTEIHUAT AUPEKTOP CIIYy)KEOHO H3JaBa
MPOMsIHA B Pa3pelIeHUETO 3a YIoTpeda, KaTo BKIOYBA B HETO KaTO YCJIOBHE HAJIOXKEHOTO 3aJbKEHHE IO
an. 2.

§ 123. IlpurtexaTenure Ha pa3pelieHUs 3a yrnoTpeda Ha JICKApCTBEHU MPOAYKTH, WU3AaJICHU
npeau 21 ronu 2012 r., U3nBJIHSBAT 3aAbIKeHUETO 10 wi. 192, an. 1, T. 1 cuurano ot 21 ronu 2015 r. unu
OT JaTara Ha IIOJIHOBSBAaHE Ha pa3pelICHUETO 3a ynoTpeba Ha CHOTBETHHUS JIEKApPCTBEH MPOIYKT B
3aBUCUMOCT OT TOBA, KOSl OT JIBETE JJaTH IlI€ HACTBIIU MO-PAHO.

§ 124. 3anoyHanurte A0 BJIUM3AaHETO B CHJIa HA TO3H 3aKOH HCUMHTCPBCHIIMOHAIHU ITPOYUYBAaHUs CE
AOBBPIIBAT IO AOCCTAIIHUA PCA.

§ 125. (1) Jlo HacThIBaHE Ha yCIOBHsTa M cpoka mo 4i. 2, T. 3 oT Jupexkruna 2010/84/EC
MPUTEKATEINTE HA pa3pelleHus 3a yrnoTpeda u3npamar cCboOLUICHHATA 32 CEPUO3HH HEXKEJaHH JICKapCTBEHH
peaKkIuy, HaCTHIIIJIM Ha TepuTopusaTa Ha Penybnuka bwarapus, no MAJI u no EBpormeiickaTa areHius mo
JIeKapcTBaTa B CPOK /10 15 AHM OT MOTYYaBaHETO UM.

(2) snbaHuTENHATA areHuus 1o JIeKapcTBaTa MpoBepsiBa U3IbJIHEHUETO Ha 3aJbKEHUETO 10
an. 1.

(3) Korato cpoOuieHreTo ce oTHacs 3a Cepuo3Ha HeKelaHa JIEKapCTBEHa peaklus, HacThIIniIa
Ha TEPUTOpUATA HA TpeTa IbpKaBa, NMpUTEXKATeIUTE Ha pas3peuieHust 3a ymnorpeba B cpoka mo an. 1
yBenomsaBar EBponeiickara areHuus 1o JiekapcrBara.

§ 126. (1) Ilpurexxkarenure Ha pa3pemieHus 3a ynorpedba momaBatr B HMAJI mepuoawdnu
aKTyaJlM3UpaHu JOKJIaIu 3a 0€30MacHOCT B ChOTBETCTBUE C BPEMEBHUTE MHTEpBaiIu mo wi. 194k, an. 3 3a
JIEKApCTBEHHUTE MPOIYKTH, HA KOUTO Ca W3MaJIeHN pa3pemieHus 3a ynorpeda npeau 21 romm 2012 1. u 3a
KOUTO YECTOTAaTa U JAaTUTE Ha IMOJIaBaHe Ha MEPUOJAUYHUTE aKTyalU3UpPaHu JTOKJIAIHN 3a 0€30IacHOCT HE ca
BIIMCAHU KaTO YCJIOBUS B Pa3peLICHUETO 3a yNoTpeoda.

(2) Pasmopenbara Ha an. 1 ce mpunara 0 omnpezenssiHe Ha pyra 4ecToTa WK Ha IPYTH AaTH Ha
[10/1aBaHE Ha JIOKJIAJIUTE B Pa3peLICHUETO 3a yHoTpeda WK 10 ONPEIEISIHETO Ha AT U YECTOTa ChITIAaCHO
. 19471 - 194m.

§ 127. (1) Ilputexxkarenutre Ha paspelieHus 3a YHnoTpeda MpeaocTaBsAT MEPUOIUYHU
aKTyallu3upaHu JOKJIaau 3a O6e3omacHocT no wi. 1943, an. 1 B peructbpa no wi. 1943, an. 3 cien u3tudane
Ha 12 mecena ot narara, Ha kosTo EBporeiickara areHIus Mo JIEKapcTBaTa OMOBECTH (DYHKIMOHHPAHETO
My.

(2) Jo HacTpnBaHe Ha CpoKa IO ajl. | mpUTeXarenauTe Ha pa3pelieHus 3a ynoTpeda npeacTaBsIT
MEPUOIUYHUTE aKTyaITM3upaHu JoKIaau 3a 6e3onacHocT Ha MAJI u Ha perynatopHUTE OpraHd Ha JPYTUTE
IbpKABU YJICHKH, B KOUTO ChOTBETHHST JIEKAPCTBEH MPOIYKT € pa3pellieH 3a ynorpeoa.
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§ 128. IIpuTexarenure Ha pa3penieHre/yI0CTOBEPEHIE 32 ThProBUs Ha JPeOHO C JICKapPCTBEHH
NPOAYKTH B anTe€Ka WM ApOorepus mno wi. 234, ajn. 5 moMecTBaT Ha MHTEPHET CTPAHULIATA JIOTOTO MO 4. 234,

aJl. 6 B CPOK JI0 €7Ha TOJMHA OT JaTrara Ha MmyOJuKyBaHe Ha akTa mo wi. 858, maparpad 3 ot Jupekrusa
2001/83/EO.

§ 129. M3npaHuTenHaTa areHUus 10 JeKapcTBaTa U3BbPIIBA I'bPBUS OJUT HA CUCTEMATA IO 4Jl.
183, an. 1 m m3nmpama Ha EBpomneiickata KOMUCHS JOKJIaJ C PE3YATATUTE OT HEro Hal-KkbCHO 110 21
centemBpu 2013 1.

§ 130. (1) o 20 mapt 2013 r. 3anmovHanuTe U HENPHUKIIOYWIH TIpotiexypu npen Komucusra mo
LIEHHU U peuMOypcupaHe ce JOBBPIIBAT OT Hesl [0 JOCEralIHus pel.

(2) Caenx 1 ampun 2013 r. HempukiIrouuiauTe mnpoueaypu npen Komucusita mo uneHu u
peuMOypcupaHe ce IOBbpIIBAaT OT HauuoHamHMsS CbBET MO IIEHH U peuMOypcHpaHe Ha JIEKapCTBEHUTE
MIPOJYKTH MIPH YCJIOBUATA U TI0 PeJia Ha TO3U 3aKOH.

(3) B cpox mo 31 maptr 2013 r. Komucusra mo meHu W peuMOypcHpaHe MpeaocTaBs Ha
HanmonanHus cbBeT N0 LIEHU U peMMOYpCUpaHE Ha JIEKAPCTBEHUTE NPOAYKTH C IPUEMHO-IIPEIAaBaTEIICH
MIPOTOKOJI 3asIBIICHUSATA W JOKYMEHTHUTE, IOAAJeHU 3a IMpoleaypuTe Mo aj. 1, KakTo M apxuBa Ha
MIPUKIIIOUUIIUTE IPOLETYPH.

(4) B cpox nmo 31 mapr 2013 r. Komucusara no neHu um peumOypcHupaHe NpeaocTaBs Ha
Harnmonanuust cbBeT Mo IeHH U peuMOypcUpaHe Ha JIEKapCTBEHHTE MPOAYKTHU C MPUEMHO-IIPE/laBaTeIeH
IIPOTOKOJI BOJIEHUTE OT KOMHUCHSTA PETUCTPH.

§ 131. (1) Mo 20 mapr 2013 r. TakcuTe 3a HoJaBaHe Ha 3asBJCHUS 3a YTBbp)KJaBaHE Ha
[EHH/TIPENICITHN [IEHHU, PETUCTPUpaHe Ha IICHNW Ha JIEKAPCTBEHHU MPOAYKTH, 33 BKIIOUBAHE, U3KIIOUYBAHE WIIH
MIPOMEHU Ha JIEKApCTBEHU NPOAYKTU B [103UTHBHUS JTeKapCTBEH CIIUCHK € ChbOMPAT OT MUHUCTEPCTBOTO Ha
3JIpaBEOIa3BaHETO B pa3MepuTe, onpeeieHu B Tapudara mo wr. 21, an. 2.

(2) Cuopanute mo 20 mapt 2013 r. duHaHCOBU CpeACTBa MO all. 1 ce pa3xoaBaT 3a JEHHOCTTA Ha
Komucusra no nenu u peumOypcupatne u Ha Komucusra 1o npo3padyHocrt.

§ 132. B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIA HA TO3M 3aKOH MUHHUCTEPCKHUAT CHBET IO
MpeAJIOKEHUE HAa MUHUCTBPA Ha 3/IPABEOIAa3BAHETO:

1. onpenens npeaceaarens U wieHoBeTe Ha HanmoHamHus chBeT Mo 1IeHU U peuMOypcupaHe Ha
JIEKApCTBEHUTE MPOAYKTH;

2. mpueMa YCTPOMCTBEH MpaBUIHUK Ha HanuoHamHUS ChBET MO LIEHM M perMMOypcUpaHe Ha
JIEKApPCTBEHHUTE MPOTYKTH.

§ 133. (1) B cpok nmBa mecerna OT BIM3aHETO B CHJa Ha TO3W 3aKOH MUHUCTEPCKUAT CHBET
u3MeHs Tapudara no wi. 21, an. 2.
(2) B cpox no 1 ampuit 2013 r. MuUHHCTEPCKUAT CHBET NpUeMa HapeadaTa 1o ui. 261a, an. 5.

§ 134. 3agpokeHusara no wi. 159, an. 4, wi. 168, an. 8, wi. 168a u 1680 3amouBar na ce
W3MBJIHABAT TPU TOJWHU CJIEN JaTaTa Ha MyOJIMKyBaHE Ha JIETIETHPAHUTE aKTOBe Mo Wi. S4a ot JlupextuBa
2001/83/EO B "Odunmanen BectHUK" Ha EBponeiickus cbio3.

§ 138. 3akoHbT BAM3a B CWia OT JieHd Ha oOHapojBaHETO My B "JIbpkaBeH BeCTHHUK" ¢
U3KJIIOUYEHHUE Ha:

1. maparpad 9, 1. 1, 6ykBa "a", § 29 - 36, § 38 - 43, § 44 orHOCHO un. 167a, 1676, 1678, 167,
167, un. 167e, an. l mam. 2, 7. | mwan. 1673, § 65-76,§ 98, 1. 1 m 2, § 101, 1. 1, 6yxBu "a" u "6", § 102,
103,106 - 108, 111, 116, § 117, 1. 1, 6yxBu "a", "e", "x" u "n", kouto Bau3ar B cuia ot 2 ssuyapu 2013 r.;

2. maparpadu 20 u 117, 1. 2, kouto Bam3ar B cuia ot 1 anpun 2013 r.;
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3. maparpad 44 otHocHo 4. 167e, an. 2, T. 2 v an. 3 v 4. 167K, KOUTO BIIM3a B CHJIA OT 2 FOJIH
2013 .

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A NYBJIMYHUTE ®PUHAHCHU

(OBH. - 1B, BP. 15 OT 2013 I'., B CWJIA OT 01.01.2014 T".)

§ 123. 3akoubT Biu3a B cwia oT 1 siuyapu 2014 r. ¢ uzkimouenue Ha § 115, koiiTo Bau3a B cuiia
ot 1 suyapu 2013 1., u § 18, § 114, § 120, § 121 u § 122, xouto Bau3at B cwia ot 1 pespyapu 2013 1.

IIpexoanu u 3aKII0OUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3[IPABETO

(OBH. - IB, BP. 1 OT 2014 T'., B C1JIA OT 03.01.2014T".)

§ 18. B cpok m0 emuH Mecel] OT BJIM3aHETO B CHUJIa HAa TO3M 3aKOH MHUHHCTBPBT Ha
3/paBeoIa3BaHETO NPHBEXKAA B CHOTBETCTBHE C Hero Hapembara mo wi. 221, am. 1 or 3akoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEAUIINHA.

§ 19. 3akoHBT BIM3a B CUJIa OT JCHS Ha 0OHapoABaHeTO My B "/IbpkaBeH BECTHHUK'.

Ipexoanu u 3aKIIOYUTETHH Pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3JIPABHOTO
OCUT'YPSIBAHE

(OBH. - JIB, BP. 48 OT 2015 T")

§ 46. (1) B cpox 10 Tpu Mecela OT BJIM3AaHETO B CHJIa HA TO3U 3aKOH MEAUIIMHCKUTE HAy4YHU
JPYKECTBa MpencTaBiIT Ha HamuwoHamHus CHBET MO LIEHW M PEUMOYpCHUpaHe Ha JIGKQpPCTBEHUTE MPOIYKTH
PBHKOBOJICTBATA U AITOpUTMUTE 0 Wil. 259, an. 1, T. 4 ot 3akoHa 3a IEeKapCTBEHUTE MPOAYKTH B XyMaHHATa
MEIUIIHHA.

(2) Koraro B cpoka mo ain. 1 MeIMIUHCKUTE Hay4YHU APY>KECTBA HE MPEICTABAT PbKOBOJCTBATA
u anropurMmure no wi. 259, an. 1, T. 4 or 3akoHa 3a JEKApCTBEHUTE NMPOAYKTH B XyMaHHaTa MEIUIIMHA,
HaruoHamHUAT ChBET MO IIEHHM W pPeUMOypCHpaHEe Ha JICKAPCTBCHHTE MPOMYKTH OpraHU3Wpa TAXHOTO
M3TOTBSIHE OT HAIMOHATHUTE KOHCYITAHTH WIH OT APYTU METUIIMHCKU CHEIHATUCTH, KOUTO UMAT OIUT B
ChOTBETHaTa 00J1acT.

(3) HarmoHamHUAT CHBET MO LIEHU U peuMOypCcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH YTBbPKAaBa
PBKOBOJICTBATA U AITOpUTMUTE TI0 Wi, 259, an. 1, T. 4 oT 3akoHa 3a JIeKapCTBEHUTE MPOJYKTU B XyMaHHaTa
MEHIIMHA B CPOK JI0 TPH Mecella OT U3TUYaHETO Ha CpoKa Mo ai. 1.

§ 47. (1) B cpok g0 Tpu Mecema OT BIM3aHETO B CHJa Ha TO3W 3aKOH MHUHHCTBPBHT HaA
3[IpaBeola3BaHeTo U3aBa Hapeadara mo wi. 262, an. 4 ot 3aKoHa 3a JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa
MCOUIIMHA.

(2) B cpok 10 6 mecera OT BIM3aHETO B CHJIa HA TO3U 3aKOH B [103UTHBHUS JICKAPCTBEH CIUCHK
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MOTaT Ja C€ BKJIKOYBAT JICKAPCTBCHU MPOAYKTH C HOBU MCKAYHAPOAHU HCIIATCHTHW HANMCHOBAHUA, 0e3 Ja €
HU3BBPHICHA OICHKA HAa 3APABHUTEC TCXHOJIOTHH.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A OT'PAHNYABAHE HA
AIMAHUCTPATUBHOTO PEI'YJIUPAHE U AIMUHUCTPATUBHUSA KOHTPO.I
BbPXY CTOITAHCKATA JEMHOCT

(OBH. - 1B, BP. 103 OT 2017 T'., B CWUJIA OT 01.01.2018 I".)

§ 68. 3akonbT BiM3a B cuiia oT 1 sstuyapu 2018 1.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 84 OT 2018 I'., B CWJIA OT 12.10.2018T".)

§ 70. PaSPGH_IeHI/ITe J0 BJIM3aHCTO B CHJIA HA TO3U 3aKOH KIIMHUYHU U3IHUTBAHUA C JICKAPCTBCHU
MNpOAYKTHU, CbAbpKAIllM HAPKOTHYHHU BCUICCTBA, CC IIPOBCIKIAT B neucOHUTE 3aBCICHHA, 3a KOHTO Ca
IMMOJIYUCHH Pa3pCIICHHUs 3a IPOBCKAAHE HA CHOTBETHUTC KIIMHUYHU U3IMUTBAHUS 110 JOCCTAIHUA PCI.

§ 71. (1) MuHHCTBPBT Ha 3/1paBEONa3BaHETO ONPE/EIs ChCcTaBa Ha KomucusTa no wi. 103, an. 1
B CPOK JI0 TP Mecella OT BIM3aHETO B CHJIA HA TO3H 3aKOH.

(2) Komucusita o ui. 103, an. 1 e npaBonpuemank Ha Komucusita no eTuka 3a MHOTOLEHTPOBHU
M3MUTBAHUS.

(3) Komucusra no un. 103, an. 1 maBa cTaHOBHUIIA U TIO HEMPUKIIIOUMINTE TIPOU3BOJICTBA MPE]
KOMHUCHUUTE I10 €TUKA, Ch3JaJICHU KbM JICUeOHHUTE 3aBE/ICHUS, 10 JOCEralllHus pel.

(4) Ho ompenensiHe Ha cbhcTaBa Ha KomucusaTa mo wi. 103, amn. 1 Komwucusta mo eruka 3a
MHOTOIIEHTPOBH M3MUTBaHU MPOIBIKABa Jja OCHIECTBABA JEHHOCTTA CH 10 TOCETAIHUS PE.

§ 72. (1) LenTtpaninaTa KOMHCHS IO €THKA NpEKpaTsBa ACUHOCTTA CU ClIe/l IPUKIIOYBAHETO Ha
BCUYKHU IIPOU3BOJICTBA, 00pa3yBaHU Mpe]] HEsl.

(2) Ipencenarensat Ha LlenTpanHaTa KOMHCHS TIO €THKA MpeaBa ¢ MpUeMaTeIHO-IpelaBaTeIeH
IIPOTOKOJI apxuBa Ha lleHTpanHaTa KOMHCHSI IO €TMKAa Ha ONIPEJEIIEHO ChC 3allOBE] HA MUHUCTbpA Ha
3/IpaBeoIa3BaHeTO JUTbKHOCTHO JIHIE OT MHUHHUCTEPCTBOTO Ha 3/IpaBeOIa3BaHETO B CPOK /10 €IUH MeEcel] OT
IpeKpaTsBaHeTo Ha JeiHocTTa Ha LlenTpanHaTa KOMUCHS 110 €THKA.

§ 73. (1) PpkoBomuTenuTe Ha JIeUEOHUTE 3aBEIICHUS, B KOWTO C€ HW3BBPIIBAT KIMHUYHU
M3MNUTBAHUA 10 pela Ha TO3U 3aKOH, ONPEACIIST JIMIE 32 KOHTAKT B ChOTBETCTBUE C M3UCKBAHUSITA Ha Y.
107a B cpok 10 TpU Mecena OT BIM3aHETO B cuja Ha wi. 107a.

(2) Komucuure mo eTWka, CH3JaJACHH KbM JICUCOHHTE 3aBEJECHUS IO JOCETAlllHUS pefl,
MIPOJBJIKABAT J1a OCBIIECTBIBAT JIEHHOCTTA CH JI0 ONIPEIENISIHE Ha JIMIIE 32 KOHTAKT 1o wi. 107a, ain. 1.

(3) Cnen onpenensiHe Ha JuIle 32 KOHTAKkT mo wi. 107a, an. 1 QyHKUMHTE HA KOMUCUUTE IO
€THKA, CH3JaICHN KbM JICUCOHHUTE 3aBEJCHMSI 110 JOCETATHUS PEJI, C& OCHIIECTBIBAT OT JIUIETO 32 KOHTAKT
o wi. 107a, an. 1, ¢ u3KkiIr0YEeHWE HA JaBAaHETO HAa CTAHOBUILE MO Wi. 83, KOETO CE€ U3BBPIIBA OT KOMUCHUSTA
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mo wi. 103, an. 1.
(4) ApxvBUTE Ha KOMHCHHTE IO €THKA, Ch3/IaJICHU KbM JICUCOHUTE 3aBEACHUS 10 JTOCETAITHUS
pen, ce mpeaaBaT U ChXpaHABaT B CbOTBETHOTO JICYEOHO 3aBE/ICHUE.

§ 74. B cpok g0 6 Mecena oT MmyOJMKYBaHETO Ha ChOOIIEHHETO 1Mo wi. 82, maparpad 3 ot
Pernament (EC) Ne 536/2014 xIMHUYHHATE M3MMUTBAHUS CE pa3peliaBaT U MPOBEXKIAT MPU JOCETAIIHUTE
YCJIOBHS U pell, OcBeH B cirydauTe 1o wi. 98 ot Permament (EC) Ne 536/2014.

§ 75. (1) V3npaHuTeNnHAaTa areHIUs MO JIEKApCTBATa Ch3/laBa CIeHUATU3UpaHaTa eJICeKTPOHHA
cuctemMa mo wi. 2170, am. 1 B ChOTBETCTBHE C M3MCKBAHUATA HA TO3M 3aKOH B CPOK /0 4 Mecema OT
BJIM3aHETO MY B CHUJIA.

(2) IepBuar Crnuchk Ha JEKAPCTBEHUTE MPOAYKTH, BKIIOUCHH B [lO3UTHBHUSA JleKapCTBEH
CIHUCHK, 32 KOMTO € YCTaHOBEH HEJOCTHI Ha TepuTopusita Ha PemyOnuka bwarapus, ce u3rorss mnpu
Cra3BaHE Ha M3MCKBaHUATA HAa Wi. 217B, KaTO HEJOCTUT'BT HA JICKAPCTBEHU IMPOJYKTH CE YCTAHOBSIBA BH3
OCHOBa Ha HEOOXOIMMHUTE KOJIMYECTBA 3a 3a/I0BOJIIBAHE Ha 3[pPaBHUTE MOTPEOHOCTH HA HACENEHUETO 3a
MEepHoj; OT €IWH MECell, W3YUCICHH BBH3 OCHOBA HA CPEAHOMECEYHOTO MOTpeOJieHHe Ha ChOTBETHHUS
JIEKapCTBEH MPOIYKT 3a MPEAXOJHUTE 6 Mecela upe3 creluaain3ipaHara eJIeKTpOHHa CUCTeMa 10 pela Ha
qi1. 2176.

(3) 3a u3roTBsiHe Ha MBPBUS CIHUCHK 10 Wi. 2178, an. 1 uapopmanmsTa o ui. 2176, an. 3, 1. 1 -
3 ce mpenocTaBs 3a MpeaxoJHUTe 6 Mecela OT JeHS Ha Ch3/IaBaHETO Ha ClelHaIn3upaHara eleKTPOHHA
cucteMa 1o ai. 1, KoiTo myOJIMYHO ce onoBecTsBa Ha MHTEpHET crpanuiiatra Ha MAJL. Uudopmanusra ce
MIPEIOCTaBs B CPOK JIO JIBa Mecella OT Ch3JaBaHEeTO Ha Clielnaln3upaHara eJIeKTpOHHA CUcTeMa 110 ail. 1.

(4) Criucbkbt 10 an. 2 ce m3npamia ot MAJI u Ha Arenius "MuTHUIE" 10 Ci1y)eOeH pell.

(5) MuHHCTEpCTBOTO Ha 3/paBeola3BaHETO OKa3Ba chiciicTBue Ha MAJI mpu ch3maBaHeTo HA
crielMalM3upaHara eJeKTpOHHa cucrema o wi. 2176, an. 1.

§ 76. Ilom3akOHOBUTE HOPMATHMBHU AaKTOBE MO MPUJIAraHeTO Ha TO3M 3aKOH C€ IpUemar,
CHOTBETHO M3[1aBAT M MPUBEKIAT B ChOTBETCTBUE C U3UCKBAHUSATA HA TO3M 3aKOH B CPOK JO TPU MEcCela OT
BJIM3aHETO MY B CHJIA.

§ 77. IloganeHuTe 10 BIM3aHETO B CUJIA HA TO3U 3aKOH YBEJIOMJICHHUS 3a U3HOC Ha JIEKapCTBEHU
MPOJYKTH, BKIIOUeHH B [103UTHBHHUSA JIEKapCTBEH CIUCHK MO wi. 262, an. 1, ot Teputopusita Ha PermyOnuka
brirapus ce pasriaexaar v JOBBPIIBAT 10 JOCETALIHUA PELl.

§ 78. 3akoHBT BAM3a B CWiJa OT JIeHd Ha oOHapoaBaHeTo My B "JIbp)kaBeH BECTHHK" C
m3kimoyeHne Ha § 5,§ 7-12,§ 14-21,§27-30,§ 31, 1.2, § 32, 8§ 39-41,§56,§ 60u § 66, 1. 1 -8, 10,
12, 15 - 17, 19 - 22, xouto BIM3aT B cwia 6 Mecena ciej MyOJWKyBaHe Ha CHOOIIEHHWETO TO 4. 82,
naparpad 3 ot Pernmament (EC) Ne 536/2014.

Ipexoanu u 3aKIIOYUTETHH Pa3nopeaon
KBbM 3AKOHA 3A BIO/I’KETA HA HAIIMOHAJIHATA 3JIPABHOOCHUTI'YPUTEJIHA
KACA 3A 2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B CMJIA OT 01.01.2019T".)

§ 43. 3akonbT Biu3a B cuia ot 1 ssHyapu 2019 r., ¢ u3KkiIto4eHne Ha:

1. maparpad 29, 1. 13, 6yksa "6", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BAM3AT B CHJIA OT JICHS Ha
oOHapoJBaHETO Ha 3aKOoHa B "JIbpKaBeH BECTHUK";

2. maparpad 28, T. 6 - 12 uT. 14 - 19, § 35, 1. 3, c U3KITIOYCHHE HA WI. 7a, all. 4 ¥ 4. 7B, all. 4, T.
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5u6,1.8-22ut1.36-40,§41,1.2-8, 1.9, 0ykBu "a" u "B" u 1. 10, KOUTO BIM3aT B cMiIa OT | ampun
2019 r;

3. maparpad 29, T. 5, 6ykBa "a" oTHOCHO mymmuTe "u upe3 OrkeTa HAa MUHUCTEPCTBOTO Ha
3/IpaBeOIa3BaHETO 3a 3aIUlallaHe Ha MEAUIIMHCKUTE W3/IEHs, TTIOMOITHUTE CPEICTBA, IPUCTIOCOOICHHUTA U

non

ChOPBIKEHUSTA 32 XopaTa ¢ yBpexaanus', T. 9, Oyksa "a" OTHOCHO AyMuUTE "KaKTO U MEAMIIMHCKH U3IENus,
MTOMOIITHYU CPEJCTBA, MPUCTIOCOOICHUS M ChOPBKECHHSI 3a Xopara ¢ yBpexaanus', T. 9, Oyksa "r" 0OTHOCHO
OyMUTEe "W TIOMOIIHHWTE CPEICTBa, MPHUCIOCOOJICHHATA W CHOPBHKEHHATA 3a XOpaTa C YBPEOKIaHUA" U
OTHOCHO JAyMuT€ "KaKTO W C JIMIATa, OCBHILECTBSBALM JCHMHOCTH MO MPEJOCTaBsIHE W PEMOHT Ha
MEIUIIMHCKN W3/eNNs, TIOMOIIHU CPEJICTBA, MPHUCIOCOOJEHUS M CHOPBKEHHUS 3a XOpa C YBPEXKIaHHUS,
pErucTpUpaHd KaTo THPrOBIM M BOMCAHUM B PETUCTbPAa HA JMIATA, OCHILECTBSIBALIU JEHMHOCTU IO
MPEA0CTaBsIHE U PEMOHT Ha MOMOIIHU CPEJICTBA, MPUCIIOCOOIEHUS, ChOPBKEHUS U MEAUITUHCKHA U3IEITHS 32
xopara ¢ yBpexaanusa" u T. 9, 6yksa "n" otHocHo an. 15, 7. 3 u an. 16 oTHOCHO AymuTe "KaKTo U C JUIaTa,
OCBILECTBSIBAIM JCHHOCTH MO TMPEJOCTaBSIHE M PEMOHT Ha IOMOIIHH CpPEICTBa, MPUCTIOCOOJICHUS,
CHOPBHKEHUSI U MEIUIIMHCKU W3JIENUS 3a XOpa C YBPEXKIaHH, PETUCTPUPAHA KAaTO THPTOBIM W BIHCAHU B
perucTbpa Ha JUIATa, OCHIIECTBSBAILM JCMHOCTH MO MPEJOCTAaBSIHE M PEMOHT Ha IMOMOIIHH CPEJICTBA,
MIPUCTIOCOOJICHUS, CHOPHKECHUS W MEIUIIMHCKH HM3JCNHs 3a XOopaTa C YBPEXKIAHUS - 3a 3aIulallaHe Ha
MEIUIIMHCKH U3JeNnsl, TOMOIIHH CPEACTBa, MPUCTIOCOOIEHHUS U ChOPBIKEHUS 3a Xopa C yBpexaanus'", T. 25,
Oyksa "a" - an. 1, T. 13 OTHOCHO AyMHUTE "TIOMOIIHU CPEIICTBA, IPUCITOCOOJICHUS U ChOPHKEHHUS 32 X0OpaTa ¢
yBpexaanus" u T. 25, OykBa "0" OTHOCHO ajl. 4 OTHOCHO AyYMHUTE "M JIMIIaTa, OCHIIESCTBIBAIIM ACHHOCTH TIO
MPEIOCTaBsHE M PEMOHT Ha MEIUIIMHCKU HU3JICTIHS, TIOMOIIHU CPEJICTBA, IPUCIIOCOOICHHS M ChOPBKEHHS 32
Xopa C yBPEXKJaHUsI, PETUCTPUPAHN KAaTO THPTOBIIM M BIIMCAHW B PETHUCTHPA Ha JIMIATa, OCHIIECTBIBAIIN
JEHHOCTH 10 TPENOCTaBs IHE W PEMOHT Ha TOMOIIHU CPEACTBA, MPHUCIOCOONEHUS, CHOPHKEHUS H
MEIUIMHCKHU U3/IENINA 3a XOpaTa ¢ yBpekJaHus" U "U MOMOLIHU CPEJCTBA, MPUCIIOCOOJIEHUS U ChOPBHKEHUS
3a xopata ¢ yBpexaanus", § 36 u § 37 orHocHo un. 14, an. §, 1. 2, 6ykBa "0", KouTO BIM3AT B cuia OT 1
saayapu 2020 r.

Ipexoanu u 3aKIIOYUTETHE pa3nopeaon
KBbM 3AKOHA 3A XPAHUTE

(OBH. - 1B, BP. 52 OT 2020 I'., B CWJIA OT 09.06.2020 T'.)

§ 19. 3akoHbT BAM3a B cuia OT JeHS Ha oOHapojBaHeTO My B "Jlbp)kaBeH BeCTHHK" ¢
U3KIJIIOUEHHUE Ha pasnopendara Ha ui. 76, an. 2, T. 2, KOsITO Biau3a B cuiia ot 22 ¢espyapu 2021 r.

IIpexoanu u 3aKkI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEAUIIUHA

(OBH. - JIB, BP. 67 OT 2020 T")

§ 68. B cpok 10 Tpu Mecela OT BIM3aHETO B CUJIA HAa TO3W 3aKOH M3mbaHuTeHAaTa areHIus mno
JIeKapcTBaTa BOHCBA B peructhpa mo wi. 19, am. 1, T. 3 paspemenute 3a ynorpeda Mo IeHTpanu3upaHa
mpoleaypa JIeKapcTBEeHU MpoayKTu 1o peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiamMeHT u
Ha CpBera.

§ 69. (1) B cpok no Tpu Mecena OT BIM3AaHETO B CHJIA HA TO3H 3aKOH V3MbIHUTENHATA arCHIIUS
0 JICKapCTBaTa BMHCBA HAllMOHAJIEH HOMED 3a MAeHTHU(UKAIMs 1Mo wi. 19, an. 3 Ha BCHUYKHU JIEKapCTBEHU
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IIPOJYKTH, BIIUCAHU B perucTobpa no 4ui. 19, an. 1, 1. 3.

(2) 3a nexkapcTBEHUTE MPOAYKTH, KOMTO ca BKIIOUEHU B [103UTHUBHUS JI€KapCTBEH CHUCHK, B
pETUCTBhpa Ha IPENEIHUTE LIEHW M B PETUCTbpAa HAa MAKCUMAJIHMUTE MPOJAXHM LieHW M3mbiaHuTEnHaTa
areHuus IO JeKapcTBara BOMCBAa B perucrbpa mo wi. 19, an. 1, T. 3 kaTo HaIMOHAJIeH HOMeEp 3a
uAeHTU(PUKAIIS Ha JIGKAPCTBEHUS MPOAYKT HICHTU(DUKALMOHHKS HOMEP, IOCOYEH B ChOTBETHHUS PETUCTBHD,
BoJieH oT HanmoHasiHus ChbBET 10 LIEHW U peUMOYpCUpPAHE Ha JIEKAPCTBEHUTE MPOJTyKTH.

(3) B cpok mo 18 Mecelia oT U3THYAHETO HA CPOKA MO al. | MpUTEKATEIUTE HA Pa3pEIICHUS 3a
ynoTtpeda OCUTypsiBaT BbBEXJAHETO HA YHUKAJIHUS HAIlMOHAJICH HOMEp 3a uaeHTH(duKanus o wi. 19, an. 3
3a BCEKH CBOH JIEKApCTBEH NPOAYKT KAaTO YacT OT MHAUBUIyalIHUS UACHTU(UKAIIMOHEH Oeser mo wi. 68a.

§ 70. (1) 3aBapeHuTe 10 BIM3aHETO B CHJIa HA TO3M 3aKOH JIMIA, KOWUTO TPUTEKABAT
€IHOBPEMEHHO Pa3pelIeHue 3a ThProBUs Ha €pO U Pa3pelleHue 3a ThProBUs Ha JPEOHO C JIEKapCTBEHU
IIPOAYKTH B anTeKa, IPUBEKIAT JEHHOCTTa CU B CHOTBETCTBUE C M3UCKBaHMATA Ha wi. 195a u 222a B cpok
10 6 Mecella OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

(2) Korato B cpoka mo an. 1 juuero He € MpHBENO AEHHOCTTa CH B CHOTBETCTBUE,
M3NBJIHATENHUAT aupektop Ha MAJI oTHeMa paspeleHneTo, KOeTo € M34aJieHO ¢ No-KbCcHa farta. Korato
BTOpaTa MO BUJ JEHHOCT € ThProBHs Ha JpeOHO C JIEKApCTBEHH MPOAYKTH, U3IIBIHUTEIHUAT JUPEKTOp HA
WNAIJI oTHEMa pa3pelIeHusATa, U34aI€HU Ha JULETO, 32 BCUUKH alITEKH.

(3) UsuckBanmsTa Ha wi. 195a u 222a ce mpwiaraT U 3a MOAQJICHUTE JI0 BIM3aHETO B CHJIa HA
TO3M 3aKOH 3asBJICHHUS 32 ThPrOBHsI HA €JIpO M/UIIHM Ha IpeOHO C JIEKApCTBEHHU MPOTYKTH.

§ 71. (1) B cpok n0 12 mecena oT BIM3aHETO B CHJIa HA TO3W 3aKOH HallMOHAIHUAT CHBET IO
IEeHH M peuMOypcHpaHe Ha JIeKapCTBEHHTE MPOAYKTH BHHMCBa HMH(popmamusra mo wi. 2621, am. 2 3a
JIEKapCTBEHUTE MPOAYKTH, KOUTO ca BKIOUeHH B [103UTHBHUS JT€KapCTBEH CITUCHK.

(2) UznbnHuTenHaTa areHIMs IO JeKapcTBaTa NpeAocTaBs HeoOXxoauMmaTa uMHopMmauus Ha
Hanmonanuus chBeT 1o 1IeHU U peuMOypcrpaHe Ha JIEKapCTBEHUTE MPOAYKTH 1o all. 1 B cpok 70 6 Mecena
OT BJIM3aHETO B CHJIa HA TO3M 3aKOH.

§ 72. (1) Metoaukara no ui. 2276, an. 5 ce uzgaBa B CpoK /10 6 Mecela OT BIIM3aHETO B CUJIAa Ha
TO3H 3aKOH.

(2) Hammonayinara ante4yHa kaprta mo uwi. 227a, ain. 1 ce mpuema B CPOK /0 €IHa TOJUHA OT
BJIM3aHETO B CHJIA HA TO3H 3aKOH.

§ 73. B cpox 10 Tpu Mecena OT BIM3aHETO B CHJIa HAa TO3M 3aKOH YIPAaBUTENAT Ha
Hanuonannata 31paBHOOCHTYpUTENIHA Kaca MOXE €JHOKpaTHO Ja ONpeAead HOB pa3Mep Ha
MHAVBUAYAIHUTE OCHOBHU MECEUHU 3aIlIaTH Ha AUPEKTOPUTE HAa pPalOHHUTE 3PABHOOCUTYPUTEIHM KacH,
0e3 /1a HaAXBbPJIsl MaKCUMAJIHUSI pa3Mep Ha OCHOBHATa MECeyHa 3aIulaTa 3a CbOTBETHOTO HHMBO U CTEIIEH, B
paMKHuTe Ha pasxoauTe 3a mnepconan mno Oromkera Ha H3OK 3a choTBeTHaTra roauwHa, HE3aBUCHMO OT
M3BBPIICHUTE WIH MIPEICTOSIIN YBEINYSHHS] HA MECEUHUTE 3aIljIaTH [IPe3 ChbOTBETHATA FOJIMHA.

§ 78. (1) Ilog3zakoHOBUTE HOPMATHUBHU aKTOBE MO MpUJIaraHeTO Ha TO3W 3aKOH, 3aKOHa 3a
3IPaBHOTO OCHUTYypsiBaHE, 3aKOHA 3a MEAMIIMHCKUTE HM3JENHs W Ha 3aKOoHa 3a XopaTa C YBpEXIaHUS Ce
MpUeMaT, ChOTBETHO M3/IaBaT M MPHUBEXKIAT B ChOTBETCTBHE, B CPOK JIO TPH MECeIla OT BJIM3aHETO B CHJIA Ha
TO3U 3aKOH.

(2) Jo mnpuemMaHeTo, CBHOTBETHO W3/JaBaHETO, M TMPUBEKIAHETO B CHOTBETCTBHE Ha
MO/3aKOHOBUTE HOPMATUBHU aKTOBE MO aJl. | ce mpuiiaraT AeCTBAIIUTE M0/13aKOHOBU HOPMAaTHUBHU aKTOBE,
JIOKOJIKOTO HE TTPOTUBOPEYAT Ha ChOTBETHHUS 3aKOH.
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IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A BIO/I’KETA HA HAIIMOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2021T.

(OBH. - IB, BP. 103 OT 2020 T"., B CUJIA OT 01.01.2021T".)

§ 20. (1) B cpok no Tpu Mecelna OT BIM3aHETO B CUJla HA TO3M 3aKOoH M3MbJIHUTETHATA areHIUs
Mo JeKapcTBaTra mpenocTaBs Ha HanuoHanHus CHBET MO LIEHM M peuMOypcHupaHe Ha JIeKapCTBEHHUTE
IPOAYKTH B €JEKTpoHEH (opmaT, mo oOpasel, yTBbpPAEH OT Hero, MHpopMauus 3a paspelieHUTe 3a
yrnoTpebda W pPerucTpUpaHUTE JIGKAPCTBEHH MPOAYKTH Ha Teputopusara Ha PemyOmuka Bearapus u 3a
paspelieHnTe 3a yrnoTpeda mo HeHTpaIu3upaHa Mpolenypa JeKapcTBEHH MPOAYKTH M0 pena Ha PerimameHT
(EO) Ne 726/2004 na EBponeiickus mapiameHT U Ha CwbBeta ot 31 mapt 2004 r. 3a ycraHOBsIBaHE Ha
npouenaypu Ha Cbro3a 3a pa3peliaBaHe U KOHTPOJI Ha JEKapCTBEHU MPOIYKTH 3a XyMaHHa M BeTepHUHApHA
ynotpeba u 3a ch3aBaHe Ha EBporieiicka areHuus 1o JieKkapcTBara.

(2) HarmoHamHUAT CHBET MO LIEHW U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH YTBbPHKAaBa
obpasena o an. 1 B 7-IHEBEH CPOK OT BIM3AHETO B CHJIA HA TO3H 3aKOH.

§ 21. (1) UnenTuduKalmoOHHUTE HOMEPA Ha JIEKAPCTBEHUTE MPOIYKTH, BriucaHu B [lo3uTHUBHUSA
JICKapCTBEH CHHUCHK, B PETUCThpa Ha MPEJEIHUTE [IEHH U B PETUCThPa HA MAaKCUMAJHUTE MPOJAXKHU IICHH,
ce CMSTaT 3a HAI[MOHAJIeH HOMEP 3a WIACHTHU(PHUKAIUSA Ha JIEKapCTBEHMsI MPOIYKT MO CMUCHIA Ha wi. 2591,
ast. 1 ot 3akoHa 3a JIeKapCTBEHUTE NMPOJYKTH B XyMaHHATa MEAMULIMHA.

(2) B cpok m0 6 Mecena ot mpenoctaBsiHeTo Ha nHpopmanmsara o § 20, an. 1 HanuonanausT
CBBET IO LIEHW M peuMOypcupaHe Ha JIEKApCTBEHUTE MPOJIYKTH MyOJMKyBa Ha WHTEPHET CTpaHUIaTa CU
perucTbpa 1o ui. 259, an. 2, T. 4 ot 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

(3) B cpok 1o Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MPUTEKATEIUTE HA pa3perIeHUs
3a ynoTpe6a/y10CTOBEpEHUE 3a PErUCTpalisl Ha JIGKAPCTBEH HPOAYKT MPENOCTaBAT Ha M3mbiaHUTENHATa
areHuus 1O JIeKapcTBaTa 3a BCHUYKM JIEKAPCTBEHM MNPOAYKTH, TOJIYYWJIM pa3pelieHue 3a
ynoTpeba/y10CTOBEpEHHE 3a pErucTpalus Ha TEpUTOpHsITa Ha CTpaHaTa 4pe3 Cclenualu3upaHaTa
€JIEKTPOHHA cucTeMa o wi. 2176, an. 1 or 3akoHa 3a JeKapCTBEHUTE NPOAYKTH B XyMaHHaTa MEAMIIMHA,
nH(popMaIMs 3a KoJla Ha POJAYKTa 0 CMHUCHJIA Ha 4. 4, OykBa 0), moarodka i) ot Jlemerupad periiaMeHT
(EC) 2016/161 na Komucusta ot 2 okromBpu 2015 r. 3a momwiBane Ha JlupektuBa 2001/83/EO Ha
EBporneiickua napiamenT U Ha CbBeTa upe3 yCTaHOBSIBAaHE Ha IMOJAPOOHU IpaBMiIa 3a IMOKa3aTeauTe 3a
0e30macHOCT, TIOCTAaBEHU BBPXY ONAKOBKAaTa Ha JIEKAPCTBEHUTE MPOAYKTH 3a XyMaHHa ynotpeda (OB, L
32/1 or 9 deBpyapu 2016 r.), Hapuuyan mno-Haratbk "Jlenerupan pernmament (EC) 2016/161", 3a
JIEKapCTBEHHUTE MPOIYKTH, onpeenenu B Jlenerupan pernament (EC) 2016/161.

(4) B cpok 1o Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MPUTEKATEIUTE HA pa3peLICHUs
3a mapa’liesieH BHOC Ha JIEKApCTBEH MPOIYKT MpeAOoCTaBAT Ha V3mbaHUTENHATa areHlMs Mo JeKapcTBara 3a
BCHYKH JICKaPCTBEHH MPOIYKTH, HOJYUHIN pa3pelieHre 3a MapajelieH BHOC Ha TePUTOpHUsATa HAa CTpaHaTa
ype3 crernurain3upaHaTa eJleKTpoHHa cuctema o wi. 2176, an. 1 ot 3akoHa 3a JIeKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MeJHIMHA, HHpOopMaLus 3a KoJa Ha MPOJyKTa 10 CMUCHIA Ha wi. 4, OykBa 0), HOATOYKA 1) OT
Henerupan pernament (EC) 2016/161 3a nekapcTBeHUTE POAYKTH, OTIPEICICHU B HETO.

§ 24. 3akonbT BiM3a B cwiia ot 1 ssHyapu 2021 1., ¢ uskimouenue Ha § 17, 22 u 23, KouTo BiIn3at
B CHJIa OT JIeHsl Ha 0OHapoABaHeTO My B "/IbpkaBeH BECTHHK".

3akiII0unTeIHE pa3nopenou
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KBM 3AKOHA 3A UBSMEHEHHUWE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - IB, BP. 105 OT 2020 T"., B CHJIA OT 11.12.2020T".)

§ 9. 3akoHBT BIU3a B CWJIA OT JIEHS Ha 0OHapoABaHETO My B "JIbp)KaBeH BECTHUK".

3ak/I04uTeHU pa3nopendu
KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTHU B
XYMAHHATA MEIMIIUHA

(OBH. - 1B, BP. 62 OT 2022 T'., B CWJIA OT 05.08.2022T".)

§ 2. 3aKOHBT BIM3a B CHJIA OT JICHS Ha 0OHApoBaHETO My B "J[bpikaBeH BeCTHUK'.

IIpexonnu n 3aKJIIOYUTEHU pa3nopendu
KBbM 3AKOHA 3A ITIPOTUBOJIEMCTBUE HA KOPYIIIIUSTA

(OBH. - IB, BP. 84 OT 2023 I'., B CWJIA OT 06.10.2023 T".)
§ 79. 3akoHBT BAW3a B CWiJa OT JiIeHd Ha oOHapoaBaHeTo My B "JIbp)kaBeH BECTHHK" C
M3KJIIoueHue Ha § 9, koiTo Bim3a B cuiia ot 1 mapt 2024 r.

PeneBanTHM aKTOBE OT EBpOHCﬁCKOTO 3aKOHOAaTCJICTBO

gﬂ[!eKTI/IBI/I:

JUPEKTHUBA (EC) 2017/1572 HA KOMUCUATA ot 15 cenremBpu 2017 roauna 3a
nonbaHeHne Ha JupexktuBa 2001/83/EO na EBpomeiickust nmapiameHT W Ha CbBeTa 1O OTHOILIEHHE Ha
MPUHLIMIIUTE U HACOKUTE 3a Jo0pa MpOM3BOACTBEHA MPAKTHUKA MPU JEKAPCTBEHUTE MPOIYKTH 3a XyMaHHa
ynotpeba

JIUPEKTUBA 2012/26/EC HA EBPOIIEMCKHUS TIAPJJAMEHT U HA CBBETA ot 25
oktomBpHu 2012 ronuna 3a m3menenue Ha upextuBa 2001/83/EO mo oTHomieHne Ha (hapMakoJoTHYHATa
OIUTETTHOCT

JIMPEKTUBA 2011/62/EC HA EBPOITEMCKMS TIAPJIAMEHT U HA CHBETA ot 8 1oHn
2011 romuua 3a u3menenue Ha JupexktuBa 2001/83/EO 3a yTBBpxkaaBaHe Ha Kojekc Ha OOmIHOCTTa
OTHOCHO JIEKapCTBEHM MPOAYKTH 3a XyMaHHa ymnoTrpeda MO OTHOIIEHHWE Ha MpPeloTBPATSBAHETO Ha
HaBJIM3aHETO Ha panmuuuIUpaHy JeKapCTBEHU MPOAYKTH B 3aKOHHATa BEPHUra Ha IOCTaBKa

JIUPEKTUBA 2010/84/EC HA EBPOIIEMCKUS IIAPJJAMEHT U HA CBBETA ot 15
nexemBpu 2010 roauHa 3a W3MEHEHHE IO OTHOINEHWE Ha (hapMakojiornyHata OauTenHocT Ha JlupexTrBa
2001/83/EO 3a yTBBp*kaaBaHe Ha KoJekc Ha OOLIHOCTTa OTHOCHO JEKapCTBEHM IMPOIYKTH 33 XyMaHHa
yroTpeba

JIUPEKTUBA 2005/36/EO HA EBPOIIEMCKHUS IAPJIAMEHT U HA CBHBETA or 7
cenrremBpu 2005 roguHa OTHOCHO MPU3HABAHETO HA MPO(ECHOHATHUTE KBATH(DUKAIUT

JAUPEKTHUBA 2005/28/EO HA KOMUCHSATA ot 8 anpun 2005 rogrHa OTHOCHO ONpeIesHe
Ha TPUHIMINA W TOIPOOHM HACOKM 3a 100pa KIMHUYHA MPAKTUKA IO OTHOUICHHWE Ha JIEKapCTBEHUTE
MPOAYKTH 3a XyMaHHa yrnorpeda, NpeqHa3HAueHM 3a U3CJe/IBaHe, KAaKTO W W3HUCKBAHMITA OTHOCHO
M3JJaBaHETO Ha Pa3peLIUTEIHO 3a IPOU3BOACTBOTO MJIM BHOCA HA TAKUBA MIPOAYKTH
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JIMPEKTHBA 2004/27/EO HA EBPOITEMCKWS ITAPJIAMEHT 1 HA CBhBETA ot 31 mapr
2004 romuna 3a m3menenwe Ha JlupextuBa 2001/83/EO 3a yTBBpkKAaBaHe Ha Kojaekc Ha OOmIHOCTTA
OTHOCHO JIEKapCTBEUTE MPOAYKTH 32 XyMaHHa yrnoTpeda

JIUPEKTHBA 2004/24/EO HA EBPOIIEMCKIS ITAPJIAMEHT 1 HA CBhBETA ot 31 mapr
2004 romuua 3a u3menenue Ha JupexktuBa 2001/83/EO 3a yTBBpxkAaBaHe Ha Kojekc Ha OOmHOCTTa
OTHOCHO JICKQpCTBEHU MPOJYKTH 32 XyMaHHA ymorpeba, MO0 OTHOIICHHE Ha TPATUIIMOHHUTE PACTUTEITHU
JIEKapCTBEHH MPOTYKTH

JIMPEKTHBA 2004/10/EO HA EBPOIIEMCKUS ITAPJJAMEHT U HA CBBETA or 11
¢deBpyapu 2004 roguHa OTHOCHO XapMOHHW3HMpPAaHE Ha 3aKOHOBUTE, MOJA3aKOHOBUTE M aJMUHUCTPATHBHUTE
pasmopendu, CBBp3aHH C TpUIAraHeT0 Ha NPUHLIUNUTE HAa Jo0pa jgabopaTopHa TpakTHKa H
BepUPUIIMPAHETO HA TIXHOTO TNpWIAraHe MPU HM3MUTBAHWS HAa XWMHWYCCKU BeIlecTBa (KOTu(pHUITUpaHa
BepCHs)

JUPEKTHBA 2003/63/EO HA KOMUCHUSATA ot 25 rouu 2003 roamHa 3a M3MEHEHHUE Ha
HupextuBa 2001/83/EO na EBpomnetickus mapiameHT 1 Ha ChBeTa 3a BbBEXKAaHE Ha KoJiekc Ha OOnIHOCTTa
OTHOCHO JICKQpCTBEHUTE MPOAYKTH 32 XyMaHHa yrnoTpeda

JIUPEKTHBA 2001/83/EO HA EBPOIIEMCKHS TTAPJAMEHT U HA CBBETA or 6
HoemBpu 2001 roamHa 3a yTBBbpXkKAaBaHe Ha Kojaekc Ha OOIIHOCTTa OTHOCHO JIGKAPCTBEHU MPOAYKTH 3a
XyMaHHa yrnoTtpeoa

JIMPEKTHBA 2001/20/EO HA EBPOITEMCKWS ITAPJITAMEHT M HA CHBETA ot 4 anpun
2001 rogmHa OTHOCHO COMMKaBaHE Ha 3aKOHOBUTE, MOJI3aKOHOBUTE M aJIMHHHUCTPATHBHHUTE Pa3MopeI0u Ha
IbpKABUTE-WICHKH OTHOCHO IMpHJIaraHeTO Ha Jo0para KIMHUYHA TpakTUKa IpU MPOBEXKAAHETO Ha
KIIMHUYHY W3MUTBAHUS HA JIGKAPCTBEHU MPOAYKTH 32 XyMaHHa yrnorpeda (0TM.)

JAUPEKTHUBA 93/16/ENO HA CBBETA ot 5 ampun 1993 roauHa OTHOCHO YJIECHsSIBaHE
CBOOOJHOTO JBMKCHHE Ha JICKapUTE W B3aUMHOTO MPHU3HABAaHE HAa TEXHHUTE TUIUIOMH, YIOCTOBEPEHHUS U
Apyru oUIMATHE JOKYMEHTH 32 podecnoHarHa Kpaaudukamnus (0TM.)

JIUPEKTHUBA 89/381/CEE HA CBBETA ot 14 ronu 1989 r. pasmmupsBainia mojeTo Ha
npusoxenue Ha aupektuBu 65/65/ENO u u 75/319/EMO 3a cOnmxaBaHEeTO Ha 3aKOHOBHTE, TIOJ3aKOHOBUTE
W aJMHHHUCTPATHBHHUTE pa3nopedW OTHOCHO JICKAPCTBEHHTE CPEJCTBA M TPEABMKIAINA CIICIHATHH
pasnopendu 3a METUKaMEHTHUTE MOJIYYeHH OT YOBEIIKa KPhB WK IJ1a3Ma (OTM.)

JUPEKTHUBA 89/105/EMO HA CBBETA or 21 pekemBpu 1988 romwHa OTHOCHO
MPO3PAaYHOCTTa Ha MEPKHUTE, PETyJIupally [EHUTEe Ha JIEKapCTBEHH MPOAYKTH 3a ymorpeda OT dOoBeKa U
BKJIFOUBAHETO UM B 00XBaTa HAa HAIIMOHAHUTE CUCTEMHU 32 3J[PaBHO OCHUTYPSBaHE

JINPEKTHUBA HA CbBETA 87/18/ENO ot 18 nexemBpu 1986 roanna 3a XapMOHU3HpaHE Ha
3aKOHOBUTE, MOJ3AKOHOBUTE W aJMUHUCTPATUBHUTE pa3nopeadu, OTHACIIIU C€ J0 MPWIAraHeTo Ha
MPUHIMITATE Ha Jo0paTa JabopaTopHa MPaKTHUKa U MPOBEpKaTa HA TAXHOTO MPHJIAraHe KbM aHAIH3UTE Ha
XUMHUYECKH BeliecTBa (OTM. )

JIUPEKTHUBA 85/433/EVIO HA CBBETA ot 16 cenremBpu 1985 roarHa OTHOCHO B3aUMHOTO
MpU3HaBaHE Ha JWIUIOMH, YJIOCTOBEpPEHHMs W JApyrd o(QUUIUATHU JOKYMEHTH 3a MpodecroHaNIHa
kBaM(pukanuss B oOmactra Ha ¢apMmanuara, BKIIOYBAIA W MEPKH 3a yIEeCHSBaHE JEHCTBUTEIHOTO
yOpaKHSIBaHE Ha MPABOTO HAa YCTAaHOBSIBAHE IO OTHOILIEHHWE Ha ONpENeIeHHU JEHHOCTH B oOiacTra Ha
dapmarnusTa (0TM™.)

BTOPA JIUPEKTHMBA HA CBBETA 75/319/EMO ot 20 mait 1975 roauna 3a cOMmKaBaHETO
Ha 3aKOHOBHTE, MOJI3aKOHOBU U aIMUHUCTPATUBHU PAa3Nopea0H OTHOCHO JIEKApPCTBEHUTE CPeACTBa (OTM.)

PeriamenTu:

JEJIETUPAH PEI'JIAMEHT (EC) 2017/1569 HA KOMUCHUSATA ot 23 mait 2017 roauna 3a
nonsiaenue Ha Permament (EC) Ne 536/2014 na EBpomneiickus napiamenT u Ha CbBeTa 4pe3 Ompe/elisHe
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Ha MPUHLOUIHN U HACOKH 3a 00pa MpOM3BOJCTBEHA MPAKTHKA MPH W3MUTBAHU JIEKAPCTBEHU MPOAYKTH 3a
XyMaHHa yrnoTpeda 1 Ha pa3nopeadu 3a MpoBeXkIaHe Ha MHCTIEKIINH

JNEJIETUPAH PET'JIAMEHT (EC) 2016/161 HA KOMUCHATA ot 2 okromBpu 2015 roguna
3a nonbyiBane Ha J{upexktusa 2001/83/EO na EBpomneiickus napaameHT U Ha ChBeTa 4pe3 yCTaHOBSIBaHE Ha
MoApOoOHU TpaBHIIa 3a TMOKa3aTeNuTe 3a 0e30MacHOCT, MOCTABEHH BBPXY OIMAKOBKAaTa Ha JIEKAPCTBEHHUTE
IIPOJYKTH 3a XyMaHHa ynoTpeda

JEJIETUPAH PEI'JIAMEHT (EC) Ne 1252/2014 HA KOMUCUSTA ot 28 maii 2014 ronuna
3a nombiHenue Ha Jupextuna 2001/83/EO na EBponeiickus mapnameHT M Ha ChBeTa MO OTHOIIEHUE HA
NPUHLIMIIUTE U HACOKHUTE 3a J00pa MPOW3BOJCTBEHA NpPaKTHKa 3a AKTUBHU BEILIECTBA 3a JIEKAPCTBEHU
MPOAYKTH 3a XyMaHHa yrnoTpebda

PETJIAMEHT (EC) Ne 536/2014 HA EBPOIIEMCKUS ITAPJIAMEHT U HA ChBETA or 16
anpun 2014 rongvHa OTHOCHO KJIMHUYHUTE U3MUTBAHUS Ha JIEKAPCTBEHH MPOAYKTHU 32 XyMaHHa ynoTtpeda, u
3a otmsiHa Ha JlupextuBa 2001/20/EO

PETJIAMEHT (EC) Ne 528/2012 HA EBPOTIEMCKIS TTAPJIAMEHT U HA CHBETA ot 22
Mait 2012 roarHa OTHOCHO MPEIOCTABIHETO Ha Ma3apa u yrnorpedara Ha OHoIuan

PEI'JTAMEHT 3A U3ITBJIHEHUE (EC) Ne 520/2012 HA KOMUCHATA ot 19 ronu 2012
roAMHa OTHOCHO W3BBPIIBAHETO Ha JeHHOCTUTE B o0iacTTa Ha (apmakoJoruyHaTta OJIUTEITHOCT,
npensuaenu B Permament (EO) Ne 726/2004 na EBpormeiickus mapiamenT U Ha ChBera U B JlMpeKTHBa
2001/83/EO na EBponeiickus mapiameHT 1 Ha ChBeTa

PEI'JIAMEHT (EO) Ne 469/2009 HA EBPOIIEMCKU S ITAPJIAMEHT 1 HA CHBETA ot 6
Maii 2009 roamHa OTHOCHO cepTHdHUKaTa 3a AOMBIHUTEIHA 3aKpuja Ha JICKAPCTBEHUTE MPOIYKTH
(xoguduurpana Bepcus)

PEI'JTAMEHT (EO) Ne 1234/2008 HA KOMUCUATA ot 24 HoemBpu 2008 roguHa OTHOCHO
pasriiekAaHeTO Ha MPOMEHHUTE B YCIOBHATA HA pa3pelIeHHUATa 3a ThPrOBUs C JIEKAPCTBEHH MPOIYKTH 3a
XyMaHHa ynoTpeba 1 BeTepUHapHU JIEKApCTBEHU IPOAYKTH

PEI'JIAMEHT (EO) Ne 1394/2007 HA EBPOITEMICKMS TTAPJIAMEHT U HA CHBETA ot
13 HoemBpu 2007 ronrHa OTHOCHO JIEKAPCTBEHUTE INPOJIYKTH 3a MOJAEpPHA Tepamus U 33 U3MEHEHHE Ha
Hupextusa 2001/83/EO u Ha Pernament (EO) Ne 726/2004

PETJIAMEHT (EO) Ne 1901/2006 HA EBPOITEMCKMS ITAPJJAMEHT U HA CBHBETA or
12 nexemBpu 2006 TogMHa OTHOCHO JICKAPCTBEHUTE MPOJIYKTU 3a MEeAUATpUUHA YIOTpeda U 3a U3MEHEHUE
Ha Permament (EMO) Ne 1768/92, Iupextuna 2001/20/EO, Jdupexktua 2001/83/EO u Pernament (EO) Neo
726/2004

PET'JIAMEHT (EO) Ne 726/2004 HA EBPOIIEHMCKIS ITAPJIAMEHT U HA CBBETA or 31
mapt 2004 romumHa 3a ycCTaHOBSiIBaHe Ha mporenypd Ha OOIIHOCTTa 3a paspeliaBaHe M KOHTPOJI Ha
JIEKapCTBEHM MPOJYKTH 3a XyMaHHa U BeTepuHaApHa ynoTpeda U 3a ch3gaBaHe Ha EBpormelicka areHuus mno
JeKapcTBara

PEI'JTAMEHT (EO) Ne 1085/2003 HA KOMMUCHATA ot 3 ronm 2003 roawHa OTHOCHO
MpPOyYBaHE Ha M3MEHEHUATA B YCJIOBHSATA Ha Pa3pelIMTEIIHUTE 3a THPTrOBUS C JIEKAPCTBEHHU NMPOAYKTH 32
XyMaHHa ynorpeba U BeTepUHApHU JIEKapCTBEHM MPOIYKTH, romajamy B ooxsata Ha Pernmament (EMO) Ne
2309/93 na CobBeTta (0TM.)

PEI'JIAMEHT (EO) Ne 1084/2003 HA KOMUCHATA ot 3 ronu 2003 rogwHa OTHOCHO
IIPOyYBaHE Ha W3MEHEHHATA B YCIIOBUATAa HAa PA3pELICHHSTA 32 THhPrOBUS C JIEKAPCTBEHM NPOAYKTH 3a
XyMaHHa yroTpebda M BETepHUHAPHU JIEKAPCTBEHU MPOAYKTH, MPEAOCTaBSIHU OT KOMIIETEHTEH OpraH Ha
JbprKaBa-uieHKa (0TM.)

PEI'NTAMEHT (EO) Ne 847/2000 HA KOMMUCUATA ot 27 ampun 2000 romuHa 3a
YCTaHOBSIBAHE Ha pasnopeAlduTe 3a MpHiaraHe Ha KpUTEpUHUTE 3a 0003HAUaBaHE Ha JIEKAPCTBEH MPOIYKT
KaTo JIEKapCTBEH MPOAYKT-CHpPAaK W 3a ONpeNessHEe Ha TOHATHATA '"MOA0O0EH JIeKapCTBEH MPOIYKT' H
"KJIIMHUYHO IIPEBB3XO0/ICTBO"

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 09.10.2023 .



PEI'JTAMEHT (EO) Ne 141/2000 HA EBPOIIEVICKU S ITAPJIAMEHT U HA CBhBETA ot 16
nekeMBpu 1999 roguna 3a jiekapcTBaTa cupanu

PEI'JIAMEHT HA CBBETA (CsBera Ha EBpomneiickara O6urHocT) Ne 2309/93 ot 22 ronu
1993, c koiiTo ce ycraHoBsiBa pebT B OOIIHOCTTA 32 U3JjaBaHE pa3peIIUTEIHU (JIMLIEH3U) U YIPaKHSABaHE
HAJ30p HaJ JIEKapCTBEHH CPEICTBA M3MOJI3BaHM B XyMaHHATa W BETepHMHApHATa MEIUIIMHA, U C€ Ch3laBa
EBponeiicka Arennus 3a Onenka Ha JlekapctBenu Cpejnctsa (0TM.)

PEI'JTAMEHT (EMO) Ne 1768/92 HA CBbBETA ot 18 roru 1992 roguHa 0THOCHO Ch371aBaHETO
Ha cepTU(UKAT 3a TOMBIHUTEIIHA 3aKpHUJIa Ha JIEKAPCTBEHUTE MPOAYKTH (OTM.)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 09.10.2023 .



