FuHzapae Pocohu
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628-44-

Paspenienne Ha BpeMeHHOe oOpallleHHe, B TOM YHCIIE BBO3 B Poccuiickyto ®@eneparuro,

CepHH (MAapTHH) JIEKAPCTBEHHOIO TIpenapara s MeIHIIMHCKOrO MPUMEHEHUs!, KOTOPBIi

HpeIHa3HAYCH IS TIPUMEHEHHS B YCIIOBHAX YIPO3bl BOSHUKHOBEHHS, BOSHUKHOBEHUS U

JIMKBUAALNMH YPE3BbIYAHHON CUTyallUU U U1 OPTaHW3aLMK OKA3aHWs MeIUIIMHCKOM

[TOMOLLH JTHLAM, MTOCTPaIaBIIMM B Pe3yJIbTaTe Ype3BblUaiiHbIX CUTYALHH,

MpeNyNpeKACHUs Ype3BbIMallHbIX CHTYALUNH, NPOMUIAKTHKY 1 JIeUeHUs 3a00IeBaHMIA,

NPE/ICTABIAOIIMX OMACHOCTh [T OKPYKAIOLIMX, 3a00IeBaHuHN W NOpaKeHHi,
MTOJYHICHHBIX B PE3YJIbTATe BO3JACHCTBUSA HEOIArONPHUITHLIX XUMUUYECKHX,
OHONIOrUYECKHX, PaIHALHOHHBIX (AKTOPOB

Ne RU/2021/20-2-4185693-BPO-JIC

MHHHCTBDCTBO 3ApaBooxpaHeHus Poccuiickoii (I)elleDaLIHH

(HanmeHoBsanne oprata rocy1apeTBeHHOI BAACTH FOCYIapCTBa - uleHa
EBpasniickoro 9K0HOMUYECKOr0 COMO3a, BbIIABIIEr0 3aKIH0UcHNE)

Brigauno 000 «Opuon ®apmay, 119034, r. Mocksa, mep. CeyeHOBCKHIA,
JIOM 6. cTpoeHue 3
(Hassanne opranusaunn. I0puInaeckuii aapec, crpana/wis huzuyveckux 1 @.H.0.)

BH,[[ HepeMeIeHu st BBO3 JICKAPCTBEHHEIX IMPenaparonB
(Bun nepemeruens)
2.14

(Paznen eanHoro nepeuns) (Koo TH B;éll EADC)

Hanvernosanie Togapa, kKonuvecTBo, eqnduia W3MepeHHs 5 RETC Tt _‘

Toproeoe naumenoBanue JleKkapcTBEHHOr0 NpenapaTa: Hpeanon-Ji

ME“\'H_VHHPOLIHOE HEMATCHTOBAHHOE, HITH rpynnupoBovYHoOe, WJIH

METHIINPEAHN30I0HA HATPHS, CYKIIHHAT
XHMHYeCcKoe HAHMEeHOBAHHeE: ‘ i Fharma




JlekaperBenHast gopma: THOMUAN3AT T PUTOTOBIEHHS pacTBopa 1
BHYTPUBEHHOIO W BHYTPHMBILLIEYHOTO
BBEJCHNA

Jdo3upoBKa: 250 mr

KauecTBeHHBIN COCTABR U KOJTHYECTBEHHBII cOCTAB ,J]EﬁCTB_YIOI.HHX BelleCcTB H KAYeCTBEHHbIN COCTAB
BCNOMOIaTe/IbHbBIX BELHIECTB:

METHJIPEAHU30I0HA HATPUS CyKUUHAT 250 Mr (MeTHIIIPeAHn30710H 188.5 Mr). BcrioMoraTelibHbIe
BellecTBa (HaTpus Gocdar ABYXOCHOBHbINH (0€3BO/IHBIN), HATPHS XJIOPH/1)

Mopma BBINMYCKA: [1ModunuzaT Ang NpUroTORNEHNHS pacTBOPa
Q1% BHYTPHBEHHOTO U BHYTPHMBbIILIEYHOTO
BBEIEHUA,
250 mMr (ammyna) x | + pacTBOpUTENb-BOA 1714
uHbekUuni (amnyna) 4 ma x 1] x 1 (nauka
KapTOHHaA)
Homep cepun (mapTtum): 21H123721
21H128121
O6bem cepun (MapTHH), eAMHULA U3MEPEHHST: 51075 (nauxa)
51475 (nauka)
JaTa BbInycka: 05.08.2021
13.08.2021
IlNonen o 31.07.2025
31.07.2025
HanmenoBanue W aapec Bj1aje/Ibla PerucTpauHoHHOro ["encenra Mnau Canau Be Tumxaper A 1L,
YA0CTOBEPeHHS Typuus, M Kynenepu, Jlereut Max, Mentem
cok., Ne 10 Kyne 2, Kar: 24.4 JleseHt
bewwnkraw / CramOyn, 34330

[Monyuarens/ornpaButensb OO0 «Opuon @apmay, 119034, r. Mockaa,

nep. CeyeHOBCKUN, T1OM O, CTpOEHHE 3
(Haspanue, vopuanuecknii aapec, ctpaHa)

Ctpana HazHa4deHust/oTnpaBieHus: Poccuiickas Oepepatius

Iless BBO3a BpeMeHHOE o0palleHue

Cpok BBO3a  ---

OcHosaHue: 3assieHue Ne 1128667 ot 08.09.2021

JomnonuurenbHas uHbopManus :

npOH?;BD}lCTBEHHbiE MIOUAAKH, YHACTBYKOLIKE B MPOUECCe NMPOU3BOACTBA JICKAPCTBEHHOTO Mpenapara, ¢ yKazaHuem
cTagui INMpOH3BOJCTBA, HA3BAHUI 1 CbaKTH‘-IECKHX aJIpeCOB MECTOHAXOKIECHHA

Tpouseoocmeo comosoil j1eKapcmeentoi @opmoi I'encenta Mnay Canan Be Tumxaper A1

MakTHYeCKHIT aJpec MeCTOHAXOKAEHHS IPOU3BOJCTBEHHOIT MJI0IIAAKH: ST =
Sanayi Caddesi No:13 Yenibosna Bahgelievler istanbul 34196 i

¥ =7 «UpnoHn Qa
Iepeuvnan ynaxoska lencenta Mnau Canawn e Twmmwapet AN

Orian Pharm

i

A




dakTHYecKHil aIpec MeCTOHAX0KAEHHA NMPOU3BOACTBEHHOH IIOAAKH:
Sanayi Caddesi No:13 Yenibosna Bahgelievler Istanbul 34196

Bmopuunan ynaxoska I'encenra Mnay Canan e Tumpxaper AL

dakTUYeCKHil 2 1pec MECTOHAXOAK/AEHHS IPOU3BOACT BEHHON IUIOLIAAKK:
Sanayi Caddesi No:13 Yenibosna Bahgelievler Istanbul 34196

Boinyckawnquit Konmpo.ib Kauecmea ["eHcenTa Mnau Canan e Tumkaper ALLL

MaKkTHYECKHI a/Ipec MeCTOHAX0K/IeHHS MPOH3BOACTBCHHOI NJIOAIKH:
Sanayi Caddesi No:13 Yenibosna Bahgelievler Istanbul 34196

Crpana TpaHsura - ,
(TpaH3UT Mo TEpPPpUTOPRMM)

Paspewenue pedicrurensHo mo 31.12.2021

r $
MOANVMHHMK 3NEKTPOHHOMO ACKYMEHTa, noanucarHoro 30,
XPAHUTCA B CUCTEME INEKTPOHHOr0 AOKYMEHTO060POTA
MWHWCTEPCTBA 3APaBO0XPaHEHNA

3amecTuTe b MUHUCTpA Pt C.B. I'marones

CBEAEHWUA O CEPTUOWUKATE 311

Ceptudukar: 01D7045F32241A30000000C500060002
Komy Bblgan: [narones Cepreit Bnagummposiy
Aevicteutenex: ¢ 16.02.2021 go 16.02.2022

10.09.2021




CEPTUDOUKAT AHAJIU3A

Hassanue komnanun _ |FeHcenrta Miay Canan Be Tumkaper A 111,
HaumenoBanue Bona ana unbekunii crepunibHas, 4ma/ammyna
NpOAYKTA
HaumenoBanue GNT, Bona ans unbekuuii crepunbHas, 4ma/amnyJia
NPOAYKTA HA CKJaje
Homep cepuu 14F4 3aka3 Ha NPOM3BOACTBO 2021004760
JaTta npousBoacrea 19.06.2021 Jara ucrevenust cpoka 05.2026
rOAHOCTH
KomuyectBo 256 043 Pasmep cepun 1100 n /258 823
HUenwvitanus Crneunduxkauuu Kputepuu npuemiemocru  |Pesyabrarsi
Onncanue Ilpospaunsblit, Gecuserthbiii,  |CooTBeTCTBYET
B3BELICHHbIE YaCTHLbI
MPAKTHYECKH OTCYTCTBYIOT
pH (2542 °C) 50 -7.0 6,1
DNeKTPONpPOBOIHOCTh He 6onee 25 MkCwm/cm 3
(25¢1°0)
Boccranagnusatoume JosKen cOOTBETCTBOBATD CooreeTcTBYET
BELLECTBA
Xnopuasl He donee 0,5 ppm <0,5
Hurpathi He Sosee 0.2 ppm <0.,2
Cynbdarsl JlonxeH cooTBeTCTBOBATD CooTtsetcTBYET
AMMoHnii He donee 0.6 ppm <0,6
Kanbuuii u marnmii Jlon#Ken cooTBETCTBOBATD CooTBeTCTBYET
Cyxoii ocTaTok He Gozee 0.004 % 0,000
M3Biexkaemblii 06bem He menee 4,0 M 4,2
CrepuiibHOCTh JoKHO ObITh cTEpUIBLHO CrepuibHbIii
bakrepuanbHbie JonxHo ObITL MeHee <0,25
IHIOTOKCHHBI 0,25 E3/mn
Pasmep 1 kosinuecTso < 6000 vacTu/amnyna 556
qacThi = 10 Mkm
Pasmep u konudecTro < 600 vacTuwamnyna 3
YaCTHLL > 25 MKM
Cceblika MTD.URN00275/07
3akaoveHue Cepust cooTBeTCTBYET PyKOBOICTBY MHHHCTEPCTBA 31PaBOOXPAHEHHS Typeukoit
PecryGnnku mo Haanexalleil Mpon3BoACTBEHHOI ipakTHke (GMP) JIEKaPCTBEHHBIX
CPEICTB 1A MEAMUMHCKOTO MMPHMEHEHHS U YTREPKACHHBIM crielnuKaunsm
Tosicuenune Henpumennmo
YTBepkaeHo [Moamucs/Mata Pewerne
/mavin: Byxem Dpsaw (Buket Erel) Beiiaua paspemenusn
Mernedcep omoena obecnevenus kauecmea
THoonuce/
08.07.2021

Homep ctpanuis: 1/1

Lmavin: AKVIT E3TEMHP (YAKYR OZDEMIR)
/WEHCEHTA ®@APMA (GENSENTA PHARMA)/




