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CmumKnsiit Buyem — Buomed

CEPTHO®UKAT KAYECTBA

Bapunpure®

(Baxnuna OpoTHB BETPAHON OCIBI XKIBAS aTTeHyHPOBAHHAN)

JIHO(bIlJ'llBaT RS NPHTOTOBJCHNRA pacrBopa AJist AOJKOKHOLO BBEAEHNUA

Cepust: 32020617

KoutponsHbiil nomep: 02 VAR

1 nosa

O6mem cepuu: 48 384 no3pi (48 384 YHIAKOBKH)

Jlata npoussozctsa: 06 anpaps 2017

Cpox roaHoctr: 31 nexabps 2018

Vcnviranua nposeaens: no HJL JICP-001354/08-290208, ¢

Mam. 1-3

[Ipouseeneno:

mioduanzar 31020617 u3 cepun «in bulk» XVARB725A1
pacTsopuTens 27120617 us cepun «in bulk» XD01C663A1

HanmMeHoBaAHHC
AOKa3ATeNCH

TpeGosanus HII

Hara

Pe3yabTaThi
HCRBLITAHII

BakunHa HPOTHB BEFPAHOM 0CIbI XMUBAS ATTEHYHPOBAHHAML, Cepus: 31020617

AmopdHas Macca uiIH OPOILIOK OT
KPEMOBO-XKEJITOTO JI0 CBETIO-IKENTOr0
[[BETa; BOCCTAHOBJICHHBIH Mpenapar —

Onncanne 11po3padHasi XIUAKOCTh OT KENTO-PO3OBOrO 06.07.17 | coorBeTcTBYET
JI0 pO30BOTO 1BCTA.
Omnpe/efieHHe NPOBONAT BU3YATbHBIM
METOLOM.
IIpenapaT JOMDKEH COAEPXATh BUPYC
HoanuHHOCTh Varicella Zoster (uramy Oka). . 13.07.17 | coorsercTBYyeT
Onpeze/ieHHe NPOBOAT PEaKHEA
ceporeliTpajH3amyy.
CogepxrMoc (hIaKOHa LOMMKHO NOJHOCTHIO
pacTBOPSTECS B TEHECHUE 2 MWH TIpH
nobapmennu 0,5 Myt pacTBOpUTES (BO/a
Bpenst pacTsopenust | UL WHBEKUUR), IPH TEMIIEPAType 06.07.17 | cooTBETCTBYET
(20£2)°C.
OnpeseesHe POBO/IAT BU3YaNbHbIM
METOLOM.
TIpo3paunocTh He [0/HA [IPEBHIIATE OTANECUEHITHIO
BOCCTAHOBJICHHOTO sTanoHa 1. 06.07.17 | coOTBETCTBYET
pacTBopa Onpegenene nposodat 1o I'd XIL
Or 6,9 no 7,4.
pH OnpeencHue NPOBOALT
' [IOTEHIMOMETPUYECKHM METONOM, U0 T
XIL
MexannuecKue BurauMble BKIOYEHHA NODICHEL v
~ :
BKAIOYEHASA OTCYTCTBOBATE. ae z‘c/"r;;:r %
BOCCTAHOBJIEHHIOTO Onpesenenue nposoaat no I'® XL Glax
npenapara { OSmitiily
He 6onec 3,0 %. Frtig
Bona Onpenenenue HpOBO,llﬂT ‘Merozom K.
| dumepa no I'P X1
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CmumKnsiin Buvyem ~ Buomed

CEPTHOUKAT KAYECTBA

Bapusapuke®

(Bakiuua npOTHE BETPSIHOII OCHBI KUBAS ATTeHyHPOBAHHAS)
Jlnoduanzat ANs APHFOTORIEHHS PACTBOPA LIS OAKOKHOr0 BBCACHIA

Cepus: 32020617

Koutponsblii HoMep: 02 VAR

| no3a

O6nem cepun: 48 384 nosst (48 384 ynaxoBkn)

Tara npouseonctsa: 06 aupaps 2017

Cpox roatocti: 31 aexabps 2018

Ucasitatus nposeets: 1mo HIL JICP-001354/08-290208, ¢

yam. 1-3

[IpouseeaeHo:

nvodunusar 31020617 u3 cepun «in bulk» XVARB725A1
pacTsopurens 27120617 n3 cepuu «in bull» XDO1C663A1

[Ipenapar ZODKEH OBITH CTEPUILHBIM. 03.07.17
CTepuibHOCTD Omnpejenerye IPOBOAAT METOLOM A COOTBETCTBYET
. 17.07.17
Membpanoil guasrpamuu no IO XIL
AHoMAILHAS IIpenapat KOIDKEH OHITH HETOKCHIHEIM.
Onpesenenue IPOBOAT OHONOrHHECKUM 11.07.17 | cooTBeTCTBYET
TOKCHYHOCTH i
meTozoM 1o I'P XI1
Copepaxanue He Gosee 25 MKI/03a.
Aep A 11.07.17 0 mxr/no3a
peoMupuna cyasdara | Onpegenesue NPOBOAAT JI0 e XIn.
- Conepxanue Bupyca Varicella Zoster
Crneunduueckas mwramm Oka B OXHOMN UIPUBHBOYHOM Jl03€ 3,9logbOF/no3a
13.07.17
AKTHBHOCTE (0,5 mn) - He menee 3,3 log BOE. CQOTBETCTBYET
Buosiornyeckuil METOA.
BaKTeDHANLHBIE He Gostee 25 ED/miL,
> D Onpeneienne npoBoast MeTofoM JIAJL- 05.07.17 < 25 ED/Mn
IHAOTOKCHHBL
Tecta, no [ OXIL

IIpoussojacTBenHbIi
HITaMm

IlTtamm Oka Bupyca Varicella Zoster (VA 273 A 43) — nony4es u3
rcereRoBatenbeKroro Meaumugcxoro Mucturyra, r.Ocaka, SImoxns.
Cpemuuseckas aKTHBHOCT HE MEHEE 3,7 log BOE/Q,5 Mn

PacTBopHTeb: BOAA MUIsl HHbekunit. Cepuid: 27120617

TIpozpaynas GecieTHas XUAKOCTH 6ea
BHJMMBIX MEXaHHUECKUX BKIIOYCHHH.

Onucanue 06.07.17 COOTBETCTBYET
Omnpeenesne NPOBOAST BU3YIbHBIM
METOMOM.
HonkeH OHITE IPO3PAYHEIM. T
TIpo3pauHoCTh Onpefienenye TPOBOAIT BU3YabHEIM L gooTBeTCTRYET
metonom, 1o ') XIL o
[{peTHOCTH Homxen Ob1Th GECLBETHBIM. . ‘rég CBETCTRYET
T 1
» Ornpefeneyye NpoBoasT 1o I'e XIL 1N 7
VizsaexaeMsplit Ot 0,6 50 0,8 Mn ‘.%:»”?".’”’%
. o4t
o0béM OnpezeieHne ITPOBOAAT N0 Td X1 |

KHCA0THOCTS HIIH
EeNOYHOCTD

Ecnu nocne nobassieHus PEHONOBOTO

KpacHOro pacTBop OBLI MENTEIM, TO O
CTAHOBHMTCH KpacHsIM rpu fobantennn 0,1
My 0,01 M NaOH, ecnu 65U1 KPacHbIM, TO
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CumumkKnsiiin Buyenm — Buonmed

CEPTHOUKAT KAYECTBA

Bapunpuxe®

(Bakiursa IpoTHB BETPSIHOI OCHbl AKHBAS ATTEeHYHPOBAHHASL)
JInopuan3aT xAst NPUTOTOBJCHIS PACTBOPAR st NOAKOKHOIO BREACHIS

Cepun: 32020617

Konrponstblit Homep: 02 VAR

| nosa

O6newm cepun: 48 384 noael (48 384 ynakosxu)

,H,a'ra NPOXU3BOJCTBA.

06 sinsaps 2017

Cpox romnoctu: 31

nexabps 2018

Hensiranus nposenenst no HJJ JICP-001354/08-290208, ¢

wam. 1-3

TpoussegeHo:
modmnusar 310206

17 u3 cepuu «in bulk» XVARB725A1

pacTsopuTens 27120617 u3 cepun «in bulk» XDO1C663A1

CTAHOBUTCS JKEATHIM IipH jobasncHnu 0,15
mn 0,01 M HCL

Onpepenenue NPOBOJAT PU IOMOLIN
xumuuecKkoi peaxuny, no Esp.@.

He 6osee 25 mxCam/em.

DAeKTPONPOBOAHOCTD 05.07.17 5,6 mrxCmicm
ponponon Onpegenenuc TpoBoAar o Esp.®. a

PacTBOp LOIDKEH OCTABATECH OKPALUCHHBIM

BocceraHaBJIHBAaIOME -
B GBETIO-PO30BEIH 1{BET. 11.07.17 | cooTBETCTRYET

BelecTBA
OmnpejiencHue nposoaat 1o Eap.d.
He Gonee 0,5 ppm.

XnopHabI > PP 11.07.17 < 0,5 ppm
Onpefenenye nposoast 1o Esp.®.
He Gonee 0,2 ppm.

Hurpatst -~ PP 11.07.17 <0,2 ppm
Onpenenenye nposoaar 1o Esp.®.
PacTpop ZOMKEH ocTaBaThes 6ez

Cyandatst H3MEHellHi B TeueHHE He Medee 1 4. 11.07.17 | coorTBETCTBYET
Onpezesncune npoBoAsT 1o Esp.@.

.. He Goaee 0,6 ppm.

AMMOHHIH S PP 11.07.17 < 0,6 ppm

Onpegenenye npoBoast no Esp.®.
- . TTosABAAETCS YUCTOE CHHEE OKPAIHBAHHE.

Kanbpnil 1 maruui 11.07.17 | cooTBeTCTBYCT

Onpegenense npoBoast no Esp.@.
. He 6onee 0,004%.

Cyxoii 0cTaTOK ’ 11.07.17 0,002%
Onpeaenenne nposoaat 1o Esp.®.

MexanHaeck: He onee 6000 uacTri pasmepom 2 10 MM 517

XaHH4ecKie

He Gosiee 600 gacTHIl pa3MepoM = 25 MKM 04.07.17 55

BKJHOYEHHS
Onpenenenue nposogar o I'P XL
TIpenapat fomieH 6HTH CTEPHILHBIM. & :6'_‘3‘:(5;{

CrepRiabHOCTD Onpenesien|e NTPOBOAAT METOLOM TN COOTBETCIBYET
Membpaunoi dunsTpanuu, no I' X1

BakrepHajbHbIC Menee 0,25 ED/Mi.

xrep ! ’ oo <0,25 ED/mn

IHAOTOKCHHDBE Onpenenenne nposogsr 1o ['G X1 ,
JTuodumsam
Tlo | ao3e BaxLHHb BO (UIaKOHE H3 ’ s - &

ViaKoBKa npo3pauoro crekia Thia L (Esp.®.), / ,§%B reTByeT
BMECTHMOCTBIO 3 MIT, YKYTIODEHHOM NPOOKOH 12 sl o AU fing
PE3NHBI ¥ ANIFOMUHUEBBIM KOANAYKOM 1101 pt f"ri‘din_g ),
oBkaTiy, cHab)KeHHbIM 3aUMTHOH 1ACTHKOBOH

Crp.3 u34




CmumKnsiin Buyens — Buomed

CEPTHOUKAT KAYECTBA
Bapunapuic®
(Bakiuua 1POTHB BETPSHOIl 0CNLI XUBAS ATTEHYHPOBARNIIL)
JI“O(;)"JH!33T JUIS1 DPHTOTOBJECHHA DACTROPA A/ HOAKOKIIONO BREJenHs

Cepus: 32020617 Kourposnbhbiit vomep: 02 VAR
1 no3a

O6nem cepuu: 48 384 nossi (48 384 ynaxosxn)

Jlara npouzsopctsa: 06 aupaps 2017

Cpoxk roatioctn: 31 nexabps 2018

Ucnbrranns nposesaerst no HJJ JICP-001354/08-290208, ¢

vam. 1-3

[1pouseeaeno:

nuoduinzat 31020617 uz cepuu «in bulk» XVARB725A1

pactsoputent 27120617 u3 cepuu «in bulk» XD0O1C663A1

KPBILICYKOH,

Pacmeopumens

o 0,5 MA B LUNMPHUE M3 NPO3PAUHOTO CTEKNA
tuna [ (Esp.®.) sMecTumocThio 1,25 mn. Hocur
UIIPHLE FEPMETHYHO YKYNIOPEH 3aLUHTHBIM
PC3HHOBBIM KOMAUKOM HIN FepMeTHUHOM
pe3nHOBOH NIPOBKOR C 3AMTHBIM
33BHHUHBAIOLIMMCS THIACTHKOBLIM KOJMAYKOM.
Koamnexmuocuo

o 1 dnakoHy ¢ auoduauaToM, | WNpHLY ©
PacTBOPUTENEM B KOMIIIEKTE C 2 Hrnamu B
OTHEJIbHBIX fIJIACTHKOBBIX KOHTEHEpaX ¢
KaHIOJISIMHK, 3aKPBITIMH [aCTHKOBBIMU
Konmnaukamy, B faHcTepe Wi
TIONTMBUHITXJIOPHIA, 3aKPLITOM THEHKOM 13
nonusTuienrepedTanara. [lo 1 6aucrepy ¢
MHCTpYKUpEH N0 IPHMEHEHHIO B KAPTOHHOH

T1a4yKe.
; y 2902
MapkupoBra ?::ST?ZTM sum ¢ HILJICP-001354/08-290208, 30.06.17 COOTBETCTBYET

3axsnoyenune QOK — cooTBercrver Tpebonannam I;I,ZI Ji;CP7001354/08—290208, ¢ m3m. 1-3

/:;C1‘apmy1r{ona T.B.

Pykosoaurens OKK . _oro

Pyxosoautesnsp OOK

17 mons 2017 1.
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