NMpoTokon
Ne

rp. Cocpma, 10.04.2024r.

AOMUHUCTPATUBEH Cb[ - COPUA-TPAL, BTopo otaeneHune 76 cbCTas,
B NybnunyHo 3acegaHue Ha 10.04.2024 r. B cnegHus CbCTas:
CbAuNA: NnameH NaHanoToB

npu yd4actmeTo Ha cekpetapsa CHexaHa TogopoBa, kato pasrfieaa Aeno HoMep
1147 no onwuca 3a 2024 roguHa aoknagBaHo OT CbAuATa, U 3a Aa ce NpovsHece B3e
npeaBva CrneaHoTo:

Ha nmennoro nmosuksane B 14:18 yaca ce sBuxa:

KAJIBOIIOJATEJIAT "CTAIOA APLIHAPTMHTEH AI'", penoBHO MpU30BaH, HE CE SABSIBA,
npeacTasiisiBa ce oT aas. M. B., ¢ MbJIHOMOIIHO O A€T0TO.

OTBETHUKBT HAIIMOHAJIEH CBBET 11O IEHM W PEUMBYPCHUPAHE HA
JIEKAPCTBEHUTE ITPOJAYKTMH, penoBHo npu3oBaH, HE ce SBSABA, MPEJCTABIsABA CE OT
10pk. A. K., ¢ MbJIHOMOIIIHO, TPECTaBEHO B JHEIIHOTO ChICOHO 3aceiaHue.

CI'TI — penoBHO IpU30BaHHU, HE U3IIpalIaT MPEACTABUTEN.
CTPAHUTE /mootaenno/: [la ce name xox Ha A€I0TO.

CbADbT nammpa, ye He ca HaJIMIE NPOLECYyaJHH IPEUYKM 3a JaBaHE XOJI Ha JeJlI0TO B
JHEHIHOTO ChJeOHO 3acefanue, Mopaanu KoeTo
OITPEJEJIM:
HABA XOJI HA IEJIOTO

JOKJIAJIBA xan6a or ,Craga A. A.J.“, TBpProBcko IpYyXKECTBO PETUCTPUPAHO B
[epmanusi, npencraisiBado ot aas. A. L., cpemny Permrenne No H.-32841/15.11.2023 r. Ha
HanmonanHus cbBeT MO IIEHU U peuMOypcHpaHe Ha JIeKapcTBEeHUTe NpoayKTu. C ocriopeHus
aKT € JIONyCcHaTa MpoMsiHa Ha 1eHaTa no 4wi.261a, am.1 3JIIIXM Ha nexkapcTBEHUs MPOAYKT
M. solution for injection 20 mcg/80mcl - 2,4 ml (28 doses) x 3 cartrigcs.

JOKIJIA/IBA npencraBeHata aIMUHUCTPATUBHA MPEIHCKA.



AJIB. B.: Tlomappkame xanbata. [IpeacraBsM CTaHOBHINE [0 aJIMHHHCTpATHBHATA
npenucka ¢ JIOKa3aTeJCTBEHM  HWCKaHUsA, C KOMME 3a HacpenHara CTpaHa.
JloKa3aTenCcTBEHUTE MCKAHUS ca CBBP3aHM C JMCKA, KOMTO € MPEACTaBeH KaTto JucT 16 ot
nenoto. Thit kKaTo HsAMa KoIKe 3a HAC, MOJIA Aa HU ObJe MPEACTaBEHO WJIM KOMHE Ha JUCKa,
WJIM Ha XapTHEH HOCUTEN ChABPKAHUETO HA JTUCKA.

BBB BpB3Ka ¢ npeacTaBeHaTa aMUHACTPATHBHA MPENUCKa, B T.4. ClipaBKUTE KbM [IpoTokomn
1. 43 ot muct 146 natatek. CmsTame, 4e NOKYMEHTHTE HE Ca MPEICTABEHU CBHIIACHO
MPUJIOKUMUTE TIPAaBHU HOPMU. AKO CBABT TM MpUEME, 1€ U3JI0KUM CTAHOBHIIE MO TIX IO
CBILECTBO.

B®B Bpb3ka ¢ mMpeAcTaBeHH PyMBHCKHM HOpMaTHBHU akToBe Ha nucT 181 u mucr 209, Thit
KaTo ca B Y’)KaCHO Ka4eCTBO M ca HEUETUMHU, OMXME MCKaJl OTBETHUKBT JIa TIPEICTaBH HOBU
EK3EMIISIPU, WJTH Ja He ObJaT MpUEMaH| 110 JeJI0TO.

IOPK. K.: Ocnopsam xanbara. [lognepxam Pemennero. IlogabpkamMm BCHUKO, KOETO CMe
W3JI0KUIIM B MHUCMOTO, ¢ KOETO € CBhIIPOBOAEHA aJIMUHUCTpPATUBHATA IMPENHUCKAa U MUCMEH
OTTOBOD.

[To oTHOLIEHME HA UCKAHUSATA, 11I€ IPEACTaBs JUCK 10 JIEI0TO JTHEC, BBIIPEKU Y€ TOM € 4acT
OT mpenuckata ¥ Te Ouxa Moriu jaa ce cHadasar ¢ Hero. Ome QeBpyapu Mecen ca
YBEIOMEHH, u€ kajbara UM € BXOAMpPaHa B CHJAA, 3a KOETO MPEACTaBSIM MUCMO BEIHO C
yBEIOMJICHHUE 3a Yaca U nucka. Ha To3u nuck, uckam ga oObpHa BHUMaHUE, Y€ TOBA Kau€HU
JIOKYMEHTHUTE, KOUTO KOJIEraTa OCIOpU KaTo MPUJIOKEHUS KbM MPOTOKOJIUTE OT MPOBEPKATA
Ha IIeHaTa 3a OTIEIHHUTE [bp)KaBU, CbC 3aBEepKa IO peJa Ha 3aKOHA 3a EJEKTPOHHU
JIOKYMEHTH M €JIeKTPOHHUTE YAOCTOBEPUTEIHU YCIYTd, Thil KaTO UMAalle TakaBa MpPaKTHKa
Ha BAC, koiiTo u3ncka mojo0Ha 3aBepka. ToBa ca Te3u JOKYMEHTH, T.€. T€ ca MPeACTaBeHU
Ha XapTUEH HOCUTEII MO JEJIO0TO.

ITo oTHOMIEHUE PEBOANTE, IPEACTABUIM CME TPEBOAUTE Taka, KakTo ca uznuckanu ot ['TIK,
3aBEpEeHU OT cTpaHaTa. He pazOupam u MOJIsl 1a YTOYHU KOJerara OCIopBa JIM TH, OBJINUTa
JIM Ta3H MpoLelypa M0 OCIOPBaHE.

[lo oTHOIIEHHE PYMBHCKUS NMPaBUIHUK — MPUIIOKHIA CbM TM JBa NbTU. EnuH mbT OT
camMara IMpenucKa, KOsITO CbM Jaja, 3a J1a CE BUAM, Y€ € UMaJI0 TaM, HAMCTUHA € HEYETUMO.
3a TOBa o NPUJIOKUX OLIE BEAHBXK, CJIe]l HEro, AEHCTBUTENHO pa3lieyaTad € Ha Jpyra J1ata,
3a Ja MOXe J1a ce yere. Toil e HalnMueH 1o npenuckata. AKO Kojerara ocropBa MpeBOJUTE,
nie B3ema cra”HoBuule. [logabpxkaM BCHUKM JOKYMEHTH IO IpenucKata M Mojs Ja ce
npuemar.

B MomMeHTa a3 HIMaM 10Ka3aTeJICTBEHU UCKaHUS.

CbAbT TIPEJOCTABS Ha mnpomecyaiqHuss TpEACTaBUTEI Ha KajnOomomaTens
MIPEICTAaBEHUSI OT OTBETHHUKA JIMCK, UEHTUYEH C TO3H, IIPEACTABEH MO JIEJIOTO.

[IpenBua npyrute A0Ka3aTEICTBEHU MCKaHUS OTHOCHO TPEIACTaBEH C aJIMUHHUCTpAaTHBHATA
MpernucKa JOKYMEHTH, TpeAcTaBeHr B qHEmHOTO cbaebHo 3aceqanue. CbABT YKA3BA
Ha JKaJI0oIIoIaTelis, Y€ CiIe]l 3a1103HaBaHe C MPEACTaBeHHs B JHEIIHOTO ChJCOHO 3aceqanue
JTUCK, CJIE/IBA B 5-THEBEH CPOK OT JIHEC J1a yTOYHU HANIPABEHUTE JOKA3AaTEIICTBEHU HCKAHUSI.
JABA BB3MOXHOCT Ha cTpaHuTe B S-IHEBEH OT JIHEC Ja HalpaBsT W JPYyTH
JIOKa3aTeJICTBEHN MCKaHH.

ITo HampaBeHUTE TOKA3aTEICTBEHU MCKAHMS CBHABT 1€ CE€ MPOU3HECE B 3aKPUTO 3acCeaHUe,
CJIeql B3eMaHe CTAaHOBUIIE OT JpyraTa CTpaHa.

C orznen ropeusnoxenoro, CbAbT



OITPEJIEJIN:
OTJIATA u HACPOUBA nenoro 3a 12.06.2024 r. or 13:40 yaca, 3a KoATO jara U 4ac
CTpaHUTE — YBEIOMEHH OT JTHEC.

[IpoTOKOTBT € U3TOTBEH B ChCOHO 3aceaHue, KoeTo nmpukioun B 14:26 gaca.

CHINS:

CEKPETAP:



