HAPE/JIBA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
INPOAYKTH

H3z0adena om Munucmepcmeomo na 30paseonassanemo
O6u. /IB. 6p.21 om 20 Mapm 2009z., usm. [B. 6p.91 om 17 Hoemepu 20092., usm. IB. 6p.94 om 29 Hoemspu 201 12., usm. /[B. 6p.2 om 6 Anyapu 2012e.

I'naBa mbpBa.
OB NOJIOKEHUA

Y. 1. C Ta3u Hapenba ce OmpenensT:
1. MEIMIIMHCKUTE CTICUAINCTH, KOUTO MOTaT Ja W3JaBaT PEIeNTH, PeabT 3a NMpEANUCBaHe Ha JIEKApPCTBEHU MPOIYKTH, CPOKBT 33 U3IIBIHEHUETO, CIy4auTe U
peIbT, IPU KOUTO MarucThp-(papManeBT MOKE J1a OTKaXKE Ja U3IBIHH JICKAPCKO IPEAMUCAHNUE;,

2. yCIOBHATA W PEABT, MO0 KOUTO OBJITAPCKU TPAXKIAHW M UyKIU I'pa’kAaHH, IOCTOSIHHO M BPEMEHHO NpeOMBaBalld B CTpaHaTa W IbTyBallld W3BBbH PemyOnnka
Brnrapus, Morart aa HOCAT WM Ja U3HACAT JIGKAPCTBEHH MIPOAYKTH, IIPEAHA3HAUCHH 32 JICUCHUCTO UM;

3. KoIHM4YecTBaTa JICKapCTBCHU NPOAYKTH, MPCAHA3ZHAYCHU CaAMO 3a JICHCHHUCTO Ha TPAH3UTHO MPEMUHABAIIM U BPEMCHHO Hp€6I/IBaBaH.lI/I Ha TCpUTOpUATA HaA
CTpaHaTa J1iia, KOUTO TC MOoraT aa NpuTexKaBart,

4. penbT 3a MpeINKCBaHE HA JIEKapPCTBEHHU HPOIYKTH, ChIbprKalll HAPKOTHYHU BellecTBa OT npuioxeHus Ne 2 u 3 Ha 3akoHa 3a KOHTPOJ BbPXY HAPKOTHYHUTE
BeriecTBa 1 npexypcopure (3KHBII);

5. peasT 3a OTIeYaTBaHE U pasNpeessHe Ha OJIaHKH 3a OTITyCKaHEe M OTYHTAHE Ha JIEKAPCTBECHUTE NMPOIAYKTH 110 T. 4.

Y. 2. PexxuMbT Ha NIpEANUCBaHE Ha JEKaPCTBEHUTE NPOAYKTH € OIPE/IENICH B PAa3pEIICHUETO 3a YIoTpeda Ha JIEKapCTBEHUS TPOIYKT.

Ui 3. Paspemennte 3a ynorpeda u perucTpupaHuTe JICKAPCTBEHU MPOIYKTH Ha TepuTopusara Ha PemyOnuka bbarapus ce o0sSBsSBaT Ha MHTEPHET CTPAHMIIATA HA
M3nbaHuTenHaTa areHIus 1o JieKkapcTara.

I'naBa BTOpAa.
MEJUIUHCKHA CIIEIIMAIMCTH, KOUTO MOTI'AT JA U3JABAT PELEIITH

Un. 4. (1) IIpaBo na npexnucBar pa3penieHu 3a ynorpeda B CTpaHarta JISKapCTBEHH NPOIYKTH U /1a M3/IaBaT PEleNTH UMaT JieKapy/JIeKapy 10 JIeHTalHa MeTUIHa,
yIpaXHABAIY MEIUIMHCKATa mpodecus.

(2) IIpaBo ja mpeanucBar JIeKapCTBEHUTE MPOAYKTH, ChABPIKAIIN HAPKOTHYHHU BellecTBa oT npuiaoxkenue Ne 1 na Hapenba Ne 24 ot 2000 r. 32 yciioBHATa U peaa
3a OCBIIECTBIBAHE HAa CYOCTUTYHpPAIN U TOAIBPKALIN IPOTrPpaMy 32 HaMalsiBaHE Ha 3ApaBHUTE IIETH 3 JIMLA, 3aBUCHMH OT HApKOTHYHH BemiecTsa (00H., /B, 6p. 91 ot 2000
r.; m3M., IIB, 6p. 70 ot 2007 1.) uMar jexapu, paboTeNH B MPOrpaMUTE, MOJYIHIH pa3pelieHrue OT MUHICThPA Ha 37paBeora3BaHeTo.

(3) denpmepure UMaT MpaBo Aa MPEANUCBAT pa3pelieHH 3a yHnoTpeba B CTpaHaTa JICKAPCTBEHM IMPOJIYKTH M Ja W3[aBaT PELENTH, C U3KIIOYEHHE HA TE3H OT
npuitoxenue Ne 1, caMo Ipu CKIFOUEH AOTOBOP ¢ JIeueOHO 3aBECHUE.

Y. 5. (U3wm. - [IB, 6p. 94 ot 2011 r.) (1) B pernonannara 3apasua uncrnekmus (P311) ce Boau perucTbp Ha JIGKapuTe U JICKAPUTE MO JACHTAIHA MEIHUIIMHA, KOUTO
MPEIMUCBAT JTEKAPCTBEHHU MPOYKTH, ChABPXKAIIN HAPKOTUYHH BEIIECTBA.



(2) B peructbpa mo aj. 1 ce Bmuceat JAaHHUTC Ha ﬂeKapﬂ/neKap;I o ACHTAJIHA MEAWIHMHA MO AOKYMCHTA 3a CaAMOJHUYHOCT, JUYCH KOJ W KOJ Ha J1e4e0HOTO
3aBCICHHUC.

I'naBa Tpera.
HNPEAINMMCBAHE HA JIEKAPCTBEHHU ITPOJAYKTHU

Pazpea 1.
Pen 3a npeanucBaHe HA JeKAPCTBEHU NPOIYKTH

Ui 6. (1) [IpeanucBaneTo Ha JIEKapCTBEHU MPOIYKTH CE€ U3BBPIIBA HA pelleNTypHa OaHKa ¢ OsUT UBAT CHIIIACHO NpuioxeHune Ne 2.

(2) [pennucBaHeTo Ha JIEKAPCTBEHHUTE MPOAYKTH B JEUCOHU 3aBEJCHUS CHC CTAI[MOHAP 32 XOCHHUTAIM3HPAHUTE MAIlMCHTH CC M3BBHPIIBA HA JICKAPCTBCH JIHCT
ChIIacHO npusoxenue Ne 3.

(3) Bbpxy penenTtypHaTta O0JaHKa 3aBDKUTEIHO Ce 0TOCISI3Ba PSKUMBT HA OTITYCKAHE - 33 IHOKPATHO MK MHOTOKPATHO OTIIYCKaHE, KaTO MPU MHOTOKPATHOTO
OTITyCKaHE Ce YTOYHSIBA U KOJKO IBTH IIE CE M3ITBIHABA PEIETTATa.

(4) Penienitute ¢ pekMM MHOTOKPATHO OTIYCKaHE UMAT BAJIMIHOCT 110 6 Mecela OT JAaraTa Ha N3/1aBaHeTO UM M ChIABPIKAT O3HAUCHHE HA OpOs Ha OTIYCKaHUSTA.

Un. 7. (1) Penentyphnara GnaHka chabpixKa:

1. "uHCKPHUOIIO" - COOCTBEHO U (haMITHO UME Ha JIMIETO Mo Wi. 4, YHUKAJIeH HACHTU(HUKAIMOHEH HOMep, HAaNMEHOBaHHE U aJpec Ha JedeOHOTO 3aBe/ieHHe, AaTa
Ha M3/laBaHe Ha pelLenTara;

2. "mpeckpuOnno" - HaMMEHOBaHHE, KOJMYECTBO HAa aKTHBHO BEIIECTBO B JIEKApCTBEHa ()OpMa M KOJIMYECTBOTO HA JEKAPCTBEHHUS HPOIYKT; KOJIHMYECTBOTO CE
M3NHCBa ¢ nudpy, a IpU NPEINNUCBAHE Ha JIEKAPCTBEHHU MPOLYKTH, ChIbPXKAIIN HAPKOTUIHH BEIIECTBA - U C JyMH;

3. "curHarypa" - oco4Bar ce eJHOKpaTHATa M AEHOHOIIHATA 71032 Ha JIEKApCTBEHHS IPOAYKT, MPOIBIDKUTEIHOCTTA HA Kypca Ha JICYeHHE M HEOOXOIMMOCTTa OT
MOBTApsIHETO MY; Jl03aTa Ce M3MHCBa C IU(pH; MpH NMpeanucBaHe Ha 1033, MTO-BUCOKAa OT MAaKCHMAJIHO ONpeJeNieHaTa IpH pa3pellaBaHeTo 3a ynoTpeOda Ha JICKapCTBEHHMS
MPOJYKT, PEANUCBAIIUAT CE MOAMKUCBA CPEILy MPEBUINIEHATA /103a; HE Ce JOMycKaT o0M u3pas3u Kato: "u3BectHo", "mo Hacrasiaenue", "mo cxema" u ap.;

4. "cyOckpubImo" - yka3zaHus 3a HAUMHA HA M3ITBJIHEHHE Ha NPENICAHNETO; ITPU M3I0JI3BaHe Ha YKa3aHMATa "IUTO", "INTHCHMO" WK "cTaTUM" 33IBJIDKUTEITHO Ce
3aIicBa YachT Ha MPEANICBAHETO HA JICKAPCTBEHHUS IIPOAYKT;

5. TOAMKUC Ha JIeKapsi/JieKaps 10 ISHTaIHa MeTUIMHA/Beriepa;

6. TMYeH TevaT Ha JieKapsi/JIeKaps 10 JICHTaTHA MEUILIHA U TIedaT Ha JIeueOHOTO 3aBeIeHHE;

7. TpUTE UMEHA Ha NAlMeHTa, Bb3pacTTa H aJipec 10 MECTOKUBECHE, KaTo MpH OpeMeHHa KeHa, KbpMayKa HIIH JIeTe Ce 0TPa3siBa U TOBA 0OCTOATEIICTBO.

(2) JlekapcTBEHUST JIMCT 110 MputokeHue Ne 4 ce MoIrbiiBa OT JIEKyBalMs JIeKap B TPU €K3eMIUIIpa MO/ WHIUIOo, IIOAIIMCBA CE OT HAauYaJIHMKA Ha OT/IEJICHUETO U Ce
npesaBa B OosHMYHATa anTeka. [IbpBUAT eK3eMIIIIp ce ChXpaHsIBa B OOJHUYHATA aNTeKa, BTOPUST - B CUETOBOJICTBOTO Ha JICUEOHOTO 3aBEICHNE, a TPETHUST - B OTICICHUETO.
CpOKBT Ha ChbXpaHEHHUE Ha JICKAPCTBEHMS JIUCT € 5 TOANHH.

Un. 8. (1) JIekapcTBeHHTE MPOIYKTH C€ M3MMUCBAT YSTIMBO HA JIATHHHUIA C MEXIYHapOAHOTO HEMATEHTHO WM (papMakoNeHHO HAMMEHOBAaHME Ha JIEKapCTBEHOTO
MM BCIIECTBO UM THPTOBCKUTE UM HAMMCHOBAaHUA.
(2) KonnyecTBOTO Ha JIEKAPCTBEHOTO BEIIECTBO B MPEANMCBAHMS JIEKAPCTBEH MTPOIYKT CE M3pa3siBa:
. B TpaMoOBe, KOTaTo € eNH TpaM WK HaJ eIiH TpaM (g);
. B MIJIUTPAaMU, KOTaTo € I0-MaJKo OT eIUH rpaM (mg);
. KOJIMYECTBA, TTO-MAJIKH OT €JIMH MHJIUTPaM, c€ 03Ha4aBaT B MUKPOTPAMH, KaTO Ta3u MEPHUTEINIHA €IMHHMIIA HE CE ChKPAIllaBa, a ce M3ITMCBa C AyMH (microgram);
. obemuTe ce u3pa3siBaT B MIIHIUTPH (ml);
. B MexxayHapoanu eanauid (IU) - 3a lekapcTBEHH POAYKTH OT OMOJIOTHYEH ITPOM3XO.
(3) Cokpamenusta Ha JeKapcTBeHaTa (GoOpMa ce HM3IHCBAT BBPXY pelenTypHaTa OJaHKa/JEKapCTBEHUS JIMCT B CHOTBETCTBHE C JEHCTBaIaTa B CTpaHaTa
(hapmaxores.
(4) 3abpansiBa ce N3MOI3BAHETO HAa CHKPALICHUS U MTONIPABKH ITPH M3MIMCBaHE HAMMCHOBAHUSTA HA JIEKAPCTBEHUTE TIPOIAYKTH.
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Y. 9. JlekapcTBeHU NMPOAYKTH, IPUTOTBEHHU 110 MarucTpaiHa u papMakorieiiHa peenTypa, ce MpearnucBaT Ha OTeIHa pellenTypHa OJIaHKa.

Un. 10. ITpu mpeamucBaHe Ha BCEKH OTAEIEH JIEKAPCTBEH IPOIYKT JIMIETO Mo 4Wi. 4 € 3aab/DKeHO Ma ce MHGOpPMHpa OT MaIeHTa 3a MPEANIeCTBAIO WU
CBITBTCTBAIIIO JICUCHHE C IPYTHU JICKAPCTBECHH MPOTYKTH.

Pazpen 11.
IIpennuceaHe Ha JIeKAPCTBEHH NPOAYKTH, ChAbPKAallli HAPKOTHYHM BellecTBa

Un. 11. (1) IIpenmucBaneTo Ha JEKapCTBCHU MPOAYKTH, ChIBPKAIIKA HAPKOTHYHH BEIECTBA, CE€ M3BBPIIBA Ha CIICIHAlIHA pEIenTypHa OJaHKa 3a HAPKOTUIHU
BEIIECTBA CHITIACHO MpruToskeHUe Ne 4 ¢ KBIT IBAT - 32 HAPKOTHYHHUTE BemecTBa OT npuiokeHue No 2 kpM wi. 3, an. 2 3KHBII, u ¢bC 3eNeH UBAT - 32 HAPKOTUYHUTE BEIIECTBA
oT npuoxkenue Ne 3 kM . 3, ain. 2 3KHBIIL

(2) JlexapcTBeHNTE MPOAYKTH IO IprutokeHrne No 5, ChIbpKalld HAPKOTHYHU BEIECTBa B KOMOMHAIMS, Ce TIPSAITMCBAT Ha pelenTypHaTa OnaHka 1o an. 1 cbe
3eJICH IIBST.

(3) Crernmannara pernientypHa OJlaHKa ce OTIIEYaTBa B TPU €K3EMIUISIpa Ha XUMH3UpaHa XapTHA U ChABPKA OCBEH JAaHHHUTE 10 WI. 7 W CIICAHUTE NOIBIHUTEITHU

aHHU:
1. cepus 1 HOMep Ha pelenTypHaTa OJlaHKa;
2. Hagnuc "JIoKyMeHT, KOHTO IOJJIeKHU Ha ClieualieH oT4er".
(4) CpokbT Ha BATMAHOCT Ha CIEIMATHATA PeIlenTa € 7 JHU OT JaTara Ha W3/1aBaHeTo H.

Y. 12. (1) Peuenrata ce u3naBa B TpH €K3EMIUIAPA, IIBPBUTE J1BA OT KOUTO CE MPEIaBaT HA MAIMEHTA, a TPETHIT Ce ChbXPAHABA OT JICKaps/IeKaps Mo JCHTAIHA
MeIUIHA B IPOJBIDKEHIE Ha €JHA TOAWHA U CE IPEIOCTaBS Ha KOHTPOJIHHUTE OPTaHU IIPH MPOBEPKa.

(2) (U3m. - JIB, 6p. 94 ot 2011 r.) Cnex u3TH4aHe Ha CpoKa M0 aj. | perentuTe ce IpeaaBaT ¢ MPHEeMHO-IIPeaaBaTesieH MPOTOKOI Ha nHenekropure B P3U, kouto
TH CBXpaHABAT 3a CpoK 10 rofamHu, ciieq KOSTO Ce YHUIIOKABAT OT KOMECHS, OTIPE/ICIICHA ChC 3aroBe]l Ha AupekTopa Ha P31.

(3) Koraro mexapcTBEeHHAT MPOAYKT ce 3amwiamia 1mo pexa Ha Hapemba No 34 or 2005 1. 3a pena 3a 3amiamade OT pemyOJMKaHCKHSI OIOPKET Ha JICUYCHHETO Ha
OBNrapckuTe TpakAaHU 3a 3a00NsABaHMS, M3BBH 00XBara Ha 3aJb/DKHTEIHOTO 3PaBHO OCHTYpsIBaHE, JICKapsAT 3aJb/DKHTENHO OTOENs3Ba B peleNnTypHaTa OiaHka Mo
npuioxkeHue Ne 4, ye JexkapCTBEHUAT NPOAYKT ce 3amiama or M3.

(4) Koraro nexapcTBeHHAT MPOAYKT ce 3aruiamia oT Harmumonannara 3apaBHoocurypurenna kaca (H30K), nekapsat 3aabmkutenHo mombiBa kojga Ha H30K Ha
CHOTBETHUS JieKapcTBeH mpoaykT u MKDB koja Ha 3a0onsBaHeTo ChIITacHO Hapemdara mo wi. 45, an. 3 ot 3akoHa 3a 3ApaBHOTO ocurypssane (330).

(5) o mperienka Ha ekaps Ha €AHA perenTypHa OlaHKa MOJKe J1a ce TPEANICBA ITOBEYE OT eAMH JIEKAPCTBEH MPOAYKT, ChIbPIKAIl HAPKOTHYHH BEIICCTBA.

(6) 3abpansBa ce MPEANMMCBAHETO HA JICKAPCTBEHHU MPOYKTH, KOUTO HE ChIbPIKAT HAPKOTHYHH BEIIECTBA, HA CIICIIMATTHATE PEIICNTYPHHU OJTaHKU.

Un. 13. (1) [IpenmucBaHeTo HA JEKAPCTBCHU MPOMYKTH, CHIBPKAININ HAPKOTHYHHU BEIIecTBa OT HpruioskeHus Ne 2 w 3 kpM uwi. 3, an. 2 3KHBII, B mevyeOHuTE
3aBEICHHS ChC CTALMOHAP 33 XOCHUTAIN3NPAHUTE OOJHU CE U3BBPIIBA HA OTAEJICH JIEKaPCTBEH JIHCT.

(2) JlexapcTBeHHAT JMCT N0 ajl. 1 ce MOIBbJBA B TPU €K3EMIUISIPA - IBPBUAT € 32 CYETOBOACTBOTO HA JIEYEOHOTO 3aBE/ICHHE, BTOPUST - 32 OOJHUYHATA alTeKa, a
TPETHAT ce NMPEeAaBa B OTAEICHUETO, 3a€/IHO C JIEKAPCTBEHHUTE MPOTYKTH.

Ui 14. IIpu npeanucBane Ha JEKapCTBEHU MPOAYKTH, ChIIbPKAIIN HAPKOTUIHH BEUIECTBA, CE CIIa3BaT CIETHUTE N3UCKBAHUS:
1. KOJIMYECTBOTO HA JEKAPCTBEHUTE MPOIYKTH CE U3IUCBA C IU(PH U C TyMHU;
2. KOJIMYECTBOTO Ha MPEIHCAHN JEKapCTBEH MPOIYKT HE MOXKE J]a HA/IBHIIIaBa TeparieBTUIHATa 1032 3a 30 JHu.



Un. 15. JlekapCTBEHH MPOAYKTHU, ChABPXKAIIN HAPKOTHYHH BEIIECTBA, B KOJIMUYeCTBA 0 50 Mr 3a J1030Ba eIMHUIA B KOMOWHALUS C IPYTH JIEKAPCTBEHH BEILIECTBA
ce TpenucBaT Ha OOMKHOBEHA PEIeNTypHa OJlaHKa 3a €IHOKPATHO OTITyCKaHe U B KOJIMYECTBA, ChOOPa3eHH C JTHEBHATA JIO3UPOBKa, 32 HE ToBeue oT 30 IHHU.

Y. 16. HpI/I npeanrMcBaHe Ha BCCKU OTACJICH JICKAPCTBEH HNPOAYKT JIMLICTO IO HJI. 4 e 3abJDKCHO Ja CC I/IH(i)OpMI/Ipa OT NMalreHTa 3a NpeAUISCCTBAIIO WJIN
CBITBTCTBAIIO JICYECHUE C APYTH JICKAPCTBEHU IIPOAYKTH.

Paznean III.
IIpennucBaHe HA JIeKAPCTBEHH MPOAYKTH, 3aIJIAIIAHN OT PenyOJHMKAHCKHS OIOIKET 32 JeUeHHETO HA ObJArapcKkuTe rpaskIaHu 3a 3a00/15IBAHUS, U3BBH
00XBaTa HA 3aBJKUTETHOTO 3IPABHO OCUTYPsSIBaHe

Un. 17. JlekapuTe Morar ja NpeIIHCBaT JIEKAPCTBEHU MPOJYKTH, 3alUIalllaHd ChC CPEICTBA OT PEMyOJIMKAHCKUs OIOJKET 3a JieueHHue Ha 3a00isIBaHMs, U3BBH
00XBaTa Ha 3aJIBJDKUTEIHOTO 3/IpaBHO OCHTypsiBaHe chriaacHo Hapenba Ne 34 or 2005 r. 3a pena 3a 3aiuiaiiaHe OT PemyOJMKAHCKHS OIOKET Ha JICUCHUETO Ha OBJITapcKuTe
rpaXkIaHH 3a 3a00JIIBaHM, U3BBH 00XBaTa HA 33ABDKUTEITHOTO 3/IPABHO OCUTyPSIBaHE.

Yo 18. JlekapcTBEeHUTE NPOAYKTH IO Wi. 17 ce mpeanucBar Ha peenTypHa 0jlaHKa, ChOTBETHO JIEKAPCTBEH JIMCT, ChIacHoO npuitoxkenust Ne 8 u 7 Ha Hapenoa Ne
34 ot 2005 r. 3a pena 3a 3amamiane OT permyOIMKaHCKUS OIO/DKET Ha JICYEHHETO Ha OBIrapcKuTe IpaskAaHH 3a 3a00JsBaHUS, N3BBH 00XBaTa Ha 33IBIDKUTEIHOTO 3/PAaBHO
OCHTypsIBaHE.

Un. 19. KonngecTBOTO Ha MpEIIHCAHUTE JICKAPCTBEHU MPOIYKTH CJEIBA JJa CHOTBETCTBA Ha cpokoBere mo wi. 22 or Hapemba Ne 34 ot 2005 r. 3a pena 3a
3aIuIalllaHe OT penyONNKaHCKUs OIOKET Ha JICUCHUETO Ha OBJITapCKUTE TPpaXkJaHU 3a 3a00JIIBaHuUs, U3BBH 00XBaTa Ha 3aJBbJDKUTEIHOTO 34PaBHO OCUTYpsiBaHE U Wi. 14 oT Ta3u
Hapeno0a.

Ui 20. [Ipeanucanute TeKapcTBEHU MPOAYKTH O pena Ha 4. 18 ce BOUCBAT B MEIUIIMHCKATA JJOKYMEHTAIIHSI Ha TAIeHTa.

Un. 21. (1) JlexkapcTBeHN IPOAYKTH 33 HAMEHTH, KOUTO CE€ JIEKyBaT IPH aMOyJIaTOPHU YCJIOBHS, C€ IPEIIMCBAT Ha pelenTypHa OJaHKa ChIIacHO IpuIoxkeHue No
8 ot Hapemba Ne 34 or 2005 r. 3a pema 3a 3aruiamjaie OT PemyOJIMKAHCKHs OIODKET Ha JICYCHWETO Ha OBJITapcKUTe TpaKIaHW 3a 3a00JsBaHUs, M3BBH 00XBaTa Ha
3aBJDKUTEITHOTO 3[JpaBHO OCUTYpsIBaHE, KOSATO CE M3J]laBa B J[Ba €K3eMIUIApa. [IbpBUAT €K3eMIUISIp ce ChXpaHsIBa B alTeKaTa, a BTOPUST - B CYETOBOJCTBOTO HAa CHOTBETHOTO
Je4eOHO 3aBeICHHE B MIPOIBIDKCHNE Ha 5 TOANHH.

(2) JlexapcTBeHH NPOIYKTH 3a MAllMEHTH, KOUTO C€ JIEKyBaT IPH CTAllMOHAPHU YCIOBHSA, C€ MPEINMCBAT Ha JIGKAPCTBEH JIUCT CHINIACHO HpumiiokeHne Ne 7 ot
Hapen6a Ne 34 ot 2005 r. 32 pena 3a 3amiamaHe OT pelryOlInKaHCKus OI0/DKET Ha JICYEHHETO Ha OBJITrapCKUTE paskAaHy 3a 3a00isIBaHus, U3BbH 00XBaTa Ha 33/IbJDKUTEIHOTO
3/[paBHO OCHTYpPsSBaHE, KOWTO CE U3/1aBa B TPU CK3EMIUTAPA. [IBPBUST €K3eMILIAp ce ChXpaHsBa B alTeKaTa HA CbOTBETHOTO JICUYEOHO 3aBEICHHUE, BTOPHST - B CIETOBOJCTBOTO, &
TPETHSAT - B oTAeeHreTo. CpOKBT Ha ChbXpaHEHHE Ha JIEKAPCTBEHUS JIUCT € 5 TOJIMHMU.

Wi 22. Penentute 1Mo wi. 18 ca BaJMIHM 32 CPOK 15 JHU OT aTaTa Ha U3JABAHETO FIM.

Pazgen IV.
IIpennucBaHe HA JIEKAPCTBEHH MPOAYKTH, 3aIVIAIIAHN HAMBJIHO WK YacTuyHo oT H30K



Yn. 23. (1) Jlunara mo ui. 4, an. 1, paboTeny B Je4eOHU 3aBelicHHS 3a W3BHHOOJIHUYHA MOMOII, B M3MbIHEHHEe Ha goroBop ¢ H30K morar ma mpemmucear
JIEKapCTBEHU MPOAYKTH 3a JICUCHHE Ha 3aIBIDKUTENHO 3apaBHoocuryperu imna (330J1), 3amnamann HareiHO win 9acTudHo oT H30K 3a momamniHo jedeHrne Ha TepUTOpHATA
Ha cTpaHaTa 3a 3a00JIsIBaHus, ONpeieeHn ¢ HapeabaTa mo wi. 45, an. 3 330.

(2) U3BBH ciyyante 1o an. 1 JekapcTBEHH MPOAYKTH, 3aIlLTANaHK HAMBJIHO Wwid yacTiyHO oT H3OK, Morat na ce mpeamucBaT OT JieKapu/JIeKapy Mo JCHTAIHA
MeIUINHA, paboTeH B JIeYeOHN 3aBEACHHUS 32 N3BFHOOIHUYHA ITOMOIIL IO WI. 5, air. 1 oT 3akoHa 3a eueOHNTE 3aBeICHNS, KOUTO ca KbM MUHHCTEPCTBOTO Ha MPaBOCHAHUETO.

(3) JlexapcTBeHHM NMPOIYKTH, 3alljialllaHi HarbJIHO uiK yactuyHo ot H3OK, morar pa Oblar npeanucBaHy Ha 3ApaBHOOCUTYPEHH OBITAPCKU IPaKAaHH, JIUNA C
MPaBO Ha 3PaBHO OCUTYpsIBaHE, YIOCTOBEPEHO OT JPyra AbpikaBa - wieHka Ha EC, mwin chrilacHO IBYCTPaHHU CIIOTO0U.

(4) JIunata mo un. 4, an. 1, cmenuanucty no npoduiaa Ha 3abonsBaHeTo, padorentu mo goroBop ¢ H30K B nedeOHM 3aBeeHns 32 M3BBHOOTHUYHA TTOMOII WK
CHENHANTN3UPAHN KOMUCHUH B JICUeOHU 3aBe/IeHUs 3a OOJHMYHA ITOMOI, cKitouri noroBop ¢ H30K, Morat 1a u3gaBat mpOTOKOJIH 3a MPEINICBAaHEe HA JIEKAPCTBEHU MPOIYKTH,
samutamanay ot H30K/P30K.

Ui 24. (1) JlekapcTBeHHUTE TPOAYKTH, KOUTO HAIMBIHO WK yacTuyHO ce 3amtamat oT H30K, ce mpennuceat Ha penentypHa 6manka (o6pazenr M3 - H30K Ne 5 o
npuiokenue Ne 6), peuentypHa 61anka (oopasen; M3 - H30K Ne 5A mo mpuioxkerne Ne 7) mimm 3a TsIX ca U3aBa MpoTokou (oOpaser mo mpuioxernne Ne 8) 1o pen, onpeneineH
B HanmonanHus paMKOB OTOBOP, pectl. pemenne Ha Ynpasurenans cbeT Ha H30K, ceriacHo wi. 535, an. 3 330.

(2) PenentypHute 61aHkH 1O all. 1 ce U3AaBaT, KaKTo Cle/Ba:

1. peuentypHa 6manka (oopazen M3 - H30K Ne 5 mo mpunoskenue Ne 6) - 3a mpeamnucBaHe Ha JICKAPCTBCHU MIPOAYKTH 3a JICUCHUE Ha 3a00JIBaHUs, B KOINIECTBA
3a He noBeue oT 30 AHuU;

2. peuenrypHa Oxanka (o6pazerr M3 - H30K Ne 5A no npunoskenne Ne 7) - 3a mpearcBaHe Ha JIGKapCTBEHH MIPOIYKTH 3a JICUCHHE HAa XPOHUYHU 3a00JsIBaHUs, B
KOJIMYeCTBa 3a He moBede ot 90 gHu.

(3) HemomrbsiHeHUTE 10JI€Ta B peleNTYpHUTE OJIaHKY 10 al. | ce aHyaupaT cbe 3Hak "Z'".

(4) PenenrtypHuTe O61aHKH 110 al. 1 ce M3aBaT B 1Ba CK3EMILIAPA.

(5) JIunata mo wi. 23 Morat 5a pa3nedaTBaT 0Opas3luTe Ha JOKYMEHTHUTE T10 ajl. 1, KaTo ChIMUTE ChABPIKAT 3aBIIKUTEITHO BCUIKH PEKBU3UTH.

Y. 25. (1) JIunaTa mo wi. 23 BOUCBAaT B aMOyJIaTOPHUS JIUCT, KOUTO ce chXpaHsaBa B gocueTo Ha 330J1 3a 0TYETHOCT M KOHTPOJI, CIICAHUTE JAHHU OT PEICTITUTE IO
. 24, an. 1: xog mva H30K, MKB konx Ha 3abonsBaHeTo mo Hapendara mo wi. 45. an. 3 330, curHaTypa, MPEeaIucaHo KOJIMYECTBO M JTHHUTE, 32 KOWTO € JOCTAaThYHO
MPEIMUCaHOTO KOJHUECTBO.

(2) JaraTta Ha W3maBaHe Ha pelenTara cle/iBa 1a ChBIIaJIa C JaTaTa Ha M3/IaBaHe Ha aMOYIaTOPHHS JIHCT.

Yot 26. (1) JInnara mo wi. 23 uMar npaso Ja NpeaIKucBar Ha e/iHa peLenTypHa O1aHKa IO TPH JEKapCTBEHH MPOAYKTa, CBbP3aHHU C JICYCHUETO Ha JI0 TPH Pa3IHuIHU
3a00JIIBaHMS, @ HA €JJMH IIPOTOKOJ - €INH JIEKapCTBEH MPOAYKT B JI0 TPH J030BU CIMHUIIN 3a €HO 3a00sIBaHE.

(2) IIpomenn B TIpeANUCAHWUTE JEKAPCTBEHH MPOAYKTH IO perenTtypHa Omanka (oOpazen M3 - H30K Ne 5 mo mpumoxenue Ne 6) Moke Ja IpaBU caMo
JIeKapsT/IIeKapsT MO IeHTaIHa MEJUIIMHA, N3/Iajl PeLenTara, KaTo 3a [eJTa ChIIUIT aHyIupa Hen3IbJIHeHAaTa pelenTa U n3/jaBa HOBa.

(3) Ilpomenn B mpexAnMcaHnTe JIEKAPCTBEHH MPOAYKTH 1O pelentypHa Omanka (oopaszernr M3 - H30K Ne 5A mo mpmoxenne No 7) Moke Aa mpaBH camMo
JIeKapsT/IeKapsT MO IeHTaIHa MEJUIIMHA, U3/Iajl PEeLenTara, KaTo 3a [eJTa ChIIUIT aHyIMpa HeN3IbJIHEHUTE OTPS3BIM OT Hesl U M3/]aBa HOBA.

(4) B ciryqaunTte mo ain. 2 u 3 nunata mo wi. 23 3agemkutenHo u3uckBat ot 330J1 penenTtypHuTE ONaHKK WIH OTPSA3BIM OT PEUENTYpHH OJaHKH, KOUTO TOJICKAT
Ha aHyJTupaHe. AHYJUPaHNUTE PEUENITYPHU OJIAHKU UJTH OTPSA3BIM OT PEIENTYPHU OJIAHKH ce chXxpaHsaBar B nocrero Ha 330J1, mpukperneHn KbM aMOyJIaTOPHHUS JINCT OT JlaTaTa
Ha TAXHOTO U3/IaBaHE.

(5) Ipn u3KMIOYBaHE HA JIEKAPCTBEHH MPOTYKTH OT TO3UTHUBHHMS JIEKAPCTBEH CNMCHK M3AAZCHUTE PEIENTH Ce aHyIMpaT Mo peaa Ha ail. 2, 3 u 4, KaTo MaleHTHTe
He 3amamar cymaTa mo wi. 37, axn. 1. 1. 1 330, ako He ce Hajlara Oka3BaHe Ha MEJUIIMHCKA TOMOIIL.

Y. 27. (1) JIumara mo @wi. 23 UMaT MpaBo [1a MPEIIICBAaT JIEKAPCTBEHH MPOIYKTH, 3a KonTo H30OK HaIrbIIHO MIIM YaCTHYHO 3aIliaiia, B CIICAHUTE KOINIEeCTBa!

1. 3a le4eHUe HA OCTPHU CHCTOSIHUSA - JIEKapCTBEHHU NMPOIYKTH 3a He moBeue oT 10 aHu;

2. 3a JCYCHHE Ha XPOHUYHU 3a00JIIBaHUS - JICKAPCTBEHU MPOAYKTH 32 He oBede oT 90 JHU, MpeINIcaHl Ha 0 TPH OTPsA3bKa OT perentypHa OiaHka (oOpaszern M3
- H30K Ne 5A mo mpunosxenue Ne 7) unn Ha perientypHa 6manka (oopazer M3 - H30K Ne 5 o npunoskenne Ne 6).

(2) JInnata mo wi. 23 mocoyBat B pelenTypHUTe O6JaHku 1o wi. 24, an. | u B aMOynaTopHUS JIUCT CPOKa, 3a KONTO ce IMpeAIucaa.




(3) B ciyuaure mo an. 1, T. 2 ce mpeAnvcBaT JEKapCTBEHW NPOJAYKTH HAa €IMH OTPSA3BK 3a He mosede oT 30 JIHM, OCBEH KOraTo JIMICBA MOJIXOJSINA OIMaKOBKa
CBIIIACHO CIHCHKA IO WiI. 262, an. 1 oT 3akoHa 3a JIEKapCTBCHHUTE MPOAYKTH B XyMaHHaTa MeauuHa (3JIIIXM).

Yo 28. Ha peuentypuute 61anku 1o wi. 24, an. 1 He morat Ja ObaaT NpeAlMCcBaHy eTHOBPEMEHHO JIEKAPCTBEHHU MPOAYKTH:
1. Ha3HAYEeHU € IPOTOKON 1O Wi. 24, an. | ¥ TakWBa, KOMTO HE Ca HA3HAYCHHM C TaKbB IIPOTOKOI;
2. Ha3HA4YeHH C TIOBeYE OT €MH MPOTOKOJ 1Mo 4. 24, ai. 1.

Y. 29. (1) JInmata mo wi. 23 ca moexHE Ada yBemomar 330J1 - pecr. HEroB ponuTeN, HACTOMHHUK WIIH TOMIEYUTEN, MM JUIETO Mo wi. 162, an. 3 oT 3akoHa 3a
3/IpaBeTO, 3a BHUJA HA MPEANMCAHUTE JIEKAPCTBEHU MPOAYKTH, TAXHOTO JSHCTBHE, HEXKETaHHW JIEKaPCTBEHN PEaKINH, pell 1 HAauWH Ha TMpUeMaHe, 3a cymara, KOsTO cjelBa Ja
3aIy1aTH, ako JIEKAPCTBEHUST MPOIYKT ce 3aruiama yactuano ot H30K.

(2) YeemomsaBanero Ha 330J1, peci. HETOBHS POAMTEIN, HACTOMHUK, TIOMICYUTEN WIIH JTULETO 1o Wi. 162, an. 3 or 3akoHa 3a 3[paBeTo, CE YAOCTOBEPsBA C MOJIHCA
My B aMOyJIaTOpHUS JIUCT.

Y. 30. (1) Penenture, m3nucanu 1o peAa Ha TO3M Pa3liell, IMaT CPOK Ha BAJMIHOCT CYMTAHO OT J1aTaTa Ha M3aBaHe, KAaKTO CIeBa:

1. o 15 xanenmapHu JHM - 3a perenTypHa O1anka (oopaszenr M3 - H30K Ne 5 mo npunoskenune Ne 6) u 3a oTpsi3bK A oT perentypHa 6ianka (oopazer; M3 - H30K
Ne 5A no npunoxenune Ne 7);

2. 1o 45 kaneHmapHu THU - 3a OTPA3BK B oT penentypra 6yanka (o6pazenr M3 - H30K Ne SA mo mpuiioskenne Ne 7);

3. no 75 xanenaapHu AHU - 3a oTpsi3bK C oT penentypHa 6imanka (oopaser; M3 - H30K Ne 5A mo npusnoxenne Ne 7).

(2) OtmenHuTE OTPA3BIM Ha perenTypHa 6manka (oopasery M3 - H30K Ne 5A o npuinoskeHue Ne 7) ce H3IMBJIHABAT ITOCTIEIOBATEIHO B CICIHATE CPOKOBE CYMTAHO
OT JlaTaTa Ha U3JaBaHETO M.

1. o 15 kaneHmapHu JHU - 32 OTPSI3BK A;

2. o1 30 10 45 KaneHnapHU JHU - 3a OTPSA3EK B;

3. ot 60 1o 75 KaneHgapHU JHHU - 33 OTPsI3bK C.

(3) [poTokomuTe o wi. 24, an. | ©MaT CPOK HA BATUAHOCT A0 6 Mecella CYNTAHO OT JaTaTa Ha 3aBepsABaHETO UM B PermoHamHara 31paBHOOCHTYpUTETHA Kaca.

I'naBa yerBBpTA.
OTIITYCKAHE HA JIEKAPCTBEHMU NPOAYKTHU

Pazgen 1.
IIpuemane u U3NMbJAHEHUE HA JTeKAPCTBEHUTE NMPEeANUCAHUS

Un. 31. Ilpu npueMaHeTo Ha pelenTUTe U JeKapCTBEHUTE JICTOBE MAaruCThp-(hapMaleBThT ce 3a1bKaBa J1a:

1. mpoBepsiBa aJIK ca CIIa3¢HU M3UCKBAHUATA HA TIaBH BTOPA U TPETa;

2. HE OTITyCKa JEKapCTBEHHU NMPOIYKTH CPEIy TaJOHH 32 OTCTBHIIKA MM APYTH AOIBIHUTEIHN MaTepHalli, HEIPEIBUACHNU B Ta3u Hapenoa win 3JIIIXM;

3. OCTOIHOCTSIBa NpEANUCAHUTE JIEKAPCTBEHH MNPOJYKTH M C€ MOANUCBA; CIOMAaraTelHUTE MaTepHaldl U OIAKOBKUTE, KOUTO C€ M3MOJ3BAT 3a JEKAPCTBEHU

TIPOIYKTH, TIPATOTBEHH IO MarMCTpalHa U (papMaKoleiiHa perenTypa B alTeKUTe, Ce BITMCBAT 110 BHJ U KOJIWYECTBO M CE OCTOMHOCTSBAT ChINIAaCHO Hapenmbara 3a yCIoBHATA,
[IpaBUJIaTa M Pejia 3a PeryJupaHe U PerucTpUpaHe Ha IIEHUTE Ha JIGKApCTBEHUTE MpoaykTH, (1B, 6p. 104 ot 2007 r.);
4. BMcBa BCsKa M3MBbJIHEHA PEIIeNTa B JHEBHUK 32 PETHCTPUPAHE HA PELENTH.

Un. 32. (1) B anTekaTa 3aJbpDKUTETHO CE ChXPaHABa B IIPOABIDKCHNE HA TIET TOAWHU HHpOpMaLus 3a:
1. IpreTHTE U U3IIBIIHEHUTE PELEITH;

2. TIOJTyYEeHUTE JICKAPCTBEHN MPOAYKTH 110 MTAPTHIH.

(2) Ha rpp0a Ha Bcsika penenTa MarucTbp-GpapManeBThT IIOCTaBs Meyar, KOHTO ChbpiKa:

1. HOMepa U AaTara Ha pa3penIeHUEeTo 32 OTKPHBAHE Ha alTeKara;

2. HOMepa U JaTaTa Ha IpUEMaHe Ha pellenTara;



3. MOANUC HA U3I'BJIHUIIUA MPECATTUCAHUCTO,
4. MOANUC Ha OTIIYCHAJIUS JICKAPCTBCHUTC NPOAYKTH.

Un. 33. (1) B anTexure perentute ce U3MBIHABAT IPUOPUTETHO MO CICAHUS PEA:

1. pementr ¢ ykazanue "muto", "muTHcHMO" WM "cTaTuM" ce M3MBIHABAT He3a0aBHO, KaTO BBPXY TSAX ce OTOEJI3BA YaChT Ha IIOCTHIIBAHETO B allTeKaTa W Ha
W3IIBIIHEHUETO UM;

2. peuentu 3a geua 1o 14 rogunu;

3. BCHYKH OCTaHAJIM PELEITH CE U3ITBJIHABAT 110 PE/a Ha OCTBHIIBAHETO MM.

(2) JlexapcTBeHH NPOJYKTH, IPUTOTBEHH M0 MarucTpaiHa u (hapMakoIeiiHa pelenTypa, ce IpUroTBIT B paMKUTE Ha 24 yaca OT IpHEeMaHeTo Ha pelenTara.

Un. 34. (1) Ilpu oTnyckaHe Ha MpeANUCAaHH JEKapCTBEHHU MPOIYKTH CE CIa3Ba CICTHHUAT Pel;

1. xoraTo JIEKapCTBEHUAT NMPOAYKT € MPEANUCAH Ipe3 MEXTyHApPOIHO HETAaTeHTHO WM (papMaKkomeHO HaMMEHOBAaHHE Ha JEKaPCTBEHOTO BEIIECTBO, CE OTITyCKa
JIEKapCTBEH MPOJYKT, ITPOM3BEAEH M pa3pelleH 3a ynorpeba B cTpaHaTa, KOWTO ChABpPKA MPEINHCAHOTO aKTUBHO BEIIECTBO, KaTO 3a/JbIDKUTEIHO Ce CIla3BaT IpejanrcaHara
JekapcTBeHa (popMa M KOIMUYECTBOTO B 1030BA CIMHUIIA;

2. KOTaTO JIEKapPCTBEHUAT IPOIYKT € MPEIIICaH IT0 THPrOBCKO HAMMEHOBAHHE, CE€ OTITYCKa TOYHO MPEIIHCAHIIT IPOTYKT.

(2) Koraro anrtekara He pasrojara ¢ MpeAlcaHus JIEKapCTBEH MPOIYKT, MarucTbp- (GpapMaleBThT € JUIbKEH Ja T0 OCUTYPH B CpoK 10 24 daca. B To3m ciyuait
JaraTa ¥ 9achT Ha TOCTHIIBAHETO HA PELENTAaTa Ce OTPa3siBaT BbPXY HEsl.

Un. 35. (1) Cnen oTyckaHeTo Ha MpeANMCaHUTE JIEKAPCTBEHU MPOIYKTH pelienTaTa ce BpbIlla Ha IPUHOCUTENS H.

(2) (U3m. - [IB, 6p. 94 ot 2011 r.) B anTekute Ha jgeyeOHUTE 3aBEACHUS ChC CTAIIMOHAP, CKIIOYIIIN OTOBOP 10 pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a
3ananiane oT penyONuKaHCKus OO/DKEeT Ha JeYeHHeTO Ha OBJITapCKHUTe TPAXAAHM 33 3a00JI4BAHUS. M3BBH 00XBATA HA 3aJbDKUTENHOTO 3APABHO OCHILYPsBAHE, CE 3abpikKa
€IMHMAT EK3EMILISIP Ha peLenTaTra.

(3) B anrTexara ce 3agppikaT BTOPHUAT eK3eMIUBIp oT penentute oopazerr M3 - H30K Ne 5 mo npuioskerne Ne 6, BTOPHAT €K3eMIUISP OT OTPA3BIUTE Ha pelenTypHa
6manka obpazery M3 - H30K Ne 5A mo mpunoxenue Ne 7 u konust OT mpoTokoiute (obpasen o npuaokerne Ne §), 9MUTO PEeKBU3UTH HE CE MOMBIBAT OT alTeKaTa M KOUTO ce
ChXpaHsBaT B allTeKaTa eHa roAWHa, CYUTAHO OT JaTaTa Ha TAXHOTO U3IIbIHCHHE.

Y. 36. Ilpu oTmyckaHe Ha JEKAPCTBEHHU MPOIYKTH MAarkHCThp-(PapMaieBThT € ITBXKEH J1a MPeAoCTaBu HH(OPMAIIUSI U ChBETH HA MAIUCHTUTE, U3PA3eHHU SICHO, Ha
€3WK, JIECCH 32 BB3IPHEMaHe, OTHOCHO O€30MaCHOTO U €(PEKTHBHOTO IMPHEMAaHE U H3II0JI3BAHE HA JICKAPCTBEHUTE TPOTYKTH.

Ui 37. (1) [Ipennucanwsi, KOUTO HE OTTOBAPST HAa U3MCKBAHUATA TIO TJIABM BTOpA U TPETa, HE CE U3ITBJIHABAT.
(2) Tlpn BB3HHKHAJIO CHMHCHHE OTHOCHO NPEAMUCAHOTO B pPElENTaTa MarucThp-(apMaleBThT € IIBKEH, MPEeIU Ja OTIYCHE JIGKAPCTBEHHS MPOIYKT, Ja Ce
KOHCYJITHpA C TIPEIIHACAIINS perlenTaTa JeKap.

Un. 38. He ce oTmyckar iekapcTBEHH IPOAYKTH MO KOMKE Ha OPUTUHATIHA PeLenTa.

Ui 39. Ilpeau oTmyckaHe Ha JIGKAPCTBEHH MPOIYKTH Oe3 perenta MarucThbp-hapMameBThT HAIIOMHS Ha MaldeHTa pean ynorpeda aa npoyete nHGOpManoOHHATA
JIUCTOBKA.

Paznen 11.
OTnyckaHe HA JIEKAPCTBEHU MPOAYKTH, ChAbP:KAIld HAPKOTUYHHU BelllecTBA



Un. 40. JlekapcTBeHU NPOJYKTH, ChABPAKALIN HAPKOTUYHY BEIIECTBa, IPEANUCAHHU 110 peia Ha [JlaBa TpeTta, pa3zaen II, ce oTmyckar B anTeku, KOUTO:
1. ca mOTyYHIIM JHUIIEH3US 32 THPrOBHUS Ha IpeOHO M ChXpaHsABaHE HAa HAPKOTHYHH BemiecTsa 1o pena va 3KHBIT;
2. ce HaMHUpaT Ha TEPUTOPUATA HAa 0OJACTTA 10 MECTOU3/IABAaHE HA PEIleTaTa.

Un. 41. (1) Ilpu mpuemaHe Ha pelENTUTE U JIEKAPCTBEHWTE JIMCTOBE MArMCThP-(apManeBThT 3aJBJDKUTECIHO NPOBEPsBA Al ca CIa3eHW H3MCKBAHMATA 32
MPEANICBaHe Ha JEKAPCTBEHU HMPOIYKTH, ChIbPIKAIlld HAPKOTHIHHU BEIIECTBA, M HA IIBPBUS EK3EMIULIP OTOEISI3Ba TPUTE MMEHA M JTAaHHUTE OT JIOKyMEHTa 32 CaMOJINYHOCT Ha
MIPUHOCUTENS Ha perenraTa.

(2) IIvpBUTE eK3eMIULIPH OT PELENTHTE Ce MOAPEXIaT B XPOHOJIOTHUEH pel, KaTo HeoOXoaumara WH(OpMaLus OT TSAX Ce BBbBEXKJAa B CIEIHAIHUS PErUCTBHP,
cprinacHo wi. 3 ot Hapen6a Ne 21 ot 2000 1. 3a M3UCKBaHUATA KbM JOKYMEHTAIMATA M OTUYETHOCTTA MPH W3BBPIIBAHE HAa JEHHOCTH ¢ HAPKOTHYHW BEIIECTBA M TEXHUTE
npenapatu (06H., 1B, 6p. 86 ot 2000 r.; u3m., 6p. 55 ot 2005 r.).

(3) (U3m. - B, 6p. 94 ot 2011 r.) Bropure ek3eMIUISIpH OT pEeLENTUTE Ce U3MpanaT Ha HHCIIEKTOopa M0 HapKOTHYHUTE BemecTBa B P3U mo ommc Ha XapTueH u
€JIeKTPOHEH HOCHUTEN B CPOK 10 10 1HU ciex Kpas Ha BCEKH MECEIl.

(4) Korato nekapcrBenusT nmpoaykr ce 3amiama or H30K, Ha Besiko 16-0 mmm 1-Bo 4unciio Ha Mecela BTOPHAT €K3eMILIIp Ha penenrtata ce npenasa Ha P3OK 3a
OTYETHOCT ¥ KOHTPOI.

(5) B anTekute Ha yne4yeOHUTE 3aBEACHHS ChC CTAlMOHAp CIEA W3IIBJIHEHHE Ha MPEANHCAHMATA IO JIEKAPCTBEHHUS JIMCT MarucTbp-(hapManeBThT ChXpaHsSBA B
anTeKaTa BTOPHS €K3eMIUIApP OT JICKAPCTBEHMUS JIHCT.

Un. 42. (1) IIspBuTe eK3eMIUIApH Ha pPelENTHTEe, KAaKTO W JIEKApCTBECHUTE JIMCTOBE, II0 KOMTO Ca OTIYCHATH JICKAPCTBEHH NPOAYKTH, ChABPKAIINA HAPKOTHUIHU
BEILIECTBA, CE 33IbPKaT B allTeKaTa U Ce ChXpaHsBaT 3a CPOK €/IHa FOIMHA, KaTo Ce MPEICTaBAT Ha KOHTPOJIHHUTE OPTraHH IPH IPOBEpKa.

(2) (U3m. - OB, 6p. 94 ot 2011 1.) Ciieq u3THYaHEe HA CPOKa IO aj. | pelenTuTe W JIKApCTBEHUTE JIMCTOBE C€ MpEaaBaT ¢ MPUEMHO-TIpeaBaTesieH MPOTOKO Ha
uHcnekropure B P3U, xouto ru cexpansaBar 3a cpok 10 rogusu.

U 43. 3abpansBa ce OTITyCKaHE Ha JIGKAPCTBEHH MPOIYKTH MO PELENTa MU JICKApCTBEH JINCT, MPEICAaHN IPEAH oBeYe OT 7 AHU.

Un. 44. (1) 3abpansBa ce OTIMycKaHE Ha JIEKAPCTBEHH MPOTYKTH, ChABPXKAIIY HAPKOTHUYHM BellecTBa OoT npuiokeHust Ne 2 u 3 keMm ui. 3, an. 2 3KHBII, B
KOJIMYECTBA, TI0-TOJIEMH OT MPEATUCAHUTE.

(2) IIpu ycraHOBsIBaHE Ha HECHOTBETCTBHSA B MIPEANHUCAHUETO U MAKCHUMAIIHO JOITyCTUMATa /1032 MaruCThp-(papManeBTHT B allTeKaTa € JUIkKEH J1a Ce KOHCYJITHPa C
MpeANICAINs peLenTara jexap.

(3) TIpn HEBB3MOXKHOCT 32 M3IMBJIHEHUE HAa MPEANMHUCAHUETO Clie] KOHCYJITAIMATA IO aj. 2 perenrara ce BpbhIla Ha JieKaps/Jaekaps IO JeHTaJIHAa MEIUIuHA 3a
aHyJIMpaHe.

U 45. 3abpansBa ce OTITyCKaHE Ha JIGKaPCTBEHH MIPOAYKTH IO peaa Ha TO3H pa3zel, KoraTo IPHHOCHTENAT Ha pelenTara e nox 18 ronuHm.

Paznean I1I.
OTnyckaHe Ha JIeKAPCTBEHH MPOIYKTH, 3aIJ1AIIAHN HANBJIHO 0T M3 M HambJaHO Wi yactuuHo oT H30K

Ui 46. (1) (U3m. - JIB, 6p. 94 ot 2011 1.) OTnyckaHeTo Ha JeKapCTBEHU MPOIYKTH, MPEANMCAaHH MO pela Ha rIaBa TpeTa, pazaen 11, ce u3BbpIIBa OT aNTeKH HA
JieueOHU 3aBEJICHUS ChC CTaI[MOHAP, CKIIIOYIIIM IOroBop mo pena Ha Hapemba Ne 34 or 2005 r. 3a pena 3a 3amiamiaHe OT PEnyOJMKAHCKHs OFOJDKCT HA JICYCHHETO Ha
OBJIrapCKUTE TPANIAHHN 32 3a00JIIBAHNUS, U3BBH 00XBATa HA 33/ LIDKUTEIHOTO 3(PABHO OCUIYPSIBAHE.

(2) Koraro mpuHOCHUTENAT Ha pelienTara e JIMile, pa3IndHo OT JIUIETO 1Mo Wwi. 7, an. 1. T. 7, Ha rpp0a Ha MBPBHSI €K3EMIUISIP HA perenTara ce 0TOesI3BaT TPUTE My
UMCHA U JAHHUTE OT JOKYMEHTA 32 CAMOJIMYHOCT.




(3) OrnyckaHeTo Ha JIeKapCTBCHH MPOIYKTH, MPEIITUCAHY 110 Pelia Ha [iaBa Tpera, pa3zen 1V, ce u3BbpiiBa OT anTeku, padorentu mo gorosop ¢ H30K.

i 47. OTiryckaHeTo Ha JIEKapCTBEHH MTPOYKTH, TIPEIITUCaHN Ha perenTtypHa Oianka (oopaser; M3 - H30OK Ne 5A no mpuiokenne Ne 7), ce uzBspmBa Ha 30 1HH,
KaTo JaTaTa Ha U3IIBJIHCHUE Ha BCEKU OTPA3BK CC€ MMOCOYBA BbPXY HEI'0 U BbPXY CJI€ABalllnsd OTPA3LK.

Ui 48. (1) Pententrte 1 MPOTOKOJIMTE HE CE UBITBJIHABAT U CE BPBIAT HA MPUHOCUTEIIS UM, KOTATO:

1. petienTypHaTa OJ1aHKA HE ChABPIKA U3LSIIO MOMBIHEHH BCUYKH JIAHHHU;

2. CPOKBT Ha BATMJHOCT € H3TEKBII,

3. mpenmuCcaHusIT JeKapCTBEH NPOAYKT He ce 3amnama oT M3, or H30K wnu He oTroBaps Ha M3MCKBAaHUATA, ONIPEJIICHN B 1oroBopa Ha antekara ¢ H30K;

4. ca OMTyCHATH TPEIIKY ¥ HEChOTBETCTBHS MIPU MONBIBAHE HA OJIAHKUTE;

5. B Clly4auTe, KOraTo He ca U3IbJIHEHU U3UCKBAHMATA Ha Wi. 7, an. 1, T. 3.

(2) Maructep-hapMareBTsT, OTITyCKall JEKapCTBEHUTE MPOAYKTH, HSIMA MPaBO Jja HaHACA IOMPaBKU BBPXY pelenTypHara OlaHKa, ¢ M3KIIOUYEHHE Ha MONPaBKU
MIPY HAIPaBEHHU OT HEro TEXHUYECKH TPEIIKH B MOMEHTA Ha M3ITBJIHCHHE Ha perenTara. B To3u cirydaii Toi ce moIrcBa Cpelly HalpaBeHaTa OT HEro KOPEKIIHS.

Pazgen IV.
OTnyckaHe Ha JIeKAPCTBEHU MPOJAYKTH B JieueOHH 3aBeleHUs] ChC CTAIHOHAP

Yo 49. (1) JlekapcTBeHUTE NPOLYKTH 33 XOCIHUTAIN3UPAHUTE OOJIHHU Ce OTITyCKAT OT OOJTHWYHATA anTeKa.

(2) U3m. - JIB, 6p. 2 or 2012 r.) Koraro nedebHO 3aBeIeHHE CHC CTAlMOHAp HAMA amnTeka, ce mpuiaraT 4i. 38 - 386 or Hapemba Ne 28 ot 2008 r. 3a
YCTPOHMCTBOTO, pelia U OpraHu3alusITa Ha padoTara Ha allTEeKUTEe U HOMEHKJIATypaTa Ha JIeKapCcTBeHUTe NpoaykTH (00H., [IB, 6p. 109 ot 2008 r.; n3m., 6p. 67 ot 2010 r.). IIpn
CIICIIHU CIIy4al Ce OCHI'YpsiBa CHaOIsBaHEe ¢ HEOOXOAMMMS JICKAPCTBEH IPOAYKT BBB BH3MOXKHO HAi-KpaThK CPOK. 3a LEHOOOpa3yBaHETO Ha JICKAPCTBEHHTE MPOILYKTH Ce
cria3Bar ycJaoBHATa Ha HapenoOata mo wi. 258, an. 5 3JIIIXM.

Y. 50. (1) .HCKapCTBCHI/ITe MIPOAYKTH I10 JICKAPCTBCHU JIMCTOBE CC OTITYCKAT HOOTACIHO 3a BCCKU IMAIUCHT, KATO BCCKHU BUJ JICKAPCTBEH IMPOAYKT CC€ OTIIyCKa B
OTACJIHA OIMMaKOBKaA, BbPXY KOATO CE 0TOEJIA3BAT UMETO U BBb3pacTTa Ha 6OHHI/I$I, HOMEPHT Ha CTaskATa, JICTJIOTO U IpeAnrcaHara 103a.

(2) Korato JICKapCTBCHUAT HNPOAYKT C€ OTIIyCKa B OIIAKOBKA, pa3jiidyHa OT OKOHYATE/IHaTa, OCBCH HNAHHUTE IO al. 1 ce orbens3BaT M BCUYKH JaHHH OT
OKOHYATCIIHATa OIIAKOBKA HA IMTPOMU3BOJUTEIIA U CE TPEAOCTABA JIMCTOBKATA 3a MAIUCHTA.

(3) Cnex w3nbiIHEHNE Ha NPENIHUCAHUATA 110 JIEKAPCTBEHUS JIUCT MaruCThp-(hapMaleBThT NpeJaBa IIbPBUS EK3EMIUISIP OT HEro B CUETOBOJICTBOTO Ha JIE4eOHOTO
3aBE/ICHNE, BTOPUS €K3EMILUISIP OCTaBs B OOJIHMYHATA alTeKa, a TPETUs MpeaBa B OTACICHHETO 3a€JHO C JICKAPCTBEHUTE MPOIYKTH 32 IOCOYCHUS MAllMeHT.

I'naBa nera.

OTIIEYATBAHE, PASITPEJEJISIHE U KOHTPOJI HA CIIEHHUAJIHUTE PELHEIITYPHU BJIAHKHU 3A JIEKAPCTBEHMU ITPOJIYKTH,
CbABPKAIIN HAPKOTUYHU BEHIECTBA, U HA PEHEIITYPHUTE BJIAHKHU 3A ITPEAIIMCBAHE HA JIEKAPCTBEHMU ITPOAYKTH 11O
PEJA HA HAPEJABA Ne 34 OT 2005 I'. 3A PEJIA 3A 3AIUVIAIIAHE OT PEITIYBJIIMKAHCKUS BIO/I’KET HA JIEYUEHHUETO HA
BBJITI'APCKUTE I'PAYXKIAHUA 3A 3ABOJISIBAHUS, U3BBbH OBXBATA HA 3AABJIZKUTEJTHOTO 3IPABHO OCUT'YPSIBAHE

Un. 51. (U3m. - B, Op. 94 ot 2011 r.) MHHUCTEPCTBOTO HA 3/IPABEOIIa3BAHETO OPraHU3UpPa U KOHTPOJIHPA OTIICYATBAHETO, PA3NPEACISIHETO U OTYHTAHETO Ha
CIELIATHUTE PELENTYpHH OJaHKH 3a OTIYCKaHE Ha JIEKapCTBEHHU MPOLYKTH IO IpuinoxeHue Ne 4.

Un. 52. (1) (U3m. - [IB, 6p. 94 ot 2011 r.) MHUHHCTEPCTBOTO HA 3APABEONA3BAHETO €KETOAHO OOSBSIBA M MPOBEXAa OOIIECTBEHA MOpBUKA 3a OTIEUaTBaHE Ha



CIELMaIHU PeleNTypHU OJIaHKU 3a IPEANUCBaHEe Ha JEKAPCTBEHU NMPOAYKTH, ChIbPIKAIIM HAPKOTUYHU BEIECTBA MO IpuioxeHue Ne 4.

(2) (M3m. - OB, 6p. 94 ot 2011 r.) OTieyaranute OJIaHKK TO aji. 1 ce MPENOCTaBST OT M3MBIHHUTEN Ha mopbukaTa B P3M B kKomudecTBa 1Mo MpeaBapUTEITHO
HalpaBeHa 3asBKa.

(3) (13m. - 1B, 6p. 94 ot 2011 r.) CienmanHuTe penenTypHy OJIaHKH 1Mo npuitokeHue Ne 4 ce mpuemar oT HHCIIEKTOpa 110 HapKOTHYHHTE BeecTBa KbM P3U u ce
CBCTABS MPOTOKOJI B IBA €K3EMILLAPA, KOWTO ChABPIKA CICTHUTE JAHHH:

1. Tpute umena, EI'H u naHHM OT 1OKyMEHTa 32 CaMOJIMYHOCT Ha MPHEMAIUs U [IpeJaBallis;

2. Opoii Ha penenTypHUTE OJIAaHKH U Opoit Ha KoyaHHTe (KapHETUTE), B KOUTO ca 0(hOpMEHH OJaHKHTE;

3. cepus, HadaJeH U KpaeH HOMep Ha KouaHa (KapHeTara).

(4) (U3wm. - [IB, 6p. 94 ot 2011 r.) [IpoToKoaHTE CE MOAIKMCBAT OT MIPUEMAIIUS U IPEAABAIINS U C€ IOCTaBs neyaT Ha P3U.

Y. 53. (1) (Uzwm. - B, 6p. 94 ot 2011 r.) MHCTIekTOpHTE IO HAPKOTHYHHTE BemecTBa KbM P3U mpenocTaBsAT cienuamHuTe pelenTypHu OTaHKA Ha JTUIATa M0 L.
5, an. | cpemry MOANKUC U Cie/ MOIaBaHe Ha 3asBJICHHE IO 00pa3el] chIlacHO mpuiiokenue Ne 9.
(2) onyueHuTe CreLMATHA PELENTYPHU OJIAHKU ce ChXPaHsBAT JIMYHO OT JIeKaps/IeKaps 1Mo ACHTAIHA MEJHUIMHA U HE CE IPEOTCTHIIBAT.

Ui 54. (M3m. - IB, 6p. 94 ot 2011 r.) MacniekTopute kbM P3U oTUHMTAT IOMYyYEHUTE CIIEIIUAHN PELETITYpHU OJJAHKH, KaTO BOST PETHCTHP MO 00pa3ell ChIilacHO
npunokenre Ne 10, B KOWTO ce BIIUCBAT:

1. (m3m. - [IB, 6p. 94 ot 2011 1.) TpHTe FIMEHa Ha JIeKapsi/IeKaps O ACHTaTHa MEAUIINHA, PETHCTPAIIIOHHAAT My HOMEp ChINIAaCHO perucTbpa B P3U mo wi. 5. ai. |
M KOJBT Ha JIeueOHOTO 3aBEICHHE;

2. OposT Ha NOJyYeHUTE KOYaHH (KapHETH) B OpPOST Ha pelenTypHUTE OJIaHKH B TAX;

3. cepusTa, IBPBHAT U IOCIECTHUAT HOMEP OT KOYaHa C PEeNTypHH OJIaHKH;

4. natara Ha oJlyyaBaHe U Ha IpeJaBaHe Ha PELENTYPHHUTE OIaHKH.

Un. 55. (1) 3a ycraHOBEHH JIMIICH HA CIEHUATHU PELENTYpHH OJIaHKM 32 IPEIIHNCBAaHE Ha JEKAPCTBEHHU MPOAYKTH, ChABPIKAIIN HAPKOTHYIHHU BELIECTBA, HE3a0aBHO
ce YBEeJIOMSIBAaT ChOTBETHOTO PallOHHO MOJMIIEHCKO yrpasieHrne U uHenekTopsT mo wi. 17 3KHBII, kato ce mocouBart cepusita 1 HOMEPHT UM.

(2) B cpok 24 waca oT yBemoMsBaHETO HO ai. | MHCIEKTOPHT M3Mpalla MUCMEH CUTHAI Mo aupekius "HapkoTwunum BemectBa" KbM MHUHHCTEPCTBOTO Ha
3/[paBEOIAa3BAHETO, KOSATO OOSBSBA 32 HEBAIMAHH CICLUATHUTE PELIENTYPHH OJaHKHU C TIOCOUCHNUTE CEPHU M HOMEpA.

Y. 56. (Orm. - IB, 6p. 94 o1 2011 1)

I'maBa mecra.
YCJIOBUS U PEA 3A HOCEHE UJIN N3HACSIHE HA JIEKAPCTBEHU ITPOAYKTHU, IPEJHA3ZHAYEHMU 3A JIEUEHUETO HA BbJIT'APCKHA
N UYYXKIU I'PAXKIAHHA, IOCTOSAHHO U BPEMEHHO INIPEBUBABAIIIA B CTPAHATA U ITBbTYBAIIIU U3BBH PEITYBJIUKA BbJII'APUS
N 3A TPAH3UTHO TIPEMMUHABAILIN YYKJIEHIIA

i, 57. beaArapcku rpaXKaaHd U 9yKIU TPaXKITaHU, TIOCTOSHHO W BPEMEHHO NMPeOHWBaBaIly B CTpaHaTa M IIbTYBalld W3BBH PermyOmnuka bearapus, Morar ga HocAT
WM 1a U3HACAT OT U 3a TPETU CTPAHHU CIIEAHUTE BUIOBE JIEKAPCTBECHU IMPOTYKTH:

1. mexapcTBeHN MPOAYKTH, IPEAHA3HAUYCHH 32 JICUCHUETO UM, OTITyCHATH 1o pena Ha Hapenba Ne 34 ot 2005 T. 3a pefa 3a 3aIuraiiaHe OT perryOInKaHCKAs O0KET
Ha JICUCHHETO Ha OBITapCKUTE TPaXKIaHM 32 3a00/IABaHuUs, N3BBH 00XBaTa Ha 3abJDKUTEITHOTO 31PAaBHO OCUTYPSBAHE;

2. JIeKapCTBEHH IPOIYKTH, OTITyCKaHH 0€3 JIEKapCKO MPE/IICaHue;

3. MeKapcTBEHU NMPOAYKTH, OTIIYCKaHH I10 JEKapCKO MpEANICaHue.




Y. 58. JlekapcTBEeHUTE MPOAYKTH MO wWi. 57, an. 1, T. 1 MoraT fa ce mMpeHacAT OT CIEJHHUTE JIUIA:

1. malKEeHTHT, 38 YUETO JICUCHHE ca NpeJHA3HAYCHH MPEANHCAHUTE JEKAPCTBECHH NPOAYKTH;

2. IMLETO, KOETO € IOJIYYHIO JIEKApCTBEHUTE IPOAYKTH OT ChOTBETHATA alTeKa M MIMETO MY € BIIHCAHO KaTo IOJy4aTel BbPXY pelenTara;

3. JIMEe, KOCTO MPUTE)KaBa U3PUYHO IBJIHOMOIIHO OT MalfMeHTA, 3a YUETO JICUCHHUC Ca IPCAHA3HAYCHU IMMPCANTNCAHUTC JICKAPCTBCHU IPOAYKTH.

Y. 59. (1) JIunara mo wi. 58 ymocToBepsiBaT MPaBOTO CH J1a HOCAT WM JIa MIPEHACST JIEKApPCTBEHUTE MPOMYKTH 10 WI. 57, ai. 1, T. 1 ¢hC 3aBEpeHO OT MarucThp-
(apmarieBTa KOIMe Ha U3ITBJIHEHA PELeNTa OT ChOTBETHATA alTeKa, PeAcaHa 32 KOHKPETHOTO JICUeHHE.

(2) JIumaTa mo 4. 58 Morat ma HOCAT WIIH J1a H3HACAT JIEKAPCTBEHHU MPOAYKTH, MPeIHA3HAUCHH 32 JICUCHHETO MM, B KOJIIMYECTBA, IIOCOYCHH HU(POM U CIOBOM B
perenrara, KosITo clie/iBa Jia € 00paboTeHa B anrTeKara.

Y. 60. KomnmuecTBara Ha MPEHACAHUTEC JICKAPCTBEHU IMPOAYKTH 1O HJI. 57, aJl. l, T. 1 CJICZIBA J1a OCUT'YPsBAT JICUCHUCTO Ha MAaIlMCHTA 3a CPOK J0 [IBa Mecela.

Ui 61. JlekapcTBeHHUTE MPOAYKTH 1O Wi. 57, an. 1. T. 2 MoraT Jia ce IPEHACAT OT OBJITAPCKU U UyKIU TPKIAHH ITOCTOSHHO U BPEMEHHO NMpeOUBaBaIly B CTpaHaTa.

Un. 62. (1) JInmata o wi. 61 mMorar aa mpeHacsT JEKapCTBEHU NMPOAYKTH OT U 32 TPETH CTPaHU B KOJMUYECTBA, HEOOXOIMMHU 3a BPEMETO Ha IPECTOST UM, HO He
MOBEYE OT TPH MECEIIa.

(2) JIunata mo ui. 61 Morar Aa mpeHacAT OT U 3a TPETH CTPaHM JIEKaPCTBEHM IPOTYKTHU MO 4. 57, an. 1, T. 2 B MO-TrOJEMHU KOJIMYECTBA, aKO MPECTOAT UM
MPObKaBa IIOBEYE OT TPH MECella M IPUTEXaBaT M3/1a/lcHa PeIenTa 3a ChOTBETHHUS JIEKAPCTBEH MPOAYKT U 38 CBOTBETHOTO KOJIHIECTBO.

Y. 63. JlekapcTBEeHUTE MPOAYKTH M0 wWi. 57, an. 1, T. 3 MoraT fa ce IpeHacAT OT CICTHHUTE JIUIA:
1. manyienTa, 3a YueTo JeYeHHe ca MpeTHa3HaueH! IPEIIMCAHNTE JICKapCTBEHH IPOAYKTH;
2. uLe, KOeTo IIPUTEKaBa U3PHYHO ITBIHOMOLIHO OT ITAIJHEHTa, 38 YUETO JICYCHHE ca peJHAa3HAYCHN ITPEAIHCAHUTE JIEKapCTBEHU NPOTYKTH.

Ui, 64. (1) JIunara no 4wi. 63 yaocToBepsiBaT MPaBOTO CH Jla HOCAT WM Ja MPEHACAT JIEKapCTBEHUTE NPOIYKTH 1m0 Wi. 57, ai. 1. T. 3 ¢bC 3aBEPEHO OT MaruCThp-
(hapmarieBTa KONHME HA M3IIBJIHEHA PELENTa OT ChOTBETHATA aNTEKa, MIPEAIICcaHa 32 KOHKPETHOTO JICUEHHE.

(2) JInuara mo wi. 63 Morar Ja HOCST WJIM Jla U3HACT JIEKAPCTBEHH MPOAYKTH, NPEIHa3HAUYCHH 3a JICYCHUETO UM, B KOJIMYECTBA, I0COYCHHU LIU(POM H CIOBOM B
peuenrara.

Un. 65. TpaH3UTHO IpEeMHHABAIIN Tpe3 TEPUTOPHUATA Ha CTpaHATa JIMIAa UMAT MPaBO Jla MPHUTEKaBaT JICKAPCTBEHN MPOTYKTH, KOUTO Ca MpeIHa3HAYeHH caMo 3a
TAXHOTO JICUECHUE.

Un. 66. KoHKpeTHHTE KONMWYECTBA JICKAPCTBEHHW MPOMYKTH, KOWTO JHIATa IO WI. 65 MMaT MpaBo Ja MpPUTEKaBaT, Ce ONMPEAEIAT OT ChOTBETHATa IpHeMaria
J'bprKaBa.

Un. 67. Ilpu TpaH3UTHO MTpeMUHABAHE TIpe3 TEPUTOpHATa Ha Perrybnmka brirapus Ha numaTa mo @wi. 65 ce mpenopbuBa Ja ObIaT MpeaBapuTeTHO HHPOPMUpPaHH 3a
N3UCKBAHUATA, YCTAHOBECHU OT CbOTBETHATA MpHEMalila IbpKaBa.

Un. 68. Bcudku 1ekapcTBEHH NPOIYKTH, KOUTO C€ IIPEHACAT OT M 32 TPETH CTPAHU IO Pea Ha Ta3u Hapeaoda, ciaeasa Aa ObIaT B OPUTHHATHUTE CH OIAKOBKH.



Y. 69. (1) ITo pena Ha Ta3u Hapexba He MOTaT Jja Ce MPEHACHT JIEKAPCTBEHH POJYKTH, ChIbPIKAIIN HAPKOTUYHH BEIECTBA.
(2) YcnoBusTa 1 pepT 3a MPeHACSHE Ha JICKApCTBEHUTE MPOAYKTH 1o ai. 1 ce onpenenst B 3KHBIT.

JdonbaHuTeHU pa3nopeadou

§ 1. ITo cMuchiia Ha Ta3u Hapenoda:

1. "Kox na H30K" o3nHayaBa OykBeHO-IM(POB KOJ, YMATO IIbpBa OyKBa OTroBaps Ha IIbPBO HUBO Ha AHATOMO-TepaneBTHYHaTa Kiacudukanus Ha CBeToBHaTa
3[[paBHA OpraHu3alys, Bp3npuera B Perryoiuka brirapus.

2. "BamuHocT Ha perenrtaTta’ 03Ha4aBa CPOKBT, 32 KOMTO TS MOXe Aa ObAe U3IBIHECHA B allTeKara.

3. "KonuyecTBO akTUBHO BEHIECTBO B JI030BA SIMHUIIA" HA JICKAPCTBEHMS NMPOAYKT € ChABP)KAHUETO Ha aKTUBHOTO BEIIECTBO, M3PAa3€HO KOJMYECTBEHO 3a €IHA
J030Ba equHMIA (TabaeTKa, Karcysia) Wiv 3a eIMHAIA Maca WK 00eM B 3aBHCHMOCT OT JIeKapcTBeHaTa Gopma.

4. "Lluto" o3HavaBa "O0bp30".

5. "Hurrcnmo" o3HauaBa "MHOTO OBp30".

6. "CratuM" o3HauaBa "BemHara'.

Ipexonnu u 3aKIIOYUTETHH pa3nopeadon

§ 2. (1) Pasmopen6bure Ha riiaBa TpeTa. pazaen [V, permaMeHTUupaly n3aaBaHeTo, IPOMEHUTE W BAIMIHOCTTA Ha peuenTtypHa 6manka (oopazerr M3 - H30K Ne SA
no npuaoxkenne Ne 7), Bimmzar B cwia ot 1 ampui 2009 r. lo BIM3aHeTo MM B CHJIa BCHYKH JICKApPCTBEHHM NPOAYKTH, 3aIUIAIlaHW HambiHO wiM dactudHo or H3OK, ce
MIpeNucBaT Ha penenTtypHa omanka (oopaszernr M3 - H30K Ne 5 o mpuiioskenune Ne 6) ¢be ¢cpok Ha BauaHOCT 30 JTHU.

(2) B cpok nmo 1 ampun 2009 r. anTekuTe NpuBEkAaT codryepa cM B CHOTBETCTBHE C M3MCKBAHUATA HA Ta3W Hapenda OTHOCHO W3aBaHETO, NPOMEHUTE U
BaJMIHOCTTA Ha perenTtypHa omanka (o6pazen M3 - H30K Ne 5A mo mpumoxkerne Ne 7).

§ 3. (1) (Uzm. - JIB, 6p. 91 ot 2009 1.) B cpok no 31 maii 2010 r. nekapcTBEHH MPOLYKTH, ChIbPIKall HAPKOTHYHH BEIeCTBa OT NpHiIoskeHust Ne 2 1 3 KbM uil. 3,
. 2 Ha 3aKOHA 3a KOHTPOJ BBPXY HAPKOTHYHUTE BEIECTBA M IPEKYPCOPHUTE, MOTAT Ja C€ NMPEANNCBAT M Ha CHENHAIHHUTE PELENTYpPHH OJAaHKM MO 0Opasen ChIIacHO
npunoxenne Ne 6 xkeM unt. 11, an. 1 ot Hapen6a Ne 4 ot 2001 r. 3a yciaoBusATa U pefia 3a MpeIIICBaHe U OTITyCKaHe Ha JIGKAPCTBEHH MPOTYKTH.

(2) Crnen m3THYaHe Ha CpOKa 10 all. | CHeNHANTHUTE PElenTYPHH OJIaHKHU 1o mpuaoxkeHnne Ne 6 kpM wi. 11, an. 1 or Hapenba Ne 4 ot 2001 r. 3a ycnoBusTa u pena
3a IIpeIMCBaHE U OTIyCKaHE Ha JIEKapCTBEHH MPOLYKTH C€ YHUINOKABAT OT KOMHUCHS, ONIPEieTIeHa ChC 3aroBe]] Ha qupekropa Ha PI13.

(3) 3a yHumoxxaBaHeTo Ha ONAaHKHUTE IO aJl. 2 ce ChCTaBsl IPOTOKOJI, KOMTO ce yTBBbpKIaBa OT JUpeKTopa Ha choTBeTHUS PL[3 1 ce n3mpama B MUHUCTEPCTBOTO Ha
3/[paBEOIAa3BAHETO.

(4) Peuentypuute 61anku o npunoskeHne Ne 4 kpM ui. 6. an. 1 ot Hapenba Ne 4 ot 2001 r. 3a ycnoBusiTa 1 penia 3a MpeanucBaHe U OTIyCKaHe Ha JIEKapCTBEHU
MPOJIYKTH MOTaT J1a C€ M3I0JI3BaT 10 TSIXHOTO U3YEpIIBaHe, HO HE MO-KbCHO OT €JHA TOJIMHA OT BIM3aHE B CHJIa Ha Ta3W Hapenda, KaTo B TAX C€ BIIMCBAT JAHHUTE MO Wi. 7, ai. 2
OT MEAMIMHCKUS CTIEIHAINCT, KOHTO N3/aBa PELenTaTa.

(5) brankuTe Ha JekapcTBEHUTE TUCTOBE MO Impunoxenue No 5 kM un. 6, an. 2 ot Hapen6a Ne 4 ot 2001 r. 3a ycinoBusiTa u pefa 3a NpeIIiCcBaHe U OTIyCKaHe Ha
JIEKapCTBEHU MPOyKTH MOTAT J1a C€ M3IOJ3BAT JI0 TSIXHOTO W34epIBaHe, HO HEe MO-KbCHO OT €/1Ha TOIMHA OT BIM3aHE B CHJIAa HA Ta3W Hapeaoa.

§ 4. (U3m. - 1B, 6p. 94 ot 2011 r.) KOHTpONBT 110 U3MIBIIHCHHUE Ha Hapea0daTa ce OChIIECTBABA OT MUHHCTEPCTBOTO Ha 3/ipaBeona3Baneto, P3U u Usnbnautennara
areHnus 1o siekapcreata 1 H30K (B gacTTa OTHOCHO OTITyCKaHE M MIPEANCBAHE Ha JICKAPCTBEHU MPOIYKTH, 3aIUIalllaHd HAITBJIHO MIIM YaCTHYHO OT Hesl).



§ 5. Ta3u Hapenba ce m3gaBa Ha OCHOBaHHME Wi 221 oT 3aKOHA 3a JIEKAPCTBEHUTE NPOMYKTH B XyMaHHaTa MeAWIMHA M 4i. 60 oT 3akoHa 3a KOHTPOJI BBPXY
HapKOTHYHHTE BEIIECTBa M NpeKypcopute u oTMeHs Hapenba No 4 ot 2001 . 3a ycrioBusATa U pefa 3a IPEANMUCBAHE U OTITYCKAaHE Ha JIGKaPCTBEHH NPOAyKTH (00H., B, 6p. 10
ot 2001 r.; u3m., 6p. 74 ot 2002 r.; 6p. 82 o1 2003 1.; Op. 32 oT 2005 r.; Op. 34 0T 2006 T.).

§ 6. (M3wm. - JIB, 6p. 94 ot 2011 r.) Yka3anus no npuiaraieto Ha Hapenoara nasat H30K oTHOCHO pa3nopeaduTe 1o MpeAnucBane U OTIyCKaHe Ha JIEKapCTBEHU
MPOAYKTH, 3aIUIalllaHd HambJIHO Wik yacTiyHo oT H30K, choTBeTHO MUHHKCTEPCTBOTO Ha 31paBeona3BaneTo, P3U u M3nbiHUTENHATA arcHIUS MO JIeKapcTBaTa ChoOpa3HO
TAXHATA KOMIIETEHTHOCT.

Ipunoxenue Ne 1 xpM unt. 4, an. 3

.
JlekapcTBEHH MIPOYKTH, KOUTO (pelmepuTe HIMaT paBo Ja NpencBaT

1. AHTHApPUTMHYHH JIEKapCTBEHH MIPOTYKTH.

2. XOopMOHAIIHH JEKapCTBEHHU NMPOAYKTH 0€3 IPOTHBO3a4aThYHN H KOPTUKOCTEPOH I 3a JOKAIHO IIPUIIOKEHUE.

3. AHTHHEOIUIACTHYHH ¥ IMYHOMO/IYJIUPAIIIH JIEKAPCTBEHH MIPOTYKTH.

4. TIcMXONMUTHIN 1 TICHXO0aHAJICTITUIIN 32 JICYeHUE Ha XPOHUYIHH 3a00IIBaHUS.

5. JlekapcTBEeHU NPOAYKTH, ChABPIKAIIM HAPKOTUYHHU BeliecTBa oT npuioskenns Ne 2 u 3 kpm uit. 3. an. 2 3KHBII.
6. JlekapcTBEHU NPOAYKTH, BKIFOUYEHHU B npuioxkenre Ne 5 kpm un. 11, an. 2.

[punoxenue Ne 2 xpM 4. 6, ai. |

PenentypHa Gi1aHka

3a 3a
€/IHOKPATHO MHOTOKpPaTHO
MPEeJIIICBaHe MpEe/IIICBaHe

MuHUCTEPCTBO Ha 34paBEONIa3BAHETO

(nmoamuc)
(megar)




D22 S0 (0103 2 TP
(bpemMeHHa jkeHa, KbpPMaUKa, JIETE - MOUEPTaBa Ce MPUI0KUMOTO)

ITpunosxxenne Ne 3 kbpM 4. 6, air. 2




L:aa NEKAPCTREH NUCT [ m | pors

pec Ha NavRBHOTO/SAPGBHO SaEERENNE l Oraenewne
VINg u BLIPACT Ha NaYUeNTa NekapeTeen NPOAYHT, HAUMENOR NS, DOpiMa, CHrHaTypa
Cras ]ﬂorm 1
KORWNECTBO

KOA

Wox Ne

Off e KOAWNOCTED

Crogom: BCWUYKO
aaa, OTABNSHME Vane nwun: l‘lpegag: Monywun Taxcysan:
e

(nogmuc) (noanuc) (noanuc) (noanuc) (nogmsc)

Ipunoxenue Ne 5 kpM un. 11, an. 2

CIHCBhK Ha JEKapCTBEHUTE NMPOMYKTH, KOUTO ChIBP)KaT HAPKOTHYHHU BemlecTBa oT npuiaoxkeHus Ne 2 m 3 kbM wi. 3, an. 2 3KHBII, B koMOuHanus ¢ Opyru
JIEKapCTBEHU BEIIECTBA

1. Codeini phosphas, Phenobarbitalum, Coffeinum
2. Codeini phosphas, Phenobarbital, Coffeinum purum, Acidum acetylcalicylicum, Phenacetin (Sedalgin tabl.)



3. Codeini phosphas, Phenobarbitalum, Coffeinum, Metamizolum, Paracetamolum (Sedalgin Neo tabl.)
4. Codeinum purum, Terpinum hydratum, Natrii hydorgencarbonas (Codterpin tabl.)
5. Glutethimid, Amobarbital, Promethazine (Tardyl tabl.)

Ipunoxenue Ne 6 kbM ui1. 24, an. |






ITpunoxenue Ne 7 xbpM ui1. 24, an. |

PEUENTYPHABNIAHKA-H30K  OTPASSKC | PELENTYPHA BAHKA - H3OK PELIENTYPHA BNIAHKA - 30K OTpazbkA
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IIpunoxenue Ne 8 kpM wi. 24, an. |



ErMH (MHY) Ha naumenTa P20K No. sApaeeH paﬁou Kop awpxaea pPer. HOMep H3 NeyelbHOTO 33Ee AeHHE

MAEHTHOMKELMOHEH HOMED  (4me, Npesume, haMMNMA N0 AOKYMEHT 23 CAMONHYHOCT) ¥MH Ha nexapa-cneunanmeT

BT LT R (3 USSP P PP PP PP PPPPPPPIN

W MOL

K Bn. BX. eveeeeiiieeennns BT, i AMeeeeeeiieeeenees | Ll e
X0A CNEWBAHOCT (Mme W $amnKA Ha nexapa)

BeapacT . Mon [:I ................................................................

peu, kHwekka No.

MPOTOKON 3A NMPEAMMACBAHE HA NEKAPCTBA, SAMNALLUAHW OT H30KIP3OK

N 0 AaTta Ha 3a
2 n3naBaHe | | | I I cpok: | Gpoﬁmeceun ..................
I'lpe,n No¥eHWe Ha eKCnepTHa KOMKWCHA MNK CNeuranicT No Npo ¢M na Ha sabonAsaHero
KIMHAYHA AVATHO3A MKB [ ] 1 | 1]

¥YTOUYHEHA TEPAINWA (euAa, CXema U CPOK Ha NeYeHHue)

Kop H30K

(TLProECKO HAWMEHOEAHHE HA NPOAYKTA; NeKapCeTERHA HOPMA, KONHYRCTED HA NeKapPCTESHOTO EWecTEO, BPOd B @AHA ONaK0EKaE)

FHEBHAICRAMUUHE L0330 ..o e

MECEYHA JOBE. ... 3A CPOK 0T [ T=T oL T TSRO
Kop H30K

(THProECKO HAMMEHOEAHHE HA NPOAYKTA; NeKapeTEeHa HOPMAa, KONHYSCTED HA NeKapPCTERHOTO EeWwecTeo, GPoH B eAHA 0NaKoEKa)
B LT L= = U c = AP PT
MECEYHA JOBA. ..ottt 3a CPoK OT
Kog H30K

(TEProECKO HAWMEHOEAHHE HA NPOAYKTA; NeKapCcTERHA HOPMA, KONHYRCTED HA NeKapPCTESHOTO EWecTED, BPod B @AHA ONaK0EKa)

JHEBHAICERAMUMUHE JI0BRL ... oeeeeee et

MECEYHHA ROBE: ...ccvoevenivninninminntansansansnnsnnsnnsansns 338 CPOK 0T

OBIWO KONWYECTBO 38 CPOKA HA JEACTBHUE HA MIOTOKOIA ... oo oveoooeeoeeeeeeeeeeeeeee oo eeee oo eeeeeeseeeeeeeeeeeeeeeeeeseeeeseeeeeeesseeeeseeeeseeeseeeeseeeseeeseeesseeeeseeereesseeesseeereeserees

MPEANOMEHUE 3A CPOKOBE 3A KOHTPOJNIHWU NPErNEAU

Mpenceaten Ha eKCNEPTHA KOMUCHAL ..o TTEKYBALL NMEKAR. (oo
(NOANKC M NEUAT HA NeuebHOTO 33EegeHHe) (NOANKEC W AMIEH NEYaT)

PEWEHWE HA KOMHCHA 3A EKCNEPTH3A KbM LY HA H30K U P30K

Aarta Ha U3A,aBaHe 3a
NMPOTOKON No. Kommcua No. (enweea ce o1 P30K) | | L] o | "l

¥TOYHEHA TEPAIKUA ({euAa, cXema v CPOK Ha NeYeHue)
F~srm LIS I I I




ITpunoxenue Ne 9 xpM uit. 53, an. |

JI0
JIUPEKTOPA HA

PETMOHAJIEH LIEHTBP
T10 3IPABEOITA3BAHE

Ha BHMMaHueTo Ha
HMHCIIEKTOpa 10
HapKOTUYHH BELLECTBA

3ASBJIEHUE
O ettt ettt h e e s h e h e bt e a e e ae e h e e a et a e et ea e sae e st et e s e nae et ennens
(TpuTe MMEHa Ha JieKapsi/IeKaps 1o JeHTaIHA MeUIMHA)
ettt e oo ettt e ee—eeeeeei——ee e et —eeeeea ——eeeeai———eeeaa —teeeea——tteeea ——teeean—rteeeaa—arteeaaaarteeaanarateeeanaraeeas ",
(HaMMEHOBaHUE Ha JICUEOHOTO 3aBEIICHUC)
(ampec Ha 1€4eOHOTO 3aBEJIEHUE)
CNO B peructbpa Ha PI[3 Ha siekapuTe/IekapuTe 1Mo JeHTATHA MEIUINHA, KOUTO

TPEANHCBAT JCKAPCTBEHU MPOAYKTH, ChIBPKAILTN HAPKOTHYHH BEIIECTBA.

Mornst 1a My ObJaT NpeJOCTaBEHH:

................................ Opost KOYaHM CTIEUAIHU PELENTYPHU OJIAHKH ChC 3€TICH IBAT
................................ Opost KOYaHH CIIELHaTHU PELENTYPHHU OJIAHKH C BT UBST

(moamuc)

IIpunoxenne Ne 10 kpm ui. 54



Peructbp Ha JIeKapuTe/IIEKAPUTE 1O JCHTAIHA MEIUIIMHA, TOIYYHIHN CICIUATHN PEIECTITYPHH OJJAHKH 33 TIPEANUCBAHE Ha JICKAPCTBEHU
MPOJYKTH, ChABPKAIIM HAPKOTUIHHUTE BellecTBa OT mpuitoskeHust Ne 2 u Ne 3 xbpm wi. 3, an. 2 3KHBII

Per. Ne
CBIIIACHO
perucrepa
o 4. 5,
am. 1, 1.1 Tpurte uMeHa Ha Jiekapsi/iekapsi 1o IeHTaIHa MeTUIINHA
Kon Ha Bpoii nonyuenu Bpoii nonyyeHu Cepust Jlara Ha [Toamuc [ara Ha Iloanuc Ha
neqeOHOTO KoJaHH (KapHETH) KOYaHU (KapHETH) ot Ne OJTy- Ha JeKapst/ npefaBaHe | WHCIEKTopa
3aBe/ICHHE u Opoii Ha criennarn- n Opoii Ha crienua- 10 Ne YaBaHe JieKapst o 10 HapKo-
HUTE PCUCIITYPHU HUTE pCUCIITYPHU JCHTAJIHA TUYHH
OJIaHKH C XKBIT OJIaHKH CHC 3€JICH MeINIIHA BEIIIECTBA

OBAT B TAX

OBAT B TAX

ITpunoxenne No 11 xbm 1. 56

(O1m. - 1B, 6p. 94 o1 2011 1.)



