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YBAXKAEMA MUHUCTBP CEPBE30OBA,

BbB Bpb3ka ¢ [Ipoext na Hapenda 3a usmenenue u gonbinenne na Hapenda Ne 4 or 2009
r. 3a yCJIOBHATA M pe/a 3a MPEANMCBaHE U OTIYCKAHE Ha JIEKAPCTBEHW MPOJYKTH, C MEPUOJ Ha
obwecrpeHata KoHcyarauus: 12.04.2022 r. - 26.04.2022 r. (HapuuaHa 1o-101y 3a KPaTKOCT

L Ipoekra(bT)™), bbarapcku sekapcku cbro3 € npe1ocTaBr NucMeHo ¢BoetTo CTaHOBHILE ¢ M3X. No
107 oT 19.04.2022r.

C IlpoekTa ce npeanara ot 01.05.2022 r. npeanucBaHeTo Ha JleKapCTBEHHU [IPOAYKTH, KOETO
C€ M3BBPIIBA HA PEUENTypHa OJiaHKa ¢ Osl LBAT Jla ce M3BBPIIBA CaAMO B €JIEKTpPOHHA dopma

CbOOpa3HO QyHKUMOHANHOCTUTE Ha HaumonanHata 31paBHoMH(OpMALIMOHHA CHCTEMA (HapuuaHa
[10-10J1y 3a kpatkoct ,,H3UC*).

C ornen Ha (akra, ye bbarapcku Jiekapckum CblO3 BMHATM € 3allMTaBaj WaesiTa 3a
M3rpakaaHeTo U BHeApsiBaHeTo Ha H3WC B PenyOnuka Bwarapus, BkaounrenHo u B cTenen Ha
[ThJIHA CJICKTPOHHU3ALMSA, HO B ChLIOTO BpeMe € OTYMTa] HEOOXOAMMOCTTA TOBA J1a C€ M3BBPLLIBA C

roJiiMa MPCUM3HOCT OTKBM BCHUYKM JI€TAW/IM HA OOLLUECTBEHUTE OTHOLICHHUA B OBArapckoTo
3/ipaBeonas3BaHe, ¢ HACTOSANIOTO By oTnpaBsiMe clie IHUTE NpeIIoKeHUS:




1. llpeanucBanero HA JIeKADCTBEH MPOAYKT € peuentypHa 0JAaHKA HA XapTHeH
HOCHTEJI HJIH C €JIEKTPOHHO NpeANucaHue

KbM HacTosiimst MOMEHT cbriacHo 4. 70 ot Hapenba Ne 4 ot 4 mupr 2009 r. 3a yenoBusita
W peaa 3a NPeANnUCBaHe U OTMYCKaHEe Ha JICKAPCTBEHW MPOAYKTH NPEANUCBAHETO HA JICKAPCTBEH
[MPOAYKT, C M3KJIKOYEHWE Ha JICKapCTBEHMUTE MPOAYKTH Mo riasa tpera, paszaenu I, [IluV or
chlllata Hapeada, C€ M3BBLPLIBA € €JEKTPOHHO mNpeanucanue. [lpeanucsaHeTo Ha JeKapcTBEH
[POAYKT 10 peaa Ha 4. 6 OT chluaTa Hapeada ce M3BbpLIBA C pelenTypHa OJlaHKa Ha XapTUEH
HOCHUTEJ WJIU C EJIEKTPOHHO Mpe/ilucaHue.

bbarapcku JieKapcku Cbi03 HACTOSIBA HACTOSILIMAT HOPMATHUBHO YCTAHOBEH npouec
OTHOCHO MPEANUCBAHETO HA JIEKAPCTBEHU NPOAYKTH /1a HE ObJIe NPOMEHSIH - ¢ peLienTypHa O1aHka
Ha XapTHEH HOCHUTECJI WJIM C EJIIEKTPOHHO npeanucanue, kato motuBure Ha bJIC 3a ToBa ca
M3JI0JKeHH ¢ ropeonucatHoto CraHoBuiie ¢ u3x. Ne 107 ot 19.04.2022r.

C oryie/1 pa3BUTHETO Ha 3paBeONa3BaHeTO B CJICKTPOHHA Cpe/a W B C/yyail Ha 3arna3BaHe
Ha XMOpMAHATA CUCTEMA Ha MPEANMUCBAHE HA JIEKAPCTBEHM MPOAYKTH — Ha XapTHsl U €JeKTPOHHO,
npejjiaraMe NpH noJivuaBaHe Ha XapTHEHA pelenta OT MarucTbp-hapMaiieBT B CbOTBETHATA
anTeKa, Karo 4acT OT Npolueca 1o H3lbJAHeHHEe HA peuenTara ja 0bjie HelHHOTO apXHBHpaHe

B AlITEKATa U ¢JIe/l TOBA BbBEK/IaHEe HA OTNYCKAHHTE NPEeANHCAHN JEeKAPCTBEHH NPOAYKTH B
nocuero Ha nanventa B H3UC.

OT e/lHa cTpaHa. N0 TO3M HAa4yWH ce rapaHtupa mbaHora Ha H3UC, a or apyra — uie ce

rapadrTyipa 1pocjacAuMOCT M JICKApAT 1€ 3HAC KaKBH JCRApCTBa €ad OTIIYCKAHUW Ha TlallMCHTa B
MHHAJIOTO.

I1. IlpeinucBaHeTO HA JIEKAPCTBEH MPOAVKT CAMO € €JICKTPOHHO NpPeNnHCcCAHHEe

B cayuaii 4ye Obaar npeHeOperHatv chOOpa)K€HUsATA, MOCOYEHW B CTAHOBHMIATA HA
bbJiirapcku iekapcku cbro3, bearapcku 3500/1€KapcKku CbrO3, OpraHU3alliy ¥ aCOLIMALIMKI, OTAETHHN
4JICHOBC Ha CHCJIOBHUTE OpraHu3alliu, NPOTHB BbBEKAAHETO HA €JICKTPOHHOTO MPEANUCAHUE KATO
CAMHCTBCH HA4WH 3a MpPEAINMCBaHE Ha JICKAPCTBEHU IMPOAYKTHU, HACTOABaMe Ja ObJe BbBEIAEH

CJICIHUAT MEXaHU3bM, rapaHTUpalll CUI'YPHOCTTA Ha IpaBaTa W 3/paBOCJIIOBHOTO CHCTOSIHME HA
NaUMCHTA U CNIa3BAHETO HA HOPMATUBHMUTE Pa3rope/iOn, a UMEHHO:

MexaHH3bM, KOWTO 1a rapaHTHPA, Ye NPH U3BbPLIEHA NPOBEPKA CPeIy BCeKH e/1INH
OT OTNIYCHATHTE JIEKAPCTBEHH NPOJAVKTH 110 CKJIAJ0BATA HAJHYHOCT HA ChOTBETHATA ANTEKA

ChOTBETCTBAT CJICKTPOHHH peANnucaHus, nNnpeaABHaKIaIH OTIIVCKAHCTO HMCHHO HA ChIIIUTE

10 BH/I H KOJHYECTBO JIEKADPCTBEHH NMPOAVKTH. /
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