CEPTUOHKAT COOTBETCTRBLIA

HA APOAYKIHIO, BRAIOYEHITYIO B €AMHBIN 11epe4eHb NPOAYKLNY,
noaseKauedn 0053aTeALHON cepTHPURALIH

Ne POCC RU C-DE.©M08.A.01361/19

Cpox peiftcrsmns ¢ 27.11.2019 HO T

OPIAH IO CEPTHOMKALIMH Ne () 912[3 807
RA.RU. 1T PMOS OPTAH 110 CEPTHOHKALHH TPOIYKUHH OBLUECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTBHO "OKPYKHOH LHEHTP KOHTPOIA KAYECTBA", adpec opeanzatuu: 115280, 2 Mocxea, ya.
Wam:epma, d. 4, om. 3, naw. [, kart, |, adpec opeana no cepmngpuxayun: 115280, POCCHA, copoo Mockea, ya.
Macmeprosa, O 4, am. 3., mea.: (493)788-02-88, dhaxc: (195)675-47-89

000 "MEPK",
FETH (7743697546, Adpee © 115634, & Mocxaa ya. Barosar. 0.35. Tereon:8(495)937-33-04.
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CEPTHOUKAT BBIAAH HA OCHOBAHHMH
npomoxon ucusimarintt Ne 39846 em 25.11.2019 HIT QOO HLI "PAPMOBOPOHA", ammecmam axxpedumanyun POCC
RUQCUL. 2140
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Ceprudukar cCOOTBETCTBHY

Dpburyre 5 mr/ma

Mepk KT aA, 64293 Tapmwrazr,
lepmanus

Hazpamme nposyxra

20 ma 8.0

fecto [IPOH3BOACTBA

DE_HE_01_MIA_2019_0046

Jlexapersennas Gopya Bepewust PPIF

S mr/mn Heryrenmab

Jnuex FHPOBAHKUC TIPOHEBOICTRA

Mepk KINaA, 64293 Tapvurranr,
lepvmanus

Jloapposra/ AKTHBIOE BEIECTEO

JCP-002745/09

KL)H'I‘?%}SII} Kaneoina

Mepx KI'aA, 64293 Japwvmiraar,

I'epvanus

HosMep peructpaloHHoro YIaKORAHO

VAOCTOBREPEHNS

Poccun - 3.02371.0251

Crpana-uMuoprep [Moerasmmk Hosep MaTeprasia NpOUsBOTTE s
25411

GOosvVG YIAKOBOK -

Homep cepun Kommecrso/ Hosmep koxa noctasimuxa
C/IMHHITLL

06.08.2019 08/2023 (0063B

Jata npoussojcTsa losen ae Hoxep cepiit HepacucoBauoIo JeKapeTBEHHOTO

Xpaunte npn 2— 8 °C

BEIIECTia

Yeronus XpaHCHHA

Hpuveuanne

HacroAumm noaTsep:kiaem, HTo BhINEYKa3aHHAA HHPOPMALIMA SABIACTCA JOCTOBEPHON M TOYHOI
Hannas cepus npojayxra Obula NpOM3BENEHA, YNAKOBAHA H MPOULTA KOHTPOMb KAuecTBAa HA
VKa3aHHbIX BbllIE TNPENNPHATHAX B [OJHOM COOTBEFCTBHH ¢ Tpedosanusmu craunapros GMP
MECTHOFO  PErVISTOPDHOrO  OpraHa W cneuM(MKALMsMu  MapKeTHHIOBOH  aBTOpH3alliu
UMnOpPTUPYIOLIeit crpaubl H3roroBreHHe cepuM, €e VIAKOBKA M AHAIMTHYECKME 3ANUCH ObUIH
NPOBEPEHBI H YCTAHOBICHO HX NOJHOE COOTBETCTBHE TpedosaHuam GMP,

Ocobbie ykazaHus: -
I-p Tomac Kupunep  Jara 07.11.2019

<ROONUCH>




Ceprtudpmkar ananmsa

M

3.02371.0251

SPBUTYKC 5 MI/MN, 20 MNT - (1) RUS

Cepus GO0BVG Cepua Banka GOOB3B
Napamerp Cneuudukayms BLINYCKa Pesaynbrarsl
CasiabiBaolllan akTUBHOCTL LeTykeumata 80— 125% ot cTanaapTHoro obpasua 97%
no meTogy ELISA sEGFR
Yucrora metonom HP-SEC 295% 100%

OBwwen Benok 4.5 - 55 mrimn 5,0 mrimn
SDS-PAGE peayumupyrise yocnoeus 2 95% (CyMMa TRKEMbIX U NeTKUX Lenei) 99%
SDS-PAGE Hepegyumpylowme yenosus = 85% (ocHoBMana nonoca) B89%
MonHooBMerHan xpomaTterpadms Ha xpoMaTorpaMmme ucruiTyemMoro pacTeopa JoNXHa  COOTBETCTBYeT
fIPUCYTCTBOBATE OCHOBHARA rpyfina nuKos (nuxku 1 - 5)
BPEMA YISPKUBAHWA K&KAOT0 M3 KOTOPLIX MOXET
OTNUYATLECA OT BPEMEHU Y epKUBAHKA
COOTBETCTBYIOLLEIO NUKA U3 OCHOBHOW rPYNNbI NMKCE
Ha Xpomartorpamme pacTsopa cTaHapTHore cbpaaya
CS-EU yetykcumaba He Eonee yem Ha + 0,5 Muk
OTHOCUTENEHOR KONVHECTBO IPYNNbl KKC OTHbIX 24%
nHKoB (MKW 6 — 9) He Bonee 34%
Onucawue (Epp.®.)
UreTHocTb MHTEHCMBHOCTL OKPACKK NPENapaTa He AomkHa COCTBETCTBYeT
NpeBbILETh MHTEHCUBHOCTE OKPACKM atanoHa Y8
MpoapauHccTh OnanecueHymn pacTBopa He [OIHKHA NPeBbILaTL < 3TANoOHHOW

Mexauadeckue prnioverun (Epp. @)
Buaumbie

Hesuaumele (4acTuy 8o dnakoHe)

WaBnekaembiid oEbem

pH

OCMONaNBHOCTL
EBakrepuancHbie 3H40TOKCHHbI

CrepunbHocTs

sranoH il

Mpo3paurbiil DACTBOP, OTCYTCTEUE BMAUMBIX
BEMIOYEHKA

YacTtuusl pasmepom < 10 v He Gonee BOOC Ha
dnako-,

yacTulsl pasmepom s 25 mrm: He Bonee 800 Ha
tnaxoH

>20mn

53-57

280 - 350 mOcmikr

< 0,25 EDImr

[onxeH cooTBeTCTROBATL EBp. ©

Mepx KlaA, ®pankgyprep wrpacce 250, 64293 Oapmuwragr (Tepmanuns): +49 6151 72-0

cycrnexanm |

Coorteetcrayer
40

1

21 mn

586

307 mOcmlkr
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Ceptudmkar aHanmsa

3.02371.0251 SPBUTYKC 5 MIM/MIT, 20 MIT - (1) RUS
Cepus Go0sVG Cepua Ganka GOOS3B
MeanMHHOCTL TNMUKMHE OTHOLWEHUE BpeMeHn Cooreercrayer

YOASPHUBAHUA OCHOBKOTO Nka Ha
XPOMATOrpamMme WChbITYEMOoro
DACTBOPA K BPEMEHM YAEPHUBAHMA
NUKa FAULMHA Ha Xpomartarpamme
CTaHAAPTHOTO PACcTEODA JOPKKO
Boite o1 0,97 po 1,03

KonudecreedHoe onpegenenns 85-115 mM/n 101 mM/n
rAnMHa
MNoanueHocTs Nonucopbara OTHOWEHKE BpemeHn CooveeTtcrayer

mepmusauwn OCHCBHOTC NUKa Ha
XPOMaTOrpaMme MChLITYeMOoro
PacTBOPa K BPEMEHU YASDHUBAHUS
nuka nenucopbarta Ha xpomaTorpamme
CTaHAapTHOrO PACcTEopa A0MKHO

Beits o7 0,97 no 1,03 ana nuka 2

KonuuecteenHoe onpegenedue 0.070 - 0115 mrimn 0.077 wmrimn
nonucopbara

MpowasoncTeexkan nnowanka: Mepk Japmiutanr
Hata npouasogcTea: 06.08.2019
Cpok rogrocTu: 06.08.2023

HacTesupm NOATBEPKAEK, 4YTO faHHas cepus Ooia NPoaHanu3upoBaHa 8 COOTBETCTBMM ¢  PerdcTRaLMOMHBLIMIA
YAOCTOREPEHVEM U SBPOMEWCKMMM PEKOMEHAALMSMU NO HAaanewauwled NPOMIBCACTEEHHOR NPAKTUKE ANA NEXapCTBEHHBLIX
cpencrs,

Cernacho H cpox roagHocTy roTosoro npoaykTa- 4 rona.
Menegxep no xadecTBy:
<Mognuce>

Katpus Tuuan
08.10.2019

Mepk KlaA, ®pankdyprep wrpacce 250, 64293 Oapmwranr (TepManns): +49 6151720




