Tlepe6oo c anenutickozo asvika na pycekuii Azvik

cecipharn

CEPTHOUKAT AHAJIM3A

Crpanuua
1m32

PEI'H/IPOH® Ilopomok /15t IPUroTOBIEHHS PacTBOpa
AJIA IPpHEMa BHYTPb

Homep Matepuana Cepus Pa3mep cepun JHara npou3sBojicTBa I'onen no
1081072 17493 10308 10.2021 10.2024
IMapamerp Epnanuer - PesyabTtar Meron Crnennpuxanus
XapakTepHCTHKH
Bremnuii Bux npenapara CootBetcTBYeT SYSDOC 2777 Cm.xapakrepucTuky
Kpucrannuuecknii mopomok
6enoro useta
3amax
be3 3anaxa CootBerctByer SYSDOC 2777 CM.XapaKTepPHCTHKY
BHewnuii BUI pacTeopa
Ipo3pauHslii, GecuBeTHbIH CooTtBetrcTByeT SYSDOC 2777 CM.xapakTepucTuky
HoanunHoCTH
Kanwuit (morHas xpomarorpadus) CootBercTBYyeT SYSDOC 2777 CootBerctByer '
Hatpwuii (noHHas xpomartorpadus) CootBetcTBYET SYSDOC 2777 CootBerctBYET?
I'moko3a (Tect-monocka / BOMX) CootBercTByeT SYSDOC 2777 CootBetctByer*
Iurpat-uon (Eep.®.) ITonoxurensuo SYSDOC 2777 [Monoxurensno*
Xnopua-uoH (Esp.®.) IlonoxwurensHo SYSDOC 2777 Tonoxurensno®
KosnyecTBeHHOe onpeneenne
Kanwii (vonnas xpomarorpadus) Mr/nosa 1290 SYSDOC 2777 1179 .. 1441
Harpuii (vonnas xpomatorpadms) Mr/fo3a 2017 SYSDOC 2777 1851 ..2263
I'mokosa (nonspumertpus / BOXX) MI/mo3a 9917 SYSDOC 2777 9000 .. 11000
Apyrue TpeGoBanus
Cpennas macca r 19.0 SYSDOC 2777 18,0 .. 19,8
OnHOPOAHOCTE Macchl B npepenax % 100 SYSDOC 2777 He menee 90%
m+ 0,075 x m (Eep.®.)
OnHOPOIHOCTE MAcChl B Mpesienax % 100 SYSDOC 2777 He menee 100%
m = 0,15 x m (Esp.®.)
pH (I'® PP wnu Esp.®.) 83 SYSDOC 2777 7,0-9,0
IloTeps B Macce NpH BEICY IIMBAHKK % 0,1 SYSDOC 2777 <10
(I'® PO unu Esp.®.)
Bpems pacTBopenus CeK. 50 SYSDOC 2777 <120
LIgeTHOCTE BOCCTAHOBIEHHOTO CooTtBeTcTBYET SYSDOC 2777 BecuseTHsrii
pacropa (I'® P® wiu Esp.®.) pacTtBop
IIpo3payHocTh BOCCTaHOBNEHHOTO CootBercTBYyeT SYSDOC 2777 IIpospaunerii
pacropa (I'® PD wmu Epp.®.) pactBop
Muxkpobuoioruueckas YHcToTa
(I'® P® unu Esp.®.)
O6umee conepxanue a3poOHBIX KOE/r <10 SYSDOC 2777 0..1000
DakTepwuii
O6mee conepxanue KOE/r <10 SYSDOC 2777 0..100
APOMGKEBBIX/ TUIECHEBLIX IPHOOB
E.coli KOE/r OtcyrerByer SYSDOC 2777 OtcyTeTBYET/T
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ITepesod ¢ anznuiickozo A3bIKA HA PYCCKULL A3bIK

ReciPh;'"m

CEPTHO®HUKAT AHAJIM3A

Crpanuua
1 u3 2 (mpoomKkeHue)

! Bpemsi yiepaKMBaHUs OJHOT'O M3 JIByX OCHOBHBIX IIMKOB HA XpOMAaTOrpaMMe HCIIBITYEMOI0 pacTBOpa A0JKHO
COOTBETCTBOBATh BPEMEHH YIEPKHBaHHA MTHKA Kalui Ha XpoMaTorpaMMe CTaHIapTHOro pacTeopa 2.

2 BpeMms yaepKMBaHHs OJHOIO M3 JBYX OCHOBHBIX [TMKOB HA XpPOMATOrPaMME HCIILITYEMOTO PAaCcTBOPa A0JDKHO
COOTBETCTBOBATH BPEMEHH YIE€PIKUBAHMA MHKA HATPHA HA XpOMaTOrpaMMe CTaHAapTHOIO pacTBopa 2.

3 OkpawmBanie TecT-NOJIOCKH B romy0oit user (Merckoquant Tect-monocku). / Bpems ynepsuBaHMs
OCHOBHOTO MNHKA Ha XpOMaTOrpaMMe€ HCMNLITYEMOrO pacTBOpa MJOJ/DKHO COOTBETCTBOBATb BPEMEHH
yIepXKUBAHUA MHKA JEKCTPO3bl HA XPOMATOIPAMME CTAHAAPTHOIO pacTBopa (+2 %) (BOXX).

*11BeTHas peakuus: NOABIAETCS (UONETOBOE OKPALIMBAHHUE, MEPEXOsLIee B (DHOIETOBO-CHHEE.

3 KauecTBeHHas peakuus ¢ cepebpa HUTpaToM: oOpasyercs Gelblil TBOPOXKHUCTBII 0CaI0K, PACTBOPHMBIii B
pacTBope aMMHaka

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



Recipharm

Ilepe6oo ¢ ananuiickoeo A3bIKA HA PYCCKU A3bIK

PEI'H/IPOH® Ilopomok AJisi HPHrOTOBJIEHHS PACTBOPA

AJISl IpHEMa BHYTPb

Homep marepuana Cepust
1081072 17493

CEPTHO®UKAT AHAJIU3A

Crpanuua

2u32
Pa3smep cepuun Jara npousBocTBa ['open 1o
10308 10.2021 10.2024

CepTuduKaT COOTBETCTBHSA

CrpaHa HazHaueHUA
Homep perncTpalMoHHOTO yI0CTOBEPEHHA
Homep HOpMaTHBHOM JOKYMEHTALMH

Cocras/fo31poBKa

JlekapcTBeHHas popma
Pasmep ynakoBku U THII
INpouzBomuTenu ADU:
Harpus xnopun
(Kirsch Pharma GmbH, I'epmanus)
Kamus xnopux
(Kirsch Pharma GmbH, I'epManus)
Harpusa umrpar

(Jungbunziauer Austria AG, ABcTpHs)

I'moxo3za 6e3Boanas
(Roquette Freres, ®@panipsn)

Poccus
ITN014770/01

IIN014770/01-231120

3,5 r Hatpusa xmopua / 2,5 r Kamua xnopun / 2,9 r Harpust uurpar /
10,0 r 'moko3a 6e3BoaHasA / HAKETHK

ITopomox

Kaprounnas nauka ¢ 20 naketukamu no 18,9 r nopouika

Haumenosanue 1 anpec NpoM3BOACTBEHHOM IUIOMIAAKH M IUIOMIAAKHM KOHTPOJIA Ka4ecTBa:

KommenTapuu / nomMetku

PECHU®APM ITAPETC C.JLIO.

Pamon 1 Kaxains, 2-08150 INapetc-nene-Bansec (Bapcenona)
Homep nuuensuu: 6420-E

Homep ceprudukara GMP: NCF/2157/001/CAT

XpanuTb npu Temneparype ot 15°C o 25°C

HacrosmuMm s yaocToBepsio, 4To BhlleykasaHHasd MuQopMauus sBIfeTcs MOMIMHHON M To4HOH. [lammas ccpus mpomykra Gbila
NPOM3BE/ICHA, BK/IIOYas YNAKOBKY, MApKMPOBKY M KOHTPO/b KAauecTBa, B BLINIEYKA3aHHEIX MECTaX B IIOJIHOM COOTBETCTBHH C
TpeboBAHUAMM HaICKAIICH IPOU3BoICTREHHOI nipakTiky EBponeiickoro cowoza (EU GMP) 1 B cOOTBETCTBHH €O CeUH(UKALAMH
PerncrpatloHHOro A0CKe CTPaHBI-HA3HAYEHHS. 3AIMCH 110 NPOLECCY NPOU3BOACTBA, YIAKOBKH M KOHTPOJA CEPMH NPOAYKTa Gbiiy
[pOBEPEHLI ¥ OBLIO CIENaHO 3aKIIHOYEHHE O COOTBECTBHM npasuiamM GMP.

/noonuce/
/01.12.2021/

Opanceck Ilapapenn
YnonHoMo4YeHHOE JIHIIO

KoppekTHoCTh MepeBoa yaoCcToOBepsIO:
I'pun E.A.

Pyxosoaurens otaena kavectsa 000 «Opuon ®apmar

RECIPHARM PARETS S.L.U

Ramon y Cajal, 2 — 08150 Parets del Vallés (Barcelona)
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«CBeAeHnA o BBOAE B rpaxAaHckuin odopoT B Poccuitckon defiepalum nekapcTBeHHbIX
CpencTB MO COCTOAHMUIO Ha 16.02.2022 12:42»
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Peruapon®; nopomox Pecudpapm IMaperc n.b._ﬁ., Hcnanus
At IPHIOTORNCHAS (Ipousoaurens (rorosoit JIM)); Pecudapm
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nakeTuku (20), nauku
KapTOHHHE/ ~

ynakoeky)); Pecucpapm INaperc C.JLIO.,
Henanus (Y nakopmmk/hacoBmmk
(BTOpHYHAS/TPETHYHAS YIAKOBKA))




