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Paspectne Ha NpOHIBOACTRO

KoMOaioin © eAHHC IS HHM YH3C THIADM 2 it
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Kog wanoronna 00082130592 Ko namrensumsea HIC 01726310595

Hara: 01 oxrabpa 2019 ¢

CEPTHOHUKAT AHAJIN3A U COOTBETCTBUS

Hassanue OuuuB0 KOHUEHTPAT JUIS LIPHIOTOBACHHN PACTBOPa JUts widy3uit 40 mr
Openapara. (Idnaxon x 4 ma)

Kon SAP: 1334087

Cepug Ne: ABK1806

Komauecrso: 10599

Hacrosmnam  nosireepikiara, uTo TpUBeennas wmoke HudopMalsn ocToRepHas W Tounas. Jlamias cepus
IPEnapata NPOMIBE/ICHA, BRMIOWEA YNAKOBKY W KOHTPONb KAYeCTRa, B IIOJHOM COOTBCTCTBHH ¢ TpeOopanHMAME
GMP, nelicTBYIOUIHMH B CTpaHE, HA TCPPHTOPHH KOTCPOIG OCYMICCTRIASTCA IIPOHIBONCTBO M TPeBOBAHHAMA
crpanbi-HMIoprepa. [IpoTOKONE IPOM3BO/CTEA, YNAKOBKH M NPOBEJCHHBIX AHANMIOB MM JaHHON cepuu GbuiM
NPOAHATHIHPOBAHBI 1 CAE/AHO 3AKIIICHEHHE, WTO OHH COOTBeTCTBYIOT GMP.

Henvimanue Pezyavmamsi Cuegugrurayun
Omucanne CootserctayeT | IIpo3pausriil Win ONANCCUHPYIOMEH PacTROp
0T GECUBETHOIO 10 CBETIIV-KEIITOTO [BeTd

bemok 9.9 9,0-11,0 mr/Mn

pH 6,1 5,5-6,5

Yncrora <= 49%

Kanunaprot #3031eKTpHYECKOC HOKYCHPOBAHHC 32.0

Kucaas rpynna i ]

Kanuaaproe #303/1eKTpHYCckoe hokycHpoRaHue 623 >=43%

Fnasueifi mux

[MoamunocTh CooTreTcTBYCT ITpoduns HempITYeMOr0 06pasua JomKeH

TpuirrHIeckoe NENTHIHOE KAPTHPOBAHKE COOTBETCTHOBATL NPOQHIID CTAHIAPTHOIO
obpasua

Crieusumeckas aKTHBHOCTS:

ELISA (KoHKYpeHTHBIH aHaNN3) 100 70-130%

ELISA (HOA ¢ huxcuporaHHBIM aHTHTEHOM) 109 70-130%

[Moa1uHROCTH KA pHLH anekTopodopes

-BOCCTAHOBJIEHHBIE 0Gpasiibl, MUKH THKEIbIX U 100 >=07%

Nerkux uenei

-HEBOCCTAHORIIEHHBIE 00pa3Lbl, OCHOBHBIE [IHKH 97 >=42%

ONHOPOAHOCTh HUBOTyMala no Monexynsproii

Macee

Cymmapsas TIoma b HeHAEHTHPHITHPORAHHEIX 1

IHKOB 99.2

Ironans, nnka MosoMepa 0,7

[Tnoians nuKa BRICOKOMOJICKYIAPHBIX coCanHen it 0,1 ’ \

[lroniane ITHKOB HH3KOMOJICKYJIAPHLIX COCAMHEHM {

Tonucop6ar 80 203 mmo xﬁw* TR /o }

v \ &
OcMOnanLHOCT 342 310370 M Qr“

Conepmanne nacrun (HIAC) 25 mxm 0 <= 600 nacTH/ dutakon
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Sl ——— Ne aM 1002017 or 24 man 2017

Kosianns HEXONHTCA N0 y7y H uest kourassm abpioron-Mafiepe Cran66 Korsnaruo:
Yerasuwidt xamirat 45 000 000,00 enpo, suecer nomnocraxs
Kox nanoronmetemuuixa 00082130552 Kox narexsuixa HIC 01726510595

Jara: 01 oxrabps 2019 r

CEPTHOHUKAT AHAJIM3A H COOTBETCTBUS

Hassarue Onanso KOHUEHTPAT VISt HPUIOTOBIIEHHS PACTROPA JUTs HudY3Hit 40 Mr
Hnpenapara: (1dnakon x 4 M)
Kon SAP: 1334087

Cepus Ne: ABK1806
Komuuecrso: 10999

Henormanue . | Pesyavmamu Cneyuduraus
Conepsarue gactiu (HIAC) 10 mixm 89 <= 6000 gacTHY Hrakon
Hannekaemsiit obnem 4.8 >=4.0 mn
Laktepuansisie 3HAOTOKCHHEI <0,05 <= (),20 DE/Mr
CrepunbsHocTs CooTreTcTBYCT Cootsererayer
OcTaTouHOE BpeMs NpeCLIBAHMA BHE 30HE] 26832 ' == 135,00 gacos
2°- 8°C, B amanosone 8°-25°C npu ceete
OcTarouHoe BpemMa NpelhIBanus BHe 30Hb 603,32 >= 352,00 gacos

| 2°-87C, B unaiosone §°-30°C

Jara nponasozcTsa: Oxrabps 2018
JlaTa Brinycka: Cenrsbps 2019
Cpox rogsocT: Centalbpn 2020

Hannwiit ceprrgisar Gb11 CreHepHPORAH ¢ HOMOLIBIO CHCTEMb! ynpasneHis naboparopHol nuhopmaly ¢ texiponsoll HoaNKCso,
MEHMEHCHAOM co cropoue Francesea Spinclli 30 cerrtaGps 2019 rojia; SAEKTPONBAT NOANHCH JAMEHIET TPeBOBAHHE HANHYHE PYROTHCHORM
HOMIHCH
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