\_‘CEPTI/I(DI/IKAT COOTBETCTBI/IFI :

. Ha npo;s,yxunm, Bmoqeuﬂym B aaumsm uepeqenb npo,qyxamr-:
- nﬂmemauxen oﬁn:sa’rea,bnox cepmeimxaumx R
% POCC RU C-IT.OMD8.A.00822/19
Cpo:c Aeﬁcmmc : 97 08 2019 &

PTAH ITO ( fDIfIKA \ :
AR ....,H @Mﬁ IIAH o C‘E%‘HQHKAL{HH ﬂP()ﬂyR’HHPf OI)L[[ECTBO o Of' PA%?" H'L% 9{)-"-

"OKPV/KH()H LIEHT r KOHT PO’L‘I M'JECTM g adpec opeaamaxfw I 15280

ngﬁ% %gepedcmw. ‘ IIH%BOE?‘ xom;emnpam

B ungbyyuw ! 8 Ma/.&m 10, thaxanu ( 1), mmm; mpmmmbr‘ X

oTETCTRYEL Tﬁﬁﬁ?gﬁ%ﬂ"éﬂ}%m é;wfm?;% mmmm

GEI’TIN)P[KAI--B i
HPOMOKON UCHLIMAKI 2-52




%Z% BPUCTOJ-MAHEPC CKBUBR

Konnamna ¢ eocraennsin yascrvnion
KOMUQHUS HUXOMINTCR HOA yIpaHIENIEN I KOODIHHMPOSARNE M KOMIRHIH ubpucron-Mafieps Crautit Komnamo
Yerasuedil karurran 45 000 000,00 EEDO, BHECCH NOIHOTTRIO
Koa nanoronsarens upaa 00082 130552 Kox naavensuimxs HJIC 01726510595

Tpennpnstue B Aransn
Kourpana ®osrana gens Yepazo
03012 Anansn (OP), Mranus
Paspemense 1a npoHIBOACTRO
Ne aM 100-2017 o1 24 max 2017

Hara: 13 wiong 2019 r

CEPTHOUKAT AHAJIA3A W COOTBETCTRHS

Hassanue

HpeRapasa: (1dmaxon x 10 M)
Koz SAP: 1334202

Cepus Ne: ABG9189
Konuuecrro 1 7000

OnjtuBO KOHUCHTPAT JUIS IPArOTOBIEHHS PACTBOPA JUIS nudysmit 100 mr

Hacrosnwn  nopreepicaato, wTo npHBenchnan ke HuQOpMELMS  jocToBepHas ¥ TouHas. Jlamuas cepus
npenapara NpOHIBE A, BRIIOYAN YIIKOBKY H KOHTDOJb KaecTna, B NOJHOM COOTBETCTBHH C TpeGGEBHKHMH
GMP, JieHCTRYIONINME B CcTpade, Ha TEPPHTOPHIL KOTUPOIO OCYIMECTBIACTCH TPOM3BONCTBO H TpeGORAHMAMH
CTpaue-uMnopTepa. Ilporekons nponssoncrsa, YHAKOBEH H [POBENCHHBIX QHANH3OB ATA AaHHOIN CepHu Ohnimu
MPOAHAIHAHDOBAHLL H CHSNAaHO JEKIHTEHHE, "TO OHH COOTBETCTBYIOT GMP,

Henvimanne Peaynvmarnnt Cneyugmurayqun
Onucanse Cootnerctayer | Ilpospaunstii min OMAeCHKPYIOWKii pacTBOp
OT GecHBETHOrO 0 CBETIO-KEATOr0 IBeTa
Benox 10,0 9,0-11,0 Mr/man
pH 6,1 5,5 -6,5
Unctota <= 49%
Karunaproe uioanekrpudeckoe toxycnposauue 305
Kucaag rpynna
Kanunsproe woanexrpiieckoe (okycHposadue 63.8 >=43%

I'napueiif ik

TloWIHHHOCTE
Tpunruieckoe nenruanoe KapTHpoBaHie

Coorrercrayer

Hpoduis uererryemore oBpasia HoNKeH
COOTBETCTBORATh MPOGMIIO CTRHAAPTHOIO

ofpazia
CreuudHueckas aKTHEHOCTh!
ELISA (xonkypesrhuti anasnuz) 106 70-130%
ELISA (MDA ¢ GpHKCHPOBAHEBIM aHTHI¢HOM) 106 70-130%
HomnHHOCTh KANHIIAPHEH aneKTopodopes
-BOCCTHHOBNEHHBIC 0BPasLbl, TWKH TOKSILIX W 100 = Q7%
JIETKHX HeneH
~HCBOCCTAHOBJICHHRIC OOpaslbl, OCHOBHLIE MTUKH 98 >=92%
Opnnoponnocrs Husoiymaba o MOJIeKy1ApHo i
macee
CymMuapHas 1iona/ie HeHAeHTH(OHIHPOBAHHEIX 1 <= 4%
MHKOR 99.2 >=96,0%
Inowaus nuxa MoHomMepa 07 <=7 5%
Flnomans MuKa BEICOKOMONEKYNAPHBIX COCMHE H U 0,1 i ,5%
Tlnomans NHKOB HHIKOMOJIEKYIAPHBIX CORIUHEHHIT !
[MosnucopGar 80 203 100-300-Hﬁ}5’m_
OcMONAIBHOCTE 342 310 — 370 MoeM/Kr Y
frev 1 i
Conepwanne vactuy (HIAC) 25 mxm 0

= 600uacin/puaon |




%A% BPUCTOJ-MAMEPC CKBUBB

KOMNBHIR ¢ €RICTHERHBIM YHACTHHKOM

KoMIEHIA HAXOMITCA NOA yOp il Koop M «bpHeTON-Mi Lxonbd K

Yerapnuit xamaran 45 000 000 00 eapo, nuecen HOAHOC 0
Kea naporonnatensmwa 00082130592 Kon wiatensauua HAC 01726510593

Tpennpuarie & Anauby
Konrpana Goxrana nens Yepaio
03012 Anansn (OP), Hratus
Paspeliense Ha NpOH3BOACTBO
Ne aM 100-2017 or 24 man 2017

Harta: 13 wons 2019 r

T CEPTHOHUKAT AHAJIA3A M COOTBETCTBHSA

Haspanne

Lt (1dnakon x 10 mn)
Kom SAP: 1334202

Cepust Ne: ABG9189

Konwuecrso : 7000

Onaueo KOHUEHTPAT [ HPHIOTOBNCHHA pacTsopa A nHby3uif 100 Mr

Henvimarnue Pesyavmanmot Cneyupurayus
Conepxanne qactuil (HIAC) 10 mrm 267 <= 6000 yacTH/ hrakon
Hasnexaempiit oGbem 11.0 >=10,0 M
BaxrepHaibHbIE JHAOTOKCHHEI <0,05 <= {),20 BE/Mr
CTepHsHOCTh CootBetcryer CooTBeTCTBYET
QcTratounoe ppeMa NpedniBaHUA BHE 30Hk 311,24 >= 135,00 wacop
2°- 8°C, B puanoszone 8°-25°C npu ceere
Ocrarednoe spems NpeObiBAHKEA BHE 30Hb 646,24 >= 352,00 qacon

2°- 8°C, » amano3ore 8§°-30°C

Jlata npoH3BOICTRA: Jexabps 2018
Jlata BBHIYCKa: Hions 2019
CpoOK roiHOCTH: Hoabps 2020

Hanusili ceprudurar Gb1 CreHepHpoBat ¢ NOMOILBI0 CHETEMEL YIIPABAeHHs nabopatopiol niGopMaiis ¢ INEKTPOHON NOARKCLIO,
TIPHMEHEHHOH co croponnt Francesca Spinelli 13 wiond 2019 rojia; aEKTPOHHAR HOINHCE 3aMEHACT TPeBoRaAHHE HATHYHA PYKOMHCHON MOANMHEH

“U MTepeaod coomsememayem opuzuHany

Meuekep 1o Kauecrsy
BMC, Poccust, Mockea
,,,gﬁf“I*@QEE M.C.




