HAPEJIBA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A
HPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU IPOAYKTH

H30adena om munucmvpa Ha 30paseona3ganemo

O6mn. J[B. 6p.21 om 20 mapm 20092., usm. /{B. 6p.91 om 17 noemspu 2009e., usm. /{B. 6p.94 om
29 noemspu 2011e2., uzm. /[B. 6p.2 om 6 auyapu 2012e., usm. u oon. /[B. 6p.81 om 17 cenmemspu 2013e.,
usm. J[B. op.104 om 3 oexemspu 20132., usm. u oon. /IB. 6p.15 om 21 ¢pespyapu 2014e., usm. u don. /[B.
op.68 om 15 aseycm 2014e., uszm. u oon. /IB. 6p.95 om 18 noemepu 2014e., usm. /[B. 6p.91 om 18 noemspu
2016e., usm. u oon. /IB. 6p.95 om 16 noemspu 2018e., usm. u don. /[B. 6p.68 om 27 aseycm 20192., oon. /IB.
op.90 om 15 noemepu 2019e., usm. /[B. 6p.91 om 23 okmomepu 2020e., oon. /[B. 6p.107 om 18 oexemspu
2020e., usm. /[B. 6p.37 om 7 mait 20212., oon. /[B. 6p.47 om 4 wonu 20212., usm. /B. 6p.94 om 12 noemepu
2021e., usm. u oon. /[B. 6p.53 om 8 woau 20222., don. /IB. 6p.61 om 2 agcycm 20222., usm. /[B. 6p.85 om 25
oxmomepu 20222., usm. u oon. /IB. op.51 om 13 wonu 2023e., usm. u oon. /[B. 6p.85 om 10 oxkmomepu 202 3e.

I'naBa nbpBa.
ObIIH IMOJOKEHUSA

Ui 1. C Ta3u Hapenda ce onpeaessr:

1. (mom. - JIB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 1.) MEAUIMHCKUTE CHCITUATMCTH, KOUTO
MOrar Jia u3faBaT pelenTH, PeIbT 3a MPEINUCBaHe Ha JIEKAPCTBEHU MPOAYKTH, CPOKBT 3a U3IIBIHEHUETO,
CIIy4auTe U pebT, IPU KOUTO MAarucThbp-PpapMaleBT U3ITBIHIBA UM MOXKE J1a OTKaXKe J1a U3I'bJIHU JIEKApCKO
MpeANICaHue;

2. ycloBHSTa W PEIAbT, MO KOUTO OBJTApCKU TPaKIAHU M UYKAU TPAKIAHU, TOCTOSHHO U
BpEMEHHO IpeOuBaBaly B cTpaHaTa W MbTyBallu U3BbH PemyOnuka beiarapus, Morar ga HOCAT WU Ja
M3HACHT JICKAPCTBEHU MPOYKTH, MPEIHA3HAYCHHU 32 JICUEHUETO UM;

3. KOoJHMuYecTBaTa JIEKAPCTBEHU MPOAYKTH, MpEeJIHAa3HAYEHU Camo 3a JICYCHHETO Ha TPAH3UTHO
MPEeMHUHABAIIA W BPEMEHHO MpeOMWBaBallld HAa TEPUTOPUATA HA CTpaHATa JHIA, KOUTO TE€ MOrar Ja
MIPUTEKABAT;

4. (noBa - JIB, Op. 15 ot 2014 r.) ycioBusita U penbT 3a MPU3HABAHETO M M3IBIHEHUETO HA
pELEnTH, U3JaJICHN B ApyTa JbpiKaBa YIeHKa,

5. (m3m. - ]IB, 6p. 81 ot 2013 r., npeaumna T. 4 - JIB, 6p. 15 ot 2014 1.) pensT 3a npeanucBaHe
Ha JIEKAPCTBEHU MPOAYKTH, ChJIbPKAIA HAPKOTUYHU BelecTBa OT mprioxkeHust Ne 2 u 3 kpm wit. 3, 1. 2 u 3
ot Hapenbara 3a pena 3a xinacuduuupaHe Ha pacTEeHHUSATa U BEIIeCTBaTa KaTO HAPKOTUYHH, IMpPHETa C
[TocranoBnenne Ne 293 na Munucrepckus ceset ot 2011 r. (B, 6p. 87 oT 2011 1.);

6. (mpenumua 1. 5, u3m. - JAB, 6p. 15 ot 2014 r., ot™m. - IB, Op. 51 ot 2023 1., B cmwia ot
13.06.2023 r.)

7. (HoBa - /IB, 6p. 68 ot 2019 r., B cuiia ot 27.08.2019 1.) ycnoBusiTa, peAbT U NPUHIUIINUTE, 10
KOUTO c€ MPEANNUCBAT JIEKAPCTBEHH MPOAYKTH ChOOPa3HO TSAXHATA pa3XxoaHa e(peKTUBHOCT MO CMHUCHIIA Ha §
1, T. 28 OT HOMBIHUTEIHUTE pa3mopeI0n Ha 3aKoHa 3a 3/1paBHOTO ocurypsisane (330).

Peoakuusd kom IB, 6p. 51 om 13 IOnu 2023 2.

Yn. 1. C masu napedba ce onpedensim:
1. meduyunckume cneyuarucmu, Koumo mo2am 0a uzoaeam peyenmu, peovm 3d NPeOnucéane Ha
Jekapcmeeny  npoodyKmu, CPOKbm 3a U3NBIHEHUemo, ciyuyaume u pedvm, Hpu KOUmMo Ma2ucmup-
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apmayeem modice 0a omkavice 0a UBNBIHU IEKAPCKO NPEONUCanue;

2. ycrosuama u pedvm, no KOUmo ObA2apcKu pancoanul U 4yxHcou 2paxcoanu, NOCMOAHHO U 6PEMEHHO
npebusasawju 6 cmpanama u nvmysawju uzevbh Penyonuxa bvreapus, moeam oa Hocam uau 0a UHACAM
JIeKAPCMEeHU NPOOYKMU, NPeOHA3HAUEHU 30 IeYeHUEMO UM,

3. Koauuecmeama JeKApCcmMeeHu NPOOYKMU, NPEeOHA3HAYEHU CaMO 34 JeYeHUemo Ha MPAH3UMHO
npemMuHasawu U 8pemMeHHo npebusasawu Ha Mepumopusma Ha cCmpaHama auya, KOumo me mo2am od
npumesicasam,

4. (nosa - /IB, 6p. 15 om 2014 2.) ycrosusma u pedvm 3a npusHA8aHemo u UNBIHEHUEHO HA peyenmiu,
u30adenu 8 Opyaa 0bpicasa YieHKd,

5. (usm. - JIB, 6p. 81 om 2013 2., npeouwna m. 4 - J[B, 6p. 15 om 2014 2.) pedvm 3a npednuceane na
JIeKApCmMBeHU NPOOYKMU, CoObPAHCAUU HAPKOMUYHU 8eujecn8a om npunodxcerus Ne 2 u 3 kom un. 3, m. 2 u 3
om Hapedbama 3a peda 3a knacuguyupare Ha pacmeHuama u eujecmeama Kamo HApKOMUYHU, Rpuema ¢
Tocmanosnenue Ne 293 na Munucmepckus cvgem om 2011 2. (/[B, o6p. 87 om 2011 2.);

6. (npeduwna m. 5, usm. - /[B, op. 15 om 2014 2., omm. - /[B, op. 51 om 2023 2., ¢ cuna om 13.06.2023 2.)

7. (nosa - /[B, op. 68 om 2019 2., 6 cuna om 27.08.2019 2.) ycrnosusima, pedvm u npunyunume, no KOUmo ce
npeonuceam ieKapcmeeH npooyKmu cboOpasHo MAXHAMA pA3Xoo0Ha epekmusHocm no cmucvia va § 1, m.
28 om donvanumennume paznopedbu Ha 3axona 3a 30paenomo ocuzypseate (330).

Ui, 2. PexxuMbT Ha NpEANUCBAaHE HA JIEKAPCTBEHUTE MPOAYKTH € OTNPEIETICH B Pa3pelICHUETO 3a
ynotpeba Ha JIeKapCTBEHUS MPOAYKT.

U 3. Pa3pemennre 3a ynmorpeda v perucTpupaHuTe JICKapCTBEHU MPOIYKTH HA TEPUTOPHUATA HA
Peny6nuka bbrirapus ce 00sBSBaT Ha MHTEPHET CTpaHHIaTa Ha M3nbaHUTEIHATA areHIMs 110 JeKapcTBara.

I'naBa BTOpA.
ME/JUIUHCKHA COIEHUAJINUCTU, KOUTO MOT' AT JA U3JABAT PELEIITU

Un. 4. (1) [IpaBo na mpeanucBaT pa3pelieHu 3a yrnotpeda B CTpaHaTa JEKapCTBEHH MPOIYKTH U
Ja W3JaBaT peLeNnTd HMar JieKapu/JieKapu [0 JEeHTajdHa MEAMIIMHA, YIpPaXHSBAllM MEAUIIMHCKATa
npodecus.

(2) U3m. - IB, 6p. 81 ot 2013 ., oT™. - [IB, 6p. 85 o1 2023 1., B cuiia ot 16.10.2023 1.)

(3) (Hom. - JIB, 6p. 61 or 2022 r.) denmmepure W JICKAPCKUTE aCHUCTCHTH MMAT IPaBO Ja
NPEINHUCBAT pa3pemieHn 3a ymorpeba B CTpaHaTa JIGKAPCTBEHHM NPOIYKTH M Ja H3JaBaT PELENTH, C
M3KIIIOUEHHUE Ha Te3U OT mpuiiokeHre Ne 1, camo mpu CKJIIOYEH JI0TOBOP ¢ JiedueOHO 3aBe/ieHue o 4. 2, all.
1, 1. 1 oT 3akoHa 3a JIeueOHHUTE 3aBCACHUS.

(4) (Hosa - JIB, Op. 85 ot 2023 r., B cuna ot 16.10.2023 r.) Berepunapuurte jgexkapu mMorat jaa
MPEUCBaT pa3pelieHn 3a ymoTrpeda B CTpaHaTa JIEKapCTBEHHM MPOAYKTH 3a XyMaHHa ymoTpeba u Ja
W3/1aBaT €JICKTPOHHH MPEANMCAHNS €IUHCTBEHO NP MPUJIATAHETO Ha JIUCHUE MO pena Ha wi. 322, an. 1, T.
2u4wnun 323, an. 1, 1. 2 u 4 ot 3akoHa 3a BeTepuHapHOMeIUIIMHCKaTa aeiHocT (3BM]I), ¢ u3kimoueHue
Ha JIEKapCTBEHH MPOAYKTH, ChABPKAIIN HAPKOTHYHH BEIIECTBA.

Peoakuus kom /1B, 6p. 61 om 2 Aseyem 2022 2.

Yn. 4. (1) Ilpaso 0a npeonuceam paspeuienu 3a ynompeba 8 CMpaHama ieKapcmeeHu npooykmu u od
uzoaeam peyenmu umMam JeKkapu/iekapu no OeHmanHd MeOUYUHd, YNPAJCHABAWU MeOUYuHcKkama
npogecusi.

(2) (Msm. - B, op. 81 om 2013 2.) Ilpaso oa omnyckam nexapcmeeHume npooOyKmu, CbObPHCAUU
HapromuyHu eewjecmea om npunodicenue Ne 1 na Hapeoba Ne 2 om 2012 2. 3a ycnosusma u peda 3a

ocvujecmesedrne Ha npoepdmu 3a jledeHue ¢ dcOHUuCmu U acoOHuCmu-anmaconucmu Ha auya, 3a6ucCumu Kom
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onuouou (/[B, op. 49 om 2012 2.) umam nexapu, pabomewu 8 npozpamume, NOAYYUIU pA3pPEULEHUE OM
MUHUCMBPA HA 30PABEONA3BAHEMO.

(3) (Hon. - IB, 6p. 61 om 2022 2.) @endutepume u nekapckume ACUCMEHMU UMAM NPAso 0a Npeonuceam
paspeuteru 3a ynompeba 6 CmpaHama 1eKapcmeeHu npoOyKmu u 0a u30asam peyenmu, ¢ UsKIoueHue Ha
me3u om npunodcenue Ne 1, camo npu cxniouern 002060p ¢ neuedno 3asedenue no ui. 2, air. 1, m. 1 om
3axona 3a neuebnume 3a6edenus.

. 5. (U3m. - JIB, 6p. 94 ot 2011 r.) (1) B pernonannara 3apasua uncnekuus (P31) ce Boau
PETUCTBP Ha JICKApUTE W JICKAPHUTE 10 JICHTAJTHA MEIUIIMHA, KOWTO IMPEIIHCBAT JIEKAPCTBEHU TMPOJIYKTH,
ChIbPKaIIN HAPKOTHYHHU BEIIECTBA.

(2) B peructbpa mo an. 1 ce BOUCBAT JaHHUTE Ha JICKaps/JeKaps MO JCHTalHA MEIUIIMHA 110
JOKYMEHTA 32 CAaMOJIMYHOCT, JJMUEH KOJ U KOJ Ha JIEYeOHOTO 3aBe/IeHHE.

I'naBa Tpera.
MHNPEAIIMCBAHE HA JIEKAPCTBEHU ITPOAYKTHU

Paznen 1.
Pen 3a npeanucBaHe HA JIEKAPCTBEHH NMPOAYKTH

Ui 6. (1) IlpennmucBaneTo HA JIEKAPCTBEHU NMPOAYKTH CE€ M3BBHPINBA HA pEIENTypHa OJlaHKa ¢
OsUT LBAT CHIIIACHO MpHUiIokeHue No 2,

(2) (Or™m. - 1B, 6p. 81 oT 2013 1.)

(3) Bepxy peuenrtypHaTta OJlaHKa 3aJIbJDKHTEIIHO C€ OTOEIsA3BAa PEKUMBT HA OTIYyCKaHE - 3a
€IHOKPATHO WJIM MHOTOKPATHO OTIyCKaHe, KaTo MPU MHOTOKPATHOTO OTITYyCKaHE C€ YTOYHSABA U KOJKO MbTH
1€ ce U3ITBJIHSBA pelenTara.

(4) Penentute ¢ pekxuM MHOTOKpPATHO OTIYCKaHE MMaT BaJMAHOCT 10 6 Mecella OT JaTaTa Ha
W3JIaBAaHETO UM U ChIbPXKAT O3HAYCHHUE HAa OpOs HAa OTITYCKAHUATA.

Un. 7. (1) PeuentypHata 61aHKa ChIbpiKa:

1. (mom. - JIB, 6p. 68 ot 2014 r., B cuita ot 15.08.2014 r., nom. - JIB, 6p. 85 ot 2023 r., B cuia
or 16.10.2023 r.) "uHckpuOIHMO" - cOoOCTBEHO M (JaMHIHO HME Ha JHMIETO Mo Wi. 4, yHUKaJeH
UACHTU(UKAIIMOHEH HOMEp, HAMMEHOBAHUE M aJIpeC Ha JICYeOHOTO 3aBeCHNE/BETCPUHAPHOMEIUIIMHCKOTO
3aBesieHue, TenedoH 3a Bpbh3Ka, JaTa Ha U3JjaBaHe Ha pelenTara;

2. "mpeckpubumo" - HaMMEHOBAaHUE, KOJMYECTBO HA aKTHBHO BEILIECTBO B JIEKapcTBeHA (hopma U
KOJIMYECTBOTO Ha JIEKAPCTBEHMsI MPOAYKT; KOJUYECTBOTO CE€ M3MUCBA ¢ LU(PH, a MpU MPEANHUCBAHE HA
JIEKapCTBEHH MPOIYKTH, ChABPIKAIIY HAPKOTUYHU BEUIECTBA - U C TyMH;

3. "curHatypa" - mocouBar ce €HOKpaTHaTa U JICHOHOIIHATa J|03a Ha JIEKApCTBEHUS MPOIYKT,
MPOBIDKUTETHOCTTA HAa Kypca Ha JIeUeHHE U HEOOXOJUMOCTTa OT MOBTAPSHETO MYy; J03aTa Ce M3IMCBA C
mudpy; Tpu TPEANUCBaHEe Ha 1033, MO-BUCOKA OT MAaKCHMAaJHO OIpeJesieHaTa MpU pa3peliaBaHeTo 3a
ynotpeba Ha JIEKapCTBEHHS MPOAYKT, MPEANHUCBAIIUAT CE IMOANKUCBA CPEIly IpEeBUIICHATa /103a; HE ce
JOITyCKaT O0IIM U3pasu Karo: "usBectHo'", ""'mo HacraBinenue", ""'mo cxema" u ap.;

4. "cyOCckpuOIMO" - yKazaHMs 3a HaYMHA HAa W3ITBJIHEHUE HA MPEANHCAHUETO; MPU HU3TOJI3BaHE
Ha ykazaHusTa "uuto", "uutucumo" win "cratuMm" 3aIBJDKUTENTHO CE 3alKCBa YachT HA MPEANUCBAHETO HA
JIEKapCTBEHUS TIPOIYKT;

5. (mom. - JIB, 6p. 61 ot 2022 r., nom. - JIB, Op. 85 ot 2023 1., B cua ot 16.10.2023 r.) moamnwuc
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Ha JIeKaps/JIeKaps 10 ASHTaIHA MEeTUIMHA/ (enepa/IeKapCcKus aCHCTEHT/BETEpHUHAPHUS JIeKap;

6. (m3m. - JIB, 6p. 68 ot 2014 r., B cmta ot 15.08.2014 r., nom. - JIB, 6p. 85 ot 2023 r., B cuna
or 16.10.2023 r.) nuueH neyar Ha Jiekapsi/Iiekaps 1o JeHTaIHa MeAULHA/BeTepUHAPHHUS JIeKap W/UIIH revar
Ha JIeYeOHOTO 3aBe/IeHNe/BETEPUHAPHOMEIUIIUHCKOTO 3aBE/ICHUE;

7. TpUTEe UMEHA Ha MAIMEHTa, Bb3PACTTa U aJpec M0 MECTOXKUBEEHE, KaTo MPU OpeMeHHa KeHa,
KbpMadKa MJIH JIETE CE OTPa3siBa U TOBA OOCTOSITEICTBO;

7a. (HoBa - JIB, Op. 85 or 2023 r., B cuna ot 16.10.2023 r.) TpuTe MMeHa Ha COOCTBEHHKA,
ajzipeca 10 MECTO’)KMBEEHE U BHJIa HA JKUBOTHOTO, ITOJIOKEHO Ha JIEYEHHE - 3@ PELENTH, IPEJIUCAHH 110 Yl
4, an. 4;

8. (noBa - J/IB, Op. 68 ot 2014 r., B cuma ot 15.08.2014 r.) YHukaneH uneHTUPUKAIUOHEH
nomep (YUH) na maructsp-apmaiieBra ot peructbpa Ha brarapckust papmarieBTUYEH ChIO3.

(2) (Ot™m. - 1B, 6p. 81 0T 2013 1.)

Peoakuus kom /IB, 6p. 61 om 2 Aseyem 2022 2.

Yn. 7. (1) Peyenmypuama 6aanxa cv0upoica:

1. (Oon. - ][B, 6p. 68 om 2014 2., 6 cuna om 15.08.2014 2.) "unckpubyuo" - coocmeeno u pamunno ume Ha
auyemo no ui. 4, ynuxanien uoeHmuukayuonen Homep, HaUMeHo8anue u aopec Ha i1e4eOHOmo 3asedeHue,
meneon 3a 8pv3KA, 0ama Ha U30A6AHe HA peyenmama,

2. "nmpeckpubyuo"” - HaumeHo8aHUe, KOIUHECMBO HA AKMUGHO GEWeCmE0 6 JIeKapcmeeHda gopma u
KOJIUYeCmBOmo Ha JeKapCmeeHus NPOOyKm, KOIUYeCmBOmo ce U3NUcea ¢ yugpu, a npu npeonuceame Ha
JleKapcmeenu RPOOYKmu, CbObPAICAWU HAPKOMUYHU BEWECMEd - U C OYMU,

3. "cuenamypa" - nocoueam ce eOHOKpAMHAMAa U OEHOHOWHAMA 0034 HA JNeKaAPCMEEHUsl NPOOYKN,
NPOOBINCUMETHOCIMA HA KYPCA HA JedeHue U HeoOXOOUMOCmma Om HOGMAPSHEMO My, 003amda ce
usnucea ¢ yugpu, npu npeonuceéame Ha 003d, NO-BUCOKA OM MAKCUMANHO onpedeieHama npu
paspewasanemo 3a ynompeba HA JeKApCMEeHUs NPOOYKM, NPeOnuUCeawusm ce NOONUCea Ccpeuyy

”noonn "nonmn

npeguuienama 003a,; He ce oonyckam oowu uspasu xamo. "uzeecmno”, "no nacmasnenue”, "no cxema" u
op.;

4. "cybckpubyuo" - yKazawmus 3a HAYUHA HA USNBIHEHUE HA NPEONUCAHUemo, Npu U3NoN36aHe Ha
yrazanuama "yumo”, "yumucumo" unu "cmamum" 3a0vA00CUMENHO Ce 3aNUCEA YACHM HA NPEORUCEAHEMO
Ha JleKapcmeenus npooyKm;

5. (Oon. - J]IB, 6p. 61 om 2022 2.) noonuc na nexaps/iekaps no 0eHmanHa meouyuna/erouiepa/iekapcrus
acucmenm,

6. (usm. - /[B, 6p. 68 om 2014 2., 6 cuna om 15.08.2014 2.) nuuen newam Ha iexapsa/iekapsa no OeHMaIHa
MeOUYUHA U/unu neyam Ha 1e4edHomo 3asedeHue;

7. mpume uMeHa HA NAYUEHMA, 8b3PACMMA U adpec NO MeCmOdiCUseeHe, Kamo npu OpeMenHd JiceHd,
KbpMauKa uny oeme ce ompassasad i moga 06Cmosamencmeo;

8. (noea - /IB, bp. 68 om 2014 2., 6 cuna om 15.08.2014 2.) Ynuxanren uoenmugpurxayuonen nomep (YUH) na
Mazucmup-apmayesma om pecucmvpa Ha Bvacapckus hapmayesmuuen cvios.

(2) (Omm. - /IB, 6p. 81 om 2013 2.)

Un. 8. (1) JlekapcTBeHUTE MPOAYKTH CE€ M3MKMCBAT YETIMBO HA JATHHHUIA C MEXKIyHApOIHOTO
HENaTeHTHO WM (apMaKolNeWHO HAaUMEHOBAHME HA JIEKAPCTBEHOTO WM BEIECTBO WJIM ThPTOBCKUTE UM
HAaUMEHOBAHMSI.

(2) KonunuecTBOTO Ha JI€KapCTBEHOTO BEUIECTBO B IPENINMCBAHUS JIEKAPCTBEH HPOAYKT Ce
u3pazsnBa:

1. B rpaMoBe, KOraTo € €IMH I'paM WIN HaJ €1H rpaM (g);

2. B MIUIMTPaMH, KOTaTo € TI0-MaJIKO OT €JIUH I'paM (mg);

3. KOJIMYECTBA, MO-MAJKA OT €IMH MWINTpaM, C€ O3HAauaBaT B MMKPOTpamMH, KaTro Ta3u
MEpHUTETHA €IMHUIIA HE C€ ChKpalllaBa, a ce M3IMMCBa ¢ JyMH (microgram);
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4. obemurte ce m3pazsBaT B MILTWIUTPH (ml);

5. B MexxayHapoanau equauid (IU) - 3a 1ekapcTBEHH NPOIYKTH OT OHOJIOTHYCH MPOU3XO/.

(3) CeokpamenusTa Ha JieKapcTBeHaTa (opMa ce M3MMCBAaT BbPXY peLenTypHaTa
OJ1aHKa/JIeKapCTBEHMSI JIUCT B ChOTBETCTBHE C J€HcTBaIaTa B cTpaHara (hapmMakornes.

(4) 3abpaHsiBa ce M3MOI3BAHETO HA CHKPALICHUS M MONPABKHU NP U3MUCBaHE HAMMEHOBAHUATA
Ha JIEKApCTBEHUTE IIPOAYKTH.

Un. 9. JlekapcTBeHH MPOIYKTH, MIPUTOTBEHM IO MarucTpaiHa u (¢apMakoleiHa peuenrtypa, ce
IIPENKUCBAT Ha OTJENIHA pelienTypHa OlaHKa.

Un. 9a. (Hos - IB, 6p. 15 ot 2014 r.) (1) Ha peunenTu, KOUTO Iie C€ W3MBIHSABAT B JIpyra
IbpKaBa YIEHKAa, C€ M3MUCBAT HEOOXOJAMMHUTE 3a JIEYCHHETO Ha KOHKPETeH MAaIlUEHT JIEKapCTBEHU
MPOJIYKTH, C U3KITIOYEHUE HA JICKAPCTBEHUTE MPOIYKTHU 10 Wi. 174 ot 3akoHa 3a JIeKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MeJIUI1Ha.

(2) Peuentute mo an. 1 ce m3nmcBarT mpU CHa3BaHe M3UCKBAHMATA HAa Ta3W Hapenda, Karo
3aIBJDKUTEITHO CE BKIIFOUBAT BCUYKHU JaHHU, TOCOYCHH B TIpriiokeHue Ne 4a.

(3) JlexapcTBeHHTE MPOAYKTH C€ MPEAMHCBAT MO MEXAYHAPOJHO HEMATEHTHO HAaWMEHOBaHHE
win (papMakoneitHO HaMMEHOBAaHHE Ha JIGKAPCTBEHOTO MM BEIIECTBO.

(4) JlexapcTBeHHTE MPOAYKTH MoraT Aa ObJaT MpeanucaHd MO THPrOBCKO HAUMEHOBAaHUE B
CIIEHUTE CIIy4au:

1. xorato ce mpeamucBa OWOJOTHYEH JICKAPCTBEH MPOIYKT MO CMHCHIAa Ha § 2, T. 2 OT
JOMBIHUTETHUTE pasnopendou Ha Hapenba Ne 27 ot 2007 r. 3a W3HMCKBaHUATA KbM JaHHHUTE U
JOKyMEHTAIMATA 3a pa3peliaBaHe 3a ynorpeda W perucrpanus Ha JiekapcTBeHH npoayktu (B, 6p. 54 ot
2007 r.);

2. KoraTo ToBa € He00X0AMMO OT MEJHMIIMHCKA TJIeJJHA TOYKa MO MpeleHKa Ha JaTa 1o 4wi. 4,
KaTo B TO3U cllydyail B pelenraTa ce Moco4yBaT MPUYMHUTE, KOUTO HajaraT M3MOJI3BaHETO Ha MOCOYEHOTO
THPrOBCKO HAMMEHOBAHUE.

Un. 10. HpI/I nNpeANrCBaHEC Ha BCCKU OTHACJICH JICKAPCTBCH IIPOAYKT JHULCTO IIO0 YJI. 4 ¢
3aABbJDKCHO Ja C€ I/IH(i)OpMI/Ipa OT MamyveHTa 3a NOpeACCTBAIIO WM CBIBTCTBAIIO JICHCHUC C ApPYTrU
JICKApCTBCHU IIPOAYKTH.

Pazpea I1.
IIpennucBane Ha JIEKAPCTBEHU NPOAYKTH, ChABPKALIA HAPKOTUYHH BelllecTBa

UYn. 11. (1) (U3m. - [IB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.)
[IpennucBaneTo Ha JIEKAPCTBEHU TPOIYKTH, CHIbPXKAIM HAPKOTUYHM BEIIECTBA, CE€ W3BBHPIIBA Ha
CTIeIMa]iHa pPELeNnTypHa OJlaHKa, C JKBAT LBAT - 3a JIGKAPCTBEHW MPOIYKTH, CHABPXKAIIM HAPKOTUYHU
BeliecTBa oT npuiokenue Ne 2 kpM wi. 3, T. 2 ot Hapenbara 3a peaa 3a knacuduuupane Ha pacTeHUTA U
BEIIECTBAaTa KAaTO HApKOTWYHHU, U CHC 3€JICH IBST - 3a JIGKAPCTBEHU IMPOAYKTH, CHIbP)KAIIN HAPKOTHYHU
BemecTBa ot npuioxenue Ne 3 kpm wi. 3, T. 3 ot HapexnOara 3a pena 3a kiacuduipane Ha pacTeHUSTA U
BEIIECTBATa KATO HAPKOTHUYHHU.

(2) (Ot™m. - 1B, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 r.)

(3) (M3m. - IB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) Cneunannata peuenTypHa OjgaHka
ChIbprKa OCBEH JTAHHUTE MO Wi. 7 ¥ CIEHNUTE JONBIHUTEITHH JaHHHU:
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1. HarmoHasneH pedepeHTeH HoMep;
2. Haanuc "JIOKyMEHT, KOMTO MOJIJIEXKHU Ha CIEIUAJIEH OTYET .
(4) CpokbT Ha BaIMTHOCT Ha CIIeLIMATHATA pelenTa € 7 JHHU OT JaTaTa Ha U3JJaBaHEeTo .

Peoakuusd kom IB, 6p. 51 om 13 IOnu 2023 2.

Yn. 11. (1) (M3m. - JIB, 6p. 81 om 2013 2., usm. - /B, 6p. 51 om 2023 2., ¢ cuna om 13.06.2023 2.)
Ilpeonuceanemo Ha nexapcmeenu NPoOYKmMu, CbObPICAUU HAPKOMUYHU GeWecmed, ce U3Bbpuled Ha

cneyuanua peyenmypHa O1aHKa, ¢ HCHAM YGAM - 3d JEKAPCMEeHU NPOOYKMU, CbObPAHCAUU HAPKOMUYHU
sewecmea om npunodcenue Ne 2 xwvm un. 3, m. 2 om Hapedobama 3a peoa 3a xknacuguyupane Ha
pAcmeHusma U Gewecmeama Kamo HAPKOMUYHU, U CbC 3€leH YBIm - 3d JeKApCmEeHu NpooyKmu,
CLOBPIUCAUU HAPKOMUYHU ewjecmea om npunodxcenue Ne 3 kom un. 3, m. 3 om Hapeobama 3a peda 3a
Kiacuguyupare Ha pacmeHusIma u 8ewecmsama Kamo HapKomuyHu.

(2) Jlexapcmeenume npodykmu no npunoxcerue Ne 5, cvOvporcauju HApKOMUUHU eujecmeda 8 KOMOUHayus,
ce npednuceam Ha peyenmyprhama 61anxa no au. 1 cvce 3enen yssm.

(3) (Uszm. - /IB, 6p. 51 om 2023 2., 6 cuna om 13.06.2023 2.) Cneyuannama peyenmypna 61aHKa CbObp#CaA
oceen OanHume no Yj. 7 u cieonume OONbIHUMENHU OAHHU:

1. nayuonanen pepepenmen nHomep;

2. naonuc "Jlokymenm, Koumo noonedxicu Ha cneyuaien omuem".

(4) Cpoxkvm Ha 6anuoHOCm HA CREYUATHAMA peyenma e 7 OHu om 0amama Ha u30a8aHemo u.

. 12. (1) (Ot™. - [IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 1.)

(2) (U3wm. - JIB, 6p. 94 ot 2011 1., oM. - IB, Op. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

(3) (Ot™m. - 1B, 6p. 81 oT 2013 1.)

(4) (U3m. - 1B, Op. 68 ot 2019 1., B cmma ot 27.08.2019 r.) Koraro nekapcTBEHHIT MPOIYKT CE
3artama otT Hanponanuara 3apaBHoocurypurenta kaca (H30K), nekapst 3aabKUTETHO MOMBJIBa KoJa Ha
H3O0K Hna cpoTBeTHMs nekapcTBeH npoaykT 1 MKbB koxa Ha 3abosnsiBaHeTo chriacHO HapeabaTa mo wi. 45,
an. 3 or 330.

(5) Ilo mpernienka Ha JieKaps Ha €IHA pelenTypHa OjlaHKa MOXKeE Ja ce MPEANUCBa MOBEYE OT
€/IMH JIeKapCTBEH MPOIYKT, ChAbPKAI HAPKOTUYHU BELIECTBA.

(6) 3abpansiBa ce MpeINUCBAHETO Ha JIGKAPCTBEHU MPOJYKTH, KOUTO HE ChABPKAT HAPKOTHUHHU
BEIIIECTBA, HA CIICUAITHUTE PEICTITYPHH OJIAHKH.

Ui 13. (Ot™. - [IB, 6p. 81 o1 2013 1.)

Un. 14. Ilpu npeanucBaHe Ha JEKAPCTBEHU MPOIYKTH, ChAbpIKAIIM HAPKOTUYHU BEILIECTBA, CE€
CIIa3BaT CJIEIHUTE U3UCKBAHUA:

1. KOMMYECTBOTO HA IEKAPCTBEHUTE MPOAYKTH C€ U3IMCBA C IU(PPU U C TyMH,

2. KOJMYECTBOTO Ha TPEAMHCAHHUS JIEKAapCTBEH TMPOAYKT HE MOXE Ja HaJBHUIIaBa
TepaneBTUYHATA J103a 3a 30 aHHU.

Y. 15. (dom. - /1B, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 104 ot 2013 1., m3m. - JIB, 6p. 68 ot 2019
r., B cuia ot 27.08.2019 r., u3m. - IB, Op. 53 ot 2022 r., u3m. - IB, 6p. 85 or 2023 1., B cuia ot 16.10.2023
r.) (1) JlekapcTBeHU NPOAYKTH, CHIBPKAIIN €HO OT BelleCTBaTa €TUIMOP(UH, KOJIenH, peHobapOuTa uiu
Tpamaaon B KomudecTBa 10 50 Mr 3a 1030Ba €IMHUIA B KOMOMHALIUA C JPYTH JEKAPCTBEHH BEIECTBA, CE
MPENIMCBAT B CHOTBETCTBHE C pEXHMa HA OTIYCKaHe, ONpPEICICH B  pa3pelicHHeTo 32
yroTpe0a/ya0CTOBEPEHNETO 3a PErHuCTpalysl WIM Pa3pelIeHHETO 3a TapajiejieH BHOC Ha JIEKapCTBEHHS
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NPOAYKT Ha TepuTopusara Ha Peny6nuka brirapus.

(2) JlekapcTBeHUTE MPOAYKTH 110 ajl. 1 ¢ peXMM Ha OTIyCKaHe Mo JIEKapCKO Mpeanucanue’ ce
MPENNUCBaT Ha pelenTypHa OJlaHKa C OsUl IBSAT C €IHOKPATeH pPEeXHM Ha OTIMYCKaHEe M B KOJIUYECTBA,
chOOpa3eHu ¢ JHEBHATA JO3UPOBKA, 3a HE mmoBeye oT 30 mHHU.

(3) JlekapcTBeHM MPOIYKTH, ChABPKAIIN MTOBEYE OT €HO OT HAPKOTUYHUTE BEIIECTBA 1O al. | B
KOMOMHAIMS C APYTHU JIEKAPCTBEHU BEIIECTBA, CE NMPEANNCBAT Ha CIElMaIHa PEeLEeNnTypHa OIaHKa ChbC 3€JEeH
[BAT HE3aBUCHUMO /1l 00IIOTO KOIMYECTBO € A0 50 MT 3a 1030Ba eIUHUIIA.

Peoakuus kom /IB, 6p. 53 om 8 FOnu 2022 2.

Yn. 15. ([on. - IB, 6p. 81 om 2013 2., usm. - /[B, 6p. 104 om 2013 2., usm. - /[B, 6p. 68 om 2019 2., 6 cuna
om 27.08.2019 e., usm. - /[B, 6p. 53 om 2022 2.) Jlexapcmeenu npooykmu, CbObpICauy emuimMophuH,
KoOeuH, penobapbuman u mpamaoon 6 Konuuecmea 0o 50 me 3a 00308a eOUHUYA 6 KOMOUHAYUsl ¢ Opyeu

JIEKapCmee L 6ewecmaa, ce npeonuceam Ha 0OUKHO8EeHA peyenmypHa 6IaHKa 30 eOHOKPAMHO OMNYCKAaHe U
8 KOIUYeCcmsa, cvboopazenu ¢ OHesHama 003UposKa, 3a ne noseve om 30 OHu.

Un. 16. [lpu mpeanuricBaHe Ha BCEKH OTIEICH JICKAPCTBEH NPOIAYKT JHIETO MO Wi. 4 €
3aIBIDKEHO Ja ce HMH(OpMHpa OT MalMeHTa 3a MPEALIECTBAINO MU CBHI'BTCTBAILO JICUEHUE C APYTH
JIEKapCTBEHU MPOAYKTH.

Paznean III.
IIpennucBaHe Ha JIeKAPCTBEHHU NMPOAYKTH, 3aIJIAIIAHN OT IbPKABHUS OIO/KET 32 JIeUeHUETO
Ha OBJrapcKuTe rPaskaaHu 3a 3a00/I9BaHUs, U3BBH 00XBaTa HA 3aBJLKUTETHOTO 3IPABHO
ocurypsiBade (3ari. usMm. - JIB, op. 90 ot 2019 r.)

Ui 17. (M3m. - [IB, 6p. 90 ot 2019 r.) Jlekapute morar j1a npenucBaT JIEKapCTBEHU IPOAYKTH,
3alUTalllaHd CbhC CPEICTBA OT IbpXKABHUS OIOKET 3a JeueHue Ha 3a0oisigiBaHUs, M3BBH 0OXBaTa Ha
3aJJbJDKUTEIIHOTO 3/IpaBHO ocurypsBaHe cbriacHo Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amiamiaHe ot
IBbp)KaBHHUS OIO/DKET Ha JICYCHHETO Ha OBJATapCcKUTEe TpakaaHW 3a 3a0oJisgBaHUs, WM3BBH 0OXBaTra Ha
3aJIbJDKUTEIIHOTO 3/IPAaBHO OCUTYpsIBaHE.

Y. 18. (Otm. - 1B, 6p. 95 oT 2014 1.)

Yn. 19. (U3m. - IB, Op. 90 ot 2019 r.) KonmmyecTBOTO Ha MpeANnrcaHUTe JIEKapCTBEHU MPOTYKTH
clieiBa J1a ChOTBETCTBAa Ha cpokoBere 1o ui. 22 ot Hapenba Ne 34 or 2005 r. 3a pexa 3a 3aruiamiaHe ot
TBbpKaBHUS OIO/DKET Ha JICYCHHETO Ha OBJATapCcKUTe TpaKaaHU 3a 3a0oJisiBaHUs, WM3BBH 0OXBaTra Ha
3aJIbJDKUTEIIHOTO 3/IpaBHO OCUTypsiBaHe U Wwi. 14 oT Ta3u Hapenoa.

Un. 20. (U3m. - IB, 6p. 95 ot 2014 r., wam. - [IB, Op. 90 ot 2019 r.) IIpeanucanute
JIeKapCTBEHH MPOAYKTH 1o peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pesa 3a 3aruiamiane oT IbpKaBHHUS OIOKET
Ha JICYEHHETO Ha OBJArapcKuUTe TpakJaHU 3a 3a00JsBaHUS, U3BBH 00XBaTa Ha 3aJbKUTEIHOTO 3JIPaBHO
OCHUTYpsIBaHE CE BIMCBAT B MEJUIMHCKATA JOKyMEHTALlMs HA TAllUEeHTA.

U 21. (1) (M3m. - IIB, 6p. 90 ot 2019 r.) JlekapcTBeHH MPOAYKTH 3a TMAI[UCHTH, KOUTO CE
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JIEKyBaT Tpu aMOyJIaATOPHU yCIIOBHS, CE TIPEANICBAT HAa pelenTypHa OJlaHKa ChrilacHO mpuioxeHue Ne § ot
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3aruiamiane OoT Ibp)KaBHUS OIOJKET Ha JICUEHHUETO Ha OBJITapCKUTE
rpax<IaHu 3a 3a00JIIBaHMS, U3BBbH 00XBaTa Ha 3aJBKUTEITHOTO 3/IPAaBHO OCUTYpsIBaHE, KOSATO CE M3/laBa B
nBa ek3eMmIuiapa. IIbpBHAT €K3eMIUISp Cc€ ChbXpaHsBa B alTekara, a BTOPHUAT - B CYETOBOJCTBOTO Ha
CBHOTBETHOTO JIeUeOHO 3aBE/ICHUE B MPOIB/DKEHUE HA 5 TOIMHHU.

(2) (U3m. - 1B, 6p. 95 ot 2014 r.) JlekapcTBeHHUTE MPOTYKTH 32 MALIUEHTH, KOUTO CE€ JIEKYBaT B
CTallMOHAPHH YCJIOBHS, CE€ TPEANUCBAT Ha JCKAPCTBEH JINCT ChITIACHO MpuiioxeHue Ne 5a, KOWTO ce n3aBa
B JIBa eKk3eMIUIsipa. [IbpBUSAT €K3eMIUIIp ce ChXpaHsABa B anTeKaTa Ha JedeOHO 3aBEJCHHE, a BTOPUST - B
CHOTBETHOTO OTJICJICHUE B IPOABDKCHHE HA 5 TOMHH.

Un. 22. (U3m. - [IB, 6p. 95 ot 2014 r.) Peneniture mo wi. 21, an. 1 ca BanmaHu 3a cpok 15 nHu
OT JIaTaTa Ha U3JIaBAaHETO M.

Pazpgen IV.
IIpeanucBaHe HA JeKaPCTBEHHU NPOAYKTH, 3aIJIAIIAHUA HATbJIHO WM YacTH4HO oT H30OK

Yn. 23. (1) (Hom. - AB, 6p. 81 ot 2013 1., usm. - IB, 6p. 95 ot 2018 r.) JIunara mo un. 4, an. 1,
paboremu B JiedeOHM 3aBEJICHUS 32 M3BBHOOIHUYIHA TTOMOII, B U3MbIHeHHE Ha qoroBop ¢ H30K morar nga
MPEANUCBAT JICKAPCTBEHU MPOAYKTH MO 4i. 262, an. 6, T. 1 oT 3akoHa 3a JIEKApCTBEHUTE MPOAYKTH B
xymanHaTa MeauiHa (3JIIIXM) 3a nedenue Ha 3apaBHOOcUrypeHu nuna (30JI), 3amnanany HarbJIHO WIIN
gactuyHo ot H3OK 3a pomamiHo sedeHue Ha TepuTOpUsTA HA CTpaHaTa 3a 3a00JIIBaHUS, ONPEICIICHH C
HapeznOaTa o wi. 45, an. 3 330.

(2) U3BBbH ciayuyauTe 1o ajn. | JekapCcTBEHW MPOIYKTH, 3aIUIalllaHd HAIMBIHO WJIM YaCTUYHO OT
H30K, morar nga ce mpenmucBaT OT JieKapu/lekapd MO JCHTaTHA MeIuIMHa, paboTemu B JiedyeOHU
3aBEJICHHS 3a M3BBHOOTHWYHA IMOMOII MO Wi. 5, aj. 1 oT 3akoHa 3a JiedeOHUTE 3aBEJICHHS, KOUTO ca KbM
MUHHCTEPCTBOTO HA MPABOCHIUETO.

(3) JlekapcTBeHM MPOIYKTH, 3arUialiaHd HanmbJIHO win yactudHo or H30OK, morar na Owbaar
MPEANUCBAaHN Ha 3PaBHOOCHTYPEHH OBJITApCKH TpaKJIaHW, JIMIAa C MPaBO Ha 3paBHO OCUTYpPsBaHE,
yIOCTOBEPEHO OT Jpyra abpraBa - wieHka Ha EC, uiu cbriacHo ABYCTpaHHU CIIOTOI0H.

(4) (U3m. - 1B, Op. 81 ot 2013 r.) Jlumara no ui. 4, an. 1, cnenuanucty mno mpoduia Ha
3abonsBaHeTo, padoremu mo moroBop ¢ H30OK B nmeueOHM 3aBeneHHs 3a M3BBHOOJHWYHA TIOMOI HIIH
CHeTMAM3UPaHN KOMUCHH B JICUCOHH 3aBeICHHS 32 OOJHUYHA oMo, ckioumim gorosop ¢ H30K, morar
Ja W37aBaT MPOTOKOJIM 3a MPEANKMCBAaHE Ha JIEKapCTBeHHM MponaykTtH, 3amiamadu ot H30K/Pernonamnara
3npaBHoocurypurenHa kaca (P30K).

(5) (Homa - 1B, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) B caydaure mo am. 1 - 4
MPEIMMCBAHETO CE OCHILECTBSABA MPH Ca3BaHE HA YTBBPACHHUTE (DapMaKo-TepaneBTHUHU PHKOBOJCTBA IO
1. 259, an. 1, T. 4 ot 3akoHa 3a J€KapCTBEHUTE NIPOAYKTU B XyMaHHATa MEIULIMHA.

Un. 23a. (Hos - IB, 6p. 81 ot 2013 r., ot™m. - IB, 6p. 95 ot 2014 1., HOB - JIB, 6p. 68 oT 2019
r., B cmia or 27.08.2019 r.) (1) B cayuaure mo un. 23, am. 4 mpu W3AaBaHETO HA MPOTOKOI 3a
CKBIIOCTPYBAIIH JIEKAPCTBEHU MPOIYKTH, 3a KOMTO C€ M3BBPIIBA eKcrepTusa rno wi. 78, T. 2 ot 330, Moxe
JIa ce TpPENHCBa JIEKAPCTBEHUSAT MPOAYKT/TEPAeBTHYHHUAT Kypc CBOOpa3HO HEroBaTa pas3XxojHa
epekTUBHOCT 1o cMuchiIa Ha 330, KOraro B KOHKPETHHS CIyd4ail ca HAJUIC TePaleBTUYHU AITCPHATHBH,
JICKapCTBEHUTE MPOAYKTH/TEpaMd UMaT J0Ka3aHa CXOJHA €(PEKTHBHOCT M OE30MacHOCT 3a JIeYeHUE Ha
3abomsBaneTo Ha 30J1, ¢ MOO0OHO KIMHUYHO MPOTHYAHE M TEKECT CHIVIACHO KpaTKaTa XapaKTepUCTHKA Ha
MPOAYKTa/TIPOTyKTHTE.
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(2) YcnoBusita M KpUTEPUUTE, MO KOUTO C€ OMpENeis Jaiu JIEKApCTBEHUTE NPOJIYKTH ca
TeparneBTUYHU aJITEPHATUBH, Ca!

1. nexapcTBEeHHTE TMPOAYKTH Ja HMMaT HWICHTHYHU TIOKa3aHUsS B YTBBPIECHUTE KPaTKU
XapaKTePUCTHKH Ha MPOTYKTHUTE;

2. NIeKapcTBEHUTE MPOAYKTH J1a ca €IHAKBO MO3UIIMOHUPAHU B TEPANEBTUYHHS aITOPUTHM Ha
CHOTBETHOTO 3a00JIsIBaHE ChOOPA3HO YTBHPACHUTE (apMaKoO-TepareBTUIHH PHKOBOJICTRA,;

3. 3a JIeKapCTBEHHUTE MPOIYKTH Ja ca MPUIOKUMHU €IHAKBU TEPareBTUYHM MOKa3aTelu KaTo
M3MEpPUTEIT Ha TePANeBTUUHUS PE3yJITaT;

4. cxogHaTa €(pEKTHBHOCT M O€30MacHOCT 3a JIeueHHWE Ha 3a00JsSBaHETO Ja € J0Ka3aHa 4pe3
MeTaaHaJIM3H WK MPEKU CPABHEHUS Upe3 KIMHUYHH MPOYUIBAHUS.

(3) OmpenenstHeTO Ha TepaleBTUUHUTE aITEPHATUBU ChIJIACHO YCIOBUATA U KPUTEPUUTE Ha all.
2 ce U3BBpIIBA B IIpoLeaypa 1o wi. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcsiko 3a0oisiBaHe, 32 TEPANEBTUYHOTO JICUYCHHE HA KOETO ce m3nmaBa mporokos, H30K
U3BBPIIIBA aHAJIU3 U ONpeJens pa3xofHaTra €(eKTHUBHOCT Ha TEpalleBTUYHHUTE AITEPHATHBH IMOCPEICTBOM
M3YHCIISIBAaHE HA CHOTHOIICHUETO pa3Xoj/pe3ynraT. 3a LedTa ce pasfels CTOWHOCTTa Ha TOAMIIHHA
TepaneBTHYEH KypcC 3a BCEKU JIEKAPCTBEH MPOAYKT Ha MOCTUTHATHS OT HErO KIIMHUYEH Pe3yJTar, U3MEPEH C
IpeBapUTENIHO N30paHus U3MEPUTET Ha €PEKTUBHOCTTA.

(5) 3a nexapcTBEHHUTE MPOAYKTH, MPEACTABISBALIN TEPANCBTUYHH aJITEPHATUBHU 32 JICUCHUE HA
naneno 3abonsBane, H30K wusrorBs uHdopmainus, B KOATO MOCOYBA B HUBXOIAN] pPel MPOIYKTHUTE
cb0oOpa3HO ompeseneHara UM Mo pena Ha ai. 4 pazxomHa epeKTHBHOCT. JlomycTUMO € eluH WM TOBeYe
JIEKapCTBEHM MPOIYKTH Jla UMaT e€IHa M ChIla pa3xogHa edexTuBHOcT. MHpopMmarnusaTa ce omnobpsiBa oT
Hamsopuus cwBer Ha H3OK, nyOnukyBa ce Ha odunumanHata uHTepHeT cTpanuna Ha H3O0K u ce
aKTyaJlu3upa npu HeoOXOAUMOCT/IIPOMSIHA HA OTHOCUMUTE OOCTOSITEIICTBA.

(6) Ilpu m3maBaHe Ha MPOTOKOJ JIEKApAT/CIEUANU3MpaHATa KOMHCHS MOXKE Ja TMPEANHcBa
JIEKapCTBEH MPOAYKT/IEKAPCTBEHU NMPOIYKTH, KOUTO Ca MOCOUYEHH B MH(OpMAIUATA MO all. 5 chOOpa3HO
TAXHATa pa3xoJHa e(peKTUBHOCT.

(7) Anunes 6 ce npuiara B Clly4auTe Ha U3JaBaHe Ha IPOTOKOJI HA 3APAaBHOOCUTYPEHO JIULE 3a
nbpBH IbT. [Ipu nurca Ha TepaneBTHYEH OTTOBOp, HAJIMYUE HA HEXKEJaHU JIEKApCTBEHU peakUuu WM IO
IpeleHKa Ha MEIUIMHCKUSA CIEHUATUCT, MOAKpENeHa C MeAMLUMHCKAa OOOCHOBKA, € JIOIyCTHMO
NpEINUCBaHe Ha JIGKAPCTBEH MPOAYKT OT HAJIMYHHUTE TEPareBTHYHU alTepHATHBH O3 cra3BaHe Ha
MIPUHIINIIA 33 Pa3XxoHa €(PEeKTUBHOCT.

Un. 236. (HoB - JIB, Op. 68 ot 2019 r., B cuma ot 27.08.2019 r.) (1) 3a ompenensne Ha
pasxogHaTta edektuBHOCT mo 4i. 23a, an. 4 kpM H3OK ce cb3maBa KOMUCHS, KOATO BKIIOYBA TPHUMa
npeacrasutenn Ha H3OK, egumn mnpencraButen Ha MUHHCTEPCTBOTO Ha 3ApaBEONa3BaHETO W €IUH
npejcTaBuTen Ha HanmoHamHus chBeT MO EHU U peuMOypcrupaHe Ha JIeKapCTBEHUTE MPOAYKTU. ChCTaBbT
Ha KOMHCHsATa ce ompenens cbe 3amnoBen Ha ynpaButens Ha H3OK. Komucusta npuema mnpasuia 3a
paborara cu.

(2) 3a monmomarane paboTaTa Ha KOMUCHSITa MOTaT Jia ObJaT MPUBINYAHU U BHHIIHU €KCIIEPTH.

(3) YneHnoBere Ha KOMHUCHATA MO aj. |, KaKTO M JIMIIaTa MO aj. 2 HE MOTaT J1a y4yacTBaT B
NEHHOCTH, CBBP3aHu C pa3paboTBaHETO, MPOU3BOACTBOTO, MAPKETHHTA, THPTOBHUATA HA €IPO U JAPEOHO ChC
CHOTBETHUS JICKAPCTBEH MPOIYKT.

(4) YneHoBeTe Ha KOMUCHSTA O al. 1, KAKTO M JMIIATa MO ajl. 2 ca JUTbXKHU J]a HE pasriacsaBar
dakTu U 00CTOSATENICTBA, CTAHAIM UM M3BECTHH TPU WM TI0 MOBOJ M3MBIHEHUE HA 3abJDKCHHUSTA UM I10
Ta3u Hapeoa.

(5) Ha xomucusTa ce mpegocraBs HHGOpMAIIUS 32 JOTOBOPEHUTE 10 pe/ia Ha Hapeadara mo 4.
45, an. 9 330 OTCTBNKHU 3a JEKAPCTBEHHUTE MPOAYKTH, 32 KOUTO C€ OMpeess pa3xoaHa e(heKTUBHOCT M HA
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TCPAIICBTUIHUTEC AJITCPHATHBU, KAKTO U JOIIBJIHUTCIIHA I/IH(l)OpMaI_[I/ISI npu H€06XOI[I/IMOCT.

Ui 23B. (Hos - JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 1.) B cinyuaute mo wi. 23a, Kkorato
KaTo TepamneBTHUYHA aJTepHATHBA € OMNpeAeNieH JIeKapCTBEH MpOAyKT mo wi. 29, an. 2 ot 3JIIXM,
JeKapAT/CeMaTu3upaHaTa KOMHCHS MOXKE Jla TPEINucBa TO3W  JIGKAPCTBEH  MPOIYKT  Ha
3PaBHOOCUTYPEHOTO JIMIIC, Ha KOETO CE U3JaBa MPOTOKOJI, ChIVIACHO MPUHIIKIIA 33 pa3XxoHa e()eKTUBHOCT.

Uin. 24. (1) (U3m. - [IB, Op. 81 ot 2013 1., u3m. - IIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 1.)
JlexapcTBeHHTE MPOAYKTH, KOUTO HAMMBIHO WK yacTHuHO ce 3amamar oT H30K 3a nomaiHo neyenue, ce
MpeIUCBaT Ha perentypHa 6manka (oopasenr M3 - H30K Ne 5 mo mpumnoxkenue Ne 6), perentypHa OaHKa
(o6pazenr M3 - H30K Ne 5A mo mpumoxkenue Ne 7) wim 3a TAX ce M3AaBa MPOTOKoa (oOpaserm 1o
npuinokeHrne Ne 8) mpu yCcloBHS U pell, ONpe/ie]iCHH B HAIMOHATHUTE PAMKOBH JIOTOBOPH MO wi. 53, ai. 1
330.

(2) Peuentypuute 6manku mo aji. 1 ce u3naBar, KakTo clie/Ba:

l. (mom. - B, Op. 95 or 2018 r.) peumentypna Omanka (oOpazermr M3 - H30K Ne 5 mo
npuiokeHue Ne 6) - 3a mpeAnrcBaHe Ha JEKapCTBEHU MPOIYKTH 3a JeueHue Ha 3a00JsBaHus, B KOJMYECTBa
3a He moBeue oT 30 IHH, OCBEH KOraTo JHWIICBA IMOAXO/INa OIaKOBKA ChITIACHO CHMCHKA ITo 4. 262, ai. 1
3JIIIXM;

2. (m3m. - B, 6p. 95 or 2014 r.) peuentrypHa Onanka (obpazeny M3 - H30K Ne 5A mo
npritokeHrne Ne 7) - 3a mpeAnrcBaHe Ha JIGKAPCTBEHH MPOIYKTH 3a JICUCHUE Ha XPOHUYHU 3a00JIsIBAaHS, B
KoJIm4ecTBa 3a He nmoseue ot 100 qaU.

(3) (Homa - 1B, 6p. 68 ot 2019 r., B crma ot 01.01.2020 r.) IIporokonute o an. 1 ce u3mapar 3a
MpeIMCBaHe Ha JIEKAPCTBEHU MPOAYKTHU 3a JICUEHUE HA XPOHUYHU 3a00JIsIBaHUs B KOJMYECTBA 32 HE MTOBEYE
ot 365 nHu.

(4) (Ilpegumna an. 3 - IB, 6p. 68 ot 2019 1., B cuna ot 01.01.2020 r.) HenonbyineHuTe nosiera
B pelienTypHUTE OJaHKHU 1o aj. 1 ce anynupar cbe 3Hak "Z".

(5) (IMpenumraa an. 4 - IB, 6p. 68 ot 2019 1., B cuna ot 01.01.2020 r.) Penentypuute OiaHku
o aj. 1 ce U3aBar B JBa €K3eMIUIIPA.

(6) (U3m. - IB, Op. 95 ot 2018 r., mpenumua an. 5 - JIB, 6p. 68 ot 2019 r., B cuna or
01.01.2020 r., m3m. - IB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) Penentypaure OGmanku mo an. 1
3aIBIKUTENHO CE MOMBIBAT B €IEKTPOHHA (hopMa.

Peoakuus kom /1B, 6p. 68 om 27 Aseyem 2019 2.

Yn. 24. (1) (U3m. - J]IB, op. 81 om 2013 2., usm. - /B, 6p. 68 om 2019 2., ¢ cuna om 01.01.2020 2.)
Jlexapcmeenume npoodykmu, Koumo HanwviHo uiu vacmuuno ce saniawam om H30K 3a domawno neuenue,
ce npeonuceam Ha peyenmypHa oaauka (oopazey M3 - H30K Ne 5 no npunosicenue Ne 6), peyenmypha
onanka (obpasey M3 - H30OK Ne 5A no npunoosicenue Ne 7) unu 3a msx ce uzoasa npomokon (obpasey no
npunoscenue Ne 8) npu ycnosusi u peo, onpedeneHu 8 HAYUOHATHUME PAMKOSU 002080pu no 4i. 53, an. 1
330.

(2) Peyenmyprume onranxu no an. 1 ce uzoasam, Kakmo cieoea.:

1. (0on. - IB, 6p. 95 om 2018 2.) peyenmypha 6nanka (oopazey M3 - H3OK Ne 5 no npunoscenue Ne 6) - 3a
npeonuceane Ha 1eKapcmeeHu npooyKmu 3a iedeHue Ha 3a0058aHus, 6 Koauvyecmeda 3a He noseye om 30

OHU, 0CBEH KO2amo IUNcea nooxXo0aua ONaKo8Ka Cv2lACHO Cnucvka no yi. 262, an. 1 3JITIXM;

2. (usm. - [IB, 6p. 95 om 2014 2.) peyenmypua onanxa (oopazey M3 - H30OK Ne 54 no npunosxcenue Ne 7) -
3a npeonuceéane Ha JeKapcmeeHu npooyKmu 3a JieueHue Ha XpOHuuHU 3a00JA6aHUs, 8 KOIUYeCmaed 3a He
nosewe om 100 OHu.

(3) (Hosa - /IB, 6p. 68 om 2019 2., 6 cuna om 01.01.2020 &.) IIpomokxorume no an. 1 ce uzdasam 3a
npeonuceane Ha 1eKapcmeeHu npoOyKmu 3d iedeHue Ha XPOHUYHU 3a00A6aHUSL 8 KOTUYEeCMEd 3a He noseye
om 365 onu.

(4) (Ilpeouwna an. 3 - JIB, 6p. 68 om 2019 2., 6 cura om 01.01.2020 2.) Henonvinenume noiema 6
peyenmypuume oaanku no an. 1 ce anynupam cvc 3uax "Z".
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(5) (Ilpeouwmna an. 4 - /[B, op. 68 om 2019 2., ¢ cuna om 01.01.2020 2.) Peyenmypuume b1auxu no an. 1 ce
uzoasam 6 08a eK3eMnispda.

(6) (Msm. - IB, 6p. 95 om 2018 2., npeouwna an. 5 - B, op. 68 om 2019 2., 6 cuna om 01.01.2020 &.)
Peyenmyprnume oaanku no an. 1 3a0waicumento ce NONwIBAM 8 eleKMpPOHHA opMa, paneyameam ce u
uzoanume 2u Jjiekapu/iekapu no OeHmaiHd MeOuyuHa noideam NOONUC U JUYer neyam u/uiu nedyam Ha
JeuebHomo 3asedenue.

Uin. 24a. (Hos - IB, Op. 15 ot 2014 r., usm. - /IB, 6p. 95 ot 2018 r.) Koraro na 30JI ce
MPENUCBAT JICKAPCTBEHU MPOAYKTH, C M3KIIOUECHHE Ha JICKApCTBEHUTE MpoAyKTH 1o wi. 174 3JIIIXM,
3arutanmaid HambJHO WM dactuuHo oT H3OK, penentypHure Omanku mo ui. 24 cieiBa Ja ChIbpXKat
BCUYKHU JIJaHHU, TIOCOYEHHU B mpuiiokeHue Ne 4a, xoraTo ce IUlaHUpa Ja ce M3MBJIHABAT B Jpyra Jbp:kaBa
YJICHKA.

UYn. 25. (1) (U3m. - [IB, 6p. 95 ot 2018 r.) JlunaTta mo un. 23 BoucBaTt B aMOyJIaTOPHUS JIUCT,
KOMTO ce chXxpaHsBa B gocueto Ha 30JI 3a OTYETHOCT ¥ KOHTPOJI, CIIEIHUTE JAHHU OT PELENTUTE MO Wil 24,
an. 1: xon Ha H30K, MKb kox Ha 3abonsBaHeTo mo Hapemdara mo wi. 45, am. 3 330, curnarypa,
NPENICaHO KOJIMYECTBO U JHUTE, 32 KOUTO € JOCTATHYHO MPEINUCAHOTO KOTUYECTBO.

(2) (dom. - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) Jlarata Ha U3aBaHe Ha pelenTara
cleqBa Ja ChBMaJa C JaTara Ha M3/aBaHe Ha aMOynaTopHHUsS jaucT. Jlarara Ha W3IaBaHe Ha MPOTOKOIA
clleZiBa Jla CHBIIQ/Ia C JlaTaTa Ha W3/1aBaHE HAa aMOyJaTOPHHSA JIMCT, PECIIEKTHBHO C JaTaTa Ha OKa3BaHE Ha
MeIUIMHCKaTa TToMoIll (aMOyaTopHa MpoLeAypa) Mo ONpeeNsiHe Ha TUIaH Ha JIEYeHHE U IPOcIesiBaHe Ha
TEpareBTUYHUS OTTOBOP MPHU MALMEHTH, MOJyYaBaIld CKBIIOCTPYBAIIH JIEKAPCTBEHU MPOIYKTH 10 peaa Ha
qi1. 78, 1. 2 ot 330.

Yn. 26. (1) Jlunara no wi. 23 uMaT npaBo Ja NpeANucBaT Ha €Ha pelenTypHa OjiaHKa A0 Tpu
JIEKapCTBEHH MPOJIYKTa, CBbP3aHU C JICUEHUETO HA JO TPU pa3ivuHU 3a00JsBaHUA, a HA €IUH MPOTOKON -
€/IMH JIEKapCTBEH MPOJYKT B JI0 TPH JI030BH EAMHUIIM 3a €HO 3a00IIBaHe.

(2) IIpomeHu B mpeanucaHUTE JEKAPCTBEHU MPOAYKTH MO pernentypHa Onanka (oopazen M3 -
H30K Ne 5 mo mpunoxenne Ne 6) Moke Ja mMpaBu caMo JIEKapsAT/JIEKapsAT MO JIEHTAIHA MEAUIIMHA, U3/
perierntara, KaTo 3a IeTa ChIIUAT aHyJIHpa HEU3ITbIHEHATA PEIenTa U 13/1aBa HOBa.

(3) Ilpomenu B mpeanmucaHUTE JEKaPCTBEHH MPOAYKTH MO perentypHa OnaHka (oOpazern M3 -
H30K Ne 5A no npunoxxerune Ne 7) Moxe J1a MpaBu caMO JIEKapAT/JIEKapAT 10 ACHTAIIHA MEIUIIMHA, U3/1all
perenTara, KaTo 3a LeJTa ChIIUIT aHyJIMpa HeU3MbJIHEHUTE OTPSA3bLU OT Hesl U M3/jaBa HOBA.

(4) (U3m. - JIB, Op. 95 ot 2018 r.) B cayuaute no an. 2 u 3 nuuara mo 4ji. 23 3a1bJDKUTETHO
m3uckBat oT 30JI peuentypHute OJaHKK WM OTPSI3BIM OT PELENTYpHH OJIaHKH, KOMTO TOJUIeKaT Ha
aHynupaHe. AHYJTUpPaHUTE PEUENTYpHU ONaHKW WIM OTPS3BLUU OT PEHEeNTypHH OJaHKH ce ChXpaHSIBaT B
nocuero Ha 30J1, mpukpeneHu KbM aMOYJIATOPHUS JIUCT OT JaTara Ha TIXHOTO M3IaBaHe.

(5) Tlpm wu3kmOYBaHE HA JEKApPCTBEHM NPOAYKTH OT TMO3UTHUBHUS JIEKAPCTBEH CIIHCHK
U3JIaJICHUTE PELETITU Ce aHyJIMpaT Mo pelia Ha ail. 2, 3 u 4, KaTo MallMeHTUTE HE 3arlalar cymara o wi. 37,
ai. 1, 1. 1 330, ako He ce Hajlara oka3BaHe Ha MEIMIIMHCKA ITOMOIII.

Y. 27. (1) JIumara mo wi. 23 umaT NmpaBo J1a MPEINMUCBAT JCKAPCTBEHU MPOIYKTH, 32 KOUTO
H3OK HanmbaHO WM YaCTHYHO 3aIulalia, B CICAHUTE KOJIMYECTBA:

1. 3a neyeHue Ha OCTPU CHCTOSHUS - JIEKAPCTBEHU MIPOJYKTH 3a He rmoBeue oT 10 qHu;

2. (mm. - JIB, Op. 95 ot 2014 r.) 3a yneueHHe Ha XPOHUYHHU 3a00JISIBaHHS - JIEKAPCTBEHU
MPOIYyKTH 3a He noBeue oT 100 1HU, MpeAnrcaHu Ha JI0 TPU OTpsI3bKa OT perenTypHa Oyanka (oopazen M3 -
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H30K Ne 5A no mpunoxenne Ne 7) wnm Ha perientypra 6manka (oopaszenr M3 - H30K Ne 5 o nmpunoxenue
Ne 6).

(2) JIunara mo 4. 23 mocodBar B pelenTypHUTe OMaHKU Mo 4. 24, an. 1 u B amOynatopHHUs
JIUCT CpOKa, 3a KOWTO ce MpeIncBa.

(3) (dom. - B, O6p. 95 ot 2014 r.) B cnydaute mo an. 1, T. 2 ce mpeamucBaT JEKapCTBEHU
IIPOJYKTH Ha €IMH OTPSI3bK 3a He noBeue oT 30 JHU, OCBEH KOraTo JIMIICBA MTOAXO0/A1A OMIAKOBKA ChIJIACHO
CIUChKa 1o wi. 262, an. 1 ot 3akoHa 3a JICKapCTBEHUTE MPOAYKTH B XymMaHHaTa meaunuHa (3JITIXM) unu
KOI'aTo JIEKApCTBEHUTE MPOJYKTH CE MPEANNCBAT B KOJIMUYECTBA 3a noBeue oT 90 nHu.

Un. 28. Ha penentypuure Onanku mo uwi. 24, amn. 1 He Morar ga OBAaT MpennucBaHU
€IHOBPEMEHHO JIEKAPCTBEHU MPOTYKTH:

1. Ha3HAYeHH ¢ IPOTOKOI MO Wi. 24, an. 1 u TakuBa, KOUTO HE Ca HA3HAYEHU C TAKbB MPOTOKOJT,

2. Ha3HAYEHHU C MOBEYE OT €IMH MPOTOKOJI o 4. 24, ai. 1.

Yn. 29. (1) (U3m. - [IB, 6p. 95 ot 2018 r.) Jlunata mo un. 23 ca mrexau ga yBegomst 301 -
pEcCIl. HETOB POAUTEN, HACTOMHUK WJIHM TIOTICYUTEN, WU JUIETO 1o Wi. 162, an. 3 oT 3akoHa 3a 37paBeTo, 3a
BH/Ia HA MIPEANKNCAHUTE JIEKAPCTBEHU MPOAYKTH, TIXHOTO ICUCTBUE, HEIKEIIAHU JIEKAPCTBEHU PEaKLUU, pea U
HAaYWH Ha TpUEMaHe, 3a CyMara, KOsATO Clie/Ba Ja 3aIljlaTH, aKO JIEKApPCTBEHHUST MPOIYKT CE 3aruialia
gactrnaao oT H30K.

(2) (U3m. - OB, 6p. 95 or 2018 r.) YBenomsBanero Ha 30JI, pecn. HEroBUs pPOAMTEIN,
HACTOMHMK, MTOMEYUTEN WM JIUIETO 1o wi. 162, an. 3 or 3akoHa 3a 3apaBeTo, Ce YJIOCTOBEpSABA C MOJIMKCa
My B aMOyJIaTOpHUS JIUCT.

UYn. 30. (1) PeuenTtute, M3NKMcaHu MO peqa Ha TO3U pa3zell, UMaT CPOK Ha BAIUAHOCT CYUTAHO OT
JaTaTa Ha U3aBaHe, KaKTo CJIeBa:

1. no 15 kanenmapHu nHHU - 3a perentypHa Omanka (o6pasen M3 - H30K Ne 5 mo npunoxenue
Ne 6) n 32 oTpsa3bK A oT peuentypHa 6manka (o6pazerr M3 - H30K Ne 5A no npunoskenue Ne 7);

2. mo 45 KaJIeHJlapHU JTHH - 3a OTPsI3bK B oT pernentypHa 6manka (o6pazerr M3 - H3OK Ne SA
no npuioxenue Ne 7);

3. no 75 kanmeHmapHH IHU - 3a oTpsaizbk C oT perentypHa 6manka (oopazerr M3 - H3OK Ne SA
1o npustokerue Ne 7).

(2) (Hom. - JIB, o6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) OtrnenHuTe OTPSA3BIM HA
penientypra Osanka (oopazery M3 - H30K Ne SA mo npunoxenue Ne 7) ce U3MBIHABAT MMOCIEI0BATEIHO B
CIIETHUTE CPOKOBE CUUTAHO OT JaTara Ha U3JaBaHETO M, ChOTBETHO - JlaTaTa Ha OTIYCKAaHE Ha MPEAXO0THOTO
KOJIMYECTBO OT MPEATMCAHUTE TPOAYKTH:

1. mo 15 xanenaapHU JHU - 32 OTPA3BK A;

2. (m3m. - [IB, 6p. 95 oT 2014 1.) oT 25 110 45 KaJNlCHIAPHU JHHU - 32 OTPA3BK B;

3. (m3m. - JIB, Op. 95 ot 2014 1.) oT 50 o 75 kanmeHgapHU THH - 332 OTPsI3BK C.

(3) (U3m. - IB, 6p. 81 ot 2013 r., w3m. - JIB, 6p. 68 ot 2019 r., B cuma ot 01.01.2020 r.)
[Iporokonute no wi. 24, ai. 1 uMar cpok Ha BAIMAHOCT A0 365 KaJe€HIAapHU JHU CUUTAHO OT JaTara Ha
3aBepsBAHETO MM B PETHOHAIIHATA 3[paBHOOCUTYpHUTENHA Kaca. OmpeeNssHeTO Ha CpOKa Ha BaJIHMIHOCT Ha
BCEKH IMPOTOKOJI CE€ M3BBPIIBA N0 KPUTEPHH, YCTAHOBEHU B HAIMOHAIHUTE PAMKOBH JIOTOBOPH MO 4. 53,
an. 1 or 330.

Pazgen V.
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IIpennucBaHe Ha JieKAPCTBEHU NMPOAYKTH B JiedeOHHU 3aBeaeHus cbe cranuonap (Hos - B,
op. 81 or 2013 1.)

Ui 30a. (Hos - JIB, 6p. 81 ot 2013 r.) (1) (U3m. - IB, Op. 95 ot 2014 1.) [IpennucBaneTo Ha
JICKApCTBEHH MPOJYKTH B JICUCOHH 3aBE/ICHUS ChC CTAI[OHAP 332 XOCIUTAIM3UPAHU MAIIMCHTH CE U3BBPIIBA
Ha JICKapCTBEH JIMCT ChIVIACHO NpuiokeHue Ne Sa.

(2) (U3m. - JIB, Op. 95 ot 2014 r., m3m. - [IB, 6p. 95 ot 2018 r.) JlekapCTBEHHST JUCT 1O
npusoxenue Ne 5a Moke 1a ObAe M caMo B €JIEKTpOoHHA (hopMma, KaTo ce MOJMUCBA ChIVIACHO 3aKOHA 3a
EIIEKTPOHHUS IOKYMEHT H €JICKTPOHHUTE YAOCTOBEPHUTEIHN YCIYTH ¢ KBATU(UIIMPAH WIH YCHBBPIICHCTBAH
€JIEKTPOHEH IMOJIITHUC.

(3) (U3m. - OB, Op. 95 or 2014 r.) JlekapcTBEHHST JIHUCT CE IOMBJIBA B JIBa EK3EMILIIpA,
MOJIITKCBA CE OT JICKYBAIIMsI JICKap U HAYaJHHKA Ha OTACICHHUETO, CJIe]l KOETO Ce Mpe/iaBa 3a U3IIbIHCHHE B
6onHnyHaTa anteka. CpoKbT Ha ChXpaHEHUE Ha JIGKAPCTBEHUS JIUCT € 5 TOAMHHU.

(4) (Homa - /1B, 6p. 95 ot 2014 r.) JIekapCTBEHHUAT JIUCT MOXKeE J1a OB/ ChCTaBSIH M OTIICYaTBaH
gpe3 crenuanu3upan copryep, Karo 3aAbHKUTEITHO ChAbPKa BCHUKU PEKBU3UTH.

(5) (Homa - JIB, Op. 95 ot 2018 r.) KoraTo nmekapcTBeHUTE MPOAYKTH Ca 3a 3JI0KAYE€CTBEHH
3a00IsBaHUs, IEKAPCTBEHUSAT JIUCT 1O all. 1 ce mpuapykaBa OT TepaneBTUYEH (UII CHIITACHO MPUIOKEHHE
Ne 56.

(6) (Hosa - JIB, Op. 95 ot 2018 1.) TepaneBTuuHusT (Uil MOXKE 1a ObJIe ¥ CaMO B €JICKTPOHHA
¢dopma, KaTo ce MOJIMUCBA CHIVIACHO 3aKOHA 3a €JIEKTPOHHUS JOKYMEHT U €JIEKTPOHHUTE YJOCTOBEPUTEITHH
YCIIyTH ¢ KBATM(PHUIMPAH WIHA YChBBPIICHCTBAH €JICKTPOHEH TOJIIHC.

(7) (Homa - JIB, 6p. 95 ot 2018 r.) TepaneBTUYHHUAT (UL CE MOMBJIBA CHIVIACHO PEILIEHUETO Ha
KJIMHAYHATA OHKOJIOTUYHA KOMHUCHS TI0O XUMHOTEPAIHs/KIMHUYHATA KOMUCHS TI0 XEMaTOJIOTHS, OTPa3eHO B
MPOTOKOJI, €THOKPATHO HAa IBPBHS JCH OT TEpanusATa MO CHhOTBETHATA KIMHMYHA ITbTEKa/aMOyJaTopHa
nporeaypa.

(8) (Homa - 1B, Op. 95 ot 2018 r.) TepaneBTUYHUAT (pHII ce TMOMBIBA B JBa €K3EMILISIpA,
MOJIIHMCBA CE OT JIEKYBAIH JIEKap, ClIe KOETO ce Mpe/aBa 3a U3IIbJIHEHHE B OOJTHUYHATA arTeKa.

Un. 306. (Hos - JAB, 6p. 81 ot 2013 1.) (1) IIpeanucBanero Ha JIEKapCTBEHU MPOIYKTH,
ChIbPIKALIM HAPKOTHUYHH BellecTBa oT npuiiokeHus Ne 2 u 3 kM wi. 3, T. 2 u 3 ot Hapenbara 3a pena 3a
KiIacuduImpane Ha pacTEHUATA U BEIIECTBATa KATO HAPKOTUYHM, B JICUCOHUTE 3aBEICHHS ChC CTAllMOHAD 3a
XOCMUTANU3UpaHUTE OOJIHU Ce U3BBPIIBA HAa OTAEJIEH JIEKAPCTBEH JIKCT.

(2) (U3wm. - 1B, 6p. 95 ot 2014 r.) JlekapCTBEHHST JIUCT 1O ajl. 1 ce MOMbJIBa B ChOTBETCTBHE C
1. 30a, an. 3 u 4, KaTo HE ce JOIMyCKa U3/IaBaHETO My caMo B eJeKTpoHHA ¢opma. CpOKBT Ha ChXpaHEHHE
HA JIEKApCTBEHUS JIUCT € 5 TOAUHM.

Yn. 30B. (Hos - /IB, Op. 81 ot 2013 1.) (1) (U3m. - [IB, 6p. 95 ot 2018 r.) [IpennucBanero Ha
JIEKapCTBEHU MPOIYKTH 110 ui. 30r, ant. 7, T. 2 ce u3BbpIlIBa HA CIIEHUAIIHUTE pPEeLENTypHHU OJaHKu mo wi. 11.

(2) Cneunannata perentypHa OjaHka 1o aj. 1 ce u3naBa B TpU €K3E€MIUIIpa, IbPBUTE ABA OT
KOHMTO ce Ipe/aBar OT NalueHTa B O0JTHUYHATA alTeka, a TPETUAT Ce ChXpaHsIBa OT JICKYBAIHs JIeKap.

(3) [IpennucanuTe JeKapcTBEHU MPOLYKTH O al. 1 ce BOUCBAT B MEAMLIMHCKATA JOKYMEHTALUs
Ha MalyeHTa.

Y. 30r. (Hos - /IB, 6p. 81 ot 2013 r., u3m. - IB, Op. 95 o1 2018 r.) (1) JlekapcTBeHH NPOITyKTH
mo wi. 262, an. 6, 1. 2 3JIIIXM, 3amnamanu HarbiiHo oT H30K, moraT ga mpeanucsat auiara mo wi. 4, ai.
1, paGoremu B JiedeOHM 3aBEJCHHUS - M3MBIHUTEIM Ha OOJHMYHA TIOMON[ IO KIMHHYHH
I'BTEKH/aMOYIIaTOPHU MPOLIEAYPHU ChIVIACHO HapeadaTa mo wi. 45, an. 2 330.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



(2) Koraro cermacHo Hapenbara mo uwi. 45, am. 2 330 nekapCTBEHUTE TPOAYKTH 3a
3JI0KauecTBeHH 3a0oisBanus ce 3amamar or H30K u3BbH 11eHaTa Ha KIMHUYHUTE ITbTEKH/aMOyJIaTOPHUTE
MPOLIEIYPH, CHILIUTE CE€ MPEINUCBAT U MPHJIaraT caMo CJeJ B3€TO PEIICHUE 3a MPOBEKIAHE HA JIEKAPCTBEHO
JeYeHUe OT olIIaTa KIMHWYHA OHKOJIOTHYHA KOMUCHS/KIMHUYHATA KOMHUCHUS MO XEMaTOJIOTHs CHIIIACHO
MEIUIMHCKUTE cTaHAapTH "Meaununacka onkonorus'"/"Kiauanuna xemaronorus."

(3) JlexapcTBeHUTE MPOAYKTH 32 JICUCHHE HA 37TOKAYECTBEHU COJIMIHU TYMOPH MpH Jinia Haj 18
., C U3KIIIOUYEHUE Ha ONUOMIHUTE AHAITETHIIM, C€ MPEINUCBAT OT JIEKyBalllUsd JIEKap cliel] pelieHue Ha
KJIIMHUYHATa OHKOJOTMYHA KOMHUCHUS MO XUMHUOTEpANHsl CHhITIACHO MEIUIMHCKHS cTaHAapT "MeaunuHcka
onkojorus". KoMmucusita ce CbCTOM Hall-MaJIKO OT TpUMa JIEKapu ¢ MpU3HATa CHEUUATHOCT "MenuiuHcka
OHKOJIOTHUS", KOUTO PabOTAT B JIe4eOHOTO 3aBElIEHUE, U C€ OMpeAeNsi ChC 3aloBe] Ha PHKOBOIUTENS Ha
ne4eOHOTO 3aBefieHue. PemennsTa Ha KIMHUYHATA OHKOJIOTHYHA KOMHCHS 110 XUMHUOTEpaIus ce BIIUCBAT B
MIPOTOKONU ChriacHo mpuiioxeHne Ne 80 U ce MOANMUCBAT OT 4WieHOBeTe Ha KomucusTa. [Iporokonure ca
BaJIMJHU 32 CPOK A0 180 AHM cUMTaHO OT HAYAJIOTO HA JICUEHUETO IO CXeMara.

(4) JlexapcTBEeHUTE MPOIYKTH 3a JIEYEHHE Ha 3JI0KAUeCTBEHU XEMAaTOJIOTHYHHU 3a00IsIBAaHUS TTPU
nuua Haj 18 r., ¢ M3KIIOYEHHE HAa ONMUOUAHUTE AHAJITETUIM, CE MPEANUCBAT OT JICKYBAIIUs JIeKap Clel
pelnieHue Ha KIMHUYHATA KOMHCHS TIO XEMAaTOJIOTHS ChIJIaCHO MEIWIMHCKHUS cTaHmapt "KinuHuyHa
xemaronorus'". PemieHusitTa ce BMUCBaT B MPOTOKOJ MO 00pasell ChIiIacHO mpuiiokeHue Ne 8B, MOaMUCaH OT
Hal-MaJKo TpUMa Jiekapu ¢ npusHata cneruanHoct "Kinunnyna xemarosnorus'. IIporokonure ca BaiuaHu
3a cpok 110 180 AHM CYMTAHO OT HAYaJOTO HA JICUEHUETO IO cXemarTa.

(5) JlekapcTBeHHTE MPOIYKTH 32 JICUCHUE Ha 3JIOKAYECTBEHH 3a00JIsIBaHUS TpH Juna mox 18 r.,
C U3KIIIOUYEHHE Ha OMHOWJTHHUTE AaHaJITeTHULM, C€ MPEANUCBAT OT JeKyBalllusi JieKap Ciell pelleHHe Ha
KIIMHUYHA OHKOJIOTUYHA KOMHCHS/KIIMHUYHA KOMHCHS 110 XeMaTOoJIOTus 3a nuia noj 18 roaunu. Pemenusra
ce BIMCBAT B IPOTOKOJ MO oOpasen cbriaacHo npusoxeHuss Ne 86/Ne 8B u ce moamucBar Hal-Malko OT
nBaMa Jiekapu cbc cnenuanHocT no "llemmatpus" m "Knunuuyna xematonmorus" unu "JleTcka KIMHUYHA
XEMAaTOJIOTHS ¥ OHKOJIOTUA'", KOUTO paboTAT B JieueOHOTO 3aBeaeHue. [IpoTokonuTe ca BaduaHM 3a CPOK 10
180 qHM CYMTAHO OT HAYAJOTO HA JICUCHHUETO MO CXemara.

(6) Pemenusita Ha KOMHUCUHUTE MO ajl. 3 - 5 ca ChIIACHO TEPANEBTUYHUTE CXEMU 3a JICUCHUE B
CHOTBETCTBUE C 0A00PEHUTE (hapMaKO-TeparieBTUIHN PHKOBOJICTBA.

(7) Jlumara mo an. 1 moratr ga mnpenmucBaT Ha 30JI cbc 370KauecTBEHU 3a00JIIBaHUS
JICKapCTBCHH TMPOJYKTH 32 JICUCHUE/TIPOIbIDKABAHE HA JICYCHHETO B W3BBHCTAIMOHAPHU YCIIOBHS, KaKTO
crenBa:

1. nekapcTBEHU MPOAYKTH 3a MEpOopajiHa MpHIICIHA MPOTUBOTYMOpHA Teparus U IepopaiHa
XUMHOTEpanus - npu aexocnuranuzanus Ha 30J1, nekyBaHu B CBHIIOTO JiedeOHO 3aBeJEHUE MO KIMHUYHU
I'BPTEKU WIIM aMOyJIaTOpHA MpoLeaypa 3a CHCTEMHO JIEKAPCTBEHO JICUCHHUE TPHU 37I0KA4eCTBEHU 3a00SIBaAHUS;

2. OMMOUJIHY aHAJITETHUIIN - TIPH AUCTIAHCEPHO HAOJIOICHUE TIPH 3JI0KaYECTBEHH 3a00JISIBAHUS U
P BPOJICHU XEMAaTOJIOTUYHU 3200 IsIBaHUSI.

(8) B ciywante mo an. 7, 1. 1 30JI cnenBa na ca JIeKyBaHH 10 KIIMHHYHU ITBTCKH/aMOYIaTOPHH
MpOIIeAyPH, MTOCOYCHNU B Hapembarta mo wi. 45, an. 2 ot 330, npu KOUTO CTOMHOCTTA Ha JICKAPCTBEHUTE
nponykTu ce 3amama or H30K u3BbH 1ieHaTa Ha KIMHUYHATA TbTeKa/aMOyiaTopHaTa mporeaypa.

Y. 30xa. (Hos - ZIB, 6p. 81 or 2013 1.) (1) (U3m. - B, Op. 95 ot 2014 r., usm. - JIB, 6p. 95 ot
2018 r.) JlekapctBenure npoayktu no wi. 30r, an. 7, T. 1 ce mpeamucBar Ha perentypHa 6iaHka (oOpasern
M3 H30K Ne 6 nmo npunoxenue Ne 8r) 3a jnedeHre Ha 3JI0Ka4eCTBEHHW 3a00JIsIBaHUS B KOJMYECTBA 3a HE
noBeye oT 30 mHu.

(2) PenentypHara OnaHka mo ai. 1 ce uzzaBa B JiBa €K3eMIUISPa, IBPBUAT OT KOUTO C€ MpeiaBa
ype3 MalUeHTa Ha anTekara Ha Je4eOHOTO 3aBeJCHHE ChC CTAllOHAp, a BTOPHSAT C€ ChXpPaHsABA OT
TIEKyBaIIHs JIeKap/JieKap 1o JeHTalTHa MEIUIIMHA.

(3) Pentenitute ca BamuaHU 3a CPOK 15 AHUM OT JaTaTa Ha M3aBAHETO UM.
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(4) JIuuara no wi. 30r, ain. 1 morar aa pasneyaTBar oOpa3luTe Ha JOKYMEHTHUTE 1O all. 1, KaTo
CBIIUTE CHIBPIKAT 33 ABDKUTEITHO BCUYKH PEKBU3UTH.

I'naBa yerBBpTA.
OTIIYCKAHE HA JIEKAPCTBEHHU ITPOAYKTH

Pazpen 1.
IIpueMaHe U M3NIbJIHEHHE HA JIEKAPCTBEHUTE MPeANUCAHNUS

UYn. 31. (1) (Ilpeaumen teker Ha ui. 31 - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) [Ipu
MIPUEMaHETO Ha PEUENTUTE U JIEKAPCTBCHNUTE JINCTOBE MaruCThpP-(hapMaleBThT CE 3abJKaBa Ja:

1. mpoBepsiBa Aanu ca Clia3eHd M3MCKBAaHUATA Ha TJIaBU BTOpPA U TPETa;

2. (m3m. - /1B, Op. 85 ot 2023 r., B cuna ot 16.10.2023 r.) He OTHyCKa JIEKaPCTBEHH MPOAYKTH
CpeIlly TAJIOHHU 3a OTCTHITKA WIIA JPYTH AOIMBIHUTEITHN MaTepUalid, HEMpeABUACHHU B Ta3u Hapeaoa, 3JITIXM
unu 3BM/I;

3. (m3m. - IB, 6p. 81 or 2013 r., usm. - IB, 6p. 85 or 2023 r., B cuna ot 16.10.2023 r.)
OCTOMHOCTSIBA IIPEANUCAHUTE JIEKAPCTBEHH NIPOYKTH; CIIOMAraTeJIHUTe MaTepHaln U ONAKOBKUTE, KOUTO CE
M3II0NI3BAT 3a JIGKAPCTBEHW NPOAYKTH, MPHUTOTBEHH II0 MarucrpaiHa u (apmaxoreiiHa penenrtypa B
anTeKuTe, U ce OCTOMHOCTABAT chriaacHo Hapenbara 3a ycnmoBusiTa, mpaBHiiaTa M pela 3a PeryjlupaHe u
perucTpupaHe Ha LIEHUTE Ha JIEKapCTBEHUTE NPOAYKTH, npuera ¢ [loctanoBnenue Ne 97 na Munucrepcku
ceBet ot 2013 1. (IB, 6p. 40 oT 2013 1.);

4. (mom. - 1B, 6p. 85 ot 2023 1., B cumna ot 16.10.2023 r.) BoucBa BCsIKa U3MBIHEHA peIlenTa B
JTHEBHUK 3a PETUCTPUpPAHE Ha pelenTH chriacHo nmpuiokenue Ne 4 kpM ui. 3, an. 3 ot Hapenba Ne 28 ot
2008 r. 3a YCTpOWCTBOTO, pela W OpraHM3alusITa Ha paboTaTa Ha anNTeKUTe M HOMEHKIATypaTa Ha
nekapcrBerute npoaykru (B, 6p. 109 ot 2009 1.).

(2) (Homa - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., usm. - /1B, 6p. 85 ot 2023 ., B cuina
otT 16.10.2023 r.) /IHEBHUKBT 32 pETUCTPUPAHE HA PELENTH 10 al. 1, T. 4 ce BOJM HA eNEKTPOHEH HOCUTEI.

(3) (Hosa - IB, 6p. 85 ot 2023 1., B cuna ot 16.10.2023 r.) I[IpaBo 1a oTmyckar JeKapCTBEHH
IPOAYKTH, ChIAbPIKaIllM HAPKOTUYHHU BellecTBa oT npuiiokeHue Ne 1 kbm ui. 2 ot Hapen6a Ne 2 ot 2012 r.
3a YCJIOBHSTA U PE/a 3a OCHILECTBABAHE HA MPOrpaMu 3a JICUEHUE C arOHUCTU M arOHUCTU-AHTArOHUCTHU Ha
nuIa, 3aBucuMH KbM omonsu (B, 6p. 49 ot 2012 r.), uMar nekapu, paboTeNy B IPOTrpaMuUTe, MOTYIUITH
paspelleHrue 0T MUHUCTbBpA Ha 3/IpaBEONa3BaHETO 3 OCHIIECTBABAHE HA MPOTrPaMHU 3a JICUEHHE C aTOHUCTH U
arOHUCTH-aHTAarOHUCTH Ha JIMIA, 3aBUCUMU KbM OTTHOUIH.

Peoakuus kom /1B, 6p. 68 om 15 Ascyem 2014 2.

Yn. 31. (1) (llpeouwen mexcm na un. 31 - JIB, op. 68 om 2014 2., ¢ cuna om 15.08.2014 2.) Ilpu
npuemManemo Ha peyenmume u J1eKAPCMEEHUMe TUCMO8e MASUCIbD-PapMayesmvm ce 3a0vbaxicasa oa:

1. npoeepssa danu ca cnazenu U3UCKEAHUAMA HA 2/1A8U 8MOPA U MPema,

2. He omnycka JReKapcmeéeHu NpoOyKmu cpew)y MalOHU 3d OMCMBAKA UMU Opyeu OONbIHUMETHU
Mamepuanu, Henpedguoenu 8 masu Hapeoba unu 3JITIXM;

3. (usm. - /[B, op. 81 om 2013 2.) ocmotinocmsasa npednucanume 1eKapcmeenu npooyKmu U ce noonuced,
cnomazamennume MAamepuall U ORAKOSKUMe, KOUMO Cce U3NOA36am 34 JIeKAPCMEEeHU NpOoOyKmu,
NPUSOMEEHU NO MASUCMPATHA U PAPMAKONENHA peyenmypa 6 anmeKume, ce RUCEam no U0 U KOIULeCmeo
u ce ocmounocmasam cwveracho Hapedbama 3a ycnosusma, npagunama u peda 3a pecyiupane u
pesucmpupane Ha YeHume Ha Jekapcmeenume npooykmu, npuema c¢ Ilocmanoenenue Ne 97 Ha
Munucmepcku cvgem om 2013 2. (IB, op. 40 om 2013 2.);
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4. enucea 6cAKA U3NBAHEHA peyenina 8 OHeBHUK 3d PeUCTNPUPAHE HA Peyenmu.
(2) (Hoea - /IB, 6p. 68 om 2014 2., 6 cuna om 15.08.2014 2.) [{neenuxvm 3a pecucmpupane Ha peyenmu no
an. 1, m. 4 mowce oa ce 600U KAKMoO HA XAPMUeH, MaKa U Ha eleKmpoHeH HOCUmer.

Yn. 32. (1) B anTekata 3agbJDKUTENIHO CE€ CbXpaHSABAa B IMPOABIDKEHHWE Ha IET TOJUHU
uH(popManus 3a:

1. mpueTuTe M U3MBIHEHUTE PEICTTH;

2. IOJTyYCHUTE JICKAPCTBEHU MPOIYKTH TI0 TTAPTHIH.

(2) (U3m. - IB, Op. 68 ot 2014 r., B cmma ot 15.08.2014 r.) Ha Bcaka perenTta MaructTbp-
(bapManeBTHT OCTaBs MeYaT, KOUTO ChIbpKa HOMEpa M JlaTaTa Ha pa3pelIeHHeTo 3a ThpProBUs Ha APeOHO ¢
JIEKapCTBEHU MPOTYKTH.

(3) (HoBa - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Penenture ce moamucBaTr OT
MarucTep-hapmarenTa, KOWTO U3IIBIHSIBA MPEANHCAHUETO W/WIM OTITyCKa JICKapCTBEHHTE MPOAyKTH. Ha
BCSKA perenTa MarucTbp-papMaleBThT MOCTaBS:

1. HOMep U 1aTa Ha IpUEMaHe Ha PelenTara;

2. YUH nHa oTmyckamus MarucTbp-(papmarieBnT.

Ui 33. (1) B antekuTe penenture ce U3MbJIHABAT MPUOPUTETHO IO CICTHUS PE;

l. penentu ¢ ykazanue "muro", "muTHCcHMO" MM "cTraTUM" ce M3MBIHIBAT HE3a0aBHO, KaTo
BBPXY TAX CE€ 0TOENA3Ba YaChT HA TIOCTHIIBAHETO B alTeKaTa M Ha U3IIBIHEHUETO UM,

2. peuenTu 3a aena ao 14 roaunu;

3. BCUUKH OCTaHAJM PELENTH C€ U3IIBJIHIBAT M0 pejia Ha MOCTHIIBAHETO UM.

(2) (Otm. - 1B, 6p. 85 o1 2023 1., B cruta ot 16.10.2023 1.)

Peoaxuusa kom JIB, op. 21 om 20 Mapm 20009 2.

Yn. 33. (1) B anmexume peyenmume ce U3NbAHABANM NPUOPUMEMHO NO CIEOHUS PeO:

1. peyenmu c ykazanue "yumo", "yumucumo"” unu "cmamum" ce uznvanseam ne3abasHo, KAMo 8bpxy mMsx
ce ombens36a Hacvm Ha NOCMBREAHEMO 8 ANMEKAMA U HA USNBIHEHUEMO UM,

2. peyenmu 3a deya 0o 14 200unu,

3. 6cuuku ocmananu peyenmu ce U3NbIHABAM NO pedd HA NOCIMBABAHENO UM.

(2) Jlexapcmeenu npodyKkmu, nPUOMEeHU No MASUCPATHA U YApMAKONeliHa peyenmypa, ce npueomessim 6

pamKkume Ha 24 yaca om npuemanemo Ha peyenmama.

Un. 34. (1) [Ipu oTnyckaHe Ha MpeaNUCaHU JEKaPCTBEHH MPOIYKTH C€ CIa3Ba CIEIHUAT Pe:

l. (m3m. - IB, Op. 81 or 2013 r.) kKOoraro IEKapCTBEHUAT MPOAYKT € TPEANHCaH dYpe3
MEXIyHapOAHO HEMAaTeHTHO WM (apMaKoINeiHO HaMMEHOBAHHME Ha JIEKAPCTBEHOTO BEIIECTBO, CE€ OTITyCKa
JIEKapCTBEH TNPOJYKT, paspelleH 3a ymoTpeda B cCTpaHara, KOHTO ChIbpXka MPEANUCAHOTO AKTUBHO
BELIECTBO, KaTO 3aIbJKUTEIHO C€ CIa3BaT MpeircaHara JeKapcTBeHa (opMa M KOJIMYECTBOTO B J030Ba
eAVHULA;

2. KOraTo JIEKapCTBEHHUAT NPOAYKT € IMpPEANUCcaH O] ThProBCKO HAaMMEHOBAaHME, C€ OTITyCKa
TOYHO MPEANUCAHUAT IPOIYKT.

(2) Koraro amnrekara He pasnojara ¢ IPEANNUCAHUS JIEKApCTBEH IPOAYKT, MarucTbp-
(hapMareBThT € JUTHKEH J1a TO OCUTYPH B CPOK J10 24 daca. B To3u ciyuaii jatata M 4achT Ha TIOCTHIIBAHETO
Ha peLenTara ce oTpa3saBar BbpXy Hesl.
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Ui 35. (1) Cnen oTmyckaHeTo Ha NpPEIIUCAHUTE JIEKApCTBEHU NPOAYKTH PELENTaTa ce Bpblla
Ha MPUHOCUTEJS .

(2) (U3m. - IB, 6p. 94 ot 2011 r., u3m. - JIB, 6p. 90 ot 2019 r.) B anTekure Ha JedyeOHUTE
3aBeICHUS ChC CTAIMOHAP, CKIFOYIIIMA 10ToBOp 1o pena Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3aruiamiane
OT Abp>KaBHHs OIO/DKET Ha JICUEHHWETO Ha OBJTapCKUTE TpakJaHW 3a 3a00isBaHUS, W3BBH 0OXBaTa Ha
3aJIBJDKUTEITHOTO 3/IPABHO OCUTYpSIBaHE, C€ 3abpiKa SIUHHUAT EK3EMIUIAP Ha peLenTara.

(3) (Otm. - 1B, 6p. 51 ot 2023 1., B cruta ot 13.06.2023 1.)

Un. 36. [lpu oTmyckaHe Ha JEKapCTBEHM MPOAYKTH MarucTbp-hapManeBTHT € IBKEH Ja
IpeJoCTaBl MH(pOpPMaLUs U ChbBETU HA MALMEHTUTE, U3PA3€HU SICHO, Ha €3UK, JIECEH 3a BB3IpPHEMaHe,
OTHOCHO 0€3011acHOTO U €(EeKTUBHOTO MPUEMaHE U U3II0JI3BaHE Ha JICKAPCTBEHUTE MPOTYKTH.

Un. 37. (1) llpennucanusi, KOUTO HE OTTOBAPAT Ha M3UCKBAHMATA I10 TJIaBU BTOpPA U TPETa, HE Ce
U3ITBJIHSBAT.

(2) IIpu BB3HUKHAJIO CbMHEHUE OTHOCHO MPEANHCAHOTO B pellenTaTa MarucTbp-(papManeBThT €
JUIBXKEH, IIPEN Aa OTILYCHE JIEKAPCTBEHUS NPOAYKT, 1a C€ KOHCYJITHpA C NIPEANNUCATIMNS peLenTara jJeKap.

Y. 38. He ce oTmyckar neKkapcTBEHH IMTPOLYKTH 110 KOTME Ha OpUTHHAIIHA PELENTAa.

Un. 39. Tlpenu oTmyckaHe Ha JEKapCTBEHU MPOAYKTHU Oe3 pelenta MarucTbp-(hapManeBThT
HATlOMHS Ha MalKeHTa Mpeau ynorpeda aa npoyere HHPOPMaIMOHHATA JTUCTOBKA.

Paznen 11.
OTnyckaHe HA JIEKAPCTBEHU MPOAYKTH, ChAbP:Kallld HAPKOTUYHH BellecTBa

Un. 40. (U3m. - JIB, Op. 51 or 2023 r., B cuia ot 13.06.2023 r.) JlekapcTBeHU NPOIYKTH,
ChIbPKALIM HAPKOTUYHHU BELIECTBA, PEANUCAHHU 10 pe/ia Ha IJaBa TpeTa, pasjen I, ce otmyckar B anTekw,
KOMTO Ca MOJyYHIIN JIMLEH3US 32 ThProBHs Ha APeOHO U ChbXpaHsABaHE Ha HAPKOTHYHU BEIECTBA IO pesia Ha
3aKoHa 3a KOHTPOJ BbpXY HApKOTUYHHTE BemecTBa U npekypcopute (3KHBII).

Ui 41. (1) (U3m. - [IB, 6p. 81 ot 2013 ., u3m. - [IB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.)
[Ipenu oTmyckaHe Ha JTEKapCTBEHH MPOAYKTH, ChIbPKAIIN HAPKOTUYHU BEIIECTBA, MarUCThP-(hapMaleBThT
33JIBJKUTEIIHO IIPOBEpsiBA Jalld ca CIA36HM M3UCKBAaHUATA 3a MPEANMCBAHE HA JIEKAPCTBEHU HPOIYKTH,
ChIbPrKalll HAPKOTUYHH BEIIECTBA, U BbBEXK/JA TPUTE UMEHA U IAaHHUTE OT JOKyMEHTa 32 CaMOJIMYHOCT Ha
JULETO.

(2) (U3m. - B, 6p. 81 ot 2013 r., u3m. - [AB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.)
HNudopmanusara oT cnenuamHuTe pelenTypHHu OJIaHKH - HallMOHalleH pedepeHTeH HOMep Ha pelenTypHara
OnaHKa, M€ Ha MMAlMEeHTa, HANMECHOBAaHHME Ha JICKAPCTBEHHS MPOIYKT, OTIYCHATO KOJIMYECTBO M JaTa Ha
OTITYCKaHETO, C€ BBBEXKIA B CICIHAIHUS PETHCTBpP CcbhbriacHo wi. 3 ot Hapemb6a Ne 21 ot 2000 r. 3a
M3UCKBAHUATA KbM JOKYMEHTAIUATA U OTYETHOCTTA MPU U3BBPILIBAHE HA IEWHOCTU C HAPKOTUYHU BEILIECTBA
Y JICKapCTBEHU MPOIYKTH, ChAbPIKAIIN HapKoTHYHHU BemecTBa (1B, 6p. 86 ot 2000 r.).

(3) (U3m. - [IB, 6p. 94 ot 2011 1, oT™. - JIB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

(4) (U3m. - ]IB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 68 ot 2014 r., B cuia ot 15.08.2014 r., usm. -
B, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) KoraTo nexkapcTBEeHHUST MPOAYKT Mo 4i. 262, an. 6, T. 1
3JIIIXM, chappskai] HapKOTUYHHU BemlecTBa, ce 3amtama oT H30K 3a nomamno neuenue, nHGpoOpManusTa
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no aji. 2 OT CcHeuuajgHuTe peuentypHu Omanku ce npegoctaBs Ha P3OK upe3 Hanumonannara
3IpaBHOMH(OPMAITIOHHA CUCTEMA.
(5) (Or™m. - 1B, 6p. 81 o1 2013 1.)

UYn. 42. (U3m. - IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r.) Uudopmanusra no ui. 41, an. 2
OT CHEIHaTHNUTE PEUENTypHU ONaHKH ce npenoctaBs Ha P3M upe3 Hanmonannata 3apaBHOMH(pOpMAIMOHHA
cucTeMa.

Ui 43. (U3m. - [IB, 6p. 81 ot 2013 r.) 3abpansiBa ce OTIyCKaHE Ha JICKAPCTBEHHU MPOAYKTH I10
perenTa, npeanucaHy mpeau noseve oT 7 JHU.

Un. 44. (1) (U3wm. - IB, 6p. 81 ot 2013 r.) 3abpansiBa ce OTIMyCKaHe Ha JIEKaPCTBEHH MPOAYKTH,
ChIBPIKAIIN HAPKOTHYHH BemiecTBa OT npuiokeHust Ne 2 u 3 kM wi. 3, T. 2 u 3 ot Hapenbara 3a pena 3a
KkiacubuIMpaHe Ha pAacTeHUsATa U BellecTBaTa KaTo HApKOTUYHH, B KOJMYECTBA, IO-TOJIEMU OT
IpEIICaHuTe.

(2) IIpu ycraHoBsiIBaHE Ha HECHOTBETCTBHUS B MPEIMUCAHUETO U MAKCUMAITHO JIOMTyCTUMATa 1032
MarucThp-hapManeBTHT B aliTeKaTa € JUTHKEH /1a c€ KOHCYJITHpA C MPEANUCAIHS pelenTara jJeKap.

(3) IIpy HEBB3MOXKHOCT 3a W3MBIHEHHWE HA TPEANHUCAHHETO CJe] KOHCYJTaIusATa Mo aji. 2
pelenTara ce Bpbllla Ha Jekaps/IeKaps Mo AeHTaTHa MeIUIMHA 32 aHyJIHpaHe.

Ui 45. 3abpansBa ce OTIyCKaHE Ha JIEKAPCTBEHU MPOAYKTH IO Pella Ha TO3W pas3fen, KOraTo
MIPUHOCHUTEIIAT Ha penenTara € noj 18 roauHu.

Pa3pea I11.
OTnyckaHe HA JIEKAPCTBEHU MPOAYKTH, 3AIJIAINAHU HATBJIHO 0T M3 U HAIIBJIHO W/
yactuuHo oT H30K

Un. 46. (1) (U3m. - B, 6p. 94 ot 2011 r., uam. - JIB, 6p. 90 ot 2019 r.) Ormyckanero Ha
JICKapCTBEHH TPOJYKTH, MPEANHUCAaHN 10 pela Ha TiaBa Tpera, pazzmen lII, ce m3BppmBa OT anTekud Ha
JeuyeOHN 3aBEe/IEHUs ChC CTAIlMOHAp, CKIIOYMIIN JoroBop 1o peaa Ha Hapenda Ne 34 ot 2005 r. 3a pena 3a
3aIUTaliaHe OT JAbP)KaBHUS OO/DKET Ha JICYCHHETO Ha OBJITapCKUTE TPaXTaHHW 3a 3a00JsIBaHUS, W3BBH
o0xBara Ha 3aJ/bJDKUTEIIHOTO 3/IpAaBHO OCUTYpsIBaHE.

(2) (Otm. - OB, 6p. 81 ot 2013 1., HOBa - JIB, Op. 68 or 2014 r., B cuna ot 15.08.2014 r.)
OTmyckaHeTO Ha JIEKApCTBEHHM MPOAYKTH OT anTeku, padoremu mo poroBop ¢ H3OK, ce uspbpmiBa B
CBHOTBETCTBHUE C Ta3u Hapeada U ¢ yCIOBUATA U pelia 3a CKIOYBAHE HA WHAWBUIYATHU JOTOBOPHU IO 4. 45,
an. 15 ot 3akoHa 3a 3[paBHOTO OCUTYPSIBaHE.

(3) (Hdom. - 1B, 6p. 81 ot 2013 1., mom. - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 ., oT™. B
9acTTa OTHOCHO ayMuTe "Maructbp ¢apmarnent” ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91
or 2016 r., B cuna ot 18.11.2016 r.) OTnyckaHeTro Ha JEKapCTBEHU NMPOIYKTH, MPEANUCAHU 10 peaa Ha
riaBa Tpeta, paszaen IV, ce u3BbpiBa oT MarucTbp-hapmaneBT B anteku, padorenu no goroop ¢ H30K ¢
M3KITIOYCHUE HA JIEKAPCTBEHUTE MPOIYKTH 1O Wi. 30T, KOUTO CE OTITyCKAT OT OOJTHUYHHUTE arTeKH.

(4) (Homa - /1B, 6p. 81 ot 2013 r.) KoraTo jnekapcTBEHHAT MPOAYKT C€ OTIYCKa B ONAKOBKa,
pa3nuYHa OT OKOHYATENHATa, Ce OTOETA3BAaT BCHUKM JAHHU OT OKOHYATEJHATa OMAaKOBKA Ha TIPOM3BOIUTEIS

M CE MPEJ0CTaBs JIMCTOBKATA 32 MAI[UCHTA.
(5) (Hosa - 1B, 6p. 81 ot 2013 1., nom. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r., u3m. -
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JIB, 6p. 90 or 2019 r.) Ha obpaTHata cTpaHa Ha perenrtara 3a JICKApCTBEHUTE MPOIAYKTH, OTIYCKAHH IO
pena Ha 4. 21 ot Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3aruiamiane oT Ibp>KaBHUS OI0/DKET Ha JICUSHHUETO Ha
OBITapCKUTE TPa)KIaHU 3a 3a00JsIBaHUs, U3BBH 00XBaTa HA 3aABDKUTEITHOTO 3ApaBHO ocurypsiane (/B,
op. 95 or 2005 r.), ce 3amMcBaT JaHHUTE OT JIMYHATA KapTa (IIacOpPT) Ha MAlUEHTa U Ha IOJIyyaTelis,
KOraTo JIGKApCTBEHUTE MPOIYKTH HE Ce MOydaBat JIMYHO OT MalUeHTa.

Ui 47. (1) (U3m. - [IB, 6p. 95 ot 2014 r., mpeauiieH TekcT Ha wi. 47 - JIB, Op. 68 ot 2019 1., B
cwia ot 27.08.2019 r.) OTnyckaHeTo Ha JIGKAPCTBEHU MPOAYKTH, MPEANMHMCAHM HA pelenTypHa OlaHKa
(o6pazenr M3 - H30K Ne SA no npunosxkenue Ne 7), ce U3BBPIIBA B pAMKUTE HA BAJIMIHOCT HA OTPSA3BIIUTE,
KaTo JlaTaTa Ha U3MBIHCHUE HA BCEKU OTPSA3BK CE OCOYBA BbPXY HETO M BHPXY CIICIBAIINS OTPS3bK.

(2) (Homa - 1B, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Ilpu Hasivume Ha npeAnucaHus Ha
noBede OT enHa peuentypHa Omanka (oOpazery M3 - H30OK Ne 5 mo mpunoxkenue Ne 6 u obpazen M3 -
H30K Ne 5A no nmpunoxkenue Ne 7) ¢ mpeanucaHus 3a pasinyeH Opol JHU peLEenTUTe € U3IIbJIHSBAT Ha
JlaTaTta Ha Hal-KbCHS CPOK, HO HE TTO-MAJIKO OT 25-Us JIeH.

Ui. 47a. (Hos - JIB, 6p. 68 ot 2014 r., B cria ot 15.08.2014 r., oTM. B 4acTTa OTHOCHO TyMHUTE
"Maructep QapmarneBt” ¢ Pemenne Ne 5812 ot 17.05.2016 1. na BAC - JIB, 6p. 91 ot 2016 r., B cuna ot
18.11.2016 r.) [Ipu oTnyckane Ha JEKapCTBEHU MPOAYKTH, MPEINMUCAHU 110 Pea Ha TJiaBa TpeTa, pasaen 1V,
MarucTbp-papManeBThbT MPOBEPSBa 3APABHOOCUTYPUTENHUS CTATyC Ha MAIIMEHTUTE IO Pej, OINpenesieH B
YCJIOBHSTA U Pe/ia 3a CKIIOYBaHE HAa MHAMBUIYAIHU JTIOTOBOPHU 1o 4i. 45, an. 15 ot 3akoHa 3a 3paBHOTO
OCUTYpsIBaHE.

Yn. 476. (Hos - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) (1) (Ot™. ¢ Pemenne Ne 5812
ot 17.05.2016 r. na BAC - JIB, 6p. 91 o1 2016 1., B cuna ot 18.11.2016 1.)

(2) (Ot™. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 r., B cuina ot
18.11.20161.)

(3) (Ot™. ¢ Pemmenne Ne 5812 ot 17.05.2016 r. mva BAC - JIB, 6p. 91 ot 2016 r., B cuna ot
18.11.20161.)

(4) (Ot™. ¢ Pemienne Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 ot 2016 r., B cuna ot
18.11.20161.)

(5) (Ot™. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuia oT
18.11.20161.)

Ui 48. (1) Peuenture W mMpOTOKOJINTE HE CE M3MBJIHABAT U C€ BPBIIAT HA NMPUHOCUTEIS UM,
KOraro:

1. peentypHaTa OJ1aHKa HE ChIbPrKa H3ISUIO TIOIBIHCHA BCUIKH JIaAHHU;

2. CPOKBT Ha BAIUTHOCT € U3TEKBI;

3. mpeanucaHuAT JIeKapCTBeH MpOoAyKT He ce 3amamia ot M3, or H30K unu e oTrosapst Ha
W3UCKBaHMATA, ONIPE/ICJICHU B JoroBopa Ha antekara ¢ H30K;

4. ca IOMyCHATH TPEIIKU ¥ HECHOTBETCTBHUS IIPH MOMBJIBAHE HA OJAHKUTE;

5. B Cily4auTe, KOraTo He ca U3IbJIHEHU U3UCKBaHUATA HA WI. 7, alL. 1, T. 3;

6. (moBa - JIB, 6p. 95 ot 2018 r., u3m. - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) B
CIIy4auTe, KOTaTo HE € U3ITbIHEHO U3UCKBAHETO Ha Wil 24, aJ. 6.

(2) Maructbp-hapmaneBTbT, OTIYyCKalll JEKAPCTBEHUTE MPOAYKTH, HSAMA IPaBO Ja HaHACA
MOTIPAaBKH BHPXY pelenTypHaTa OJlaHKa, ¢ M3KITIOYCHUE Ha MOMPABKU MPU HAPABEHU OT HETO TEXHUYECKH
IPEIIKK B MOMEHTA Ha M3MBJIHCHHE Ha perienTaTta. B To3u ciayuaid ToW ce moanucBa cpelny HarpaBeHaTa OT
HET0 KOPEKIIHS.
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Pazpgen IV.
OTnyckaHe HA JIeKAPCTBEHU NMPOAYKTH U MEIUIMHCKH M3/1eJIUs 10 pelenTH, U31aJeHu B
apyra abp:xasa wienka (Hos - IB, op. 15 o1 2014 1.)

Ui 48a. (Hos - JIB, 6p. 15 ot 2014 1.) (1) (U3Mm. - JIB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023
r.) Maructosp-papmManeBTuTe Npy Clia3BaHe pa3nopeONTe Ha pasien | ca TbKHU Aa U3IMBIHSABAT PEICTITH,
W3JIaJICHH B Ipyra IbprKaBa 4ieHKa.

(2) Peuenture o ain. 1 ciensa na cbabpKaT JaHHUTE, TIOCOUEHHU B npuiioxkeHue Ne 4a.

(3) (U3m. - AB, 6p. 85 ot 2023 1., B cuna ot 16.10.2023 r.) Maructsp-hapmaiieBTuTe C e
rapaHTUpaHe MPUEMCTBEHOCT MPH JICYEHHUETO Ha KOHKPETEH MAIleHT MOraT J1a U3MbIHABAT PEIENTH 10 all.
1 u B ciayuyauTe, B KOUTO HE CHABPXKAT BCUYKU JIaHHU MO TpwioxkeHue Ne 4a, HO ¢ ToBa He ce 3acsra
TOYHOTO HACHTU(UIIMpaHE HA TMAIUEHTA, MPEINUCAHUTE JICKAPCTBEHH MPOTYyKTH/MEAUIIMHCKH W3JEIHs,
HAYUHBT Ha MPUJIATaHe, KAKTO U MEAUIIMHCKUST CIICLIMAIIUCT, U3/1ajl PelIenTaTta.

Peoaxyus kom /IB, 6p. 15 om 21 @espvapu 2014 2.

Yn. 48a. (Hoes - /[B, op. 15 om 2014 2.) (1) Anmexume npu cnazeéane pasnopedbume na pasoen I ca onvocnu
0a u3nvaHABAm peyenmu, U30a0eHu 8 Opy2a ObPAHCABA YIEHKA.

(2) Peyenmume no ai. 1 cnedga d0a cvOwvpaicam oanHume, noco4eHu 8 npuiodicerue Ne 4a.

(3) Anmexume ¢ yen eapanmupare NPUEMCMEEHOCH NPU JICUEHUEMO HA KOHKPemeH nayuenm mozam 0d
usnwaHAeam peyenmu no ai. 1 u 6 ciyuaume, 8 KOUMO He CbOLPIUCAM SCUHKU OAHHU NO npunodicenue Ne 4a,
HO ¢ mosa He ce 3acsiea MOYHOMO UOeHMUUUUpane HA NAYUeHmd, NPeOnucaHume JieKapcmeeH
NPOOYKMU/MEOUYUHCKU U30eUsl, HAYUHDBIN HA NpUiIdeane, KaKmo U MeOUYUHCKUAM CNeyuaiucm, u3o0ai

peyenmama.

UYn. 486. (Hos - /IB, 6p. 15 ot 2014 r., u3m. - [IB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.)
Maructbp-hapmaneBTUTE HE U3IBJIHABAT PELENTH, U3/1aJIeHH B Apyra JAbp)KaBa WIEHKA, B 4acTTa, B KOSTO
ca NpeANKCaHN JEKapCTBEHU NPOAYKTH 1o wi. 174 3JIIIXM.

Peoakuus kom /IB, 6p. 15 om 21 DPespyapu 2014 2.

Yn. 486. (Hos - /IB, 6p. 15 om 2014 2.) Anmekume He usnvinaeam peyenmu, uz0adenu 8 opyaa 0vpiicasa
YjleHKa, 8 YACMma, 8 KOSIMOo ca npeonucanu iexapcmeenu npooykmu no ui. 174 3JITIXM.

Pazgen V.
OTnyckaHe HA JIeKAPCTBEHM NMPOAYKTH B Jie4eOHH 3aBeeHnusi cbe ctanuonap (Ilpexnmen
pa3nen 4 - JIB, op. 15 ot 2014 1.)

Yn. 49. (1) (U3m. - [IB, 6p. 81 ot 2013 r.) JlekapcTBeHUTE MPOIYKTH 338 XOCIUTAIU3UPAHUTE
MAIUEHTH Ce OTIYCKAT OT OOJTHUYHATA anTeKa.

(2) (U3m. - [IB, 6p. 2 ot 2012 1., u3m. - JIB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 85 ot 2023 r., B
cuna ot 16.10.2023 r.) Koraro neueOHO 3aBeicHHE ChC CTAIIMOHAP HIMa anTeka, ce mpuaraT 4. 38 - 380
ot Hapenba Ne 28 ot 2008 r. 3a yCTpoiCTBOTO, pela W OpraHuzanusara Ha paboTaTa Ha amnTEKUTE U
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HOMEHKJIaTypaTa Ha JIeKapCTBeHUTE MpoAykTu. [lpu cmemHu cioyyam ce OCUrypsiBa CHaOAsBaHE C
HEOOXOIUMHUS JIEKAPCTBEH MPOJYKT BBB BB3MOXKHO Hal-KpaTbK CpOK. 3a II€HOOOpa3yBaHETO Ha
JIeKapCTBEHUTE MPOJIYKTH CE CIa3BaT yCIOBUATA HA HapenOara mo wi. 261a, an. 5 3JITIXM.

Peoakuusd kom /1B, 6p. 15 om 21 DPespyapu 2014 2.

Yn. 49. (1) (Usm. - [IB, 6p. 81 om 2013 2.) Jlexapcmeenume npooykmu 3a XOCRUMATUUPAHUME NAYUEHMU
ce omnyckam om 60IHUYHAMA anmexd.

(2) (Msm. - IB, 6p. 2 om 2012 2., usm. - /[B, op. 81 om 2013 2.) Koeamo neuebno 3agedenue cvC cmayuonap
Hsama anmeka, ce npuiazam 4i. 38 - 386 om Hapeoba Ne 28 om 2008 2. 3a ycmpoticmeéomo, peda u
opeaHuzayusma Ha pabomama Ha anmekume U HOMEHKIAMypama Ha iekapcmeenume npooykmu (06om., /1B,
op. 109 om 2008 e.; usm., O6p. 67 om 2010 2.). Ilpu cnewnu cayvau ce ocucypsasa cHaboseame ¢
HeoOX00uMUsl 1eKapcmeer NPOOYKM 6b8 6b3MOJNCHO HAU-KpAMBbK CPOK. 3a yeHoobpasysanemo Ha
Jexapcmeenume npoOyKmiL ce Cnazeam yciosusma na Hapeooama no 4i. 261a, an. 5 3JITIXM.

UYn. 49a. (1) (Hos - 1B, 6p. 81 ot 2013 r., npeauieH TekcT Ha 4. 49a - JIB, 6p. 53 ot 2022 1.)
[Ipu mpuemane Ha JEKapCTBEHHWTE JIMCTOBE MarucTbp-(hapManeBTHT 3aJABIDKUTETHO MPOBEpsBA JalH ca
CIIa3eHU U3MCKBAHMATA 3a MPEANUCBAHE HA JICKAPCTBEHU MPOAYKTH 10 Wi. 8, 14 u 15.

(2) (Homa - JIB, 6p. 53 ot 2022 r.) [Ipu npueMaHe Ha JIEKapCTBEH JIMCT B €JIEKTPOHHA (popma
MarucTbp-papmManeBThbT CbCTaBs Upe3 CHelHanu3upaH codTyep BTOPH EJIEKTPOHEH EK3EeMIUISp Ha
noanucanus no wi. 30a, an. 3 JekapcTBEH JMCT MOJ ChIUs HOMEp ¢ 1o0aBeHa B Kpas Ha Homepa Oyksa "A",
KONTO HE ChAbprKa MOJNUC Ha JIEKYyBalll JJeKap U Ha4YaJHUK Ha OT/eJeHHE. BTOPUAT elIeKTpPOHEH eK3eMIUISp
TpsOBa Ja ChAbpPKA BCUYKU JPYTH PEKBU3UTH, MOJIMUC HA MarucTbp-papMaieBra, KaKTO U Ha JUIATa,
IIpeaiu U MIPUEIHN JIEKAPCTBEHUTE MPOTYyKTH.

Y. 50. (1) JlekapcTBeHHTE TPOIYKTH IO JIEKAPCTBEHH JINCTOBE CE€ OTIyCKAT MOOTIEITHO 3a
BCEKH MAI[MEHT, KaTO BCEKH BUJ JEKAPCTBEH MPOAYKT CE OTIyCKa B OTAEIHA OMAaKOBKA, BBPXY KOSTO C€
OTOEN3BAT IMETO U BH3PacTTa Ha OOJHHSI, HOMEPHT Ha CTasATa, JIETJIOTO U MPEANUCcCaHaTa J103a.

(2) (U3m. - IIB, 6p. 81 or 2013 r.) Koraro nekapcTBEHUAT MPOJIYKT CE€ OTIYCKa B ONAaKOBKa,
pa3nuYHa OT OKOHYATEIHATa, OCBEH JAaHHUTE IO ajl. 1 ce oTOeNsI3BaT M BCUYKHU JaHHU OT OKOHYATEIIHATA
OTIaKOBKA HA MIPOU3BOIUTEIIS.

(3) (U3m. - IIB, 6p. 95 ot 2014 1., m3m. - JIB, Op. 53 ot 2022 r.) /IBara ex3zeMIuisipa Ha
JICKApCTBEHHS JIMCT B CBHBKYITHOCT, HE3aBUCUMO Jaji Ca CHCTABCHH Ha XapTHUEH HOCWUTEN, W/WIU B
eJIeKTpOHHA (POpMa, CHCTABIISABAT JIEKAPCTBEH JIUCT ChIIacHO mpuiiokeHue Ne Sa.

(4) (Homa - IB, 6p. 95 ot 2018 r., gom. - JIB, 6p. 53 ot 2022 r.) Koraro nexkapcTBeHHTE
MPOJIYKTH ca 3a JICYCHUE Ha 3JI0KAYECTBCHU 3a00JISIBaHUS B CTAllMOHAPHU YCJIOBHUsS, OOJHMYHATA anTeKa
BOJIM JKypHAJI 32 pa3TBapsHE Ha JICKAPCTBEHH MPOJYKTH 32 JICYEHHUE HA OHKOJOTHYHU/OHKOXEMATOJIOTHYHH
3a00JIsIBaHMS 110 00pasell ChriaacHo npuiokenue Ne 81, B KOWTO TAaHHHUTE CE PErHCTpHUpaT exeaHeBHo. [Ipu
OCUTYpEHa TEXHHYECKa Bb3MOXKHOCT )KYPHATBT MOXKE Jla C€ ChCTaBsl B €JIEKTPOHHA GopMma.

(5) (Homa - JIB, 6p. 95 ot 2018 r.) B ciy4aii 4e cien mpuroTBsSHE HA WHIWBUIYATHUTE JT03H 32
JIeHs OT JIaJIeH JIEKapCTBEH MPOAYKT ce popMHpa OCTaThK, KOMTO HE MOXKe J1a ObJie MPHIIOKEH B CPOKa MY
Ha TOJTHOCT, ITOCOYEH B KpaTKaTa XapaKTEPUCTHKA Ha JIGKAPCTBEHUS NMPOIYKT, OCTATHKBT CE€ OTpa3siBa B
ONMMC  HA  HEWU3MOJ3BAEMUTE  OCTAaThIM  OT  JICKAPCTBEHM  MNPOAYKTH  3a  JICUEHHE  Ha
OHKOJIOTUYHH/OHKOXEMAaTOJIOTHYHU 3200 IsIBaHuUs 110 00pa3el] ChriiacHo npuioxeHue Ne 8e.

Ui 50a. (Hos - JIB, Op. 81 ot 2013 1.) (1) [IspBUTE €K3eMILISAPH Ha JICKAPCTBEHUTE JIMCTOBE, 11O
KOUTO Ca OTIIyCHaTU JIEKapCTBEHW NPOAYKTH, ChAbpPXKAIIM HAPKOTUYHHU BELIECTBA, CE€ 3aAbp)KaT B
OOJTHMYHATA anTeKa M Ce ChXPAHSABAT 32 CPOK €JHA TOJMHA, KaTO CE MPEACTABIT Ha KOHTPOJIHUTE OPTraHu
MIpH MPOBEPKA.
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(2) Cnen u3nbJIHEHUE HA MPEANMCAHUATA I10 JIEKAPCTBEHUS JIMCT 3a JIEKAPCTBEHU IMPOIYKTH,
ChJIbPIKALIM HAPKOTUYHU BEIIECTBA, BTOPUAT €K3EMILLIP CE ChbXpaHABaA B OTIACIICHUETO 34 CPOK 5 TOAVHH.

(3) Cieq u3THyaHe Ha CpoKa MO al. | MBPBHUTE €K3EMIUIIPH OT JIEKAPCTBEHUTE JIUCTOBE CE
IpesiaBaT ¢ MpUEMHO-IIpeIaBaTeIeH NPoToKos Ha uHcnekTtopute B P3U, xouto ru chxpanssar 3a cpok 10
TOJUHH.

(4) Ilpm ormyckaHe Ha JIEKapCTBEHUM INPOAYKTH, ChIbPKAIIM HAPKOTHYHHM BEIECTBA Ha
JIEKapCTBEH JIUCT, HeoOXoumara HHPOpMaLus OT HETO ce BbBEX/a B perucTbpa 1o 4i. 3, ai. 2 ot Hapenba
Ne 21 ot 2000 r. 3a U3UCKBaHMATA KbM JOKYMEHTALMATAa U OTYETHOCTTA MPU U3BBPILIBAHE HA JEHHOCTH C
HAapKOTHYHU BEILECTBA U JIEKAPCTBEHU NPOAYKTH, ChIbPIKAIIA HAPKOTUYHH BEILECTBA.

Un. 506. (HoB - IB, Op. 81 ot 2013 r.) (1) (M3m. - IB, Op. 95 ot 2018 r.) JlekapcTBeHuUTE
npoayktu mo uia. 30r, am. 7, T. 2 ce OTHycKaT OT amnTeKd Ha Je4eOHUTE 3aBEACHUS ChC CTAlMOHAp,
cxmour goropop ¢ H3OK 3a knuaMYHa mpouenypa mo aucnancepHo Habmoaenme Ha 30JI cbe
37I0Ka4E€CTBEHU 3a00JIIBaHUS.

(2) (U3m. - 1B, Op. 95 ot 2018 r.) IIbpBUTE €K3EMIUISIPU Ha PELIETITUTE, C KOUTO Cca MPEANHCAHI
JIEKapCTBEHHU NPOAyKTH 1mo wi. 30r, ain. 7, T. 2, ce moApe)aaT B XPOHOJOTUYEH pel, KaTo HeoOxoaumaTa
uHpOpMals OT TAX ce BbBEXJa B perucTbpa mo wi. 3, ain. 2 ot Hapenba Ne 21 ot 2000 r. 3a n3ucKBaHuUsATa
KbM JIOKyMEHTAaIlUATa M OTYETHOCTTa MpPH HW3BBPIIBAHE HA JCWHOCTH C HAPKOTUYHU BEIIECTBA H
JIEKapCTBEHH MPOAYKTH, ChAbPIKAIM HAPKOTUYHU BEILIECTBA, M HA IIBPBHS €K3EMILISP ce OTOENSI3BaT TPUTE
MMEHA U JaHHHUTE OT JIOKyMEHTA 3a CAMOJIMYHOCT Ha IPUHOCUTEIIS Ha pelerTara.

(3) (U3m. - JIB, 6p. 95 ot 2014 1.) [IBpBUTE EK3EMIUISIPH OT PEHEITUTE 1O ajl. 2 CE ChXPaHsIBAT B
OOJIHMYHATA arlTeKa 3a CPOK €Ha TOAMHA U Ce MPEICTaBAT Ha KOHTPOJIHUTE OpPraHu IpU MpoBepKa.

(4) (M3m. - [IB, Op. 95 ot 2014 r.) BropuTe ek3eMIuiapu OT pEelenTuTe Mo aj. 2 ce mpeaaBaT B
P30K exemeceyHO B CPOKOBETE 32 OTUYUTAHE IEHHOCTTA Ha IE4€OHOTO 3aBEICHHE.

(5) (U3wm. - [IB, 6p. 95 ot 2014 r.) Cnenx u3TH4aHe HA CPOKA IO ajl. 3 pelenTUTe ce MpeIaBar ¢
MpUEMHO-TIpeaBaTesieH IPOTOKOo Ha uHcnekropute B P3V, kouTo ru chxpanssar 3a cpok 10 rogusu.

Y. 50B. (HoB - JIB, Op. 81 ot 2013 r.) 3a0pansiBa ce OTHMycKaHe B OOJHWYHATA amTeKa Ha
JIEKapCTBEHH TMPOJIYKTH, CBHAbPXKAIIM HAPKOTUYHU BEIIECTBA, MO pelenTa WM JIEKapCTBEH JIUCT,
MIPEIMCAHU TPEH MOBEYE OT 7 JTHH.

Ui 50r. (Hos - JIB, Op. 81 or 2013 1.) (1) 3abpansBa ce B OOJHUYHATA alTeKa OTIMyCKaHE Ha
JIEKapCTBEHU MPOAYKTH, ChABPKAIIM HAPKOTUYHH BellecTBa OT MpuiiokeHust Noe 2 1 3 kbM wi. 3, 7. 2 1 3 oT
Hapenbara 3a pena 3a knacuguiipane Ha pacTEHUSITA U BEIIECTBAaTa KATO HAPKOTHYHH, B KOJIMYECTBA, TO-
roJIeMH OT MPEeANHCAHUTE.

(2) Ilpu ycTaHOBsIBaHE Ha HECHOTBETCTBUS B MPEANUCAHUETO U MAKCHUMAIIHO JIOMyCTUMATa J03a
MarucTep-gapmManeBTbT B OOJHMYHATA anTeka € JIBKEH Ja C€ KOHCYITHpa C Mpearnucanus
pelenTara/aeKapcTBeHHsI JTUCT JIeKap.

(3) Ilpu HEBB3MOKHOCT 3a M3MBIHEHUE Ha NPEINUCAHUETO CJIe] KOHCYyJITauusATa Mo ai. 2
pelenTara/JeKapcTBeHUST JUCT Ce BPbIla Ha JIeKaps 3a aHyJIMpaHe.

Y. 50x. (Hos - /1B, Op. 81 ot 2013 1., u3m. - IB, Op. 95 ot 2018 r.) 3abpansBa ce oTHmycKaHe
Ha JIEKapCTBEHH NPOoayKTH 1o 4wi. 30r, an. 7, T. 2, Korato NpUHOCHTEIAT Ha perenTara € noz 18 roausu.

Y. 50e. (Hos - IB, 6p. 81 ot 2013 r.) (1) (U3m. - JIB, 6p. 95 ot 2018 r.) JlekapcTBEeHUTE
npoayktd no wi. 30r, am. 7, T. 1 ce OTmycKaT OT anTeKH Ha JiedeOHUTE 3aBEJCHUS ChC CTALMOHAP,
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cxmourn goroBop ¢ H30K 3a xnuamunan mereku mo wi. 30r, an. 8 w/mnm amOynaropHa mporeaypa 3a
CHCTEMHO JICKAPCTBEHO JICUCHHE MPH 3JI0KAYECTBEHHU 3a00ISIBAHUSI.

(2) Komus Ha peuentuTe, MO KOUTO ca OTIYCHATH JIGKAPCTBEHU MPOIYKTH Mo ai. 1, ce
ChXpaHsBaT B anTeKaTa Ha JICYCOHOTO 3aBeJICHUE B IPOAB/DKCHHE Ha €Ha T'OJIMHA, KaTo Ce MPEJCTaBAT Ha
KOHTPOJIHUTE OPTaHU MPH MPOBEPKa.

Pa3znea VI.
IIpeanncBane Ha MeAMLIMHCKH M3/1eJIUsI, KONUTO 1Ie ce OTIYCKAT B Ipyra Ibp:KaBa WIeHKa
(Hos - IB, 0p. 15 o1 2014 1.)

UYn. 50k. (Hos - [IB, 6p. 15 ot 2014 r.) (1) [To u3puyHO MCKaHEe Ha MALMEHT JWIATa MO 4i. 4
MPEANUCBAT HEOOXOUMHUTE 3a JICUCHUETO MEIUIIMHCKU U3JENHs, KOUTO 1€ C€ OTIYCKaT B JApyTa IbpKaBa
YJICHKA.

(2) Peuenture 1o ai. 1 ciensa ga cbabpiKaT TaHHUTE, TIOCOUEHU B MpuiioxkeHue Ne 4a.

Yn. 503. (Hos - IB, 6p. 15 ot 2014 1., usm. - JIB, 6p. 95 ot 2018 r.) Koraro menunuHckure
m3nenus o an. 1 Ha wi. 50k ce npeanucsar Ha 30J1, penentypHuTe O6JaHKH 1O 4. 24 clienBa 1a ChIbpKaT
BCUYKH JaHHU, IOCOYEHHU B mpuiiokeHue Ne 4a.

I'naBa nmera.

OTIHEYATBAHE, PA3IIPEJIEJISIHE U KOHTPOJI HA CIIELIMAJIHUTE
PELHEIITYPHU BJIAHKU 3A JIEKAPCTBEHMU ITPOAYKTHU, CbABPXALIAU
HAPKOTHUYHMU BEIIECTBA, U HA PEHEIITYPHUTE BJIAHKU 3A ITPEAIIMCBAHE
HA JIEKAPCTBEHHU ITPOAYKTH 110 PEJIA HA HAPEJIBA Ne 34 OT 2005 TI'. 3A PEJIA
3A SAIUVIAITAHE OT IBbPKABHUS BIOJKET HA JIEHEHUETO HA BBJII'APCKUTE
I'PAXKIAAHMU 3A 3ABOJISABAHU S, U3BbH OBXBATA HA 3AABJKUTEJIHOTO
3IPABHO OCUT'YPSABAHE (BAI'JI. U3M. - IB, BP. 90 OT 2019T'., OTM. - /IB, BP. 51 OT
2023 1., B CHUJIA OT 13.06.2023T'.)

Yn. 51. (U3wm. - [IB, 6p. 94 ot 2011 1., u3m. - /IB, 6p. 81 ot 2013 r., oT™. - /IB, Op. 51 ot 2023
r., B cuia ot 13.06.2023 r.)

Y. 52. (Otm. - 1B, 6p. 51 ot 2023 1., B cruta ot 13.06.2023 1.)

Yn. 53. (Otm. - IB, 6p. 51 ot 2023 1., B cuina ot 13.06.2023 1.)

Un. 54. (U3wm. - [IB, 6p. 94 or 2011 1, ot™. - [IB, 6p. 51 o1 2023 1., B cuma ot 13.06.2023 1.)

Y. 55. (Otm. - 1B, 6p. 51 ot 2023 1., B cruta ot 13.06.2023 1.)

Yn. 56. (Otm. - [IB, 6p. 94 or 2011 1.)

T'1aBa mecra.
YCJIOBUS U PEJl 3A HOCEHE UJIN UBHACSAHE HA JIEKAPCTBEHU ITPOJAYKTH,
NPEAJHA3ZHAYEHMUA 3A JIEYEHUETO HA BBJI'APCKHU U UYXKJIU I'PAXKIAAHU,

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



MOCTOSTHHO M BPEMEHHO MPEBUBABAILM B CTPAHATA U ITBTYBAIIM
U3BBH PENYBJIUKA BBJITAPUS U 3A TPAH3UTHO MPEMMHABAILH
YYyKIEHLNA

Un. 57. bearapcku rpakJaHud M 4YyKIW Tpa)<JIaHH, OCTOSSHHO M BPEMEHHO IpeOuBaBallyd B
CTpaHaTa U MbTyBallu U3BbH PemyOiuka brarapus, MmoraT na HOCST WM Ja U3HACAT OT U 3a TPETH CTPaHU
CIIEIHUTE BUJIOBE JIEKAPCTBEHU MPOIYKTH:

1. (m3m. - [IB, 6p. 90 ot 2019 1.) nekapcTBeHW NMPOIYKTH, MPETHASHAUCHU 3a JICYCHUETO UM,
ormycHatu 1o pefa Ha Hapemba Ne 34 or 2005 r. 3a pema 3a 3amiainiaie OT IbPKaBHUSA OMOKET Ha
JICYEHUETO Ha OBJITrapcKuUTe Tpa)<AaHU 3a 3a00JiABaHMS, M3BBH 0O0XBaTa Ha 3aJBJDKUTEIIHOTO 3/ApPABHO
OCHUTYpSIBAaHE;

2. IeKapCTBEHU MPOIYKTH, OTITYCKaHU 0€3 JEKapCKO MpeIIICaHuE;

3. JeKapCTBEHU MPOAYKTH, OTIIYCKaHU IO JIEKAPCKO MpEAIUCaHUE.

Y. 58. (U3m. - [IB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) JlekapcTBeHHTE MPOIYKTH IO
1. 57, 1. 1 Morar aa ce mpeHacsT OT CIeTHUTE JTUIA:

1. NManueHTBT, 3a YUECTO JICUCHUC Ca MMPCIHA3HAUCHHU NPEANMUCAHUTE JICKAPCTBCHU IPOAYKTH;

2. JIMUETO, KOETO € MOJYYWIO JICKAPCTBEHUTE MPOIYKTH OT ChOTBETHATA aNTeKa U UMETO MY €
BITMCAHO KAaTO MOJydyaTell BEPXY peIenTara;

3. JWIe, KOETO NPUTEKaBa H3PUYHO ITHIHOMOIIHO OT TMAaIlMeHTa, 3a YHETO JICYCHHE ca
MpeJHAa3HAYEHHU NIPEANUCAHUTE JIEKAPCTBEHH IPOLYKTH.

Yn. 59. (1) (U3m. - JIB, 6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) Jlunata mo um. 58
YIOCTOBEPSIBAT MPABOTO CH Jla HOCAT WIHM Ja MPEHACAT JICKApCTBEHUTE MPOAYKTH 1o wi. 57, T. 1 cbC
3aBepeHO OT MarucThp-(papmareBTa Komnue Ha U3MbIHEHA pelenTa OT ChOTBETHATA anTeka, MpeArrcana 3a
KOHKPETHOTO JICUCHUE.

(2) JIunara mo 4. 58 Morar ja HOCST WU Jla M3HACAT JICKAPCTBEHHU MPOAYKTH, TIPEIHa3HAYCHU
3a JICYCHHETO UM, B KOJIMUYECTBA, TOCOYCHU IU(PPOM U CIIOBOM B peIlenTara, KOsTo clie[Ba Aa € o0padoTeHa
B anTeKara.

Un. 60. (U3m. - /1B, 6p. 68 ot 2019 r., B cumma ot 27.08.2019 r.) KonmmuecTBaTa Ha MpeHACSTHUTE
JIEKapCTBEHH MPOIYKTH MO Wwi. 57, T. 1 ciensa ma ocurypsiBaT JICYUCHHETO Ha MAIMEHTa 3a CPOK JI0 JBa
Mecela.

Yn. 61. (U3m. - [IB, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) JlekapcTBeHUTE NMPOIYKTHU 10
1. 57, T. 2 Morar /ia ce npeHacsT OT OBJIrapCKU U 4y K11 Ipa’kKIaHH MOCTOSIHHO U BPEMEHHO MpeduBaBaliu
B CTpaHara.

Y. 62. (1) Jlunara mo wi. 61 moraT ga mpeHacsT JEKapCTBEHH MPOIYKTH OT U 3a TPETH CTPaHU
B KOJINYECTBA, HEOOXOAUMH 32 BPEMETO HA MPECTOSI UM, HO HE IOBEYE OT TPU Mecela.

(2) (M3m. - JIB, Op. 68 or 2019 r., B cuna ot 27.08.2019 r.) Jlumara no un. 61 morart ga
MPEHACAT OT M 3a TPETH CTPAHU JIEKAPCTBEHU MPOAYKTH MO wWi. 57, T. 2 B MO-TOJIEMH KOJIMYECTBA, aKO
MIPECTOST UM HpOAbIDKAaBa IMOBEYE OT TPU MeEcella M MPUTEKaBaT M3JaJCHA pELENTa 3a ChOTBETHUS
JIEKapCTBEH MPOJIYKT U 32 ChOTBETHOTO KOJIHUYECTBO.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



Un. 63. (Uzm. - [IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JlekapcTBeHHTE TPOTYKTH IO
4. 57, T. 3 MOrart Jja ce MpeHacsT OT CJICIHUTE JIUIIA:

l. manueHTa, 3a YMETO JIEUEHUE ca MPeIHa3HAYeHH MPEINMCAHUTE JIEKapCTBEHU MIPOIYKTH;

2. nuie, KOeTO MPUTEekXaBa HM3PUYHO MHJIHOMOIIHO OT TMAalMeHTa, 3a YHETO JICUCHHE ca
MpeHa3HaYeHH MPEANUCAHUTE JIEKAPCTBEHU MPOTYKTH.

Un. 64. (1) (U3m. - JIB, O6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) Jlunmara mo wi. 63
YAOCTOBEPSIBAT MPABOTO CH Ja HOCAT WU Ja MPEHACAT JIGKAPCTBEHUTE MPOAYKTH MO 4. 57, T. 3 ChC
3aBEPEHO OT MarucThp-(papmaieBTa KOIMEe Ha M3ITBJIHECHA pPEIenTa OT ChOTBETHATA alTeKa, MPeIrcaHa 3a
KOHKPETHOTO JICYCHHE.

(2) JIuuara mo 4. 63 Morar ja HOCST WJIU Jla U3HACAT JICKAPCTBEHH MPOAYKTH, TIPEIHa3HAYCHU
3a JICYCHUETO UM, B KOJINYECTBA, [IOCOYCHH IIM(PPOM U CIIOBOM B peIICTITATA.

Un. 65. TpaH3uTHO NpeMHUHABAIM Mpe3 TEPUTOPHUSATa HA CTpaHaTa JIMIAa WUMAaT MPaBO Ja
MIPUTEKABAT JICKAPCTBEHU MPOYKTH, KOUTO Ca MPEJHA3ZHAUECHU CaMO 3a TAXHOTO JICUCHHE.

Y. 66. KOHerTHI/ITC KOJIMYCCTBA JICKAPCTBCHU IIPOAYKTH, KOUTO JIMLIATA 110 YJI. 65 umar npaBo
Aa IMpUTEe)KaBaT, CC OIPCACIAT OT CbOTBCTHATA IPpUCMaAIlla AbPiKaBa.

Ui, 67. Ilpu TpaH3UTHO IpEMHUHABAHE IIpe3 TepuTopusaTa Ha PemyOivka bbarapus Ha nunara o
1. 65 ce mpenopbuBa Ja OBAAT MpEIBApPUTEIHO HHMOPMHUPAHM 3a HM3UCKBAHMSTA, YCTAHOBEHU OT
CbOTBETHATA MPUEMAILA JbPKABA.

Yn. 68. Benuku jgexkapcTBEHH MPOIYKTH, KOUTO €€ MPEHACAT OT U 3a TPETH CTPaHU IO pela Ha
Ta3u Hapenoba, cieaBa 1a ObIaT B OPUTHHATHUTE CH OTIAKOBKH.

Yn. 69. (1) Ilo pena Ha Ta3m Hapenda He Morar Ja Ce NpPEHACST JIEKAPCTBEHU NPOIYKTH,
ChJIbPIKaI HAPKOTHUYHHU BEIIECTBA.

(2) YcnoBusta U penbT 3a MpEHACSHE HA JIGKAPCTBEHUTE MPOAYKTH MO al. 1 ce ompenensir B
3KHBII.

I'naBa ceama.
EJIEKTPOHHO IIPEAIIMCBAHE HA JIEKAPCTBEHHU ITPOAYKTHU. OTITYCKAHE HA
JJEKAPCTBEHMU ITPOAYKTHU U U3ITBJJHEHUE HA EJIEKTPOHHU IMPEJAIIMCAHUS
(HOBA - JIB, bP. 107 OT 2020 I'., B CHUJIA OT 18.12.2020T".)

Y. 70. (Hos - JIB, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 r.) (1) (Jom. - 1B, 6p. 47 ot 2021
r., B cruia ot 04.06.2021 r., u3m. - JIB, Op. 53 o1 2022 1., B cruma ot 01.11.2022 1., u3m. - JIB, 6p. 85 ot 2022
r., B cmia ot 25.10.2022 r., m3m. - IB, 6p. 51 ot 2023 1., B cwita ot 13.06.2023 r., nom. - JIB, 6p. 85 ot 2023
r., B cuia ot 16.10.2023 r.) [IpeanucBaneTo Ha JIEKAPCTBEH MPOAYKT, C M3KIIOYCHHE HA JICKAPCTBEHUTE
IIPOAYKTH IIO I1aBa Tpera, paspenu Il u V, ce ussbppiiBa ¢ enexkrponHo npeanucanue. I[Ipeanucsanero Ha
JIEKapCTBEH MPOIYKT MO pefa Ha Wi. 6 ce U3BbpIIBA C pelenTypHa OJlaHKa Ha XapTHEH HOCHUTEN WU C
€JIEKTPOHHO TpeINHCcCaHne, ¢ U3KIIYCHHE Ha MPENHCBAHETO Ha JIEKAPCTBEHH MPOIYKTH, KIacU(pUIIUpaHU
BbB (papMakojorudyHu rpynu "JlekapCcTBEHW MPOIYKTH 3a JiedeHHe Ha auadetr" u "AHTHOAKTepUATHH

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



JeKapCTBEHH TMPOAYKTH 32 CHCTEeMHa ynoTrpeda" CBIJACHO aHATOMO-TEPAaNeBTHYHO-XUMHUYHATA
knacudukanrs Ha CBeTOBHAaTa 3/paBHA OpraHM3allis, KOETO C€ U3BBpIIBA CaMO C EJIEKTPOHHO
npeanucanue. IlpeamucBaneTo Ha JIEKapCTBEHW MNPOAYKTH MO 4Wi. 9, KOMTO ca KIacCU(PHUIMPAHU BbHB
dapmakonornynu Tpynu "JlekapcTBEHWM TMPOAYKTH 3a JedeHWe Ha auader”" u "AHTHOAaKTepuaaTHU
JEKapCTBEHH TMPOJYKTH 3a CHUCTEMHa YymoTpeba" ChIIacHO aHAaTOMO-TepaneBTUYHO-XMMHUYHATA
kinacudukanus Ha CBeTOBHATa 3[paBHA OpraHM3alMs, MOXKE Jla CE€ M3BBPIIBA HAa peLenTypHa OnaHKa Ha
XapTUEH HOCUTEII WM C EJIEKTPOHHO NPEIMUCcCaHue, a Te3 Mo Wi. 9a - caMo Ha XapTUEH HOCUTEIL.

(2) (Homa - JIB, 6p. 53 ot 2022 1., B cuma ot 01.11.2022 r., ot™m. - [IB, 6p. 85 ot 2022 r., B cuia
ot 25.10.2022 r., HoBa - JIB, 6p. 85 ot 2023 r., B cmwia ot 16.10.2023 r.) OTnyckaHeTo Ha €JIECKTPOHHO
IIPEANMCAaHU JIEKAPCTBEHU MPOILYKTH CE U3BBPIIBA CAMO IO €JIEKTPOHEH ITBT 1O pena Ha uwi. 73 u 74.

(3) (IIpenumnua an. 2 - B, 6p. 53 or 2022 r., B cuna ot 01.11.2022 r.) EnexTpoHHOTO
npenanucanue mo ai. 1 ce m3gaBa mon (opMara Ha E€IEKTPOHEH JIOKYMEHT, MOJANUCAH ¢ KBalu(pUIUpaH
enexktpoHer noxnuc (KEII), cerimacHo m3uckBanusta Ha Permament (EC) Ne 910/2014 na EBponeiickus
napiameHT U Ha ChBeta oT 23 tonu 2014 1. OTHOCHO €JIeKTpOHHATA UASHTU(HUKAINS B yIOCTOBEPUTEITHUTE
YCIIYTH TPH €JIEKTPOHHH TPAHCAKLIMU Ha BBTPEIIHUS Na3ap U 3a oTMsHa Ha upextusa 1999/93/EO (OB, L
257/73 ot 28 aBryct 2014 r.) u Ha 3aKoHa 3a €JIEKTPOHHUS JTOKYMEHT U €JIEKTPOHHUTE YIAOCTOBEPUTEITHU
YCIIyTH.

(4) (IMpegumHa an. 3 - B, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r., m3m. - [IB, Op. 51 ot
2023 r., B cuna ot 13.06.2023 r.) [Ipu enekTpoHHOTO NMpEANMCBaHEe HA JIEKAPCTBEHUTE MPOAYKTH 10 aj. 1 ce
npusaraT ChbOTBETHO pa3MopeaOuTe Ha IJlaBa BTOpa M TjaBa TpeTa, pasfel I, a mpu eIeKTPOHHOTO
MpeIucBaHe Ha:

1. nexapcTBEHN NPOAYKTH, ChABPKALM HAPKOTUYHY BEIIECTBA - U Ha IJ1aBa Tpeta, pasnen II;

2. neKapCcTBeHH MPOAYKTH, 3aIliallaHy HanbjHO win yactuyHo oT H30K - u Ha rnaBa Tpera,
pasnen IV, ¢ uM3KIOYeHHE HAa W3MCKBAaHUATA OTHOCHO XapTueHata ¢opMa Ha pelenTypHUTe OJaHKU U
IIPOTOKOJIUTE.

Peoakuusa kom IB, 6p. 51 om 13 FOnu 2023 2.

Yn. 70. (Hos - [IB, 6p. 107 om 2020 2., 6 cuna om 18.12.2020 2.) (1) ([on. - IB, 6p. 47 om 2021 2., 6 cuia
om 04.06.2021 2., usm. - /[B, 6p. 53 om 2022 2., ¢ cuna om 01.11.2022 2., usm. - /B, 6p. 85 om 2022 2., ¢
cuna om 25.10.2022 e., usm. - [AB, op. 51 om 2023 2., ¢ cuna om 13.06.2023 2.) Ilpeonuceanemo Ha
JleKapcmee nPooyKm, ¢ UKIIOUeHUe HA JeKapcmeeHume npooykmu no 2iasa mpema, pasoeiu Il u V, ce

U368bPUIBA C €eKMPOHHO npeonucauue. llpednuceanemo Ha ieKapcmeer NPoOyKm no peoa Ha ui. 6 ce
U368bpUIBA ¢ peyenmypha O1aHKa HA XapMueH HOCUmMen Ul ¢ eneKmMpOoHHO NPeonucanue.

(2) (Hoea - /{B, op. 53 om 2022 e., 6 cuna om 01.11.2022 2., omm. - /{B, 6p. 85 om 2022 2., 6 cuna om
25.10.2022 2.)

(3) (llpeouwna an. 2 - 1B, 6p. 53 om 2022 2., 6 cuna om 01.11.2022 2.) Enekmponnomo npeonucanue no a..
1 ce uzdasa noo gopmama Ha enekmpoHner OOKYMeHM, NOONUCAH C KEANUDUYUPAH eleKMPOHeH NOONUC
(KEII), cvenacno usuckeanusma na Peenamenm (EC) Ne 910/2014 na Esponetickusi napramenm u Ha
Cwgema om 23 1onu 2014 2. omHoOCHO enekmponHama uoeHmu@ukayus u yoocmogepumennume yciyeu npu
eNeKMPOHHU MPAHCAKYUY HA 8bMPewHUs: nasap u 3a ommsna ua Jupexmusa 1999/93/EO (OB, L 257/73
om 28 aseycm 2014 2.) u na 3axkona 3a ereKmMpoHHUSL OOKYMEHM U eleKMPOHHUmMe YOOCMO8epUmMenHU
yenyeu.

(4) (llpeouwna an. 3 - /IB, 6p. 53 om 2022 2., 6 cuna om 01.11.2022 2., usm. - B, 6p. 51 om 2023 2., ¢ cuna
om 13.06.2023 2.) Ilpu erexmponnomo npeonuceane Ha iekapcmeenume npooykmu no air. 1 ce npunazam
CbOmMEemMHO paznopedbume Ha 21a6a emopa u 2nasa mpema, pasoen I, a npu erexmpoHHomo npeonuceéaue
Ha:

1. nexapcmeenu npooykmu, cbObPIHCAUWU HAPKOMUYHU 8elecmsd - U Ha 2nasa mpema, paszoen 11,

2. nekapcmeenu npooyKmu, 3aniawianu Hanviano unu wacmuuno om H30K - u na enasa mpema, pasoen 1V,

C U3KIoYerue Ha U3UCKeanuima OmHOoCHO xapmuernama qbopma Ha peyenmypHume OnaHKU U npomokoJjume.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



Un. 71. (Hoe - B, 6p. 107 ot 2020 r., B cmia ot 18.12.2020 r.) (1) Enekrponnute
NpENUCcaHusl Ce M3/1aBaT, BBBEXJAT, 00pabOTBAaT M ChXpaHSBAT ype3 CHELHUATU3UPAH MEAULUHCKH U
anTeueH codryep.

(2) He#ictBusita mo un. 72 - 74 ce u3BbpHIBAaT NpU ChOOpa3sBaHE HAa HOMEHKJIATypHTE,
obpasuute, hopMaTUTE M IPYTUTE U3MCKBAHUA 3a CTPYKTypUpaHe Ha MHpopMauusaTa 1 oOMEeHa Ha JTaHHH,
npenHazHaueHu 3a Hamuonannara 3npaBHouHpopmannonHa cucreMa (H3UC), nyOiaukyBaHM Ha MHTEPHET
CTpaHMLIaTa HA MUHUCTEPCTBOTO Ha 3/IpaBeOa3BaHETO.

(3) IlporpamuuTte wuHTEpdeiick M HOMEHKIATypuUTe 3a OOMeH Ha HWHGOpMalUs MEeXIy
MenunuHckus U anteunusi copryep u H3UC ce aktyanu3upar TeKyIo, B TOBa YHUCIO B CbOTBETCTBHE ChC
CTETIEHUTE Ha U3rpaXkJaHe U BHeApsiBaHe Ha ¢pyHKunoHanHocTute Ha H3UC.

Un. 72. (Hos - AB, O6p. 107 ot 2020 r., B cuma ot 18.12.2020 r.) (1) 3a u3maBaHero Ha
€JIEKTPOHHO MpEeANUCcCaHHe JIEKapAT WK JeKapAT 110 IeHTaaHa MeAuLnHa ce uneHTuduuupa upe3 KEIL.

(2) Ilpu enexTpOHHOTO MpPEANNCBAHE HA JIEKAPCTBEHUs MPOAYKT C€ M3BbHpIIBA aBTOMAaTUYHA
IIPOBEPKA B PETUCThPa Ha bbiarapckus gekapcku Cbi03, ChOTBETHO Ha bbarapckus 3p0051€KapcKu ChIO3 3a
HJIMYMETO Ha IpaBa 3a yHpaXHABaHE Ha MpodecHusTa OT JeKaps, ChOTBETHO JIEKaps IO JEHTajIHa
MeNIMHA, U3BBPIIBAII IPEANICBAHETO.

(3) Cnen mombiiBaHe Ha HeoOxoaumara MHGOpMalMs 3a MPEANUCAHHUS JIEKapCTBEH HPOAYKT
JIeKapAT WU JICKapAT 10 JACHTaJIHA MEJUIIMHA TTOANKCBA eNeKTPOHHOTO npeanucanue ype3 KEIL.

(4) Cnen moanucBaHe Ha €JIEKTPOHHOTO MPEANMCAaHUE aBTOMATUYHO CE€ MU3BBPIIBA BaJIUIUpaHE
Ha BbBeJCHaTa MH(pOpPMAIMA W TEHEpHUpaHe Ha HAIMOHAIEH pedepeHTeH HOMEp Ha EeJIEKTPOHHOTO
npeanucanue noa popmara Ha OyKBEHO-IIMPPOB KOJI.

Yn. 73. (Hos - B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) 3a u3nBJIHEHUETO HA
€JIEKTPOHHOTO IMPEANKUCaHue MarucTbp-hapmaneBTbT ce uaeHtTuunupa upes KEIL.

(2) Cnen uaentudunupanero mno ai. 1 ce U3BbpIIBA aBTOMATHUYHA MPOBEpPKA B PETUCTHpPa Ha
Bearapckus dapMmareBTHUYeH ChIO3 32 HAIMYHMETO Ha MpaBa 3a yIpaXHsBaHE HAa Mpodecusara OT MarucThp-
(dhapmarieBTa.

(3) Maructbp-hapManeBTbT U3BBPIIBA JCUCTBUS 10 HACHTU(DUIIMPAHE HA W3IaJCHOTO
€JIEKTPOHHO MPEANUCAHNE, TPU KOUTO KaTo Bojell kpuTepui n3noissa EI'H Ha manuenra.

(4) Cnen uneHTHQUIEPAHE HA EIEKTPOHHOTO MPEANUCAaHNEe MAarucThp-(hapMaIeBThT U3BHPIIBA
IIPOBEpKA 3a CIIA3BAHETO HAa ChOTBETHUTE MPUJIOKUMU pa3ope 10N Ha IJIaBU BTOPA U TPETa.

(5) Ilpn Hecna3BaHe Ha pa3mopendOuTe, MOCOYEHU B al. 4, MarucTbp-papMaleBTHT OTKa3Ba
U3IIBJIHEHUETO HA €JIEKTPOHHOTO MPEANNCAHNE, KaTO T0COYBA U MPUYMHUTE 3a TOBA.

(6) 3a u3MBIHEHHETO HA EJEKTPOHHO NpEANUCaHHe Ha JEeKapCTBEH MPOAYKT, 3arllaliaH
HambJIHO wiu YactudHo oT H3OK, upe3 u3monsBaHUsS OT MarucThbp-(hapmaieBTa anTedeH copTyep ce
M3BBPINBA U aBTOMaTU4YHa npoBepka B peructbpa Ha H30K 3a neyebnoto 3aBeaenue ¢ norosop ¢ H30K, B
KOETO paboTH JeKapsT WU JeKapAT Mo JSHTaTHa MEAUIIMHA, U31al eIEKTPOHHOTO MPEANrUcaHue, KakTo U B
peructbpa Ha HAII - 3a 31paBHOOCUTYPUTETHUS CTaTyC HA NALUEHTA.

Y. 74. (Hos - JIB, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 r.) (1) (Jom. - JIB, 6p. 85 ot 2023
r., B cuiia ot 16.10.2023 r.) Cnen u3BbpIIBaHe Ha ASUCTBUATA 10 4. 73, an. 3 u 4 MarucTep-apmManeBThT
U3MBJIHSABA EJIEKTPOHHOTO IMpEANUCaHue, KaTo IPENOCTaBsi ChOTBETHHUTE JIEKApCTBEHHW MPOIAYKTH Ha
MAIUEHTa U YAOCTOBEPSABA U3IBJIIHEHUETO HA EJIEKTPOHHOTO NpeAnucanue upe3 nognucsanero my ¢ KEII, u
[10JTy4aBaHE Ha HAllMOHAJIEH peepeHTeH HOMEDP Ha U3IIBIHEHNE Ha €IEKTPOHHOTO IPEITUCaHHE.

(2) Cnen mnpukiOYBaHE HA U3MBIHEHHETO HAa EJIEKTPOHHOTO TMPEAMNHCAHHE CBHIIOTO Ce
aKTyaJIM3upa aBTOMATUYHO B allTeYHUsI M METUIMHCKUSA codryep kato "U3mbiHeHo", choTBETHO "YacTHUHO
M3I'BIHEHO", a 32 JIEKApCTBEH MPOAYKT, 3aruiaiiad HanbiiHo Wik yacTudHo oT H30K - karo "N3nbianeno".

(3) (U3m. - IB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) [Ipu u3nbiHEHNE HA EIEKTPOHHOTO
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IpeanrcaHie MarucTbp-GpapMaleBThT Cla3Ba M3UCKBaHUATa Ha wi. 33, am. 1, wi 34, an. 1 u anm. 2,
W3peUYeHUE MbPBO, Wi. 36, ui. 37, an. 2 u ui. 39, a 3a:

1. nekapcTBEHW MPOAYKTH, ChAbPXKAIIM HAPKOTHUYHU BEIIECTBA - U3UCKBaHUsATa Ha ui. 40, 41,
43,44 u 45;

2. 7IeKapCcTBEHU MPOIYKTH, 3aIlIalllaHd HabJIHO uin yacTudHo oT H30K - u3uckBanusTa Ha uil.
46, an. 2,3 n 4 nun. 47, an. 1, ¢ U3KIOYEHUE Ha 3a0BKEHUETO 3a IOCOYBAHE HA JlaTaTa Ha U3ITbJIHEHHE Ha
BCEKH OTPS3BK, U all. 2.

Peoaxyus kom /B, 6p. 51 om 13 FOuu 2023 2.

Yn. 74. (Hos - /IB, 6p. 107 om 2020 e., 6 cuna om 18.12.2020 2.) (1) Cneo ussvputearne na oeticmsusama no
yp. 73, an. 3 u 4 mazucmup-papmayesmom usNbIAHACA EACKMPOHHOMO NPEONUCAHUE, KAMO NPedoCmass.

Cvomeemuume i1eKapcmeeHu NPooyKmu Ha nayuenma u y0ocmoeepsiea UNbIHEeHUemo HA eleKmpPOHHOMO
npeonucanue upe3 noonucearemo my ¢ KEII.

(2) Cneo mpuxnousame HA UBNBIHEHUEMO HA e€leKMPOHHOMO NPeOnUcCaHue CbWomo ce aKmyanusupa
aABMOMAMUYHO @ anmeuHus u MeOuyuHckusi cogpmyep kamo "Hsnwvaneno", cvomeemno "Hacmuuno
u3nwaHeHo", a 3a nekapcmeer npoOyKm, 3aniawan Hanvino wiu wacmudno om H30K - kamo "Hznwvaneno".
(3) (Msm. - [IB, 6p. 51 om 2023 2., 6 cuna om 13.06.2023 e.) Ilpu usnvineHue Ha eneKMpPOHHOMO
npeonucanue mMasucmusp-gapmayesmvm cnazeéa uzuckeanusima wa un. 33, an. 1, wn. 34, an. 1 u an 2,
uspeuenue nvpeo, ui. 36, un. 37, an. 2 u un. 39, a 3a:

1. nexapcmeenu npodykmu, cvOvpIcaWu HAPKOMUYHU Geujecmaa - usuckeanusma na 4i. 40, 41, 43, 44 u
45;

2. nexapcmeenu npooyKmu, 3aniaujanu Hanvino wiu vacmuuno om H30K - usuckeanusama na un. 46, an. 2,
Suduun 47, an. 1, ¢ uskmouenue Ha 3a0bANCEHUEMO 3d NOCOYBAHE HA OAMAMA HA UNBIHEHUE HA BCEKU

OmpA3vK, U ai. 2.

JonmbJHUTEIHU pa3nopeadun

§ 1. ITo cMucwna Ha Ta3u Hapenoda:

1. "Koxg ma H30K" o3nauaBa OykBeHO-IIMGPOB KOJ, YHATO MbpBa OyKBa OTroBapsi Ha MbPBO
HUBO Ha AHATOMO-TepaneBTHUYHATa Kiacudukanus Ha CBeTOBHATa 3/IpaBHA OpraHHU3aIUs, BH3IPHETA B
Peny6nuka bearapus.

2. "BamuagHocT Ha pernenTara’ o3HayaBa CPOKBT, 32 KOUTO TS MOXKEe Ja OBbJe HM3MBJIHEHA B
amnTeKara.

3. "KonnuyecTBO aKTMBHO BEIIECTBO B JI030Ba €AMHMIA" Ha JIEKAPCTBEHUS] MPOIYKT €
CHABPKAHUETO HAa AKTHMBHOTO BEIIECTBO, M3PA3€HO KOJMYECTBEHO 3a €1Ha J1030Ba eauHuIa (TabieTka,
KarcyJa) Wid 3a eJUHHIIA Maca Ik 00eM B 3aBUCHMOCT OT JIeKapcTBeHaTa popma.

4. "Iuto" o3nauasa "0bp30".

5. "llutucumo" o3HavaBa "MHOTO OBp30".

6. "CtatuM" o3HauaBa "Beguara’.

7. (moBa - JIB, Op. 68 ot 2014 r., B cuma ot 15.08.2014 r., otm. ¢ Pemenune Ne 5812 ot
17.05.2016 r. na BAC - JIB, 6p. 91 o1 2016 1., B cuia ot 18.11.2016 1.)

8. (noBa - /IB, Op. 68 ot 2014 1., B cmia ot 15.08.2014 r.) "OTmyckaHe Ha JEKapCTBEH MPOIYKT
6e3 snekapcko npeanucanue (OTC)" o3HauaBa CHBKYNMHOCTTA OT JCHCTBUSA Ha (apMaleBTH B MPUEMHOTO
MOMEIIIEHUE Ha anTeKaTa Mo ONpeAeNssHe Ha MOAXOISIINS 332 OTIyCKaHe JICKAPCTBEH MPOIYKT 0e3 JeKapCcKo
npeanucanue (OTC) wnm mpuemaHe Ha perenTypHUTe OJaHKH W MPOBEpPKAaTa Ha CHIBPKAHUETO WM,
KOHCYJTAIMsl OTHOCHO MPUEMAHETO U Bb3MOKHUTE HEXKEJIAHU PEAKIMU U JIEKAPCTBEHU B3aUMOJEHCTBUS U
MpeaaBaHe Ha JICKAPCTBEHUTE MPOIYKTH Ha MAIMEHTHUTE.
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IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun

§ 2. (1) Pasnopenburte Ha rnaBa TpeTa, pasaen [V, permaMmeHTupaIiy n31aBaHeTo, MPOMEHUTE U
BaJIMHOCTTA Ha perentypHa Onanka (oopazery M3 - H30K Ne SA no mpumnoxenue Ne 7), Biu3at B cuia ot |
anpun 2009 r. Jlo BIM3aHETO MM B CWJa BCHUYKHM JIEKAPCTBEHM MPOAYKTH, 3aIUIalllaHUM HAMbJIHO WU
gactuaHo oT H30K, ce npennucpar Ha penentypHa 6ganka (o6paszenr M3 - H30K Ne 5 mo mpunoxxenue No
6) cbe cpok Ha BanuaHOCT 30 AHMU.

(2) B cpox no 1 ampun 2009 r. antekute mNpuBEXIaT codTyepa CU B CHOTBETCTBUE C
M3MCKBAaHUATA HA Ta3M Hapenda OTHOCHO M3JaBaHETO, MPOMEHHUTE W BaJMJIHOCTTa HA pelenTypHa OJaHKa
(o6pazenr M3 - H30OK Ne SA no npumnosxxenne Ne 7).

§ 3. (1) (M3m. - JIB, 6p. 91 ot 2009 r.) B cpok mo 31 mait 2010 r. ekapcTBEHU MPOAYKTH,
ChJIbPIKAIM HADKOTUYHHU BellecTBa OT NpuioxkeHus Ne 2 1 3 kpM ui1. 3, an. 2 Ha 3aKOHa 3a KOHTPOJI BBPXY
HAapKOTUYHUTE BEILECTBA U IPEKYPCOPUTE, MOT'aT Jia Ce MPEANKUCBAT U Ha CIIEUAIIHUTE PELENITYPHU OJIaHKU
o obpasern cbriaacHo npuitokeHue Ne 6 kpM 4. 11, an. 1 ot Hapen6a Ne 4 ot 2001 1. 3a ycioBusTa u pena
3a MIPEAINNCBAaHE U OTITyCKaHE Ha JIEKapCTBEHU ITPOIYKTH.

(2) Cnen u3THM4aHe HA CpoKa MO al. | CrenMaTHUTe PEeHenTypHU OJIAHKH MO TpriiokeHue Ne 6
kbM wi. 11, an. 1 or Hapenba Ne 4 or 2001 r. 3a ycioBusiTa U pela 3a IpEANHCBaHE M OTIyCKaHe Ha
JIEKapCTBEHU MPOIYKTH CE€ YHMILI0’KAaBaT OT KOMHUCHS, OIIpeieieHa ChC 3anoBel Ha aupekropa Ha PLI3.

(3) 3a yHumoxaBaHeTo Ha OJaHKUTE MO all. 2 C€ ChCTaBs MPOTOKOJ, KOWTO c€ YTBBP)K/aBa OT
nupekTopa Ha cboTBeTHUS PL(3 1 ce usnpaia B MUHHCTEPCTBOTO Ha 3/IpaBeOIa3BaHETo.

(4) Penentypuute 6anku mo npunoxenne Ne 4 kpm 4. 6, ait. 1 ot Hapen6a Ne 4 ot 2001 r. 3a
yCIIOBUSITA U PEAA 3a MPEANNUCBAHE U OTIYCKAHE HA JIEKAPCTBEHM INPOIYKTH MOraT Ja Ce€ M3IOJ3BaT 0
TAXHOTO M3UepIBaHe, HO HE MO-KbCHO OT €HA TOMHA OT BIM3aHE B CHJIa Ha Ta3u Hapeada, KaTo B TAX ce
BIIMCBAT JAHHUTE 110 WI. 7, al. 2 OT MEIULMHCKHUS CIIELIUAINCT, KOMTO U3/aBa peLenTara.

(5) brrankuTe Ha JEKApCTBEHUTE JIMCTOBE MO mpuiiokeHne Ne 5 kpM wit. 6, an. 2 ot Hapenba Ne
4 ot 2001 r. 3a ycioBusTa U pefia 3a MPEANKUCBaHE U OTIYCKaHE Ha JIEKAPCTBEHH MPOAYKTH MOrar Jia ce
M3II0JI3BAT JI0 TAXHOTO U3YEpIBaHE, HO HE MO-KbCHO OT €/IHA TOJIMHA OT BIM3aHE B CHJIAa HAa Ta3u Hapenoa.

§ 3a. (Hos - JIB, 6p. 90 ot 2019 r., m3wm. - JIB, 6p. 91 ot 2020 r., u3m. - [IB, 6p. 94 ot 2021 1.,
otMm. - JIB, Op. 53 ot 2022 1.)

§ 4. (U3m. - IB, Op. 94 ot 2011 r.) KoHTpoIbT MO M3MBIHEHUE HA HapeAOaTa ce OCHIIECTBSBA
oT MuHHCTEpCTBOTO Ha 37paBeonasBaHeTo, P3U n M3nbaautennara arenmus mo yiekapcreata 1 H30K (B
4acTTa OTHOCHO OTIYCKaHE U MPEIINUCBAHE HA JICKAPCTBEHU MPOAYKTH, 3aIUIalllaHd HAITBJIHO UM YACTUYHO
OT Hesl).

§ 5. (dom. - JIB, 6p. 68 ot 2019 1., B cria ot 27.08.2019 r.) Ta3u Hapenda ce m3gaBa Ha
OocHOBaHue uil. 221 oT 3aKoHa 3a JIEKApCTBEHUTE NPOAYKTH B XyMaHHaTa MeAUIIMHA U Wwi. 60 oT 3akoHa 3a
KOHTPOJI BbPXY HapKOTUYHUTE BEUIESCTBA U MPEKYPCOPUTE, KAKTO U wi. 56, ai. 2 oT 3akoHa 3a 3paBHOTO
ocurypsBane u orMmensi Hapen6a Ne 4 ot 2001 r. 3a ycioBusta U pefa 3a MpeANUCBaHE U OTIyCKaHE Ha
JeKapcTBeHH mpoayktu (06H., [IB, 6p. 10 ot 2001 r.; u3m., 6p. 74 ot 2002 1.; 6p. 82 oT 2003 r.; Op. 32 OT
2005 r.; 6p. 34 ot 2006 T.).
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§ 6. (M3m. - [IB, 6p. 94 ot 2011 r.) Yka3anus mo mpuiaraHeto Ha Hapemodara gaBar H30K
OTHOCHO pa3nopea0uTe Mo MPEANHCBaHe U OTIYCKaHEe Ha JEKApCTBCHH MPOAYKTH, 3allIalllaHi HAITBJIHO HJIH
gactuuHo oT H30K, choTBeTHO MUHHUCTEPCTBOTO Ha 3/1paBeona3BaneTo, P31 u M3nbiHuTeIHATA areHIus
110 JIeKapCcTBaTa ChOOPa3HO TSAXHATA KOMIIETEHTHOCT.

JonmbJHUTEIHU pa3nopeadun
KBbM HAPEJIBA 3A UBMEHEHUE U JIOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUSATA U PEJA 3A IPEAIIMCBAHE 1 OTITYCKAHE HA JIEKAPCTBEHH
MMPOAYKTHU

(OBH. - 1B, BP. 15 0T 2014 T'., B CWJIA OT 21.02.2014T".)

§ 6. C Ta3u Hapenba ce BbBEXIAT n3nckBaHusATa Ha J{upektuBa 3a u3nwianenue 2012/52/EC na
Komucusra or 20 nekemBpu 2012 r. 3a ompenensiHe Ha MEPKU 3a YJECHSIBAHE Ha NPU3HABAHETO Ha
MEJULMHCKUTE NPEANNCaHNs, N3aJeHH B Ipyra abpxkasa wienka (OB, L 356/68, 22.12.2012).

3ak/I04uTeHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U TJOITbJIHEHUE HA HAPEJBA Ne 4 OT 2009 I'. 3A
YCJIOBUSITA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
MNPOAYKTHU

(OBH. - IB, BP. 15 0T 2014 I'., B CWJIA OT 21.02.2014T".)

§ 7. Hapenbara Bnu3a B cuiia OT JieHsl Ha 0OHapoiBaHeTo i B "J[bpikaBeH BeCTHUK'.

3aKJII0YUTEeHU pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MNPOAYKTHU

(OBH. - IB, BP. 68 OT 2014 I'., B CMJIA OT 15.08.2014T".)

§ 15. Hapenbata Bnu3a B cuja OT JieHd Ha 0OHapozBaHeTo i B "JIbpikaBeH BECTHUK".

IIpexoanu u 3aKI0OUNTETHH pa3nopeaoun
KBbM HAPEJIBA 3A UBMEHEHUWE U JOITBJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCIOBUSATA U PEJIA 3A TIPEAIIMCBAHE U OTIITYCKAHE HA JIEKAPCTBEHH
NPOAYKTHU

(OBH. - 1B, BP. 95 OT 2014 T.)

§ 21. B cpok 10 TpHu Mecena OT BIM3aHE B CHJIa HA Hapeadara JeueOHUTE 3aBe/IeHHsI MoraT Ja
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IIPEIINCBAT JIEKAPCTBEHU MPOAYKTH Ha JIEKAPCTBEHU JINCTOBE 110 IOCETALIHMS PE.

3akiII0unTeIHE pa3nopenadou
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIOBUSITA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MNPOAYKTHU

(OBH. - JIB, BP. 95 OT 2018 T

§ 17. HaBcsxbae B HapenOaTa abpeuarypara "(330J1)" ce 3amens cve "(30J1)".

Ipexoanu u 3aKIIOYNTETHA pa3nopeaon
KBbM HAPEJABA 3A UBMEHEHUE U JIOITbJIHEHUE HA HAPEJBA Ne 4 OT 2009 I'. 3A
YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
MPOAYKTHU

(OBH. - 1B, BP. 68 OT 2019 T'., B CWJIA OT 27.08.2019T".)

§ 22. (1) Jo nmybnukyBane Ha uH(popmanusaTa mo wi. 23a, aji. 5 ce u3gaBaT MPOTOKOIM 3a
MpEINMCBaHE Ha JIEKAPCTBEHU MPOIYKTH 1O 4il. 23, aji. 4 npu JOCETalIHUTE YCIOBUS U 10 JOCETAIIHUS Pel.

(2) U3nanenurte mpoTokoyn 10 MyOIMKyBaHe Ha WH(MOpPMAIUATA 10 WI. 23, all. 5 ce U3MbJIHABAT
710 U3TUYaHE Ha TEXHUS CPOK.

§ 23. Hapenbara Bnu3a B cuia OT JeHS Ha oOHapoaBaHeTo U B "/IbpikaBeH BecTHHK', ¢
m3kmouenue Ha § 8,9, § 10, 1. 2, § 12 u 21, xouto Bim3at B cuia ot 1 sayapu 2020 r.

3ak/II04uTeHU pa3nopendu
KBbM HAPEJBA 3A TOITBbJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJIA 3A IIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU ITPOAYKTH

(OBH. - JIB, BP. 90 OT 2019 T")

§ 2. HaBcsaxbae B HapeaOara qymara "pernyOnukaHckus" ce 3aMeHs ¢ " IbpKaBHUA".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM HAPE/IGA 3A IOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A YCJIOBUSITA U
PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU NTPOAYKTHU

(OBH. - ]IB, BP. 107 OT 2020 I'., B CWJIA OT 18.12.2020 I'., U3M. - 1B, bP. 37 OT 2021 T,
B CUJIA OT 07.05.2021T.)
§ 2. Hapenbara Bnu3a B cua ot 18 nexemBpu 2020 T.

§ 3. (M3m. - JIB, 6p. 37 ot 2021 r., B cuia ot 07.05.2021 r.) [Ipu ocurypeHu TEXHUYECKU U
OpraHM3alliOHHU YCJIOBHS 3a ToBa OT MuHMCcTepcTBOTO Ha 31paseonas3BaHero 1 H30K nunara o wi. 4 u
MPUTEKATEIUTE Ha pa3pelleHre 3a ThProBUs Ha JPEOHO C JICKApCTBEHH MPOIYKTH Ca UTHKHHU J1a TIPUBEIAT
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HGfIHOCTT& CH 110 Hp€IIHI/ICBaHe 158 OTHyCKaHe Ha CBbOTBCTHUTEC JIeKapCTBeHI/I HpOIIYKTI/I caMo C CJIGKTpOHHI/I
MpEINUCaHusl B ChOTBETCTBHME C M3MCKBAaHUATA HA IJlaBa ceaMa He MO-KbcHO OT 1 tonm 2021 r., xato
JIOTOTaBa ce W3JaBaT M 00padoTBAT M pEIeNnTH Ha XapTHeH HocuTel. He ce momycka JeKapCTBEHHST
MPOYKT Ja ObJIe IPEANKICAaH €THOBPEMEHHO C €JIEKTPOHHO MPEINHUCAHNUE U C PEIenTa Ha XapTUEH HOCHUTEI.

§ 4. (U3m. - [IB, Op. 37 ot 2021 1., B cuna ot 07.05.2021 r.) U3napenure no 31 maii 2021 r.
perenTH Ha XapTHUEH HOCHUTEN Ce W3IBIHSABAT IO JOCETAITHUS Peja JO M3THYaHE Ha CpPoKa Ha TAXHATA
BaJIUIHOCT.

§ 5. Ilpu Tekymata aktyanu3amnus no wi. 71, aj. 3 B paMKHUTe Ha mpolieca Mo U3rpaxiaaHe v
BHenpsiBaHe Ha pynkuuoHanHoctutre Ha H3VC ce pasriexxgar u cTaHOBUINATa ChOTBETHO HA bbiarapckus
JIEKapCKu Cbhi03, bbirapckust 3p0051ekapcku ¢bio3 U bearapckus papmaieBTUYEH ChIO3.

IIpexoanu pasnopenou
KbM HAPE/IGA 3A UBMEHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, BP. 37 OT 2021 I'., U3BM. - /IB, bP. 47 OT 2021 T"., B C1JIA OT 04.06.2021 T".)

§ 3. (1) (U3m. - 1B, 6p. 47 ot 2021 1., B cuna ot 04.06.2021 r.) U3nanenute 1o BiIu3aHe B CUIIA
Ha Ta3W Hapeada MPOTOKOIU OT KiIMHUYHATA OHKOJOTMYHA KOMHUCHS [0 XUMHOTEpAIHs U 3a JIEKAPCTBEHO
JICUCHHE MO0 XEMAaTOJIOTHSI C€ U3ITBIHIBAT JJO0 U3THUAHE HA CPOKA UM Ha BaJIMTHOCT.

(2) B cnywaure mo an. 1 pemenusta Ha OOmiata KJIMHHYHA OHKOJIOTMYHA KOMHUCHS M Ha
KinHuvHaTa KOMHCHS TI0 XEMaTOJIOTHS HE Ce IPEU3/1aBaT JI0 HACThIIBAaHE HAa HEOOXOIUMOCT OT MPOMSHATA
UM.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE HA HAPEJIBATA 3A JJOITbJIHEHUE HA HAPEJIGA
Ne 4 OT 2009 T'. 3A YCJIOBUSATA U PEJA 3A ITPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTHU

(OBH. - 1B, BP. 37 OT 2021 I'., B CWJIA OT 07.05.2021 T".)

§ 2. HS,Z[&I[GHI/ITG J0 BJIM3aHC B CHUJIa Ha Hapeﬂ6aTa PEUCITU HA XapTHUCH HOCUTECII CC UBITbJIHABAT
Mo gocceramiHus pei.

§ 3. Hapenbara Bnu3a B cuia OoT JeHsl Ha 0OHapoiBaHeTo 1 B "J[bpikaBeH BeCTHUK'.

3ak/II0uYNTeTHE pa3nopeaou
KbM HAPE/IGA 3A JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUMSITA U
PEJIA 3A IIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU INPOAYKTHU

(OBH. - 1B, BP. 47 OT 2021 T"., B CUJIA OT 04.06.2021 T".)

§ 3. Hapen6ara Bnm3a B cuja ot JieHs1 Ha oOHapoaBaHeTo 1 B "JIbp)KaBeH BECTHHK".
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IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM HAPEJIBA 3A UBMEHEHUWE U JOITBJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCIOBUSATA U PEJA 3A TIPEAIINCBAHE U OTIITYCKAHE HA JIEKAPCTBEHH
NPOAYKTHU

(OBH. - 1B, BP. 53 OT 2022 T.)

§ 6. [Taparpad 4 Bmm3a B cuna ot 1.11.2022 r. MUHHCTEPCTBOTO Ha 3/IpaBEOIMAa3BAHETO Ch3/1aBa
TEXHUYECKHUTE YCIIOBUS 32 M3ITBIHEHUE Ha § 4 B CpOKa 110 U3PEUYCHUE THPBO.

HAPEJBA 3A UBMEHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSITA U PEJA
3A ITIPEAIIMCBAHE U OTIITYCKAHE HA JIEKAPCTBEHU ITPOAYKTH

(OBH. - IB, BP. 85 OT 2022 T'., B CWJIA OT 25.10.2022T".)

§ 2. Hapenbara Bu3a B cuita OT JieHsl Ha 0OHapo1BaHeTo U B "J[bpikaBeH BeCTHUK'.

Ipexoanu n 3aKJIIOYUTETHH pa3nopeadu
KbM HAPE/IGA 3A UBMEHEHUE U JTOITBJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCJIOBUSATA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
NPOAYKTHU

(OBH. - 1B, BP. 51 OT 2023 I'., B CWJIA OT 13.06.2022T".)

§ 13. PeuenTture Ha XapTHEH HOCUTEN, W3JaJIeHU 10 BIM3aHE B CHJla Ha Hapenbara, ce
ChXpaHsBaT U YHUIL0XKABAT 10 peAa Ha OTMEHeHus wi. 12, an. 1 u 2.

§ 14. Bropure ek3eMIUISIpU Ha pELeNnTUTe, MPHUETH OT MAarucTbp-papMaleBTUTE 0 BIM3aHE B
cuiia Ha Hapeabara, ce u3Mpamar Ha ChOTBETHUTE MHCIIEKTOPH MO HapKOoTHYHUTE BemecTtBa B P3U mo ommc
Ha XapTHEH U €JIEKTPOHEH HOcUTel B Cpok A0 10 romm 2023 .

§ 15. Bropute exk3zeMmuisipu oT peuentute no wi. 41, an. 4, u3gajaeHu A0 BIW3aHE B CUila Ha
HapenoOara, ce npeaasat ot antekute Ha P3OK B cpokoBeTte, onpenenenu B ckiarouenure ¢ P3OK norosopwu.

§ 16. ITppBUTE €K3eMILISIPU HA PEUENTHUTE IO JeHCTBAIIMS MTPEIU BIM3aHE B CHJIa Ha HapeadaTa
1. 42, U3aJieHu 10 BIU3aHe B CUJia Ha Hapeadara, ce ChXpaHsBaT M0 peja Ha ACMCTBAIUS MIPEeIN BIM3aHE
B cujia Ha HapenOarta wi. 42, an. 1 u 2.

§ 17. (1) B cpok o nBa Mecera OT BIU3aHe B CWJIa HA Hapeadara Juiara mo 4i. 5, ain. | Bphiiar
B choTBeTHaTa P3U mpegocraBeHUTE MM CHCIIHATHH PEHENTYPHU OJaHKH, C U3KITIOYCHUE HA CITy9auTe 10 §
18.

(2) B ciiydaute nmo § 18 crenumanHure penentypHu OjJaHKU ce BpbLIaT B choTBeTHata P3U B
cpok 110 29 ¢depyapu 2024 r.

(3) Ho 31 mapt 2024 . cnenuagHUTe PEeHenTypHH OJNAHKK 1O al. 1 u 2 ce yHUIIOKaBar OT
KOMHUCHSI, OTIpeie]ieHa ChC 3amoBel Ha aupekTopa Ha P3U.

§ 18. Jlo wuHTErpupaHeTo Ha CO(PTyepHUTE MNPOAYKTH/CHEIUATUIUPAHUTE MEAUITMHCKU
copTyepu Ha anTeKUTE Ha JIeYEOHUTE 3aBElICHHUS - M3MBJIHUTENN Ha OomHMYHA momoil, ¢ Haruonannara
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31paBHOMH(OPMAIIMOHHA CUCTEMa, HO HE MO-KbCHO OT 31 nmexemBpu 2023 r., JIeKapCTBEHUTE MPOAYKTH,
ChIbPIKALIM HAPKOTUYHU BELIECTBA, CE MPEANNCBAT U OTIYCKAT B TE3H JIeYeOHH 3aBEACHUS 110 JOCETralIHUs
pexn.

§ 19. Uznanenute no pena Ha § 18 perentu Ha XapTUEH HOCUTEI CE ChbXpaHABAT, OTYUTAT U
YHUIIOKaBaT MO JOCETAITHUS Pel.

§ 20. MzmanenuTe n0 BIM3aHETO B CHJIA HAa HapemdaTa perenTd Ha XapTHEH HOCHTEN ce
M3MBJIHABAT MO JOCETAUTHUS PEI 10 U3TUYaHE Ha CPOKA Ha TAXHATA BaJTUIHOCT.

§ 22. Hapenbara Bim3a B ciiia OT JACHs Ha 0OHapoBaHeTo 1 B "/IbpkaBeH BECTHHK'.

Ipexoanu u 3aKIIOYUTETHE Pa3nopeaon
KBbM HAPEJBA 3A U3BMEHEHUE U JIOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
MNPOAYKTH

(OBH. - IB, BP. 85 OT 2023 I'., B CMJIA OT 16.10.2023 I".)

§ 15. HW3pnaneHute O0 BIM3aHE B CHia Ha HapeL[6aTa PCLOCITU HAa XapTUCH HOCHUTCI CC
H3I'bJIHABAT IO AOCCTalllHUA PCA.

§ 16. (1) [Ipurexxarenure Ha paszpelieHUe 3a ynorpeda MpUBEXKAAT 3aBApEHUTE KbM BIU3aHE B
CHUJIa Ha Ta3u Hapea0a OMaKOBKHU Ha JIEKapCTBEHUTE MPOAYKTH 10 ui. 15, an. 3 B choTBeTCTBUE C Uil. 168, ai.
2 or 3akoHa 3a JEKapCTBEHHUTE NMPOLYKTH B XyMaHHaTa MEAMIMHA U wi. 68, an. 2 oT 3aKOHa 3a KOHTPOJI
BbPXY HapKOTUYHHUTE BELIECTBA U IPEKYpCOPUTE B CPOK 10 €IHA TOAMHA OT BJIM3aHE B CHUJa HAa Ta3u
Hapezaoa.

(2) Ipurexarenute Ha paspemieHHe 3a ynorpeba moaaBaT B M3mbIHWUTENHATa areHIUs IO
JeKapcTBaTa 3asBlEHHE 10 peAa Ha 3aKOHa 3a JIGKAPCTBEHUTE MPOJYKTH B XyMaHHAaTa MEJUIMHA 3a
IIPOMSIHA B PEKMMA Ha OTITyCKaHE Ha JIEKaPCTBEHMUTE MPOAYKTH IO WiI. 15, ai. 3 B CpOK 10 €7Ha TOAUHA OT
BJIM3aHE B CWJIA HA Ta3H Hapeaoa.

(3) Caen u3thyaHe Ha cpoka Mo aj. 1 JekapCTBEHUTE MPOAYKTU Mo wi. 15, an. 3, Ha KOUTO
OIIAaKOBKHUTE HE Ca MPUBEJIEHU B CHOTBETCTBUE € wi. 168, an. 2 or 3akoHa 3a JEKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MeauuuHa M 4i. 68, an. 2 oT 3akoHa 3a KOHTPOJ BBbPXY HApPKOTUYHUTE BEILECTBA U
IPEeKypcopuTe, HE MOTaT Ja ce Pa3lpOCTPaHABAT U C€ YHHIIOXKABAT MO peda Ha Hapeadara mo wi. 97 oT
3aKoHa 32 KOHTPOJ BbpXY HAPKOTUYHHUTE BELIECTBA U MIPEKYPCOPUTE.

(4) JlekapcTBeHUTE MPOAYKTU MO wi. 15, an. 3 ce mpeanucBaT Mo pela Ha Ta3u Hapeada OT
BJIM3aHETO I B CHJIA.

§ 19. Hapenbara Biu3a B cuna ot 16 okromBpu 2023 r.

ITpunoxenwne Ne 1 kbMm ui. 4, an. 3
(U3zwm. - JIB, Op. 81 ot 2013 r., mom. - JIB, Op. 61 ot 2022 1.)

JlekapcTBeHH TPOAYKTH, KOWUTO (ENAMIEpUTEe ¥ JICKAPCKUTE ACHCTCHTH HSIMAT TPaBo Ja
npeanucsart (3ari. gom. - JIB, 6p. 61 ot 2022 1.)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



1. AHTHAapUTMUYHU JIEKAPCTBEHU MPOAYKTH.

2. XOpMOHallHM JIEKapCTBEHM NPONYKTH O€3 MPOTHBO3aYaThYHU M KOPTUKOCTEPOUAU 3a
JIOKAQJIHO MPUJIOKEHHE.

3. AHTUHEOIUTaCTUYHU U UMYHOMOAYJIMPALIH JICKAPCTBEHH MTPOAYKTH.

4. TIcuXoMUTHIIM ¥ TICHXOAHAJIETITUIIH 32 JICUeHNE HAa XPOHUYHU 3a00JIIBaHuUsI.

5. (m3m. - JIB, 6p. 81 ot 2013 r.) JIekapcTBEeHU MPOAYKTH, ChIBPKAIIA HAPKOTHYHH BEIIECTBA
ot npuitoxenuss Ne 2 u 3 kM wi. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kiacuduuupane Ha pacTeHUsITa U
BEIIIECTBATa KATO HAPKOTUYHHU.

6. JlekapcTBEHU POAYKTH, BKJIIOUEHH B puiioxkenue Ne 5 kpMm uit. 11, an. 2.

[Tpunoxenue Ne 2 kpMm ui. 6, ai. 1

Penentypha Onanka

3a 3a
GI[HOKpaTHO MHOFOKpaTHO
MpeAnICcCBaHe MpeAnUCBaHe

MuHUCTEPCTBO HA 3PaBEOIAa3BAHETO

|y R () 20110 1S S PSPPSRI
MenUIUHCKHA CHEITHAINCT ....uvveeenennnnnne.

(moamuc)
(meyar)

T OO OO PP TP TR U PTOTPR PP

(MMe Ha mareHTa, Bb3pacT)

(o) o R (2 OSSPSR

D21 A (103 25 OO USSR

(6peMeHHa JKCHa, KbpMadka, ACTEC - IoA4YepTaBa Cc€ HpI/IJ'IO)KI/IMOTO)

ITpunosxenue Ne 3 kpMm ui. 6, an. 2

(Otm. - 1B, 6p. 81 oT 2013 1.)

[Tpunoxenue Ne 4a kbm i1 9a, ain. 2

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



(Hoso - JIB, 6p. 15 oT 2014 1.)

HemqepnaTeneH CIIMCBK Ha CJIIEMCHTUTC, KOUTO CC€ BKIKOYBAT B PCUCITHUTC, KOUTO IIC CC
HU3IBJIHABAT B ApYyTra AbpiKaBa YJICHKA

Wnentuduxaiys Ha nanueHTa:

®amunHo(1) nMe(Ha)

CoOcTBeno(Hn) nme(Ha) (M3nucano(n) U3LsI0, T.€. He CE pa3peiaBaT MHAIHAIIN)

[ara Ha paxxzaHe

WNnentuduxaius Ha perenrara:

JlaTta Ha uznaBaHe

Wnentudukarus Ha METUITUTHCKUS CTICIIHAITUCT, U3/1aJl peIenTara;

damunHo(1) HMe(Ha)

CobctBeno(Hr) nMe(Ha) (M3nucaHo(1) U3IUI0, T.€. He Ce pa3peliaBaT HHUIIUATIH)

[Tpodecnonanna kBamupukaus

JlanHM 3a mpsika Bpb3Ka (€IeKTpOHHA TMoIla U HoMep Ha TenedoH uiu ¢akc, KaTo ce MOCOYH U
KOIBT 32 MEXIyHAPOIHO U30UpPaHE)

CnysxebeH aapec (BKIIOYUTEIIHO HAUMEHOBAHUETO HA ChOTBETHATA JbpKaBa UJICHKA)

[Toamuc (TIONMOXKEH COOCTBEHOPHYHO WK HU(POB B 3aBUCHUMOCT OT HA4YMHA HA W3JlaBaHE Ha
MPEATTMCAHUETO)

Wnentuduxaiys Ha MpeanucaHus NpoayKT, KOTaTo TakaBa € Heo0Xoauma:

MeXIIyHapOJHO HEMAaTeHTHO HAMMCHOBAaHWE WM (apMaKoleiHO HAWMCHOBaHWE Ha
JIEKapCTBEHOTO UM BEIIECTBO

THProBcKOTO HANMEHOBAHUE HA JICKAPCTBEHUS MPOIYKT B CIIydanTe 1o wi. 9a, ai. 4

JlexapcTBena gopma (TabseTu, pa3TBOp U T.H.)

KonuuectBo

KonmuaecTBo Ha akTHBHOTO BEMISCTBO 3a JI030Ba SIUHUIIA

Jo3upoBka.

[Ipunoxenue Ne 5 kbm ui. 11, an. 2

(M3wm. - JIB, 6p. 81 ot 2013 ., ot™. - JIB, Op. 85 o1 2023 1., B cuna ot 16.10.2023 1.)
Peoaxyus kom /JIB, 6p. 81 om 17 Cenmemepu 2013 2.

Ipunooicenue Ne 5 kom un. 11, an. 2

(Usm. - /B, 6p. 81 om 2013 2.)

Jlexapcmeenu npooykmu, CbObPAHCAUU HAPKOMUYHU 8eUyecm8d Om npunodicernus Ne 2 u 3 kom un. 3, m. 2 u
3 om Hapeobama 3a peda 3a kiacuuyupamne Ha pacmeHusima u GeujeCmMeama Kamo HApPKOMU4HU, 6

KOM6L£HCIL;M}1 C ()pyZM JAeKkapcmeernu eeujecmed

1. Codeini phosphas, Phenobarbitalum, Coffeinum, Metamizolum, Paracetamolum.

[Tpunoxenue Ne 5a kbm 4. 21, an. 2 u un. 30a, an. 1 u 2

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



(HoBo - 1B, 6p. 95 o1 2014 1.)

Hamnsmenosaune na acucbinorolJIEKAPCTBEH JIMCT |-\"' |a'1:':1;1
A RCICHNE — -
FRHREREIIE OTIENEHUME:
Mue o swapact Ha nagwenta| Jlexkapernes npogyeT, HamMcHOBaHNE, GOPMA, CHIHATYpa Cynaa
Cran Jlerao ks 1
Koy KOJTHUCCTRD
-
3
4
3
i
5
)
i
4
10
11
Cronom BCHUYKD
Hauanmmne- JlexyBam mekap Crrmycnan, mar. daps. (asc) [penan [Moayuna
OTACICHHC {mmnic) | I | {mnac) (mmac)
(HMc)
reoderLe meodnc| VT AoonuC nodnc Lifalel ii{ I

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

10.10.2023 r.



[Tpunoxenne Ne 56 kpMm ui. 30a, an. 5

(Hoso - 1B, 6p. 95 o1 2018 1.)

TEPAIIEBTUYEH ®UIILT
10 MPOTOKOJT Ne
[Tamment: Ume [pesnme Oamunus

[lara Ha N3 Ne/Allp Ne: Br3pacr:
paxaaHe:
Pwer (cm): Teruno: Ten. moBbpXHOCT (1
Kpeatunus: Otnenenue, ume u Jlarta - Hayaso Ha Tepal
KOJI:
Huxba Ne: XUMHUOTEpaneBTUIHA
cxema:
Hata- [Nef UYacua |ATC|JIexkapctBen npoaykr |JlekapcTBeHna IIeT Ha CrangaptHa | UnauBunyanna nosa (| Pegykuus Kopurupana }
Hen/nuu IIPUIIOKEHUE - TBPTOBCKO M€ dopma IpuJlarate n03a mg/mcg/IU/MIU/MU) [ Ha no3aTa | uHaAUBUAYyalHa 1034 (
(iv, sc, po, B % mg/mcg/IU/MIU/MU)
UHTpaKaBUTAPHO,
MHTPABE3UKATHO
U T.H.)
Hama: 1
Jen No ... 2
Hama: |1
Hen Ne ... |5

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena"

10.10.2023 r.



Jama: 1
Jen No ... P
Jlama: 1
Jen No ... 2
Jama: 1
Jen No ... 2
Jama: 1
Ien No ... 2
JlexyBar JgeKap: .......cceeueee. (mommuc)  Ha3HA4YeHO Ha: ........ccceeeeveenneen. (mara)
Nme ITpeznme Gamuinust
[TpurorBwmi: mar.-papm./mom.-papm. Nme [Ipesume Gammnus ..................... (moamuc)
[Tposepwit: Mar.-papm. Mime TIpe3ume DaMUTTHS ......cc.eeeeveeeevieeeiieeieeeeiee e (mopruc)

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena" 10.10.2023 1.



[Ipunoxenne Ne 6 kbMm 4. 24, an. 1

(U3wm. - 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)

PELIENTYPHABMAHKA-H3OK
peyenraNe | | | | | wsmonumnaanrexa N@ | | | | || | psokNe | |
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e PERLICTITLTHEN HOM ED HO AEEtHomD 2a8ederue

S NEiEERREEER
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| BALTHLYHEG CYMQ 20 LENAALARE
[J[J [mu[u: ][mm][--qu] IL[WL 5-.!-']% u..[.».cu_.l[ Liera o nayvenmal | om F30K

woemome [ gy we| |||
EENEN T
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ARARN
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|_- ..... | 2 [: -
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oo | B mks| | | [ ] ‘|

SEHEDLHD FAMECTIBAHS
I:l.iltl Eue
amynamopenmvemme ||| | [ ] reraw| | [ ||
Nekap/nekap no
OEHTaNHa MEJUUHHa - B e B e i R Bouuwo
NaUneHT. S e~ N —||_|
OO0 00 0000000 0
UEEHMEMPLKTULIOHEH HOLED He MaLUEHmG Kod i Akt EMH ATHY Ha noywenma
) [ fipesterra
ey e e ] RPN
IEEERENREEEREEN I_Iﬂ TTI ERREREREN
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IIpunoxenne Ne 7 kbm wiL. 24, ain. 1
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(M3m. - ]IB, 6p. 68 ot 2014 ., B cuna ot 15.08.2014 1.)

PELIENTYPHA BNAHKA - H30K Otpazbk C | PELIENTYPHA BIAHKA - H30K OrpazbkB Y PELIENTYPHA BJIAHKA - H30K Otpasek A
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[Ipunoxenne Ne 8 kbm 4. 24, an. 1

(U3wm. - IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1., usm. - 1B, 6p. 68 ot 2019 r., B cuna ot
01.01.20201.)

N3zrounuk: [IpaBHo-uHpOpMarmontu cucremu "Cuena" 10.10.2023 1.



MALIMEHT ‘
PROK M. 1zpasespaiok  ETH (THU) va maywenTa per. HoMep Ha newsfiHoTo 33seneHue

MoeHTHDHRALMOHER HOMED ¥YWH Ha nerapA-cneuuandcT
Oen Oy garawapasgase | [ [ I T T 11
[dccH [ rpasmariny Ha EC (i no geycTpatm cnoronfe) %00 Ha LRGeS

KOO CNELMENHOCT {WME ¥ DAMUNHR HA NEKaPR)
MME, MpSavMe 1 GaMMIAA NO MMYHE KaEpTa

}'J’INQ ....... [HammessnBaHMe B3 neushHOTo 3apencHme W anpes)

JBno e Tem .
O

Anpec: pc) ..
WK

A
]

O
MPOTOKON 3A NPEONMCBAHE HA NEKAPCTBA, 3ANNALAHW OTH30K/P30OK Ne.

—
MpegnoxeHne Ha EKCNEPTHA KOMMCHA HITH CNEYWANKCT No NpothMna Ha 3abonABaHeTo

Oata Ha 3a
Ne. w3naBaue | | | | | cpok: T

No. amGynaTopeHd NUCT: Ne. pelleHHe Ha CNeUnanIMpada KOMHCKHA: ‘

KMUHWUYHA OUATHO3A mes[ T 11T

YTOYHEHA TEPANMKWA (Bua, cxema W CPOK H3 NeYeHHe)
Kog H30K

(TEPrOBCKD HAMMEHCBAHWE HA NPOLYKTE, NEXAPCTEEHA MOPMA, KOMMUECTBO HA NEKPLTEEHOTO BEWECTEO, Gpoil B BAHA ONaKosKa)
AHEBHACEAMBMHEA JDJ. ..eoooeieeeeieeee oo meameesasam ssas e sameeaeeesnsnssssmnsssnsmssaman seeeeessanssnosssssmmsssanmseseeesaeeesmnnsen s sesosasanansesanns e o neeaeeene e nasnnn s s

MeceyHa no3al i 3ACPOKOT IHM e

Kog H30K .

(TEPrOBCKO HAMMEHCBAHWE HA NPONYKTE, NEXapCTEEHA OPMa, KONMUECTBO HA NEKaPLTEEHOTO BEWECTBO, Gpoil B 8AHa OnaKoeKa)

MHeBHA CBAMUIHA M038

MECEMHA A033. ... 33CPOKOT..._..._._.._..... .. DM e
Kog H30K

(THPrOBCKD HAWMEHOBAHWE HA NPOOYKTA; NEKADCTBEHA (DOPME, KOMWIECTBOD HA NEKARCTESHOTO BEWECTED, GPOi B EOHA ONAKDEKE)
R e s L o USRS

OGIL0 KONHYECTEO 33 CPOKA HA AEMCTENE HE MPOTOKOIB  ooo.ooosovoeoeeeeoeeoeeeeeeee oo e ee oot ee e e eeeeemememeseneeeeeeeseemememeememsmeememmeemeneeemseemesemameeaencaenreceren
NMPEOANOXEHWE 3A CPOKOBE 3A KOHTPONHW NPEMEQM

MNpegcegaTen HA SKCMEDTHE KOMMCHAL ..o e eee e e e e TTEKYBALL MEKAD. oo e e e e
(MOAMTAC W NEYET H3 NeYelHOTO 3aBeneHE) [MOANMC ¥ Mdes Neuar)
— - I I —

PELUEHWME HA KOMWCHA 3A EKCMEPTUSA KbM LY HA H3OK/P3OK  Ne. Aata: | | |||

Konmucwua Ne. zaceganMe Mo, 3a CpoK:

YTOYHEHA TEPANMKWA (Bng, cxema W CPOK H3 NeysHne)

Kog H30K
(THProBCKD HAWMEHOBAHWE HA NPOOYKTE; NEKAPCTEEHA (hOPME, KOMWUECTBO HA NEKAPCTEEHOTO BEWECTED, Gpoi B £0HA ONaKoSKa)

FAHEBHACEAMIMHEA JDJ. ..etceeeeeeeeeee e meameesesam sses e samessneesnsnnsssmmsssssmssamaenseeesamnssnoessssmmsssanmseseeesoseesmmnssnonsssmssssnansssannns e oenaeaeenne e nnsnnnnnnn s

MeCeYyHa o033 .. i 3@ CPOKOT 1 P

Kog H30K .

(THPrOBCKD HAWMEHOBAHWE HA NPOOYKTE; NEKAPCTBEHA (DOPME, KOMWYECTBO HA NEKARCTEEHOTO BEWECTED, GPOA B BOHA ONAKDsKa)

TIHEBHAICBIMWUHA TOBE o

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



MeCedHa no3al e BACPOKOT

Kog H30K

(TBPrOBCKD HAMMEHDBAHWE HA NPOJYKTE, NEKAPCTESHA OPMA, KONMMYECTEO HA NEXAPCTBEHOTO BEWEC TS0, Gpoil B &QHa onakoska)

LIHEBHAICBIIMMUHE LIDZAL -ttt ee oo eea e seee e e em e e n et e e e e 2n e # e m s @2 2 e e 2 m e e 2 e 5 e s 2 8 e m o m 2 @£ st n s e 2n e e nenn

MecedHa no3a” ... iiieo...........3d CPOK OT

OB KONWIECTE0 33 CPOKA HA AeACTEME HA NPOTOKONA: ...

Monenea ce ot P30K

BanugeH

BanugeH
| so

oT

3a Bpol AHM

NMPEONOWEHME 3A CPOKOBE 3A KOHTPOITHM TR E T TIE M e e et e e et es s s s e e

3ab.: Kommews M2, - HOMEPLT CHENANA ¢ HoMepa Ha P30K; sa LY va HIOK nome

peT & “307

LI 50 P

Mpeacenaten Ha KOMWCHAT ...
{moanue u neuat ia HIOKIFIO0K)
BrtHWEH eKkcnepT.
{haMUnA W NoANWMS)
3apeprka oT P30K Npu nonydeHo pelieHne oT H30K:

Mpeacenaten Ha KOMUCKA B PA0OK:
{nognue u neuar ia PA0K)

UneHose: 1.

(moanme)

{mognKc)

{mognme)

ANMTEKA e PETL N2L B P30K

4373 Ha OTmycxaHe

OTNYCHATO: kog H30K |

OTMYCHATO: ropH30K | [ | |

(500, TEPIOBCKD HAMMEHOEAHNE HA NPOAYKTA. NEKADCTEEHA O, KOMMYECTEO KA NEXAPCTEEHOT BEWeCTE0, Gooi B £OHa ONakoEKa)

OTNYCHATO: kog H20K |

¥WH Ha mameTep dapsauesTa

OTnycHan:

(NOONKC W NEYST Ha aNTELsTa)

ANTEKA e T N2 B P30K

03713 Ha 0Ty aHe

OTNYCHATO: kog H20K |

OTOYCHATO: kog H30K |

otnycHATO: koaH30K | | | | | |

{E00, TEPNOSCKD HIMMEHDE3HWE H3 NPOOYKTA, NEKAPCTEEHA ':bGPMG, KOMWUJECTEO M3 NEK3PCTEEHOTD BEWETTEO, ﬁp{lﬁ B £0H3 ONakneka )

¥WH Ha mameTep dapaalesTa

OTnycHan:

{MOONKG 1 NEYST Ha anTexaTa)

AMTEKA Lo PET. N2 B P30K

A3T3 HE CTYCEIHE

OTNYCHATO: kog H30K |

OTNYCHATO: kog H30K |

OTMYCHATO: kop H30K | | | | | |

(£00, ThPTOECKD HAMMEHOSAHWE HA NPOLYKTA. NEKADCTEEHE MOPME, KIMWYECTEO B3 NEYAPCTESHOTD BElecTE0. Gpof B £0Ha onakneka)

¥WH Ha mamcTep hapsalesTa

OTnycHan:

{MOONNC U NEYaT Ha anTexata)

ANTEKA . peT. N2_ B P30OK

A3T3 H3 OTyCKaHE

OTNYCHATO: kog H30K |

OTNYCHATO: kog H30K |

OTNYCHATO: kog H30K |

(K00, TEPMOSCKD HIMMEHOE3HME HA NPOSYKT 3, NEKApCTEEHa ¢IGF!¢"&, KOMWMECTED Ha NEKIPCTESHOTD BELWECTEO, EFD(I B &0H3 ONakoaka |

¥WH Ha marucTsp hapsalesTa

OTnycHan:

(MOQNWC M NEUST H3 aNTexaTa)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

10.10.2023 r.




ANMTEKA et en e eeemeee BT N2 B P30K ‘ | ‘ |

03Ta H3 OTNyCKaHe

otyCHATO: koaH30K | | [ | | | o

(ko THIUECHS HAWMEHOBIHWE H3 NpOOYETa; NesapiTeeHa dx.pma KONMWWECTES H3 NEKADLTEEHOTS BELWECTED, 5p0l| B B3 ONaXDaxa)

oTAYCHATO: oA HIOK | | [ | | ]

otveHATO: woaH30K | | [ | | ]

¥MH Ha marwcTep hapMaleaTa

OTnycHan:

(MOANWE ¥ NeYar Ha amrexara)

ANMTEKA . peT_ N2 B P30OK

03Ta H3 OTnycKaHe

otnycHATO: wonHzok | | [ | | | oo

(koo THPrOBCHD HAWMEHOBAHWE HAa NpOOYRTA; NesapoTeeHa q)GpMC'I HONWWECTES H3 NEK3pCTEEHOTS BELWECTED, 5DOM B EfH3 ON3Loaxa)

otnycHATO: ko HOK | | [ T T |

oTAYCHATO: voaH3OK | | [ | | ]

¥WH Ha MarcTep dapMagssTa

OTnycHan:

(MoOnwe ¥ NeYar Ha amexara)

ANMTEKA . per_ N2 B P30OK

A03T3 H3 OTNyoKaH:S

otycHATO: kopH30K | | [ | || e

oTnyCHATO: voaH3ok | | [ | |

(KD, TEPIOECHD HAWMEHOEIHWE H3 NDONYETS; Nex3IpCTaexa (POpMa, KONWUSCTED H3 NeKapCTESHOTD BelyecTao, Spoi & enss onaxosss)

otyCHATO: koaH30K | | [ | | | o

¥MH Ha MarcTep dapMaLeaTa

OTnycHan:

(MOaNWE ¥ NeUaT 43 3NTeKaTa)

ANTEKA . peT_ N2 B P30OK

A3Ta H3 OTNyCKaHe

otnycHATO: koaH30K | | [ | | | e

(KOO, TEPTOECKO HAMMEHOEEHHE HA NOOOYETS: NevapiTeesa hopMa. KOMWUSCTE0 HA NEeKIpCTESHOTO BelyecTs0, Spoll B enxs onawosss)

otycHATO: koaH30K | | [ | | | e

otnvcHATO: wonHzok | | [ | | | o

¥WH Ha MarmcTep dapMagesTa

OTmnycHan:

[NOONKE ¥ NEYST HA SMTekara)

ANMTEKA . peT_ N2 B P30K

A03T3 H3 OTNyCKaHe

omnycHaTo: wopH30K | | [ | | |

oTnycHATO: voaH3ok | | [ | |

(ko THPIOECHD HAWMEHOBIHWE H3 NDOOYETS; NedapiTesHa d)GpM.! KONMWWECTES H3 NEK3DLTEEHOTS BELWBCTED, SDOH B SMH3 ONaS0EKE]

oTnycHATO: konHOK | | [ [ [ |

¥WH Ha MarcTep dapMaLEsTa

QTnycHan:

(MOONWe ¥ NeYar Ha amexara)

ANTEKA . ceeeememeene e seneenneneneesees PET. NGB P30K

OTNYCHATO: kog H3OK

03Ta Ha OTNyCKaHe

OTNYCHATO: koaH3oK | | | [ |

OTNYCHATO: kog H3OK

(KOO, TEPFOECKO HAMMEHOEEHHE HA NPOOYETS, NeXapiTeeHa oM. KOMWUSCTEC HA NEKIPCTERHOTS BELLECTSD, 5pc-u B M3 0N gcc;:c..‘]

¥HH Ha MarcTep dapMagEsTa

OTmnycHan:

[NOONKE ¥ NEYST H3 anmekara)

ANMTEKA . per_ N2 B P30K

03Ta H3 OTNycKaHe

OTMYCHATO: xoa H30K | | | | | |.m_m_m“m_m“m_m_m“m_m“mm_m“m_m“m_m_

(KOO TEPTOBCHC HAMMEHOBAHME HA NPOOYRTa; NevapeTEeya hopMa. KOMMUSCTEC HA NeKApPETESHOTS BelyecTa0, Spoll & enxa onasoasa)

oTycHATO: ko H30K | | [ | | | e

otveHATO: opH30K | | [ | | |

¥WH Ha marwcTep dapMalgesaTa

OTnycHan:

[NoOnKE ¥ NeYar Ha anTexkara)

ANMTEKRA e, pRTC N2 B P30K ‘ ‘ ‘ ‘

otaycHATO: voaH30K | | | | [ | e

0373 HA OTNyCKaHe

oTnYCHATO: voa H3OK | [ | [ | ]

otnycHaTO: oaH30K | | | | [ ] o

(KDL TEDIOBCED HAMMEHOBAHWE HA NDOOYTA; NESIPCTEEHS (DIPMA. KOMWLECTED HA NEKAPCTEEHOTD BelyecTso, oA B enxa onagossa)

¥WH Ha MarucTep dapMalesTa

OTnycHan:

(NOONKME W NEYAT H3 SMTEKaTa)

[Tpunoxenue Ne 8a kbm 4. 30a, an. 1

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

10.10.2023 r.



(Hoso - JIB, 6p. 81 ot 2013 r., m3m. - JIB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r., oT™. - /1B,
op. 95 ot 2014 1.)

[Tpunoxenne Ne 86 kM ui. 30r, an. 3 u 5

(Hogo - JIB, 6p. 81 ot 2013 1., u3m. - ]IB, 6p. 68 ot 2014 r., B cruta ot 15.08.2014 r., npenumrxo
[Tpunoxxenne Ne 86 kM wi. 30r, an. 3, uzm. - JIB, 6p. 95 ot 2018 1., u3m. - /1B, 6p. 37 ot 2021 1.)

MEYEEHO SABENEHNE el

. VIPIEEHpINM  PENICTPALMDHEH HOMED K NevelkaTD aBe IR
HMME Ha NevwefHOTD 338E0EHHE

NMPOTOKON OT KNUHWUYHA OHKCNOIMMYHA KOMUCKA NO XUMUOTEPAMNKUA
N2, fpata:| T LI T HTTTI

Ha oHkonormyHata KoMWCHA nNo XMMUOTERANWA KbM nevebHoTO JapefieHne ce paarnefa W OE:_)C'b,El.H npunoxeHara
MedMUMHCKa OOKyMeHTauuA

M PELLEHME HA OBLLIA KTMHWYHA OHKONOTMYHA KOMUCHSA Ne. oooooooooreeo.. tpata: [T I T I T T 1]

3ApaBEH DEHoH PEMCTRSUNDHEH HOMED Ha NessfiHOTY IESTEHE

NAUKWEHT ‘ ‘ ‘ | | | ‘ | ‘ ‘ | ‘ | ‘ D CHerHd TOmHd [ coH [ rpasganud Ha EC (WnM no geycTpass cnoragiu)
FIOKMe.  3MPaSEHPAROH  ETH (MEHY) Ha nagwesTa nan W

|| R ] e (MO

rtu.e-nwp.ungdoueb- HOMED K3 NAUMEHTS K0 Ha T=peasa

MME, Tpe3MME ¥ (hamMUnA

DI ATHORAL oo e e ee e ee e et oo es e emees e s ee e s oo ten e e ee s et ee s et et e e A et m s et A e e ee s St et e et e e en e e nnneaseneneen I"."IKE1G| | | | |
Ea'rauannamo:a:l | || | H | | | |

Pazwm PeHa gWarkesa: ...

i | ] el eoel ]

Orlac4

Bl st LR —— N N N N

TMpeAMKTUEHM, MYHOXHCTOXMMUYHW W FeHETHYHW MaPKEPH (MO HOMEHKNATYpa):

Nz Wme Mapkep (%)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



Pret(cm) ... Terno (kr) ... TenecHa NOBLPXHOCT (KB. M) ...

Mpuapywaeawn 3a6onAgaHng: .

PELLEHME:

Tun Tepanua;

[ HeamwoeaHTHa [J aprosaHTHA [ neueGHa

Uenesa eTornoet AUC: ............

Mesninn

e ce L ded-= 1ot o gl e =L L g L e OSSO,

NeveBua Tepanua (nanwatvesa): [ nbpeanuAuA ] BTOPa MMHKA I TpeTa nuHuA [JueTeLpTa NHUHMA [ nopegHa nuHMA
O xmmuoTepanis
ATC MewagyHapogHo LenigHiA et Ha CrangaptHa WHoweugyania gosa Dosa 3a umen Obwa go3a 3a npoTokana
HENATEHTHO neMnarate nozal (mgmeg TUMIUMU) | (mg/megTUMIUMU) | (mg/megTUMIUMU)
sammerosasme /INN/ {iv, ¢, po, uenesa
WHTRaK3EMTARHO, CTOWHOCT
HHTR3BEIMKaNHD AUC
WTH)
] xopMmoHOTepanuA
ATC Mesxmynaponro Nerlonu CranpapTHa gosa WMHowewoyanta gosa [oza 3a ywksn Obwa no3a za
HEMATEHTHO (mg/meg TU/MIUMU) (mg/meg TUMIUMU) NpoTOKCNa
ranmeHoearke (NN (mg/meg/ TUMIUMLU)
[ tapretua
ATC Meskgyrapogro [erinru CraHgapTHa aoza WMHowenoyanka nosa [oza 33 ywken OBwa no3a 2a
penatenTHe (mg/meg TUMIUMU) (mg/meg/ TUMIUMU) MpOTOKCNa
HavmeHosarne (NN -7 T (mg/meg TUMIUMIUY
[ vmyHoTEpanMA
ATC MexgyHapogro Henfnxm CranpapTHa fosa WHavamnyanka oosa Moza 33 uwisn Obuwa po3a 3a
Henare HTHE:IN " (mg/meg TU/MIUMU) (mg/meg TUMIUMU) NpoToRCna
HaMMEHOBAHMWE / i .
(mg/meg TUMIU/ML
Epoit unknu (nosTopeHusa): |:| Ouenka cneg unksn Ne .......

Wurepsan: Bpoil guu: |:|

CeneTeTEa Wa Tepanya.

[ ocTeomonynaTopu

ATC

MemgyHaponHo HenatenTHo HaumeHoeaHwe fINN/

[o3a (emHoxpatHa)

(Ofwa goza 3a npoToKona
(mg/meg TUMIUMIT)

[ kono4uoc THMYNUpaLgM dakTopu

ATC

MewayHaponHo HenaTeHTHo HaumenoeaHwe [INN/

[o3a (enHokpatHa)

(flua fo3a 3a NpoToKona
(mg/meg/ TUMIUMIY

[ kopTHEOCTEDOMEM

ATC

MewgyHaponHo HenaTeHTHo HaumenoeaHwe [INN/

[o3a (egHokpatHa)

(Oflua fo3a 33 NpoToKONa
(mg/mcg TUMIUMIT)

OueHKa Ha TepaneaTHYHIA OTFOBOR:

[] HauanHo neysHue

[ nuneH otrosop

[JyatTHuHa PEMMCHA

[l ctaBunda GonecT Mo cTayvoHupade (Ges peMucua, Ho Be3 nporpecua)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

10.10.2023 r.




] nporpecus Ha GonecTTa
O peuname
|:| HEMNOHOCMMOCT KbM NPUAAraHoTo NevyeHue

[ npomaHa [ npontnxasane

nPGTDN‘Dﬂ'bT e Bannugex gqo 180 AOHM, CHUTIHD OT HaYanoTo Ha NeYeHMeTo No cXeMarta.

OHKONOrHYHa KOMMCHA No XHMHOTEpanWA:

CTELHANTHOCT YWH Ha nexap Wmena Ha nexap, nognec

Moecenaren: | | | L I [ LT T TP T T

YneHose:

MaymeHTET (PogMTENAT/HACTORHMKET) CE NOAMMCES NPM NONYYEEEHE HA NPOTOXONE
TaUMEHT (DOMTEN HACTOMHMKY. ... oo

(nognwc)

[Ipunoxenue Ne 88 kbM uit. 30r, an. 4 u 5

(Hogo - JIB, 6p. 95 ot 2014 r., npeaumino [Ipunoxxenne Ne 88 kM wi. 30r, an. 3, u3m. - JIB, Op.
95 ot 2018 1., u3m. - /1B, 6p. 37 ot 2021 1.)

NEYEBHO 3ABEJJEHHE | | | | |

IIP3ESH PAFCH  DEMNCTPGUNOKEH HOMED HA NeefkoTo 3aBeneHne

MM 53 nevelHOTD 3a8eneswe

NMPOTOKON 3A NEKAPCTEBEHO NEYEHWE NO XEMATONOIMA

Kem Pewenne Ne. ..o fgara:| | |1 | I 1 1 ] |+aKnunu4na komucus no xematonorus
Komucus, HasHaveHa cbe 3anoseg Ne onpeflens creaHoTo NeKapcTBEHO NeueHne Ha BasaTa Ha B3ETOTO pelleHne
NpW NaLyMeHTa:

MALIMEHT | | ‘ | ‘ ‘ | | ‘ ‘ | | | ‘ ‘ ‘ D [JerH [CInss ] CcH [ masmanes va EC (wnw no aycTpassu corombu)
P30M M. 3paBesipafick  ETH (MHY) Ha magiesa oA wix
L | asranapaaase [ T ILTICT T 1]

MEEHTWDHCILHOHSH HOMED HA NSYNEHTA K04 Ha grpwEsa

MME, TRISIUME W (DaMANHA

[ ~= {11 - Terno (Kr) cenees TenecHa NOBBPXHOCT (KB. M) vvsrrsmcrinasns

BMATHOBE, oo ema e et eenseeeensnerenseerenseanreeceasoes DD !(}Djj.ljj

MpegurTHESH MapKep (KBAETO & NPUNOXMME), (MO HOMeHKNaTypa):

Ne Hme mapkep | (#-)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



Mpw nevexue 2a XMMUOTEPANUAMPHLENHA TePanHA/MMYHOTEPANHA/PACTEXHM (haKTO DI/ CHMITOMATHHHO NevYeHne:

NitkuA Ha TepanvA: ] mbpea NMHKA [ eTopa nuHWA [ TpeTa nMHKA [JueTebpTa NUHAR ] neta u cnegsaila NUHUA

Cxema (HaMMEHOBAHWE): ..o

Tun ATC MesIyHapoaHo HeNaATEHTHO [ex/gxn CTannapTHa WHovemnyanka nosa [oaa 3a LuKEn Obia nosa

TEpanuA HaumeHoeaHWe [INN/ noaa (mgme2 TUMIUMT) (g mee TUMITL) (umgeme T MU

Bpoit umknu (nosTopewus): |:| Quenka cneg umksn Nz ......

nPDTOI(N'I'bT e BanngeH go 180 gHMW, cHMTaHO OT HAYANOTO Ha NEe4eHHETD NO CXeMaTa.

KomMCHR B CBCTaE:
CRelHanHocT YWH Ha nexap Wmeta Ha nexap, mognac

mpegeenaen- || | L PPPRLORD)

Ynenose:

MNauWeHTET (POSHTENATIHACTOAHUKET) CE MOANMCES NEK NOMYYSBAHE HA NPOTOKONA
TaUMEHT (DOQMTEMHACTORHMK] ... oot

(nognuc)

[Tpunoxxenue Ne 8r kM wi. 301, an. 1

(HoBo - 1B, 6p. 81 ot 2013 r., m3m. - IB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r., npeauiHo
[Tpunoxxenue Ne 88 kbM wi. 307, an. 1 - JIB, 6p. 95 oT 2014 1.)

PenentypHa O1aHka Ne .......ccceeeeeneee
3a JICKapCTBEHU MPOAYKTH, 3amuiamany ot H30K

HaumeHoBaHue Ha J1€4eOHOTO 3aBeqeHue - Per. Ne

TIEKAP (FIME) .euvveeeuiiieeiieeetieeeiteeeteeeeaeeeetaeeetteeeaaeesnsseesnseaeensaeeaaseeeansae e ssae e sseeenssaeansseeensseeanssaeansseennsseennseesnnseesnnseenn
YHUH Ha JEKAPS «.evvevnivveeeeiiieeeeiieeeee B F: ;O O SO S PO PP PORRUPPPPPRRPPPPOY
3a200515BaHE TPYTIA NO ...ooviiiiiieciieeeee e o mpwit. Ne 1

ITpoTokom N .....covviiiiiannnne B F: 1 ;OO USROS UPRRRRPPPPRN
Rp.

1

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



Jlekap:

(monmuc U meyar)

ITanenr:
EI'H:

Howm. aapec:

I'p. (c.)

OtnycHan: [Momyunn:
Mar. ¢apm. YUH:
0000000000

(moamnuc u neyar) Hara:

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



[Tpunosxxenue Ne 81 kpM wi. 50, an. 4

(Hoso - 1B, 6p. 95 o1 2018 1.)

}KypHan 3a pa3TBApsAHC Ha JICKAPCTBCHU MPOAYKTHU 34 JICUCHUC HA OHKOJIOTMYHH/OHKOXEMAaTOJIOT MYUE

JIIT - [ara Ha Yac na |JlexapcrBen|KonnuectBo|UunuBuayanna no3a (|  bpoi Ocratbk ( Cpoxk na |Hocuren|Hocuren |ITaunent|ITanne
MOpPE/ICH |[IPUTOTBSIHE |IPUTOTBSIHE| MPOAYKT | akTuBHO B- |mg/mcg/IU/MIU/MU)| otBopenu |mg/mcg/IU/MIU/MU)|ronnoct | (ume) (ml) (ETH) | (ume
Ne (ume) BO BbB ¢1akoHu 3a Ha
(dnaxoH MIPUTOTBSIHE ocTarbKa
Ha Ji03aTta
1
Obmo 3a
JaTa .......
2
Obmo 3a
JaTa .......
3
W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena" 10.10.2023 1.



}KypHan 34 Pa3TBAPAHC HaA JICKAPCTBCHU IMMPOAYKTH 34 JICHCHUC Ha OHKOJIOTMYHH/OHKOXEMATOIOT HUF

JIIT - JlaTta Ha Yac na |JlexapctBen|KonuuectBo| UnauBuayanna no3a (|  bpou Ocratsbk ( Cpok Ha [Hocuten|Hocuten|[lauuent|[1anue
MIOpEICH |IPUTOTBSHE [IPUTOTBSIHE| TpOoAyKT | akTuBHO B- |mg/mcg/IU/MIU/MU)| otBopern [mg/mcg/IU/MIU/MU)| romnoct | (nme) (ml) (ETH) | (ume
Ne (nme) BO BbB ¢rakonm 3a Ha
¢bmakoH IIPUTOTBSIHE ocTarbKa
Ha Ji03aTa
Obmo 3a
naTta .......
Uzrounuk: [IpaBHo-uHpOpMarmonau cucremu "Cuena" 10.10.2023 1.



[Tpunoxxenue Ne 8e kbpm ui. 50, an. 5

(Hoso - 1B, 6p. 95 o1 2018 1.)

Omnuc Ha HEU3MOI3BAEMHUTE OCTaTbUM OT JICKAPCTBEHU MPOAYKTH 3a JICUCHUC HA OHKOJIOTHYHI/OHKOXEMATOJIOTHYHU 3a00/IIBaHU

Neo [ Hara | JlekapctBen | ATC | JlekapctBen | Kom-Bo | Jlek. | Ilaptuaen Ne na | HemsnomsBaem octatek | Ilena Ha s | CtoiiHOCT
MPOJYKT npoAykr (| akT. B-BO | popma | mpousBoautens 3a JeHs ( (bnaxon/amr. Ha
(TBpPT. UME) INN) mg/mcg/IU/MIU/MU) (y1B.) ocTaTbKa
(y1B.)
1.
2.
3.

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena"

10.10.2023 r.



[Tpunosxxenue Ne 9 kpm ui. 53, ain. 1

(M3wm. - IB, 6p. 81 ot 2013 1., ot™. - JIB, 6p. 51 o1 2023 1., B cuiia ot 13.06.2023 1.)

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena" 10.10.2023 1.



[Tpunosxenue Ne 10 kM ui. 54

(M3wm. - IB, 6p. 81 ot 2013 1., ot™. - JIB, 6p. 51 o1 2023 1., B cuiia ot 13.06.2023 1.)

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena" 10.10.2023 1.



ITpunosxenue Ne 11 kbM ui1. 56

(OtMm. - [IB, 6p. 94 oT 2011 1.)

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena" 10.10.2023 1.



