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% RUHTOMO8 OPTAH 10 CEPTHMHKALNH TPOIVKIHI OBIHECTBO C OFPAHHYERHOH

1w OTBETCTBEHHOCTAIO COKPYHKHOM LUEHTP KOHTPOAH KAYECTBA", adpec opeamiayun: 115280, 2. Mocxea, yu
;&Mucmepwsa, o, 4, am. 5. naw, [ xaw, |, adpec opeana no cepmudgbukayiod: 115280, POCCHA, copod Mocksa, ya.
%;;,:%ﬁ,«!/!acmepmw, O, 4, am. 5., mea: (495)788-02-88, dhawe: (195)675-47-89

3AHABHUTEAD
O "A'fEPRW,
HEH 7743697546 , Adpec : 115654, 2 Mocxaa yr. Baosan. 0.35. Tenehon:8(493)937-33-04.

' U3TOTOBHTEAD
fepx KTaA, Merck KGad, Frankfurter Sirasse 250, 4 18, 4 31,432, D2, D3, D11, DI2 D15 D39 N79, N8O, N0, PH

PH 16, PH 23, PH 28, PH 31, PH 33, PH 30, PH 51, PH 52, PH 80 64293 Darmstadi, Germany, l'epyanus
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5'{_ ‘,é,mrmpcmsemme epedemea: Spbumysc®, pecmeop das wndbysuit 5 aedary 20 ma, gaarons (1, 30{;2%3 ché)[glgmgc

WEMW” KaAPIMONHBIC, 21.20.10.211

:jﬁ!i’l’ Ao JICP-002745/09 om 07.04.2009 (dama savenw 10.06.2019),

! w’%f‘czp:w GOOBYG, napmun 25411 vnarowos, coden du 06,08.2023, roa THB3A
onmpasm Ne 3 om 01.04.201 3, ungolic Ne 1500137083 am 21,10.2079 3002150000

A CEPTHOMKAT BBIAAH HA OCHOBAHHH
’ npomoxon ucnbimanni N 39846 am 23.11.2019 HIT 000 HU PAPMOBEOPOHA", ammecmam axspedumayuy POCC
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CeprudiuKar COoTBeTCTBHS

Mepk KI'aA, 64293 Japmwiranr,
Dphuryke § mr/ma epmanns

Haspaiue npo1y Kra Mecro ponspoACTBY

DE_HE_01_MIA 2019 0046

20 ma 8.0
Jerapersenuas gopaa Bepens PPIF JnensupoBanue HpoEIBOICTRA
Mepk KI'aA, 64293 Tapywraar,
S mr/m Herykcumad I'epmaunns
Josuposka/ARTHBHOC BETIECTRO Konrpoan kauecina
JICP-002745/09 Mepx KI'aA, 64293 /lapmirranr,
Fepmanun
Hosmep perdcrpanonioro Yiakopaso
VAOCTOREPEHH S
Poccun - 3.02371.0251
Crpana-nMnopiep Hocragning Homep Marepnaia HpoMsBOIITeIR
25411
GO06VG YIAKOBOK -
Howmep cepun Komusectno/ Homep ko nocrasnmka
CAWHIMILL
06.08.2019 08/2023 G0063B
Jata nponspo;ict sa "ojen ;1o Hosmep cepiti HepacQacoBaHHOI O JICKapCTREHHOIO
BCHICCTRA
Xpaunte npu 2-8°C -
YeaoRHs NpaHeHns [Tpusenanne

Hacroaumnm noareep:naem, 4ro BblLEYKa3zaHHas uHGOpMaLHs sBASETC NOCTOBEPHOIN M TOYHOIL.
Haunas cepus npoaykra Owiia NMpoM3Be/eHa, YNakosaHa M MpOLLIA KOHTPOIb KAYeCTBa Ha
VKa3aHHBIX BbIllE MPEAPHATHAX B MOAHOM cOOTBeTCTBUM ¢ TpeSosannsvu cranmaproe GMP
MECTHOrO  PeryJisiTopHOro  opraHa M cneudukaunamMiy  MapKeTHHIOBOH  aBTOPH3aUMH
HMITOPTHPYIOLWER crpaibl. H3rotosnenue cepun, €€ ynakosBka M aHanHTHYECKHE 3anuch OblIH
MPOBEPEHL! M YCTAHOBACHO HX NOIHOE cooTBercTare Tpedosanmnsm GMP.

Ocobwie ykazanus: -
H-p Tomac Kupunep  Jara: 07.11.2019 <ROOTUE b=
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Ceprudukar aHanmsa
3.02371.0251 OPBUTYKC 5 MIMIT, 20 MIT - (1) RUS

BaxkrepuansHblie 3HHOTOKCUHBI

CrepunbrocTb

< 0,25 ES/wmr

[Nomken cooTeeTCTBOBATE Eap. @

Mepk KI'aA, ®pankpyprep wrpacce 250, 64293 fapmwrant (Mepmanun): +49 6151720

Cepus GO06VG Cepwa Banka GOOB3B
Napamerp Crneundukayms BLInNycka PeaynbTarbl
Caa3biBalUias akTUBKOCTb LieTykcumaba 80 ~ 125% oT cTanaaprTHoro obpasua 97%
no metony ELISA sEGFR
Yucrora metonom HP-SEC 2 95% 100%

OB a Benok 4.5 ~55mrimn 5.0 mrimn
SDS-PAGE peayumpyrowme yenopus 2 95% (CymmMa TEHENbIX U NEKMX Lienen) 99%
SDS-PAGE Hepegyuvpyouime YCNoBUA = B5% (ocHoBMan nonoca) 89%
NouHoobmedHana xpomaterpadus Ha xpomarorpamme AcrbiTyeMOro pacTeopa Jo/ixHa  COOTBETCTBYET
IPYCYTCTBOBETE OCHOBHES Ipynna nukos (mke 1 - 5)
BPEMA YAEPHUBAHWUA K2KAOMO U3 KOTORLIX MOXET
OTAWMEATLCA OT BPEMEHW YAEPHABAHUA
COOTBETCTRYIOLLErD NMKa W3 OCHOBHOW MPYNNbI NAKOB
Ha XpPOMATOrpamMMe pacTBopa CTaHAapTHoOro obpasua
CS-EU yerykcnmaba He Gonee yem Ha 3 0.5 Muk.
OTHOCUTEMBHO® KONKUECTBO PYNNb! KWCNOTHBLIX 24%
nukoB (nuku 6 — 9) He Gonee 34%
Onuvcanne (Erp.®.)
LipeTHoCTh WHTEHCUBHOCTL OKPACKY NpenapaTa He 4okHa COOTBETCTBYET
MPEBILATE MHTRHCUBHOCTE UKPACKM aTanoHa YE
MpoapayHeocTe OnanecuyeHLMA PACTBCRA HE JOMKHA NPERBLILIATL < aTanoHHoR
sTanom i cycnedand |
Mexanudeckue Brodenus (Esp. @)
Buawmbie Mpospadrbii pACTROR, QTCYTCTBNE BMAMMbIX CootBeTCTBYET
BRIMOHEHKA
HeeuauMble (HacTUL BC pnakoHe} YacTulisl paamepom = 10 miea; He Gonee 6000 Ka 40
pnakcH;
YacTULbl pasmepom < 25 mkm: He Gonee 600 Ha 1
thraKoH
Magnekaembid oBbem > 20 ma 21 mn
pH 53-57 56
QCMONANBHOCTL 280 - 350 mOcm/kr 307 mOcmirr
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Ceprudukar aHanusa

3.02371.0251 OPBUTYKC 5 MMM, 20 M - (1) RUS
Cepus GoosVvG Cepua Ganka GOOB3B
MeANVMHHOCTD TNKLMHA OTHOWeHns BPEMEHN CooTBeTcTRYET

YAEPHUBAHUA OCHOBKOMO Mka Ha
XPOMATOrpamMmMe UCNbITYEMOro
DACTBOPA K BPEMEHW YASKNBAAUS
MUKE FMUMKE Ha XpoMaTorpamme
CTaHAAPTHOrO pacTEODa AONMKHO
Beite 07 0,97 go 1,03

Konu4ecTeenHOE onpenenesune 85-115 mM/n 101 mMin
ruLMHa
MoanukHocTs Nnonucoptara OTHoWeHWE BpeMeHn Coorsertcrayer

YAEDAKABEHAS OCHCBHOIO NWUKa Ha
XPOMartorpaMme WehbiTyemors
PACTRORE K BREMEHW YASDMUBAHWUA
nuka nenucopbarta Ha xpomarorpamMme
CTARAAPTHOro pacTeopa AOMKHO

BbiTe 07 0,97 o 1,03 ans nuka 2

KonvuectaeHHoe onpegenenue 0.070 - 0.115 mrimn 0.077 mrimn
nonucopBara

MpowasoacTeernas nnowanka: Mepk Japmuwraar
Hara npouasoacrea: 06 08.2019
CpoK rofHocTH: 06.08.2023

HacToswum noATBEpXAaKs, NTO daHHas cepus ObiNa NpoaHanuavpoBaHa B COOTBETCTAMM ¢  PEericTpauyrOHHBIMK
YAOCTOREPEHUEM W EBPONEACKMMI PEKOMERAALMAMU Mo HaAnexauled NponaBCACTEEHHON TPAKTAKE ANA NEKapCTBEHHbIX
cpencrs,

Cornacko HI cpok roaHocTH roTeeoro npoaykra- 4 rona
Meneqxep no kayecrsy.
<[leannce>

Karpun Tuuai
09.10.2019

Mepk KFaA, @padkdyprep wrpacce 250, 64293 fNapmwrany (FCepmanun). +49 6151720




