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[1epegod ¢ anzuicKo2o A3bIKA HA pyceruil A3bIK

CEPTU®UKAT AHAJIM3A

Ramén y Cajal,

RECIPHARM PARETS S.L.U
7 — 08150 Parets del Vallés (Barcelona)

Crpanuua
1mz2
PErMIPOH® Ilopomox A1 NPHUrOTOBJIEHHA PacTBOpa
IS IpreMa BHYTPb
Howmep MaTeprasia Cepus Pa3smep cepuu Jlata IpOH3BOJICTBA TomeH 110
1081072 17314 10272 07.2021 07.2024
MapameTp Eaununsl  Pesyabrar Metona Cnenudnxkauus
XapakTepucTUKH
Bremnnil BUI Tipernapara CoOTBETCTBYET SYSDOC 2777 CM.XapaKTepUCTHKY
Kpucranmiecknii opouok
Genoro ueeTa
3amax
bes 3anaxa CoOTBETCTBYET SYSDOC 2777 CM.XapaKkTepUCTHRY
BueurHunii BUI pacTBOpa
[Tpo3padHbiid, GectBeTHBIH CoOTBETCTBYET SYSDOC 2777 CM.XapakTepUCTUKY
[MoATHHHOCTH
Kanuit (noHHas xpomarorpadus) CooTBeTCTBYET SYSDOC 2777 CooTBeTCTBYET '
Harpwii (WOHHAA xpomarorpadus) CoOTBETCTBYET SYSDOC 2777 CooTBETCTBYET
I'mokosa (TecT-TonocKa / BOXKX) CoOTBETCTBYET SYSDOC 2777 CooTBeTcTBYyeT”
[{uTpaT-noH (Eep.®@.) [TonokHTEIbHO SYSDOC 2777 ﬂonomm‘enbﬂo‘
Xnopua-HOH (Epp.®@.) TToNOKATENBHO SYSDOC 2777 TToNOKHNTENBHO®
KonnuecTBeHHOE Onpeie/ieHue
Kanuit (MoHHas xpomarorpadus) MT/1032 1317 SYSDOC 2777 1179 .. 1441
Harpwii (HoHHas xpomarorpadus) MT/103a 2073 SYSDOC 2777 1851 .. 2263
moko3a (monapuMeTpus / BOXKX) MT/103a 10036 SYSDOC 2777 9000 .. 11000
Jpyrue TpedoBaHUs
Cpennsis Macca T 18,9 SYSDOC 2777 18,0 .. 19.8
OIHOPOHOCTE MACCh B MpeIe/iax % 100 SYSDOC 2777 He menee 90%
m+ 0,075 x m (Esp.@.)
OIHOPOAHOCTH MaCcChl B Mpefienax % 100 SYSDOC 2777 He menee 100%
m=0.15xm (Esp.®@.)
pH (I'® PO unn Egp.®.) 82 SYSDOC 2777 7,0-9.0
TMoTeps B Macce MpH BLICYIWHBAHNH Y 0.1 SYSDOC 2777 <10
(T PD unu Esp.®.)
Bpems pacTBOPEHHA CceK. 45 SYSDOC 2777 <120
[{BeTHOCTh BOCCTAHOBIEHHOTO CoOTBETCTBYET SYSDOC 2777 BecuBeTHbIH
pacropa (I'® P un Eep.®.) pacTsop
[Tpo3padHOCThb BOCCTAHOBJIEHHOTO COOTBETCTBYET SYSDOC 2777 [Tpo3pauHbiii
pacropa (I'® P® unn EBp.®.) pacTBop
MuKpoOHOIorHYeCKas TucToTa
(T'® PO unu Egp.®.)
OBuiee colepKaHue aspodHbIX KOE/r <10 SYSDOC 2777 0..1000
Gakrepuii
OG1ee coaepKaHne KOE/T <10 SYSDOC 2777 0..100
APOAOKEBBIX/TIECHEBBIX rpuboB
E.coli KOE/r OTcyTCTBYET SYSDOC 2777 OtcyTeTBYET/T







Tlepegod ¢ aH2IUIICK020 A3bIKA HA PYCCKULL ALK

CEPTUO®UKAT AHAJIM3A
Crpanuua
2 w32
PETW/IPOH® IMopomoK jiis MPHroTOBJICHH pacTBOpa
1)1 IpHeMa BHYTpb
Homep maTepraia Cepus Pasmep cepun Jlata MpoH3BOJACTBA [oaen 10
1081072 17314 10272 07.2021 07.2024

CepruduKat cOOTBETCTBHS

Crpana Ha3HaYeHUA Poccus
Homep pervcTpalMoHHOTO YI0CTOBEPEHHA TIN014770/01
Homep HOpMATHBHOM J0KYMEHTaLAN [1N014770/01-231120

CocTas/103MpOBKa

JlexapcTBenHad opma

Pasmep yrakOBKHW W THIT

Tpoussoautenu AGH:
Harpusa xnopul

3.5 r Harpus xaopua / 2,5 r Kanua xjnopui /2.9 r Hatpwst umpar /
10,0 r Tiroko3a GesBonHas / IaKeTHK

TTopomuiok

Kapronnas mauka ¢ 20 nakeTHKaMu 1o 18,9 r nopouka

(Kirsch Pharma GmbH, I"epManis)

Kamms xnopua

(Kirsch Pharma GmblH. Iepmanus)

Harpusg murpar

(Jungbunziauer Austria AG, ABCTpHS)

I'moko3a de3BoAHasA

(Roquette Freres, ®panins)

HawnMmenoBaHue ¥ aJpec l'[pOH'BBOjICTBeHHOﬁ MJIOMIAAKA W THOMalKH KOHTpOITA Ka4eCTBa:

KomMeHTapi# / MOMETKH

PECU®APM TTAPETC C.JLIO.

Pamon n Kaxane, 2-08150 TMapetc-nens-Banbec (BapcenoHa)
Homep nuuensin: 6420-E

Homep cepruduxara GMP: NCF/2135/001/CAT

XpaHdTb MpU TeMIepaType oT 15°C 10 25°C

HacTosImWM 8 YIOCTOBEPARD, HTO BBILICYKa3saHHAA nH(opMALHS SBIACTCS MOJUTHHHO# W TouHoit. JlanHas cepus MpolyKTa Ooina
TIpOM3BEICHa, BKIIOUAS YITAKOBKY, MApKUPOBKY M KOHTPOJIh KaueCTBA, B BBILICYKA3AHHBIX MECTaX B MOJHOM COOTBETCTBUH C
TpefoBAHHAME HaLTeKaIIEH TIPOM3BOICTREHHON TPAKTUKH Esporneiickoro cowosa (EU GMP) ¥ B COOTBETCTBUH €O crienuuraurIMn
PerncTpaluMoHHOTO JIOChE CTPAHBI-HASHAYCHHA- 3amuen 1o MPOLECCY NPOMIBOACTRA, YIAKOBKH M KOHTPOIA CCPHM npoaykra Obliu
NpOBEpeHbI 1 OBIIO CENAHO 3AKIIOUCHHE O cooTBecTBrK npasuiam GMP.

/noonucs/
/17.09.2021/

®panceck [lapanenn
V110nNHOMOYEHHOE IULO

KoppeKTHOCTE I1epeBoia Y10CTOBEPAI0:

I'pun E.A.
MeHeKep M0 Ka4eCTBY H

dpapmakonaxzopy OO0 «Opuon dapma»

RECIPHARM PARETS S.L.U
Ramon y Cajal, 2 — 08150 Parets del Vallés (Barcelona)







