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Kox wanorornatens mpoca 00082130592 Kon nnaremnunes HIIC 017263 10555

KOMPARAN C CAMBCTECHHSIM YMACTHHKOM
K

Hara: 11 oxrabps 20191

CEPTHOUKAT AHAJIN3A M COOTBETCTBHSL

Haspaane OLAHBO KOHLEHTPAT Ul IPHIOTOBIeH s pacTeopa st uEdysmi 100 mr
DpERApat (1dnaxon x 10 M)

Kon SAF: 1334202
Cepust Ne: ABK4137
Kommgecteo: 17490 yn

HacToAmpM DOATBEpIKARl0, UTO MpMBEICHHAd HIDKe HHpopMauui FOCTOBEDHAA M TOYHAL. Jlagnas cepHs
[peNapaTa NpOH3BeAeHa, BKIOYad yNakOBKY M KOHTpOJS KAYECTBA, B NOJHOM COOTBETCIEAH C TpeGoRAHMAMHE
GMP, pelfcteylomumm B CTpaHe, Ha TEPPHTOPHM KOTOPOTO OCYINECTBILAETCH NPOM3BOACTEO H TpeboBaHHAME
cTpans-AMIopTepa. [IpOTOXONE! NPOMIBOACTRA, YIAKOBKM M NPOBEICHHLIX AHATHIOB UL maBEOH cepuy BbimM
DpOaHATH3APOBAHE! H CHENAR0 3aK/IOYEHNe, YT0 OHH COOTBETCTRYIOT GMP.

Hcenvimanue Pezynsmamst Crieyupuranyus
Ormmcanpe Cootrerctsyer | ITpo3pagssiil HiTH ONANECHPYIOMHH pacTBop
0T GecUBETHOTO A0 CBETIO-XEITOI0 HBETA
Bemox 102 9,0-11,0 mr/mn
pH 6.1 55-6,5
UYncroTa <=49%
KanunspHoe H303/IeKTpHIeCKoe pOKYyCHpOBaHHe 321
Kucnas rpyrma
KanmwispHoe H302/eKTpHYECKoe OKyCHPOBAHHE 61.9 >=43%
T'napHeIH MK
TlopmaEA0CTS CooTBeTCTBYET Ipodaums RCIETYeMOro o6pasta JOoIKeH
TpHITHIEcKoe ISNTHIHOEe KAPTHPOBaHUeS COOTBETCTBOBATH NPOGHEIIO CTAHNAPTHONO
ofpaszna
Cremubadeckas aKTHBHOCTE!
ELISA (xoEKYpeHTHBIH aHAIH3) 98 70-130%
ELISA (MDA ¢ (pHKCHPOBAHEEIM AHTHIEHOM) 97 70-130%
Mo MHEECCTS KAIMIIAPHEIH anexTopopopes
-BOCCTAHOBIEHHEEIE 00pa3IE], MUKH TOKEBIX H 100 >=97%
nergmx uenei
-HEBOCCTAHOB/EHHEIE 00pasisl, OCHOBHBIE TIHKH 98 >=92%
OXHOPOAHOCTE HHBOIYMata 0 MONeKYNAPHOH
Macce
CymmapHas IUIOIMAE HEHISHTH(HIHPOBAHHEIX 1 o
IHKOB 99.2 il ;
>=96,0% 05 BT
TInomas mika MOHOMEPA 0.7 <=2 SIS
TInomas MHKA BEICOKOMONEKYIAPHETX COSTHHEHHA 0.1 <=1 '5 of/ </ aita
Inomas MHKOB HH3KOMONEKYIISPHEIX COE/MHenni S oy dmEnTo

Tomucopbar 80 181

v

100-300 MxTA {CKALA!

OcMONATLHOCTD 339

Cozepxanue wactin (HIAC) 25 mxm - 1 ¢ <= 600 gacTHy/draxoH
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Kop wanoronnararmsnmmsa 00082130592 Kon nnarensnona HAC 01726510595

i
by dfat

Hara: 11 oxrabps 2019 r

CEPTHOHKAT AHAJIM3A 1 COOTBETCTBUA

Hassanue OnMBO KOHUEHTPAT LIS IPHIOTORNEHUA pacTBOpa [ns HEGy3ui 100 mr
HIRCHAAL (1naxon x 10 M)
Kox SAP: 1334202

Cepms Ne: ABK4137
Kompgecrso: 17490 yn

Henvimanue Pezyrsmamst Cneyugtikayun
Conepxanue sactan (HIAC) 10 Mxm 163 <= 6000 gacTHY hnaxoH
Hssnexaemsiit 0GbeM 10.6 >=10,0 s
BaktepHansHele 9HI0TOKCHHEI <0,05 <=0,20 DE/Mr
CTepAnLHOCTS CooTBeTCTBYET CoorBeTcTBYET
OcraToqHoe BpemMa NpelhIBaHAs BHE 30Hb] 188,28 >= 135,00 gacos
2°- 8°C, B muanoaone 8°-25°C npn ceete
Ocraroysoe Bpemi DpeCGrBAHHA BHE 30Hk] 523,28 >= 352,00 gacos
2°- 8°C, B muanosone 8°-30°C

JlaTa npomn3Bo/CTEA: Hions 2019
Jara BeiTyCKa: Oxabps 2019
Cpox rogrocTd: Mati 2021

Tarssti cepruduxar Gbliy CreHEpHPOBEH € NOMOBIO CHCTEME! YniparneHHs naSopatopiolt HHGOpMaiHK ¢ anexTporHol noammcso,
npumMenerHol ¢o cropoisl Francesca Spinelli 11 oxratpa 2019 ropa 17:10.

YnorEOMOYEHHEOE JTHIO
Francesca Spinelli
ITodnuce
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