HAPEJBA Ne 29 OT 9 AEKEMBPH 2008 I'. 3A YCJIOBUSATA U PEJIA 3A
OPTAHMU3AIIUA HA PABOTATA B IPOT'EPUSITA

H30a0ena om munucmuvpa Ha 30paseona38anemo

Oo6nu. JIB. 6p.109 om 23 Jlekemepu 2008e2., uzm. /IB. op.2 om 6 Anyapu 20122.

Pa3nen 1.
OO0 MoJI0KEeHU L

Un. 1. C ta3u Hapenba ce ompenensaT yCJIOBHATAa U PEIbT 3a OpraHu3aius Ha paborara B
JporepusTa.

Un. 2. B nporepusita Morar a ce mpoJiaBar:

1. nexapcTBEHU MPOAYKTH, KOUTO CE€ OTITyCcKaT 0e3 JIEKapCKO MpeuCaHue;

2. MEIUIIMHCKH U3EIHS;

3. IPOAYKTHU U CTOKU ChC 3HAYCHHE 3a 3/IPaBETO HA YOBEKA!

a) XpaHUTEITHN JOOABKH;

0) XpaHu CbC CIEIUAIHO MPeAHa3HAYCHHE;

B) KO3METUYHHU IIPOAYKTH;

r) ouoruau ot rpymna | "/lesundexrantu u oomu ouonuan" u rpymna |l "buomnunu 3a 6opba ¢
BpeauTenu".

Un. 3. JIporepusta 3aAbIKUTETHO MMa BhHIIEH Haanuc "/Iporepus, usnucan Ha 651 GOH C
THhMHHU OYKBH, IOCTABEH Ha BUJIHO MSICTO, C U3TIIE]] KbM yJIHUIIATA.

Ui 4. (U3m. - 1B, Op. 2 ot 2012 1.) YnoCcTOBEPEHUETO 3a PETUCTPALIAS HA APOTEPUs, U31aJICHO
OT JHUPEKTOpa HAa CHOTBETHATA PETMOHANIHA 3JpaBHA HMHCIICKIMS, CE TOCTaBs Ha BUIHO MSICTO B
MPUEMHOTO TIOMEIICHHE Ha APOTEPHsITA.

Un. 5. B aporepusita uMat mpaBo J1a paboTAT caMO MEIUIIMHCKU CIICIIUATTUCTH.

Un. 6. 3abpanssar ce:

1. nponmaxbara Ha JICKAPCTBEHU MPOMYKTH, MEIUIUHCKHA H3JEIHSI ¥ MPOTYKTH M CTOKH ChC
3HAYEeHHE 32 3[[PaBETO Ha YOBEKA M3BBH IMOMEIIEHUATA, Pa3pPEIICHH 3a MOJI3BAHE;

2. IPUTOTBSIHETO HA JICKAPCTBEHU TMPOIYKTH B IPOTEPHUSATA;

3. mponakb6ara U CbXpPaHEHUETO B JPOTepHsiTa Ha MPOAYKTH, U3BHH MOCOUYEHUTE B UII. 2;

4. mpogakOara Ha JICKAPCTBEHU MPOIYKTH ¢ HAPYIICHA MbPBUYHA W/WJIA BTOPUYHA OITAKOBKA;

5. TIOTIOHOMYIIEHETO B IPOTEPUSATA;

6. IOCTABSHETO HA MPOIYKTHTE U CTOKHUTE IO WI. 2 TUPEKTHO BHPXY I10/1a Ha TIOMEIICHHUSATA.

Pazpen I1.



YeTpoiicTBO HA AporepuaTa

Yn. 7. (1) Hdporepuu morar ga ce€ OTKPUBAT B IIOMEMICHHS ChC CAMOCTOSATEIEH BXO[I,
Pa3MoNIOKEHH HA TBPBH HAJ3€MEH €TaX, C OCUTYPEH JOCTHIT 32 HHBAIHIH.

(2) MunumanHara o6iia miomni Ha gporepusra € 30 KB. M M CBET/Ia BUCOYHMHA Ha TIOMEIICHHUSATA
He 110-MaJiko ot 2,50 m.

(3) Crenute, mojoBeTe M TaBaHUTE HA IMOMEIIEHUATA TPsAOBa Jga ObIAT IIAJKH W JIECHH 3a
nouucTBaHe. [100BOTO MOKpUTHE HA TIOMENICHHATA TpsOBa Ja ObJle YCTOWYMBO HA HW3HOCBAHE M
MTO3BOJISBAIIO BJIAKHO MOYMCTBAHE U JIC3UH(PEKIINS.

(4) B canutapHus Bb3eJI CTCHUTE HA BHCOYMHA 2 M CE MMOKPUBAT C BOAOYCTONYMBO MOKPUTHE,
MTO3BOJISBAIIO BJIAXKHO TIOYMCTBAHE U JIC3UH(PEKIINS.

Yn. 8. (1) Jdporepusita uMa CIICAHATE MOMEIICHUS: MPUEMHO, CKJIAZIOBO U CAaHUTApPEH Bb3ell,
(YHKIIMOHAIHO CBhP3aHH ITOMEXKILY CH.

(2) Hporepusra ce oO3aBexaa ¢ papToBe, CTEIaKd U IKahoBe C IIAAKH OBBPXHOCTH,
MIO3BOJISIBAIIM BJIQKHO MOYMCTBAHE U JIC3MH(EKIIHS.

(3) PaszmuunnTe BHIOBE MPOAYKTH IO WI. 2 - JIEKAPCTBEHU MPOAYKTH, MEAMIIMHCKH H3IEIIN,
XPaHHUTEIHHA JOOABKH, XPaHU ChC CICIHUAIHO MpeIHa3HAYCHHE, KO3METUYHU TPOIYKTH U OHOIMIH, Ce
pasnojarar B IpueMHOTO U B CKJIAAOBOTO IMMOMCHICHUC HA ApOrepuAaTa B OTACIHU CCKTOPH.

(4) Hporepusita pasmomara ¢ MeTajdHu InkadoBe wWin OyHKEpH 3a CbhbXpaHCHHE Ha
JIECHO3AITAJIMMHA HPOIYKTH.

(5) Aporepusita pasnonara ¢ XJIIMTHUIN 32 TEPMOTAOMITHUTE MTPOILYKTH.

Un. 8a. (Hos - IIB, 6p. 2 or 2012 r.) THproBus mo MHTEPHET C JICKAPCTBEHU MPOAYKTH Oe3
JICKapCKO TPEANUCAaHHe MOXKE Jla CE€ HM3BBPIIBA OT JAPOTepHsi, KOSTO OTroBapsi Ha W3UCKBaHUATA Ha
pasnen V "Ilpogak0a 1o MHTEPHET Ha JIEKapCTBEHH MPOAYKTH 03 Jiekapcko npeanucanue” ot Hapenda
No 28 ot 2008 1. 3a yCcTpOMCTBOTO, pelia M OpraHU3anusaTa Ha padoTara Ha anTEeKUTe U HOMEHKJIaTypaTa
Ha JIeKapcTBeHUTE npoaykru (06H., /1B, 6p. 109 ot 2008 r.; u3m., 6p. 67 ot 2010 1.).

Pazgea I11.
Opranusanusi Ha padorara B JIporepusita

Un. 9. JIuniero, moay4dusio yI0CTOBEpPEHHUE 3a PETUCTPAIlUs Ha JIPOTepus, € IIBKHO Ja:

1. 060cobu B MPUEMHOTO M B CKJIAJIOBOTO TOMEIICHWE HA JIPOTEPHATa OTIACITHH CEKTOPH 3a
JICKAPCTBCHUTC MPOAYKTH, MCAUIMHCKHUTC HU3ACIINA, XPAHUTCIIHUTC Il06aBKI/I, XpaHI/ITe CbhC CIICIIUAJIHO
MpeIHa3HaYeHNEe, KO3METUIHHUTE MTPOAYKTH U OUOIIMINTE;

2. OCUTYpH CBHXPAHEHHETO Ha JICKAPCTBEHUTE MPOAYKTH TPHU YCIOBUATA, MOCOYEHU BBHPXY
OIaKOBKara uM;

3. OCUT'YpHU CBbXPAHCHUCTO HA MCIUIIMHCKUTC U3ACIIHA, HA IPOAYKTUTC U CTOKHUTC CbC 3HAYCHHUC
3a 3JIpaBETO HAa YOBEKA CHIVIACHO YCIIOBUATA, ONPEICIICHA OT TPOU3BOIUTEIIS;

4. OCUT'YpHU CBXPAHCHUCTO HA JICKAPCTBCHUTC IIPOAYKTH, MCIUIIMHCKHUTC U3ACIINA, IPOAYKTUTC
M CTOKHTE ChC 3HAYCHHE 3a 3PaBETO HA YOBEKa, MOKa3aJI HEChOTBETCTBUE C M3MCKBAHUATA 32 KAYECTBO
I/I/I/IHI/I 6€3OHaCHOCT, 6J'IOI(I/IpaHI/I napTuav, nmapTuau ¢ U3TCKbBJI CPOK Ha rOJHOCT, C IIOBPCACHHU OIIAKOBKH
WM ChC ChMHEHUS 32 MPOM3X0/Ia, Ha CIICIIHATHO 000COOCHO 32 IIeITa MSCTO B CKJIAJIOBOTO ITOMEIIICHHE,
C TpaifHO 0003HaYCHHE;

5. opraHm3upa cucTema 3a OJOKHpaHe M M3TETISHE Ha JICKAPCTBEHH MPOAYKTH U MEIUITUHCKU



U3JENHs, TIOKAa3aJd HECHhOTBETCTBUE C HW3HUCKBAHMSTA 332 KadyecTBO, 0€30MacHOCT M e(HKAaCHOCT,
CBhINIACHO 3aKoHa 3a JICKapCTBEHHUTE MNpOAyKTH B xyMaHHata menunuuHa (3JIIIXM) u 3akona 3a
MenunuHckuTe n3aenus (3MUN).

6. ocurypu KBanu@uuMpaH MepcoHaj ChbIIacHO Wil. 5;

7. U3UCKBA pa3peIICHUETO 3a IEHHOCTTA HA THPTOBIIUTE, OT KOUTO CE CHAO/IsIBA,

8. ocurypsiBa paboTHO OOJIEKJIO U 0O0YBKH 3a TIEPCOHANIA;

9. 00s1B1 pabOTHOTO BpEME Ha APOTEPHSITA HA BUIHO MSCTO HA BXOJHATA BpaTa;

10. ocurypsiBa Oe3mpemnsTCTBEH AOCTHI J0 TNOMENICHHSTa Ha IpOorepusita Ha OpraHuTe 3a
JbP>KaBEH KOHTPOJI, ONPEACIICHH B HOPMAaTUBEH aKT;

11. cma3Ba U3MCKBAHUATA HA CHICLIMATHUTE 3aKOHU 32 IPOAYKTUTE U CTOKUTE I10 4Jl. 2.

Un. 10. PrkoBOAUTENAT HA APOTEPHUSATA € OTTOBOPEH 3a:

1. sAI0CTHATA OpPraHM3aIMs U KOHTPOJIa Ha padoTara B IpOrepusiTa;

2. cHaOmsgBaHE C JICKAPCTBEHHM MPOMYKTH, MEAUIIMHCKH H3JCIUsA, NPOAYKTH M CTOKH ChC
3HAYCHHE 32 3[IPABETO HA YOBEKA, KATO OCUTYPsiBa HEOOXOAMMAaTa JIOKyMEHTAIIMS 33 TOBA,

3. CBbXpaHEHHETO, CpOKa Ha TOMHOCT M KaueCTBOTO HA JICKAPCTBEHUTE MPOIYKTH,
MEAMIIMHCKUTE U3/ICIIHs, TPOAYKTUTE M CTOKUTE ChC 3HAYCHHE 32 3J[PABETO HA YOBECKa,;

4. ONOKHpAaHETO W W3TETISHETO Ha JICKAPCTBEHHUTE MPOAYKTH, MEAWIIMHCKHUTE W3ICIHs,
MPOAYKTUTE M CTOKUTE ChC 3HAYCHHUE 32 3J[PABETO HA YOBECKA,;

5. BOJCHETO Ha TEMIIEpPaTypeH HEBHUK, B KOWTO C€ BIUCBAT €XKEIHEBHO TEMIIEparypara Ha
MTOMEIICHUATA W XJIaTUTHUKA/XIaTHTHUIUTE;

6. ocurypsiBaHeTo Ha npodecruoHanHa nH(MOPMAIUS U CIIPaBOYHA JIUTEpATypa, CBhP3aHa ChC:

a) HOPMaTUBHHUTE aKTOBE, PEIIIAMEHTHPAIIN JCHHOCTTA Ha IPOTCPUHTE;

0) nabopMaIus 3a HAYMHA HA yNOTpeda U ChbXPaHEHUETO Ha MPOTYKTUTE T10 4Jl. 2;

B) OJIOKMPAHETO M U3TEIIISIHETO HA MPOAYKTUTE TI0 WI. 2;

7. ©XKEeIHEBHOTO BIAXKHO MOYUCTBAHE M JAC3WH(EKIHS Ha paOOTHUTE MOBHLPXHOCTH, TMOJIOBETE
Ha BCUYKH IMOMEIICHUS U CTCHUTE Ha CAHUTAPHUS Bb3CJ HA JAPOTEPHSITA.

Ui 11. PHKOBOIUTENST HA IPOTepUsITA € JIIBKEH J]a ChXPaHsIBa B APOTEPHUSITA U JIa IPEIOCTABS
Ha KOHTPOJHHUTE OpTaHH MPH MOUCKBAHE CIETHUTE TOKYMEHTH:

1. yIOCTOBEpEHHUETO 32 PETUCTPALIUS HA APOTEPUSITa;

2. KOIMe OT JOKYMEHTHTE 3a TMPABOCIOCOOHOCT M TPYAOBUTE IOTOBOPU C pabOTEIHUTE B
JporepusTa JIuIa;

3. (aktyputre, ¢ KOUTO ca 3aKyNEeHU JIEKAPCTBEHUTE MPOAYKTH, MEAUIIMHCKHUTE W3ICIUS U
MPOAYKTUTE M CTOKUTE ChC 3HAYCHUE 32 3[IPABETO HA YOBEKA;

4. KHUTA 32 XUTHEHHOTO CHCTOSHUE Ha JPOTEPHSTA, B KOATO KOHTPOJHUTE OpPraHH 1Mo Wi. 267,
an. 2 3JIIIXM otpassiBaT pe3ylTaTutre OT U3BbPILICHUTE MPOBEPKU;

5. Komusi OT MPOTOKOJUTE HA U3BBPILECHU PEIXOTHHU MPOBEPKH OT KOHTPOIHUTE OPTaHU.

JdonbaHuTe HE pa3nopenodu

§ 1. (Or™m. - JIB, Op. 2 oT 2012 1.)

§ 2. ITo cMuchIa Ha Ta3u Hapenaoa:



1. "Buonman" ca OGuommauTe MO 3aKOHA 3a 3alIMTa OT BPEIHOTO BH3/ICHCTBUE HA XMMHYHUTE
BEILIECTBA M MpEIaparH.

2. "Ko3meTrnunu npoaykTu'" ca KO3METUIHUTE MPOAYKTH M0 3aKOHA 3a 3JIPaBETO.

3. "MequuuHCKU u3aenna" ca MEAUIIMHCKUTE U3EIIN 10 3aKOHA 3a MEAUIIMHCKUTE U3IEINA.

4. "MeIUIMHCKU CHEUATUCTH" ca MEIUIIMHCKUTE CIEIHAINCTU M0 3aKOHA 3a JIEKAPCTBEHUTE
MIPOJYKTH B XyMaHHATa MEAMIIMHA.

5. "XpanutenHu 100aBKH" ca XpaHUTEITHUTE JOOABKHU 0 3aKOHA 3a XpaHUTE.

6. "XpaHu ChC CHEIUATHO MpeTHA3HAYCHUE" ca XPaHUTE ChC CIICIMAIHO MPeIHa3HAuYCHUE I10
3aKoHa 3a XpaHUTE.

IIpexonnu u 3akIHOYNTETHN pa3nopeadu

8 3. KoHTpombT MO M3MBIHEHHUETO Ha Hapeadara ce OCBIIECTBABA OT IIABHHS IbP)KABEH
3/IpaBEH UHCIIEKTOP, U3MbIHUTEIHUS AupekTop Ha MAJT n qupekropute Ha choTBeTHUTE PUOKO3.

8 4. (1) 3aBapeHuTe 10 BIM3aHE B CHJIa HA Ta3u Hapeada APOrepuu MPUBCKIAT IEHHOCTTA CH B
CHOTBETCTBHE C M3UCKBAHUATA HA Ta3H HAapea0a B CPOK JI0 €HA TOJMHA OT BIIM3aHETO il B CHIIA.

(2) U3uckBaneTo mo wi. 7, ajl. 2 OTHOCHO MHHMMAaJIHATa OOIa IUIOI[ HA JPOrepusiTa HE Ce
npusara 3a Jporepumre mo ai. 1.

8 5. Hapenbara ce u3naBa Ha ocHoBaHue wi. 243 oT 3akoHa 3a JICKAPCTBCHHUTE MPOAYKTH B
XymMaHHaTa MmenuiuHa M otmeHst Hapen6a Ne 6 or 2000 r. 3a ycioBusta W pefa 3a OTKPUBAaHE Ha
Aporepusi ¥ HaYMHA HA BOjIeHE Ha myOnuueH peructsp (B, 6p. 54 ot 2000 1.).



