HAPEJIBA Ne 9 ot 23.04.2008 1. 3a ycsioBMSAITA M peaa 3a
0JIOKUpaHe U U3TEIVIsIHEe HA JIEKAPCTBEHU NPOAYKTH, IOKA3AJIH
HEChOTBETCTBHUE ¢ M3UCKBAHUATA 32 KAa4eCTBO, 0€30IACHOCT U

epuxacHoCT

W3nanena or MUHUCTBpA Ha 3/IpaBeornas3BaHeTo, o0H., JIB, 6p. 45 ot 13.05.2008 .
Pa3nea I
OO01IH MoJ10:KeHUu

Yu. 1. C Ta3u Hapenda ce ONMpelessIT yCIOBUATA M PEIbT 3a OJIOKHMpaHe W U3TEIIISIHE Ha
JICKapCTBEHU MPOJYKTH, IMOKA3alld HECHOTBETCTBHE C HM3UCKBAaHUATA 3a KauecTBO, OE30MacHOCT M
e(DMKACHOCT, OT anTeKUTe M JIPOTePUHUTE, CKIIAJOBETE 3a THPrOBUS Ha €IpO, NMPOU3BOJMUTEIMTE U
JIEUEOHHUTE 3aBEJCHUS.

Y. 2. (1) [Iputexxarenure Ha pa3pelieHue 3a yrnorpeda/y1ocToBepeHe 3a perucTparus, Ha
paspellieHue 3a IapajieJleH BHOC, IPOU3BOAMTEIUTE, BHOCUTEIUTE W TBHPIOBIUTE Ha €IpO C
JIEKapCTBEHU MPOAYKTHU OCUTYPSBAT U MOAIBPKAT cHcTeMa 3a OJOKMpaHe M U3TEIVISIHE HA JIEKapCTBEHU
IIPOAYKTH, MOKa3aJli HECHOTBETCTBUE C U3UCKBAHUATA 32 KaU€CTBO, 0€3011aCHOCT U €()UKACHOCT.

(2) Wsnbaautennara areHius 1o JjekapctBata (MAJI) wm3maBa yka3aHUsST OTHOCHO HauyWHA Ha
OpraHM3UpaHE HA CHCTEMaTa Io al. 1 U ChIbPKAHUETO Ha JOKJIaAuTe 1Mo wi. 3 u wi. 15, an. 5, kouto
nyO/IMKyBa Ha CBOSITAa MHTEPHET CTPaHHIIA.

(3) JlexapcTBeHUTE MPOIYKTH, MMOKA3IM HECHOTBETCTBUE C U3UCKBAHUSATA 32 KaU€CTBO, O€30MaCHOCT U
e(UKacHOCT, ce OJIOKMpAT U U3TENNIAT O] KOHTPOJIA U METOAUYHOTO PhKOBOICTBO Ha MAJL.

(4) I'maBHUAT IbpiKaBEeH 37paBEH HWHCIIEKTOP OCBIIECTBABA KOHTPOJI M METOAUYHO PHKOBOJCTBO Ha
PErMOHAITHUTE WHCIEKIIMM IO ONa3BaHe W KOHTpol Ha obmectBeHoTo 3apaBe (PMOKO3) mpu
JNIEHHOCTUTE MO OJIOKMpaHE W W3TETNIIHE Ha JIEKQpPCTBEHH MPOAYKTH, IMOKa3adl HECHOTBETCTBUE C
M3HUCKBAHMTA 32 KA4eCTBO, OE30MAaCHOCT U €(PUKACHOCT.

Y. 3. (1) [Iputexkarenure Ha pa3pelnieHne 3a yrnoTpeda/yIoCcToBepeHre 3a perucTpaus, Ha
paspelleHne 3a MapajelieH BHOC, NPOM3BOAMUTENINTE, BHOCUTEIMTE M THPrOBLUHUTE Ha €IpO Ha
JIEKapCTBEHU MPOJYKTH ca JIBXKHM Ja nokiansaT Ha MAJI 3a Bceku JeKkapcTBEH MPOIYKT, KOWTO HE
CHhOTBETCTBA HAa U3UCKBAHMATA 32 KAUECTBO, 0€30MaCHOCT U €(PUKACHOCT.

(2) CurHanu mpu CbMHEHHME 3a JIEKQpCTBEH MPOIYKT, KOMTO HE CHOTBETCTBA HAa M3UCKBaHUATA 3a
KauecTBO, 0e30M1acHOCT U e(uKacHOCT, Morar aa obaaTr nogasanu 10 MAJl u oT TeproBuuTe Ha eapo ¢
JIEKapCTBEHU TPOIAYKTH, alTEKUTEe, JIPOTePHHTE, JIeYeOHNUTE W 3/pPaBHHUTE 3aBEICHUS, MEIUIIUHCKHUTE
CHELHATNCTH U TPakJaHUTE.

(3) Msnbanutennuar aupexkrop Ha WAJl yTBbpxkaaBa CTaHAAPTHU ONEPAaTUBHU MpOLEIYypU 3a
00paboTBaHe Ha ChOOIIEHUATA U CUTHAJINUTE 110 ajl. 1 U 2 1 npeArpueMaHe Ha CbOTBETHUTE MEPKH.

Ya. 4. OtroBopeH 3a M3BbpIIBAaHE Ha OJOKMPAHETO M M3TENISHETO € IMPUTEKATENAT Ha
paspelmieHueTo 3a ymnorpe0a/ydoCTOBEpPEHHETO 3a pErucTpalus Ha JIeKapCTBEHUS MPOIYKT,
IIPOU3BOAMTENAT - 3@ IPOU3BECHUTE OT HETO JIEKAPCTBEHU MPOIYKTH, BHOCUTEIST U MPUTEKATENAT HA
pas3pelieHue 3a napaselieH BHOC - 332 BHECEHHUTE OT TAX JIEKapCTBEHU MPOAYKTH.

Yu. 5. (1) Paznopexxnanus 3a OIOKMpaHe W/WIM U3TETIISIHE C€ M3aBaT OT W3IIBJIHUTEITHHS
nupektop Ha MAJL

CcTp. 60T 6



(2) Jdupekropute Ha PErMOHAJHUTE WHCHEKIMM IO OMa3BaHe M KOHTPOJI Ha OOIIECTBEHOTO 3]paBe
(PUOKO3) Morar aa u3naBat pa3nopexaaHus 3a OJIOKUpaHe, KOUTO ca 3aIbJDKUTENIHN 32 BCUUKH JIMIA
Ha TEPUTOPHATA HA ChOTBETHATA 00JIACT.

(3) brokupane w/mnM U3TENIsIHE ca AMBKHU Ja U3BBPIIBAT U IPUTEXKATEIUTE Ha paspellleHue 3a
ynoTpeda/y10CTOBEPEHHE 32 PETUCTPALIUS, TIPOU3BOAUTEIINTE - 32 IPOU3BEIECHUTE OT TSX JIEKAPCTBEHU
NPOIYKTH, BHOCUTEIUTE M NMPUTEKATESIUTE Ha Pa3pelIeHue 3a MapayielieH BHOC - 32 BHECEHUTE OT TAX
JIEKapCTBEHU MPOJYKTH.

(4) Jlunara mo an. 3 u mupexkroputre Ha PMOKO3 nHezabaBHo yBemomsiBar MAJI 3a M3BBHPIIEHOTO
OJ0KMpaHe W/UIU U3TEIVIsHE.

Paznen 11
biokupaHe Ha JileKAPCTBEHU MPOAYKTH

Yn. 6. (1) bnoxkupane Ha 5ekapCcTBEH MPOAYKT CE€ U3BBPIIBA NpU HAIWYME Ha
JIOKyMEHTUpaHa UH(opMaus 3a:
1. HECHOTBETCTBUE C U3UCKBAHUATA 32 KAYECTBO;
2. JEeKapCTBEHU MNPOAYKTH, BHECEHM WM INPOU3BEICHHM B HapylleHHE Ha 3aKOHA 3a JIEKAPCTBEHUTE
MPOAYKTH B XymaHHara Meaununa (3JIIIXM);
3. JeKapCTBEHU MPOMYKTH, KOUTO C€ MpeyiaraT B ONAaKOBKU W/WIM C JIMCTOBKU, KOUTO HE OTrOBAapsT Ha
n3nuckBanusTa Ha 3JIIIXM unm akToBeTe MO NPUIAraHeTo My.
(2) bnokupaHe Ha JIeKapCTBEH MPOIYKT CE U3BBPIIBA U KOTaTo:
1. ©Ma HeomycTHMa HeXKellaHa JIKapCTBeHA PeaKlMs Py IpaBUiIHA yrioTpeOa, Uit
2. TUAIICBA TepaleBTUYHA €(hPUKACHOCT, MU
3. ChOTHOILIEHUETO MO3a/PUCK € HEONAronpHsTHO MPH MPABUIHA yIIOTpeda, HITN
4. KOMMYECTBEHUAT U KA4YECTBEHUAT ChCTaB Ha JIEKAPCTBEHUS NPOLYKT HE OTTOBApAT Ha AEKJIapUpaHUs
IpY pa3peliaBaHeTo 3a ynorpeda, uiu
5. KOHTPONBT Ha JICKApCTBEHHUs INPOAYKT W/WIM HAa CHCTAaBKUTE W HAa MEXAWHHUTE €Talmu OT
IIPOM3BOACTBEHHUS MIPOLIEC HE € U3BBPIICH UM HE CE U3IIBJIHABAT U3UCKBAHUATA, IPU KOUTO € U3aJCHO
pa3peLIeHneTo 3a MPOU3BOICTBO;
6. IMa CbMHEHHE, Y€ JICKAPCTBEHUAT MPOAYKT € (DajIIUB MU C HEYCTAaHOBEH MPOU3XO/I.

Yn. 7. Paznopexnanusta 3a OlOKupaHe ca 3aIbJDKATEITHU 32 BCHUKH TPUTEKATEIH HA
paszpeleHue 3a ynorpeda/yIoCcToBepeHUe 3a PETUCTPALIUS, IPUTEKATETH Ha pa3pelleHre 3a mapalieieH
BHOC, MPOU3BOAUTENN, BHOCUTENN, THPTrOBIM HA €IpO C JIEKAPCTBEHU MPOAYKTHU, allTE€KH, IPOTepHH,
neueOHH U 37JpaBHU 3aBE/ICHUS B CTpaHaTa. B pasmopexxaaHusTa ce mocovBar:

1. HauMeHOBaHKE Ha JIEKAPCTBEHUS MPOAYKT, JieKapcTBeHaTa (popMa U KOIMYECTBEHO ChAbP)KAHHUE Ha
AaKTUBHOTO BEIIECTBO 32 J030Ba €IMHULIA;

2. mapTUAEH HOMED;

3. UMe ¥ aJIpec Ha TpUTEKATENS Ha Pa3pEIICHUETO 3a YIOTpeda/yI0CTOBEPEHUETO 32 PETUCTPALIHS UITU
Ha pa3pelIeHUEeTo 3a MapaneieH BHOC,

4. ume u aapecC Ha HpOI/ISBO,Z[I/ITCHSI/BHOCI/ITeJIH;

5. OCHOBaHUS U MPUYMHHU 32 OJIOKUPAHETO;

6. Jara, TpUTC UMCHA, UIbXXKHOCT U MOAIMUCH HaA JIMIaTa, KOUTO ' U3aBart.

Yn. 8. Ilpm mnonydaBaHe Ha pa3nopexiaHe 3a OJOKHUpaHE BCUYKH IPOU3BOAUTEIIH,
BHOCHTENH, THPTOBIU HAa €IpO C JICKAPCTBEHM NPOIYKTH, ANTEKH, JAPOTePHH, JICUeOHH M 3ApaBHU
3aBeJIeHUs] He3a0aBHO crMpar Mpoaakdara v OTIYCKAaHETO Ha KOJIMYECTBA OT OJIOKHUpaHUs JeKapCTBEH
MPOJYKT, CbOTBETHO MapTU/Ia, TOCOYEHHU B PA3MOPEKIAHETO.

Yn. 9. [Tpu nanuuue Ha nHOpMarus 3a ooctosTencTBa mo wi. 6, a. I mam. 2, . 1 -5
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1. m3neaaUTENHUAT TupekTop Ha MAJL:

a) MUCMEHO paslopexkia Ha MpUTeXaTels Ha pas3pelieHHeTo 3a ynoTpeda/yIoCTOBEPEeHHMETO 3a
perucTparys, Ha MpUTEeKaTels Ha pa3pelleHUueTo 3a napajieieH BHOC, Ha MPOU3BOAMUTEINS/BHOCUTENS
Ha JIEKapCTBEHUS MPOAYKT/apTUIA OT JIEKapCTBEHUS MPOAYKT Ja WU3BBPIIM OJOKUpAHE; KOraTo
NPUTEKATENAT HAa pa3pelIeHUeTo 3a yHnoTpeda/y10CTOBEpEHHETO 3a PErucTpalus € JIMLE, KOEeTO He €
YCTaHOBEHO Ha TepuTopusita Ha PemyOnuka bbirapus, pasnopexigaHeTo ce u3lpama Ha
npeacTaBuTenss My mo wi. 26, an. 2 3JIIIXM; komue OT pa3nopekAaHeTo ce M3Mpalla Ha IIaBHHA
IbpXKaBEH 37paBeH MHCIEKTOpP M Ha BCHUYKM PErMOHAJIHM WHCIEKIMU 3a Ola3BaHe M KOHTPOJ Ha
00I11eCTBEHOTO 3/]paBe B CTpaHaTa;

0) B 3aBUCHMOCT OT CTENEHTa Ha PUCKa MMPU He0OXoauMocT nHpopMupa upe3 briarapckara tenerpadna
areHIysl CpeAcTBaTa 3a MacoBO OCBEJOMSBAaHE W HWHTEPHET HACEICHHUETO Ja He YNoTpebdsBa
OJIOKHpaHUs JEKapCTBEH MPOIYKT;

B) IpU HEOOXOTUMOCT ChOMpa JOMBJIHUTETHA UH(OpMAIMS 3a JIEKApCTBEHHs MPOAYKT, CbOTBETHO 3a
orpezeNieHa MapTHAa OT HEro, pasnopexaa B3UMAaHETO Ha MpoOM OT pa3IMyHU OOEKTH B CTpaHara,
U3BBPIIBAHETO HA J1a0OpaTOpHU M3MUTBAHUS U OLIEHKA HA CHOTHOIIEHUETO PUCK/TION3a 32 OJIOKUpaHUS
JIEKapCTBEH MPOAYKT;

2. IMPEKTOPUTE HAa PErHOHAIIHUTE WHCIIEKIIMY 32 Olla3BaHEe U KOHTPOJI Ha OOIIECTBEHOTO 3/paBe:

a) He3abaBHO M3MpalllaT MUCMEHO pa3lopexk/aaHe 3a OJOKUpaHe Ha JIEKapCTBEHUS MPOILyKT/IapTuaa oT
JIEKapCTBEHHUSI MIPOLYKT O MPOU3BOJUTENS, ChOTBETHO BHOCUTENIS, 10 BCHUKU CKJIAJ0OBE 32 THPrOBUS
Ha eJIpo, alTeKH, IPOrepuu, JeueOHH U 3paBHU 3aBe/ICHUSI HA TEPUTOPHITA Ha CHOTBETHATA 00J1acT;

0) yBenomsBat MAJI B cpok 710 24 yaca 3a U3BBPIIEHOTO OJIOKUpAHE;

B) pa3nopek/1aT B3UMAaHETO Ha MPOOH OT JeKapCTBEHUS MPOAYKT/IIapTH/IAa OT JIEKAPCTBEHUS IPOAYKT U
u3npauiar npodute B MAJL;

3. mpuTeXaTeNAT Ha pa3peleHUueTo 3a ynoTpeda/yI0CTOBEPEHUETO 3a pEerucTpalys, MpUTexKaTesaT Ha
paspelIeHneTo 3a MapajeineH BHOC, MPOU3BOAUTEIAT MM BHOCUTENSAT Ha JIEKAPCTBEHHS NPOAYKT
He3a0aBHO OJ0KMpa JIEKapCTBEHUS MPOAYKT/IapTUIa OT JIEKapCTBEHUS MPOAYKT U yBEIOMsIBA TUCMEHO
NAJI u pernoHamHata MHCIIEKIUS 3a OMa3BaHE M KOHTPOJI Ha OOILIECTBEHOTO 3/IpaBe Ha TEPUTOPUSATA
Ha CbOTBETHATa O0JIACT.

Y. 10. Cnen momyyaBaHe Ha pas3lopeXkaaHe 3a ONOKHpaHe MPOU3BOJUTENAT, BHOCUTEINAT
WM THPTOBEIBT Ha €ApO Ha OJOKUpPAHMS JEKAPCTBEH MPOIYKT/MAPTHAA OT JIEKAPCTBEHUS MPOAYKT €
3aIbJIKEH:
1. He3a0aBHO J1a cipe npoAakbara Ha COOCTBEHUTE HAJTMYHOCTH OT JIEKAPCTBEHUS POLYKT/IapTuaa OT
JIEKapCTBEHUs IPOIYKT;
2. B CpoK 10 24 d4aca OT TNOJy4aBaHETO Ha pA3MOPEXKIAHETO WJIM OT KOHCTaTUpaHe Ha
HECHOTBETCTBUATA J1a PA3MOpeIy MUCMEHO Ha BCHYKU JIMIIA, HA KOUTO € JIOCTaBHJ KOJIMYECTBA OT
JIEKapCTBEHUS MPOAYKT/TIApTHAATA OT JICKAPCTBEHUS MPOAYKT, CIIMpaHe Ha mpoAakbaTta u yrnorpebara;
3. B cpoka no T. 2 na ysegomu MAJI 3a npeanpuerute MEpKH, KakTO M 3a BCUYKH JIMIA, HA KOUTO €
JOCTaBWIJI OT OJIOKMpPAHUsI JIEKAPCTBEH MPOAYKT/TApTHIA OT JIEKAPCTBEHHs MPOMYKT, M 3a Opos Ha
JIOCTaBEHUTE UM OMAKOBKH.

Yn. 11. PeroBomuTenMTe HA anTeKd He3a0aBHO WHOOPMHUpAT TMAIMEHTHUTE, Ha KOUTO ca
OTITyCHAJIU TIO JIEKAPCKO MPEANHUCAaHNEe KOJTMYeCTBa OT OIOKUPAHUS JICKAPCTBEH MPOAYKT.

Ya. 12. MznpamaneTo Ha pasnopexaaHds W/WIM yBEIOMJIEHUS OT JMIara mo wi. 5 3a
OJOKMpaH JIEKapCTBEH MPOYKT/TIApTHAA OT JIEKAPCTBEH IMPOIYKT MOXE Ja c€ M3BBbpIIBAa MO (hakc,
TesIe()OH WM 1O €JIEKTPOHEH BT, HO 3aIBJDKUTEIHO C€ MOCeBa OT NPENopbUaHoO MUCMO ¢ 0OpaTHa
pasInucka.
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Ya. 13. (1) Knacudpukamusra Ha CTelneHTa Ha pHCKa 3a 3[IpaBeTo, IbJDKAIl ce Ha

JIEKapCTBEHU NPOIYKTH, IMOKa3ajdl HECHOTBETCTBUE C H3MCKBaHHUATA 3a KayeCTBO, € IMOCOYEHa B
IIPUIIOKEHUETO.
(2) B 3aBucuMoOCT OT CTeNeHTa Ha pucKa chIacHO npuioxkeHnero MAJl yBenoMsaBa KOMIETEHTHUTE
OpraHd Ha JIbpXKaBUTE OT EBPONENCKOTO MKOHOMHYECKO IPOCTPAHCTBO, EBpomneiickara areHuus Io
nekapctBara, (CBeTOBHaTa 37paBHAa OpraHU3alUs, Jbp)KAaBUTE, CKIIOYMIM CIOpasyMEHHE C
EBpomneiickata KOMHCHS 3a B3aUMHO T[IpU3HAaBaHE Ha KOHTpOJHUTEe JeiiHoctu mo JloOpa
MIPOM3BOACTBEHA IMpakTHKa M cTpaHuTe 1o KoHBeHuusATa 3a (apMaleBTUYHU HMHCIEKIUH 3a
JIEKapCTBEHU MIPOAYKTH, MIOKa3aJIl HECHOTBETCTBUE C U3UCKBAHUATA 32 KAUECTBO.

Paznen 111
N3TeriisiHe Ha JIEeKAPCTBEHU MPOAYKTH

Y. 14. (1) B 3aBUCHMOCT OT pe3yiTara OT M3BBPIICHUTE MPOBEPKH W/WIK JTaOOpPaTOPHU
M3MUTBAHUS, KAaKTO M OT CTENEHTa Ha PUCKA CBHIVIACHO KJIacHU(pUKAIUATa B NPUIOKEHHETO H/WIN
OLICHKaTa Ha CBHOTHOLICHHWETO TOM3a/puck B cpok 10 30 paOOTHM JOHU clex H3/JaBaHe Ha
pasmopekaaHeTo 3a OJOKUpaHe W3MBIHUTETHUAT aupekrop Ha MAJl mucMeHo pasmopexnaa Ha
NPUTEXKATENs] Ha pa3pelIeHHeTo 3a YHoTpe0a/yloCTOBEpEHHETO 3a PEerucTpanusi, ChOTBETHO Ha
MpUTEXaTeNsl Ha pa3pelieHre 3a napajiesieH BHOC!

1. ocBoOOXKTaBaHe Ha OMOKMpAHUS JIEKApCTBEH MPOLYKT/IAPTUAATA OT JICKApPCTBEHUS MPOIYKT, WK

2. u3TerIsiHE Ha OJIOKMpPaHUS JIEKaPCTBEH MPOAYKT/IApTUAATA OT JIEKAPCTBEHUS MTPOAYKT.

(2) Konue ot pa3nopexaaHeTo ce M3Mpalia 10 IIaBHUS IbP:KaBeH 3ApaBEH WHCIEKTOP U 10 BCUYKU
PMOKO3 B cTpanara.

Y. 15. (1) bnokupaHusT JeKapcTBEH MPOMYKT/IApTUAATa OT JICKAPCTBEHHUS MPOIYKT ce
U3TEVIs OT MPUTEXKATENs Ha Pa3pelIeHUeTo 3a ynoTpe0da/yI0CTOBEPEHHUETO 3a PEruCcTpalusi, CbOTBETHO
OT TIPUTEXKATENsI Ha Pa3pelIeHUeTo 3a MapajesieH BHOC B CpoK A0 30 pabOTHH JHM OT MOJlyyaBaHe Ha
pa3nopexTaHeTo 3a U3TETIISHE.
(2) TwproBuuTe Ha €apo, 3aKYMWIN JEKAPCTBEHUS MPOIYKT, U3TEIIAT MPOJAJCHUTE KOJIMYECTBA OT
BCUYKHU CBOM KJIMEHTH U I'M BPBIIAT 00paTHO Ha JIMIIATA, OT KOUTO Ca TH 3aKyIHIIH.
(3) Besiko meiicTBue 10 M3TEINISIHETO HA JIGKAPCTBEHUS MPOAYKT/HMApTHIATA OT JIGKAPCTBEHHS MPOIYKT
ce JIOKYMEHTUpa C MpPOTOKOJ, KOMTO chIAbpkKa HaHHM 3a IyCHaTUTE Ha Ia3apa, MPOU3BEICHUTE,
BHECEHHTE, M3TEIICHH OOPaTHO M M3Pa3XOABAHU KOJIMYECTBA OT JICKAPCTBEHHS MPOIYKT, CIHCHK Ha
JUIara, KOUTO HE ca BbPHAIM 3aKYMEHUTE KOJIMYECTBA U IPUUUHUTE 32 TOBA.
(4) PernoHanHMTe WHCHEKIMM 3a ONAa3BaHE M KOHTPOJ Ha OOIIECTBEHOTO 3/paBe OCBIIECTBABAT
KOHTPOJI 10 U3ITBIHEHUETO Ha Pa3NopekIaHUATa 32 U3TEIVISTHE HA JIEKapCTBEHU MIPOAYKTH OT OOEKTHUTE,
Pa3MOIOKEHH HA TEPUTOPHUSATA HA ChOTBETHATA O0JIACT.
(5) B cpok 10 5 paboTHU JHU OT MPUKIIIOYBAHE HA M3TEIISTHETO MPHUTEKATEIAT HA pa3perieHUEeTo 3a
ynoTpeda/yI0CTOBEPEHUETO 3a PErucTpanus, ChOTBETHO Ha pa3pelleHHEeTO 3a MapajelieH BHOC,
npeacraBs B MAJI m PMOKO3 nHa Ttepuropusita Ha ChOTBETHaTa 00JacT 000OINEH JOKIam 3a
pEe3yJITaTUTE OT HEro U NMPEAJIOKEHHUE 32 MOCIEABALIITE MEPKU, CBEP3aHH C JIEKAPCTBEHUS POAYKT.

Y. 16. Koraro e u3gaaena 3anosen no wi. 276 3JIIIXM 3a oTHeMaHe Ha pa3pelICHUETO 3a
ynoTpeba Ha JIEKapCTBEHUS NPOAYKT/yAOCTOBEPEHHUETO 3a pErucTpanus, NpUTSKATEIAT Ha
paspelIeHneTo 3a ynorpeda n3renis JIeKapCTBEHHs IPOAYKT B CPOK 0 7 paOOTHU JHU OT MOTydaBaHe
Ha 3amoBenTa M B cpoka mo wi. 15, an. 5 mpencras B MAJI 00o0mien fokian 3a pe3yaTaTuTe OT
M3TEIVISTHETO U NPENJIOKCHHE 3a ITOCIIEABAIMTE MEPKHU, CBBP3aHU C JIEKAPCTBEHUS ITPOIYKT.

Ya. 17. [purexarenute Ha paspelieHHE 3a ynoTpe0a/yrnoCTOBEpeHHE 3a perucTparvs,
IIPUTEKATEIUTE HA pa3pelleHne 3a MapajeleH BHOC, IPOU3BOJUTEIINTE, BHOCUTEIUTE U THPTOBLIUTE HA
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€/1po C JIEKapCTBEHM NPOAYKTH Ca JUTBKHU Ja pasloiiarar 1 Jja IpeAocTaBar npu noucksane ot MAJI n
PUOKO3:

1. 00001IeHN JaHHU 3a IyCHATUTE Ha Ma3apa, MPOU3BEICHNUTE, 3aKYTIEHUTE U MPOaIEHUTE KOJTHMUECTBA
JIEKapCTBEHU TMPOIYKTH IO BHUJOBE W MapTUIM, JHIaTa, OT KOMTO ca 3aKyleHM M Ha KOUTO ca
NPOJIa/IeHH, KaKTO U J1aTaTa Ha MPOU3BOJCTBO, BHOCA, TOKYIIKAaTa WM Mpojaxoara;

2. TaHHM 3a CKJIaJJ0BaTa HAJIMYHOCT I10 BUI0BE JIEKAPCTBEHHU MPOTYKTH U MAPTU/IH;

3. ceptuduKkaT 3a 0CBOOOXK/IaBaHE Ha BCSIKA MAPTH/IA Ha JIEKApCTBEHUS IPOIYKT;

4. dpakTypu, U31aJIeHU Ha KyIyBada, B KOUTO 3a/IbJDKUTEIHO Ca TOCOYEHU BUIBT, HAPTUIHUIT HOMED U
CHOTBETHOTO KOJIMYECTBO, HOMEPHT Ha cepTU(HKaTa 3a OCBOOOXKJIaBaHE Ha MapTHAaTa, KAaKTO M
HOMEPHT Ha PA3PEUIUTEHOTO 3a MPOU3BOJCTBO, 3a BHOC WJIM 3a THPIOBHSI Ha €ApO C JEKapCTBEHU
IIPOAYKTH;

5. MHCMEHU pa3nopexaaHus 3a OJOKHpaHE Ha JIEKapCTBEHHUS MPOAYKT/TIapTHiaTa OT JeKapCTBEHUS
IPOJIYKT, MOKa3aJl HEChOTBETCTBHE C M3UCKBAHMATA 3a KA4€CTBO, O€30MaCHOCT U €(PUKACHOCT, U KOIUE
OT CHOOIICHUATA IO KIIMEHTUTE 3a OJIOKUPAHETO W/WIIN U3TEINISIHETO UM;

6. TOKyMEHTH 32 JABM)KCHHETO Ha JIEKAPCTBEHUTE MPOIYKTH, ChIbPIKALIM HAPKOTUYHH BELIECTBA H/UIIH
IIPEKYPCOpPH.

Y. 18. (1) Koraro na tepuropusita Ha PenyOnuka bbiarapus € ycTaHOBEHO HalMuyue WU
pasnpocTpaHeHre Ha (anmuB JIEKAPCTBEH NPOMYKT WM JIEKapCTBEH MPOAYKT C HEYCTAaHOBEH
NPOM3X0J, M3MBIHUTENHUAT qupekTop Ha MAJI nznasa pasnopexaHe 3a OJIOKMPAHETO U U3TETNISTHETO
My.

(2) Paznopexnanero no ain. 1 ce usnpara 10 MIaBHUS IbPKABEH 3PAaBEH MHCIEKTOP 32 CBEIEHUE U 10
Bcnukn PUOKO3 B cTpaHara, KOUTO OpraHU3MpaT U3TEIISTHETO U ChbXPAaHEHUETO HA KOJIMYECTBATA OT
JIEKapCTBEHUs IPOAYKT OT OOEKTUTE, Pa3MOIOKEHH HAa TEPUTOPUATA HA ChOTBETHATA 00JIACT.

(3) PernonanHute MHCHOEKLMHU 3a ONAa3BaHE M KOHTPOJI HAa OOIIECTBEHOTO 3[pPaBE CHIVIACHO CBOUTE
KOMITETEHIIUM YIPAaXXKHSABAT KOHTPOJI BbpPXY YHHILOKABaHETO Ha JIEKAPCTBEHUTE MPOAYKTH 110 all. 2 1O
pena Ha Hapeabara o wi. 274, an. 2 3JIIIXM.

JOITBJIHUTEJIHA PA3IIOPE/IBA

§ 1. "®anmuB nekapcTBEH MPOAYKT" € JEKapCTBEH NMPOAYKT C MOCOYEHU BBPXY MPOIYKTa,
BBPXY IIbPBUYHATA WJIM JpyTra ONMAaKOBKA WM B JHCTOBKAaTa HEBEPHH JaHHH 32 HETOBUTE MICHTHYHOCT
(Hamp. TMONBEXIAIIO TBBPACHHE OTHOCHO MMETO, ChCTaBa, KOJMYECTBOTO Ha aKTUBHOTO BEUIECTBO B
JI030Ba €IMHMILA WM JIPYTH €JIEMEHTH), UCTOPHS WIM TPOU3X0[] (Hamp. MOABEXKIAIIO TBBPICHUE
OTHOCHO TIPOM3BOJUTENS, Jbp)KaBara, B KOSITO € IPOU3BEACH, Ibp)KaBaTa Ha TPOM3XOA WU
NpUTEXATeNsl Ha Pa3pelIeHueTo 3a yrnorpeba). DammuBUAT JEKapCTBEH MPOAYKT MOXKE J1a ChIbpiKa
NPaBUIHUTE CHCTABKH HJIU APYTH ChCTABKH, J]a HE ChbP)Ka aKTUBHO BEIIECTBO, JIa CHhIbPKA aKTHBHO
BEIIIECTBO B PA3JIMYHO OT MPAaBUIIHOTO KOJIMYECTBO WU Ja € ¢ (ammuduipaHa ornakoBKa. 3aKOHHO
paspemieHnTe 3a ymnoTpeda JEeKapCTBEHW TPOAYKTH, C OTKJIOHEHHS B Ka4eCTBOTO WJIM TaKWBa C
HECHOTBETCTBUSI C MW3UCKBaHMATA Ha JoOpara TIPOM3BOJCTBEHA IMpaKkTHUKa W/WiM jgoOpara
IUCTpUOYTOpCKA MPAKTHKA, CIIE/BA J1a Ce pa3rpaHuyaBar OT (PaJIUBUTE JICKAPCTBEHH MPOILYKTH.

SAK/IIOYUTEJIHU PASIIOPEABU

§ 2. (1) Beuuku pasxoau 1o OJOKMPAHETO W HW3TEIVITHETO HAa JIEKApCTBEHU TPOIYKTH,
MOKa3aJli HECHOTBETCTBUS C M3MCKBAHUATA 332 KA4ECTBO, O€30MACHOCT U e(hUKaCHOCT, ca 3a CMETKa Ha
MpUTeXaTelss Ha pa3pelieHueTo 3a YNnoTpeda/ynoCTOBEpEHUETO 3a PErucTpalus, ChOTBETHO Ha
pa3peleHneTo 3a napajeieH BHOC Ha JIEKAPCTBEHUSI IPOAYKT.
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(2) M3neanurennust aupekrop Ha MAJl w/umm nupexropsT Ha PMOKO3 Ha Teputopusta Ha
ChOTBETHAaTa O0JIACT MPEACTaBAT Ha JMIETO MO ad. | JOKYMEHTH 3a BCHUUKHM HalpaBEeHU Pa3Xoau IO
OJIOKMPAHETO W/WIM M3TENISIHETO, B T. Y. Pa3XOJUTE 3a M3BbPILIEHUTE JAOOpAaTOpHU aHAIW3U, U TO
yBEIOMSIBA 32 33bJKEHUETO MY J1a TH Bb3CTaHOBHU.

§ 3. Korato mputexarensiT Ha pa3pelieHHeTo 3a ynorpeda, ChbOTBETHO yIOCTOBEPEHHUETO 32
pEerucTpaiys Ha JEKapCTBEH MPOAYKT, € JIUIe, KOETO HEe € YCTAaHOBEHO Ha TepUTOpHusATa Ha PemyOnmka
bearapus, oTroBOpHOCTTA 3a OpraHU3UpaHe Ha OJOKMUPAHETO W/WIM HM3TETISHETO W W3MBIHCHHE Ha
Pa3noOpeKIAHUATA BbB BPB3Ka C TAX HOCH JIMLETO 1O Wi. 26, ai. 2 3JITIXM.

§ 4. Ta3u HapenOa ce u3naBa Ha ocHoBaHMe Wi. 274, anm. 1 or 3akoHa 3a JEKapCTBEHUTE
NPOAYKTH B XyMaHHara MmeaunuHa u oTmeHss Hapen6a Ne 5 or 2000 r. 3a ycrnoBusita M pena 3a
OJoKHMpaHe U U3TEIVIsTHE Ha JIEKapCTBa OT MPOU3BOAUTENH, CKIIAIOBE 32 THPTOBHS HA €IpO C JIEKapCTBa,
anTeKu, Iporepun u JedeOnu (3apaBuu) 3aBenenus (B, op. 54 ot 2000 1.).

I[lpunoxenue
keM uji. 13, an. 1

Knacudpuxaumsa Ha CTEeNeHTa Ha puCKa 3a 3IJpaBeTo, IObjXall Ce Ha JIeKapCTBEHU
NPOOYyKTH, HECBOTBETCTBAIM Ha M3MCKBAHMATA 34 KadeCTBO I creneH
Ha pUCKa HecroTBeTCTBMA C M3MCKBAHMATA 34 KadeCTBO, IIpPelnCcTaBJIABalM
NOTEHUMAJHAONACHOCT 3a XMBOTAa M 3OpaBeTO Ha HACEJIEHMEeTO: 1. JsexapcTeBeH
NPOOYKT, 3a KOMTO € YyCTAaHOBEHO HEeCBOTBETCTBUE MEXIYyEeTMKETa M HETOBOTO CBIBbPXaHME
(pa3amMyHM NPOOYKTU) ; 2. JIeKapCTBeH MNPOAOYKT C Pas3jiIM4HO (HEeCBOTBETCTBAUO) Ha
obsaBeHaTa HaeTHMKeTa ChIObPXaHME Ha aKTMBHOTO BeleCTBO 3a HO30Ba eIMHMIA, BOIela
JOCEPMO3HM HOCJIeACTBMA 3a 3OPaBeTO Ha NaluMeHTa; 3. JlexapCTBeH MNPOOYyKT 3a
IapeHTEePaJIHO MM OYHO MNPWJIOXEHMEe, KOMTO EeMMKPOOHO 3aMbpPCEH, HE3aBUCHMMO OT BMIa Ha
MUKPOOPT'aHMU3MUTE; 4. JIEKApPCTBEH IPOIOYyKT, KOMTO nmopain XVMMMUYHO 3aMBbpCABaHE MOXE
oa noeeneno CEepMO3HM IOCJeICTBMA 3a 3OPabBeTo; 5. JIekapCTBeH NPONYKT, CMECEH C
IPpyTM JIEKAPCTBEHM NPOAOYKTM, NPM KOMTOCMECBAHETO € YyCTAHOBEHO B IOBedYe OT eIMH
KOHTENHepP; 6. JIeKapCTBEH NPOOYyKT, KOMTO NOopalM B3aMEHEHO aKTMBHO BelleCTBO MOXe
mamoesene IO CEPMO3HM INOCJIEACTBMUA 3a 3IPaBeTo. JlekapCTBEHNTE MNPOOYKTM, NOKas3ain
HECBOTBETCTBMA OT I CTENeH, CEeONOBEeCTABAT BBB BCUUKM CTPAHM U 3a BCEKM OTIEJICH
Ccilydal upes cucreMara 3abbpp30 yBenoMsABaHe. IT cTemneH Ha puCKa
HecroTBeTCTBMA C M3MCKBAHMATA 34 KadeCTBO, KOUTO MOTAaT Ha NpeIM3BMKaT3abojigaBaHe WM
JuIca Ha OdYaKBaH epeKT OT JIedeHMEeTO, HO He IonalaT B oOxXBaTaHa 1 CTENeH Ha pPuCKa:

1. JIexapCTBEH MNPONYyKT, KOMTO € HEeINPaBUIJIHO eTUKETHPpaH, HaNpuUMep IPelleHUIM C JIMICBall
TEeKCT WM O3HAYEHUS; 2. JleKapCTBEeH NPOANYyKT C JIMIICBalla MJIM HeBsApHa MHOoOpMaLMsS
(ITMCTOBKM WMIMETUKETU) ; 3. CTepuJieH JIeKapCTBEH NPOOYKT C MUKPOOHO 3aMbpCsBaHe,
KOMTO He elpelHaszsHAauUeH 3a [IapeHTepaljlHO MJIM OUYHO IIPMJIOXKEHME M KOMTO MOXe Ia
[IOBJIMAEBBPXY 3IOPaBEeTO; 4. JlekapCTBEH MNPOOYKT C XMMMUHO M/UIM OPYTO 3aMbpCaBaHEe
(BHAUMTEJIHMOHEeUMCTBAaHUA, KPBbCTOCAHO 3aMbpPCAaBaHe, MEeXaHMUHM YacTULM) ; 5.
JIEKAPCTBEH MNPOOYKT, CMECEH C IPYyIM JIEKAPCTBEHM MNPOOYKTM (KPBCTOCAHO3aMBbPCSBAaHE) ;

6. JIeKapCTBEH IPOIOYKT, 3a KOMTO € YyCTAaHOBEHO HECBHOTBETCTBMEe ChbCClleuubmkaumsaTa,
HanpuMmep crabwuiaHocT, obeMm, TeIJio M Op.; 7. JIeKapCTBEH MNPONYyKT, KOMTO Iopanu

HEeNpaBMJIHO OIlaKOBaHEe MOXe IOa HOOBeIeIO CEPMO3HM IIOCJIeICTBMA 3a 3IOpabeTo, HAIpMMep
LUMTOTOKCUUHM JIEKAPCTBEHUNPOOYKTHM, KOHTEMHEpM, 3BalMTeHM OT Iela, CUIJIHOAeMCTBalu
JIEKAPCTBEHM MNPONYKTM. JlekapcTBeHUTEe MNPOOYKTM, IIOKa3aJiM HeCBOTBeTCTBMA OT IT
CTEIleH, CeOIOBeCTABAT Ypes CucTeMaTa 3a O0Bp30 yBeIOMABAaHE Ha ObPXaBUTE OT
EBPONENCKOTOUMKOHOMMUUECKO NPOCTPAHCTBO M IObBPXaBUTE, CKIIOUMIINM CIOpasyMeHMe 3a
B3aMMHOIIPM3HaBaHe, B KOMTO € M3BECTHO WMJM Ce IpepnrnoJjiara, de e
pasnpocTpaHeHanaprmugara. ITT creneH Ha pucCKa HecwvoTBEeTCTBMA C M3UCKBAHUATA
34 KadecTBO, KOMTO MOTAT a HENpeIM3BMKAT ChIlEeCTBEeHa OIAaCHOCT 3a 3IpaBeTo Ha
nauMeHTa, HO TAXHOTOM3TEeIJISsHe CcJlelBa Ia ObIe M3BBPULEHO N0 APYyIM IPUUMHN: 1.
JIeKapCTBEeH IIPOLAYyKT, KOMTO He e MPaBUJIHO OllakOBaH, HANpMMep JIMIICBAWNIaAPTUIEH HOMEP
MM CPOK Ha T'OOHOCT; 2. JIexapCTBeH NIPOOYKT, KOMTO HE € IPaBUJIHO 3aTBOPEH;
3. JlexapCTBEH NPONYKT, KOWUTO € 3aMBbPCeH.
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