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IIpod. Acena CepOe3oBa, B KayecTBOTO ¥ Ha
MunucTbp Ha 3apaBeonasBaHeTo Ha PenyOiuka
bbarapus

Konue

J1-p AnTOoH ToHeB, B KAUECTBOTO MY Ha Ipe/iceaaTen
Ha Komucusita no 3apaBeonaszBaHeto Kbm 47-10
HapoHo cvOpanue Ha PenyOnuka buiarapus

MNMPEAJOXEHMHE

Or

J-p HBan MagkapoB, B KauyecTBOTO CH Ha

npeaceaaresl  Ha o YNpaBUTEJHUS  ChET  Ha
bbJI'APCKHN JIEKAPCKM CbHIO3, ¢ koa no

bYJICTAT 121855943, ¢bC cepanuuie W ajapec Ha

ynpasienue: rp. Codus, Oyi. ,,Axan. Usan ['ewos™
Ne 15,

OtHocHO: [lpoexm na Hapeoba 3a uszmenenue u
oonvanenue na Hapeooa Ne 4 om 2009 2. 3a
YCaosusma u_peod 3a_npeonuc8ane U OmnycKkane Ha
NeKapcmeeHu npooyKmiu

YBAXKAEMA MUHUCTBP CEPBE30OBA,

BbB Bpb3ka ¢ [Ipoext na Hapenda 3a usmenenue u gonbinenne Ha Hapenda Ne 4 or 2009
r. 3a yCJIOBUATA M pella 3a MpeAnucBaHe M OTIYCKaHE Ha JIEKAPCTBEHW MPOAYKTH, C MEPUOJ Ha
obwecrpeHata KoHcyatauus: 12.04.2022 r. - 26.04.2022 r. (HapuuaHa 1o-a01y 3a KpaTKOCT
»LIpoekTa(bT)™), bearapcku jiekapcku cbio3 € npeaocTaBul nucMeHo ¢Boeto CTaHOBHILE ¢ M3X. No

107 oT 19.04.2022r.

C I[lpoexra ce npeanara ot 01.05.2022 r. npeanucBaseTo Ha IeKapCTBEHH MPOLYKTH, KOETO
C€ M3BBPIIBA HA PEUENTypHA OJlaHKa ¢ Osl LBAT Ja ce M3BBPIIBA CAMO B €JIEKTpPOHHA (opma
CbOOpa3HO pyHKUMOHANHOCTUTE Ha HaumonanHara 31paBHouH(OpMAaLIMOHHA CHCTEMa (HapuuaHa

110-10J1y 3a kparkoct ,,H3UC™).

C ornen Ha axra, ye bbarapcku Jiekapckum CblO3 BMHATM € 3alMTaBaj Wiesita 3a

U3IrpaKaaHeTo U BHeApsBaHeTo HA H3V

(C B Penybnuka bbarapusi, BKIIOUMTENHO U B CTEreH Ha

[TbJIHA CJICKTPOHU3allUs, HO B CHIIOTO B

DEMC € OTUHMTAl HEDﬁXDﬂ,HMOCTTa TOBa Ja C€ U3BbpLUIBA C

roJiiMa MNpPCeUU3HOCT OTKBbM BCHYKHM JIETaWIM HAa OOLLUECTBEHUTE OTHOIICHHS B OBJArapckoTo
3/IpaBeonasBaHe, ¢ HACTOAIOTO Bu ornpapsme ciieiHUTE NIpesIoKeHUs:



. IlpeinucBaneTo Ha JIEKAPCTBEH NPOAYKT € peuentypHa 0JaHKA HA XAPTHEH
HOCHTEJI HJIH C €JIEKTPOHHO NpenucaHue

KbM HacTosiimst MOMeHT cbriacHo 4. 70 ot Hapenba Ne 4 ot 4 mupr 2009 r. 3a yenoBusita
W peia 3a NPeANUCBaHe U OTMYCKaHE Ha JICKApCTBEHW MPOAYKTH MPEANUCBAHETO HA JICKAPCTBEH
MPOAYKT, ¢ M3K/IIOYEHHUE HA JICKApPCTBEHUTE MPOAYKTHU 1o riasa Ttpera, pasaend I, [IIuV or
ChblliaTa Hapeada, ce M3BBPIIBA C E€JNEKTPOHHO Npeanucanue. [IpeanucBaHeTo Ha JeKapcTBEH
[POAYKT 1O peaa Ha 4. 6 OT chluaTa Hapeada ce M3BbpIIBA C pelenTypHa OJlaHKa Ha XapTUEH
HOCHTEJT U1K C €JIEKTPOHHO MpealiucaHue.

bbirapcku nekapckum CbrO3 HAcTOSIBA HACTOSILMAT HOPMATMBHO YCTAHOBEH MPOLIEC
OTHOCHO MPEJANUCBAHETO HA JICKAPCTBEHHM NMPOAYKTH Aa HE ObJIe NMPOMEHSH - ¢ pelenTypHa O1aHka
Ha XapTHEH HOCHUTEC]I WM C EJICKTPOHHO mnpeanucanue, kato motuBute Ha bBJIC 3a ToBa ca
M3JI0JKeHH ¢ ropeonucaHoTo Cranosuiie ¢ u3x. Ne 107 or 19.04.202:

C oruyie/1 pa3sBUTHETO Ha 3paBEONa3BaHETO B €JACKTPOHHA Cpe/: 1 B C/y4ail Ha 3arna3BaHe
Ha XMOpUHATA CUCTEMA HA MPEANUCBAHE HA JICKAPCTBEHM MPOAYKTH - 112 XapTHsl U €JeKTPOHHO.,
npejjlarame MpH 1oJiyyaBaHe Ha XapTHeHa peuenrta oT MaricTbp-¢:  valeBT B CbOTBETHATA
anTeKa, Karo 4acT OT npoueca no u3nbJaHeHHe HA peuenrtara jaa 61 HelHOTO apXHBHpaHe

B AlTeKaTa U ¢Jie/l TOBA BbBEK/IAHE HA OTNYCKAHHTE NPENHCAHN [« {APCTBEHH NPOAYKTH B
nocuero Ha nanventa B H3UC.

Ot eaHa cTpaHa, 10 TO3M HAuWH ce rapanTupa nbanora na H ' 1C, a ot japyra — e ce

rapadrTyipa 1pocjJCAuMOCT W JICKApAT 1€ 3HA€ KaKBH JCKApCTBa €4 O’ 'YCKAHHM Ha TlallMEHTA B
MHUHAJIOTO.

I1. IlpeinucBaHeTO HA JIEKAPCTBEH MPOAVKT CAMO € €JIEKTPOH  NPeANHCAHHEe

B cinyuyair ye Obaar npeHeOperHaTtv CbOOpa)c€HMATA, MOCOYEr B CTAHOBMIIATA HA
bbiirapcku iekapcku cbro3, bearapcku 3500/1€KapeKu CbiO3, OPraHU3allid - COLIMALIMKI, OTAE]THH
4JICHOBC Ha CbCJOBHUTE OPraHu3alliu, IPOTHB BbBEIKAAHETO HA €JEKTPOHHC  MPEANUcaHue KaTo
CAMHCTBCH HA4WH 3a MpEAINMCBAHE Ha JICKAPCTBEHU TMPOAYKTH, HACTOABa:  Ja ObJe BbBEIAEH

CJICAHUAT MEXaHWU3bM, rapaHTUpAIl CUI'YPHOCTTA Ha IpaBaTa M 3/ipaBOCJOBHOTO CHCTOSIHWE HA
NalMeHTa W Cra3BaHETO HA HOPMATUBHUTE PA3IOPE/ION, 8 UMEHHO!

MexaHH3bM, KOIHTO 1a rapaHnTHpa, Ye NpH H3BbPUIEHA NPOBEPKA CPelLly BCEKH e/IHH
OT OTHYCHATHTE JIEKAPCTBEHH MPOJAVKTH M0 CKJIAA0BATA HAJJHYHOCT HA CHOTBETHATA aNTeKa

CHOTBETCTBAT €JICKTPOHHH NPEANHCAHNS, NPEABHAKIANMN OTIHYCKAHETO HMEHHO HA CHIHTE
0 BH/I U KOJHYECTBO JIEKAPCTBEHH NPOJAYKTH.

[Ipunoxkenue:
. CranoBuuie ¢ u3x. Ne 107 ot 19.04.2022r. na F

rp. Codus C yBaxeHue:
20.04.2022r. J-P U/
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