PA3BNMNOPEXOAHE
No

rp. Cocpna, 06.02.2024r.

AOMUHUCTPATUBEH Cb[ - COPUA-TPAL, BTopo otaeneHune 76 cbCTas,
B 3aKpuTO 3acenanmne Ha 06.02.2024 r. B crnegHNa CbCTas:
CbAuNA: NnameH NaHanoToB

Kato pasrnega pgeno Homep 1147 no onuca 3a 2024 roawHa [oknagBaHO oOT
cbAuATa, U 3a ga ce npon3Hece B3e npegsug cregHoTo:

[Tpon3BoncTBOTO € 00pa3yBaHO Ha OCHOBaHME H3MpaTeHa OT HarnumoHanHus
CBhBET MO IIEHW U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPONYKTH >kayiba ot ,,Ctana
apIHaniMuTeN A.I'', TBProBcKkO JpyKecTBO peructpupaso B ['epmanus,
npencrasisBano ot ans. A. Il., cpemy Pemenne Ne HCP-32841/15.11.2023 r. Ha
Hanmonanuust cpBeT Mo LEHH M peuMOypcupaHe Ha JeKapcTBeHHTe NpoaykTH. C
OCIIOpEHHSI aKT € JIoNmyCHaTa MpoMsHa Ha IeHata mo wi.26la, aml 3JIIIXM Ha
nekapctBenus npoaykt M. solution for injection 20 mcg/80mcl - 2,4 ml (28 doses) x 3
cartrigcs.

Ot HanuoHnanaHuWs CBBET MO IIEHH M pPeUMOYpCHpaHEe Ha JICKApCTBEHUTE MPOAYKTH €
M3IpaTeHa B 3aBEPEHO KOMME U aIMUHUCTPATUBHATA MIPEMHUCKA.

ChIbT, KaTO MpEIEHU pPEAOBHOCTTa Ha ajbaTa CuWMTa, Y€ ChllaTa € PEIOBHA, KaTo
orroBapsmia Ha u3nckBaHwATa Ha wWi.150 m w151 AIIK. Cemara e momaaeHa W OT
HaJIeKHA CTpaHa MPOTUB TOJJIKAIIl Ha OCIIOpPBaHE MO ChIe0CH pel aIMUHUCTPATUBEH aKT.
[Tpu mpereHka 3a cra3BaHe HA CPOKa 3a OCIOpPBAaHE CHABT KOHCTaTHpa, 4e Pemenme No
HCP-32841/15.11.2023 r. nwa HanwonamHuss CbBET MO I[IEHM H peUMOypcHpaHe Ha
JIEKapCTBEHUTE MPOMYKTH € MOIydeHO OT apyxectBoro Ha 15.11.2023 r. CnemoBarenHo
CPOKBT 332 OCIOPBAaHE Ha II'bPBOHAYAIHUAT akKT € 3anmodHai aa tede ot 01.12.2023 r. bpoen
no npaBuwiaata Ha 4wi.60, an.5 T'TIK, npunoxum Ha ocHoBanue ui.144 AIIK, cemusar e
n3tekbs Ha 29.11.2023 r. — neH nmerbK, paboTeH neH. XKanmbaTa € BXoJAupaHa MPH OTBETHHKA
Ha 1.12.2023 r., kaTo HsMa JaHHU Kak € Owia u3npareHa. [IpeaBun ToBa ChIBT CUMTA, Ye
MPOM3BOICTBOTO IO JEJIOTO CJIeABA Jia OBbJIe OCTAaBEHO 03 JABMKEHUE, KaTO Ha CTPAHHTE CE
yKaXke J1a MPEACTaBsIT JIOKA3aTeJICTBA B Ta3M HACOKA, HCOOXOAUMH 32 MPEICHKA MOJIaBAHETO
Ha jkanbara B CPOK.
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CbCTaB

PA3IIOPE/IN:

OCTABS BE3 ABUXEHUE npowusBoxctBoTo mo anM. aemno Nelld7/2024 r. mo omuca Ha
AnmunuctpaTtuBeH cbl — Codus-rpa.

YKA3BA Ha ocnopBaums ,Craga apuHaiMHUTEN A.I'., TBProBCKO JpY’KECTBO
peructpupano B I['epmanus, mpenacraBisBaHo oT anaB. A. II. B 7-mHeBeH CpOK OT
YBEIOMSIBAHETO JIa TIOCOYH MTUCMEHO, KaTO MPEICTaBH JI0KAa3aTEJICTBa 3a TOBA, HA KOS J1aTa U
10 KakbB HA4YMH € MojajeHa xajbarta cpemy Pemenne Ne HCP-32841/15.11.2023 r. Ha
HanmonamHus CbBET 1O ICHU U PEUMOYpCHpaHe Ha JIEKAPCTBEHUTE MPOTYKTH.

YKA3BA na HanmoHaiaHuUsI ChBET 1O IIEHU M PEMMOYPCUpPAaHE Ha JIGKAPCTBEHUTE MPOITYKTH
B 7-THEBEH CPOK OT YBEIOMSIBAHETO J]a TIOCOYM MUCMEHO, KaTo MPECTaBH J0KA3aTEJICTBA 32
TOBA, HA KOS J1aTa W IO KaKbB HAYMH € NOCThIMIA xandara BX. Nel11-6662/1.12.2023 r.,
noxaneHa ot ,,Craga apuHanmuren ALY, TBProBckO IpyKECTBO PpErHMCTPUPAHO B
I'epmaHus, ipeAcTaBiIsiBaHO OT auB. A. L[. B 7-1HEBEH CPOK OT YBEIOMSBAHETO Ja MOCOYHU
MMCMEHO, KaTO NPEACTaBU JOKa3aTeJICTBA 3a TOBA, HAa KOS JaTa M IO KAaKbB HAUHUH €
nojaneHa xainbara cpeury Pemenne Ne HCP-32841/15.11.2023 r. na HanmoHanHus ChBET
0 [[EHW U peMMOypCcHUpaHe Ha JICKAPCTBEHUTE MPOAYKTH.

Ha ocnoBanme un.138, an.3 AIIK Ha crpaHWTe ma ce W3MPATH MPEMHC OT HACTOSIIOTO
pa3nopexaHe.

CBJNS:



