JEKJAPAIIMA O COOTBETCTBHUMA

JEKJIAPAHT, IPUHUMAIOIIUH NEKJAPAIIUIO O COOTBETCTBHH

340 "Canoghu - Asenmuc Bocmox"

Ceedenun o pezucmpayuu opeanuzayuu: Mesxcpationnan uncnexyus QedepansHoti Hanozosoi cayxcor Ne9 no
Opnosckoti obnacmu 01.07.2013, OI'PH 1045751004254, dama npuceoenus OI'PH 14.12.2004.

Adpec: 302516, Opnoeckas 0bn., Opnosckuii p-K, c/n Bonvwekynuxosckoe, yn. JTusenckas, 0. 1. Teneghon:
8(4862)44-00-55.

B nuye: lenepanvuvisi dupexmop Illunos M.B.

Hosepennoe nuyo.: Bepemennuxosa O.A., dosepennocmes Nel0 om 10.01.20192.

3AABJIAET, UYTO

nexapcmeennoe cpedcmao. Tydoaceo ConoCmap, pacmeop dna nodxosicnozo eéedenun 300 Efl/mn 1.5 mn ,
xkapmpuoxcu & 00Hopasoewix wnpuy-pyukax ConoCmap (3), nauku kapmonnsie, PY Ne JITT-003653 om
30.05.2016 (0ama 3amenw 05.02.2018) evidano Canogu-Asenmuc Jouunand Im6X, cepus 9F0200319, napmus
80736 ynaxosox, 20den 0o 01.09.2021, npouseodcmea Canogu-Asenmuc Jotiunand IméX, lepmanus, Sanofi-
Aventis Deutschland GmbH, Brueningstrasse 50, H600, H500, H590, 65926, Frankfurt am Main, Germany, /
ynaxoearo 3A0 "Canogu-Asenmuc Bocmox", Poccus, HHH 5751028489, 302516, Opnosckas obn., Opaoeckuil
paiioH, ¢/n Bonswexynuxoeckoe, ya. JTusenckas, 0. 1, koo OKITA2 21.20.10.119

COOTBETCTBYET TPEBOBAHUAM

JIT-003653-300516 uzm. Ne 1-3

AEKJIAPAITM A ITPUHSATA HA OCHOBAHHUH

npomoxon uchvimarnui Ne 2053p om 04.07.2019 HIT OO0 HL "®APMOFEOPOHA" ammecmam
axkpedumayuu POCC RU 0001.2]1 ®J140, Cepmugpuxam POCC RU.OM0O8.C43520 om 05.07.2019
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CBEJEHWS O PETUCTPAITNHA

OPTAH ITO CEPTHP®UKALIUHA, SAPETUCTPHUPOBABIIHNI JEKJIAPAIIUIO

RA.RU.11®M08 OPTAH ITO CEPTHOHKALIHF ITPONYVKIIHH OFL[ECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoga, 0. 4, am. 5, nom. 1, xom. 1, adpec opeana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 3. 4, am. 5., men.:(495)788-02-88, ge6-
caum: oyKx. p(;ﬁ
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3025168,

c/n BOALWEKYNUKOBCKOE,

Ceprudukar anajiusa

Poccua, OpnoBckas obn, OpROBCKMA pafo,

yn. Jyeenckas, o. 1,

Livenskaya str.1,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,
ten./Tel.: +7 (4862) 440055; 440056,

dakc/Fax: +7 (4862) 440037

e-mail: vostok@sanofi-aventis.com.

SANOFI v g

3A0 «CAHOOM-ABEHTHC BOCTOK»

HaumeHoBaHue Tynxeo ConoCrap®, pacTeop INR N/K BBREAEH
300 EO/Mn wnpuu-p. ConoCrap® 1,5 mn B3
W napruu 9F0200319
Kon nponykTta ORL 692977 Kon GMID 692977
JaTa npouzBoACTBa 16/03/2019 Cpox romHocTH 01/09/2021
NpouasoouTenb Sanofi~Aventis Deutschland GmbH KonuuecTso 80736.000
EamMHMLE ynak
HI JMn-003653-300516, Mam.¥1-3
Fo S E——— o
IToxasarenu [ Tests Crenuduxamun/HJI / Spec. PeasyasTaTts! / Results
Oonucanue (BMSYaJbHWA MeTOR) Npo3payHuli, OECUBETHRI MM NOYTH CooTe.
GecuBeTHHIt PACTBOP
MognukHocTs (B3EX) :
- WHcynuH rnaprud (O®-BIXAX) BpeMa yAepsMBAHMA OCHOBHOTO NMKA Ha CooTB.
XPOMaTOTpPaMMax MCNHTYeMOro pacTBOpa
AOUEKHO cooTBeTcTBOBaTE (t 5%) BpeMenu
YAEPAMBAHMA NUKa MHCYJMHA DJapryHa Ha
XPOMATOTPAMMAX CTAHNAPTHOPC PAacTBOpa.
- MHCynuH rnapruu (I'3X) Bpema ynepxuBaHWA OCHOBHOI'O NWMKa Ha CoorB.
XPOMATOrPAMMAX MCMHTYEMODC PacTBOpa
LONKHO COOTBETCTEOBATL (t 5%) BpeMeHu
YOSPXMBAHMA NMKA MHCYNMHA PAPTUHA HA
XpoMaTOorpaMMax pacTBopa NN NPOBEpKH
NPHTIOOHOCTH XPOMATOTRADHYSCKOA CHUCTEMH .
= M-xpezon Bpema ynepxmBanMA OCHOBHOPO DMKA HA CooTs.
XPOMATOTpaMME MCNHTYEMOTO pacTeBopa
LONKHO COOTBETCTBOBATL BpPEMEHM
YOSPIMBAHMA MMKa M-KPe30Ja Ha
XPOMATOTPaMME CTAHNAPTHOIO PACTBOPA
(15%)
flpc3payHocTs {(BUByanbHui MeTOn) fipenapaT NONXeH BHIEPXMBATEL CpaBHesue c COOTB.
aTanoHomM 1
lieeTHOCTL (Bu3yansHuit MeTon) fpenapaT HONXEeH BHOEPXMBATL CpaBHenue ¢ CooTs.
sTanoHoM BY
pPH (noTeHunomeTpua) Or 3,5 no 4,5 4.0
MexaHMYECKHE BKAOYEHHA:
=~ svouMue (BU3yaseHul MeTod) BuauMble MeXaHMJECKHEe BKJIDUSHMA AONXHH Coors.
OTCYTCTBOBATH
- HeBMIOMMue (CUeTHO-(OTOMeTPHYECKMI MeTOon)
qacruus >= 10 MKM, YacTULE/KAPTPULK He Gonee 6000 33 )j;ﬂ?éfiigxfﬁgzkh
yacTMus >= 25 MKM, YaCTHUN/KAPTPUIR He Gonee 600 1 }qugﬁﬁf‘%fff“§<:q§%
BHCOKOMONEKYNAPHHE Oenku, % (T3X) He Conee 0,5 0.04 fgu/f/n."" e ¥§x
NMocTopoOHHMEe NpUMecH (BIXX) : ‘“'# i
- moGas eAMHUYHAs nNpuMecs, % He Gonee 0,5 0.2 4 EZEE:EEEE~?P?C”?“
| Tt Sanofi Russia AD
- cymma BCEX npuMecedr, % He fBonee 2,0 0.6 N j
b
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Ceprudurar aHaJaHu3a

302516, Poccua, Opnaceckas obn, OpnoBCkMil paioH,

¢/n BonbwekynukosCckoe, ya. JiuBeHckaz, H.
Livenskaya str.1,s/p Bolshekulikovskoye,
302516 Russia,

Orlovskiy rayon, Orlovskaya obl.,

ren./Tel.: +7 (4862) 440055; 440056,
paxc/Fax: +7 (4862) 440037
e-mail: vostok@sanofi-aventis.com.
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SANOFI vy

3A0 «CAHO®U-ABEHTHUC BOCTOK»

HavMeHOBaHMe Typxeo ConoCrap®, pacTBOp IONA n/x sBeneH
300 EQ/mn wnpuu-p. ConcCrap® 1,5 mn W3
¥ napTum 9F02003189
Kofl npoaykTa ORL 692977 Kon GMID 692377
JlaTa npousSBONCTBA 16/03/2019 CpoK TOZHOCTH 01/09/2021
NIpOU3BOOMUTEND Sanofi-Aventis Deutschland GmbH Konuuecrso 80736.000
EnmHmiis yoak
HR NM-003653-300516, HaMm.N1-3
e
IToxasarenu [ Tests Crnenuduxauun/H/L / Spec. PeasyasTarsl / Results
Hapnekaemuli ofbem, N He menee 1,5 1.6
BakTepuanbHHE SHOOTOKCHMHNW (JIAJl-TeCT) He Gonee 80 E3/100 EN CooTB.
CTepHUILHOCTL (MeMOpaHHAA QUIbLTPaUMA) NMpenapaT RonkeH OHTbL CTEPUIIbHLM Crepuns Heti
Urnk, Mer/mn (RAC) or 81,0 mo 98,0 86.8
LMHK, % OT 3afBNeHHOTo koaMudecTsa (AAC) Ot 90,0 mo 110,0 96.5
M-kpeson, mr/mn (B3¥EX) or 2,43 oo 2,97 2:71
M-kpeson, % OT 33ABAGHHOTO KOMAMUECTBA or 90,0 mo 110,0 100.4
(B3XX)
KonuuecTReHHO® anpeneneduye (BIXX) :
- UHCYNMH DPRApruM, Mr/mn or 9,82 no 11,46 11.03
- MHCYnWH raaprui, EA/mn Or 270,0 mo 315,0 303.2
= WHCYNMH PRaprvi, % OT 3aABNEHHOTO or 90,0 mo 105,0 101.1
konmmyecTsa (BIKX)
BMONOrMUECKAR AaKTUBHOCTL Or 90% mo 110% oT 3aABNeHHON aKTHMBHOCTM COOTBETCTBME TAPAHTHPYRTCA
(TeCcTUpyeTCs NepuonuHvecku)
NponoHrupoBaHHoe percTBUE Honuryemsdi npefapaT CUMTADT NPoweawHM CoOTBETCTBHE DApaHTHPYETCA
MCMHTAHME, eCNM B KOHTPONbHOA BPEMEHHOW  (TECTHPYeTCA nepuoaudecky)

Ynakopka

Ynakoeka (npononxenue)

TOYUKE Y AHBOTHHX, MOAYYHUBUMX I, CPEeIOHRA
OTHQCHUTENIbHAMA KOHUEeHTpalWA IJCKOZH B
KpOBH, pacCUMTaHHAA M3 MHIOWMBHUAOYAIIbHNX
KOHUEHTPAUWHA, AOCTOBEPHO HUXE, YeM V¥
FHMBOTHHX, NOJAYHMBILMX OCHOBHOMK pacTaop
CO. NoCTOBEPHOCTH Pas’nAMuMA NPOBEPALT C
MOMOWLK KpUTepuA CThOQEHTA Py
LNOBEPHTENBHOR BEPOATHOCTH P=0,95.

Mo 1,5 mn npenaparTa B KapTpMOx w3
GecureTHoro crexkna (tun I} . Kaprpunx
OGXAT C OfHOK CTORPOHH ANKMUMHMEeBLM
KONNA4YKoM C YNAOTHUTENIbHERY JMCKOM U
YEYNOpPeH ¢ mpyrod — nayHzxepoM. KaprTpumx
BMCHTHPOBAH B OOHOPA30BYK WNPMU-PYYKY
ConoCrap®.

fo 1, 3 unu 5 wnpuu-pyvek ConcCrap®

BMeCTe C Mucrpyxumei& no rnpUMeHeHun B

Mo 1,5 Mn npenapara B KAPTPUOX
U3 CecuseTHoro crexna {run I).
Kaprpunx o0xaT C COHOW CTOPOHH

AJIOMMHHUEe B KOANAUKOM C

YNIOTHUTE b HEM HWWH
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Cepruduxar aHaauza

302516, Poccua, OpnoBckas o6, OpPROBCKMIA PaioH,
¢/n BonbwekynMkoBCKoe, ya. JluBenckad, m. 1,
Livenskaya str.l,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,
ren./Tel.: +7 (4862) 440055; 440056,

paxc/Fax: +7 (4862) 440037

e-mail: vostok@sancfi-aventis.com.

SANOFI vg

3A0 «CAHOOU~-ABEHTHC BOCTOK»

HauMeropaHue Tyoxeo Conolrtap®, pacTBOp InA n/K BBEHASH
300 ER/mn wnpuu-p. ConoCrap® 1,5 mn N3
N napTHu 9F0200319
Konm nponyxTa ORL 692877 Kon GMID 692977
JlaTa MPOM3BOACTBA 16/03/2019 CpoOK FTONHOCTH 01/09/2021
NpoU3BOOUTENDL Sanofi-Aventis Deutschland GmbH KomuuecTBo 80736.000
EnuHMLA yrnag
HI NN-003653-300516, Ham.W#1-3
P
IToxazarean / Tests Crneuuduxanua/HJL / Spec. PesyawsTaTs! / Results

KapTOHHY® Nayky (C HCNONbL3CBAHMEM

K TnpuMeHeHuwo M3 P@), cHabXeHHYR
KAPTOHHEM PMKCATOPOM.

Mapkuposka (wnpuu-pyuxa ConoCrap®)
npenapara (Tyoxeo
ConoCrap®), MexayHapoaHoe

ANA NONKOXHOIC

{(NaTHHCKKM WPKHOTOM), HOMEp Ccepuu
("Cepua:™), maTa nNpoM3BONCTBA

("Ipoussenenc:"), CPOKR POAHOCTH

xon, 2Dkon,

MapxupoBra (kaprToHHas nauxal

ConoCrap®), MexayHapoaHoe

AuaterTar, KOMMYECTEO WhpUU-pYydYekr

GecUBeTHWA pacTBOP», «CTepUNLHO»,

YCNOBMA XpaHeHHMA, «XpaHuTs B

KapToHa ANA NOTPeOHTEenLCKOH TapH no
TOCT7933-89 wau MMIOPTHOTO, Pa3pemeHHOrNd

Ha unpuy-pyuxe ConoCrap® yrasano Ha

pyCcCKOM A3HKEe! TORTOBOE HaMMEHOBAHWE

HENaTEeHTOBAHHOE HaMMEHOBaHWe, cnocob

nonyJyedMa, conepzxanve EIl B s, «pacThop

BEReNeHMA B wWNpUu-pydxax ConoCrap®»,

ofweM npenapaTa B MI, JOTOTHI KOMIAHMH

("Pomen no:"), BHYTPEeHHHA YMakOBOWUHLIA

Ha KapTOHHOﬁ rnauyke cCO WNPHU-PYYKaMM
COﬂDCTaP@ YKAa3HWBAETCA Ha PYCCKOM ASHKE!:

TOPrOBOS HAMMEHOBaHMe npenapara (Tyaxeo

HENATEHTOBAHHO® HAWMMEHOBAHHWE, cnocod
nonydeHusn, conepxanuve EIl B mn, «pacrsop
IR NOOKOXHOTO BBEINEHMA B WIPMU-PYUKAX
ConoCrap®», «[nA nedeHWs CaxXapHoro

ConoCrap® B ynakoBkeé, obbem fnpenapara B
MJl, COCTAB C YKa3aHWeM HaMMEeHOBaHHMA H
CcomepxaHUA OeHCTBYKIlero BeuwecTBa W
nepeuren BCNOMOIaTeNbHHX Béemec™s B 1

MR, <MCMONL3CBATE TOMBLKO NPO3BPAYHEIL M

NPHUMEHEHHO B KAaPTOHHYX nadky,

CHADXEHHYH KapTOHHLR4 QPUKCATOPOM.

CooTe.

CoorTs.

. anofi Russia AD})
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Ceprudukar aHaiusa

302516, Poccua, Opnosckas ofn, OpPNOBCKMA paRoH,

c/n BOonsWeKYNMKOBCKOE, YA. JiMBeHCKas, 4. 1, 3A0 «CAHO®U-RBEHTKC BOCTOK»
Livenskaya str.l,s/p Bolshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

ren./Tel.: +7 (4B62) 440055: 440056,

daxc/Fax: +7 (4862) 440037

e-mail: vostok@sanofi-aventis.com.

HauMeHOBaHUe Tynxeo ConoCrap®, pacTsop OnA /K BBENEH
300 EO/Mn wnpuu-p. ConoCrap® 1,5 Mn B3
i napruu 9F0200319
Kon nponykra ORL 692977 Kom GMID 692977
JaTa npou3BOACTRaE 16/03/2019 CpoK IoOHOCTH 01/09/2021
NMponssoguTens Sanofi-Aventis Deutschland GmbH Komuectso 80736.000
EOuHMLE ynax
HI Jin-003653-300516, HM3Mm.N1-3
i ST B
Iloxaszarenu [/ Tests Cneuuduxanna/H/ / Spec. PesyanTaTh! / Results
HEMOCTYNHOMANA OeTEel Mmecren,
Mapkupoexa (xapToHMas navka, «locne Havana MCNONL30BaHMA CooTn.
NPOROAXEeHHE ) npeABapUTenLHO BANOJHEeHHNE WNPHU-PYYKM
ConoCrap® MOXHO NPDUMEHAT:E B TeYeHue 4
HefleNk, XpPaHA NpU TeMnepaType He Buuwe
30°C B 3awMmEHHOM OT CBETA MecTe,
«llepenl NpuMeHeHHeM BHUMATENbHO
npouu'raﬁ're UHCTPpYKUMD®, YCNOBUA OTNYCKAa,
HauMeHOBaHMe GUPMH-NPOM3IBOAMTENA, amdpec,
renedon/darkc, JOrOTHN KOMNAHMK
{naruMCKk¥M wpudTOM), HOMep
cepun («CeprA:I»}, HATA NPOHMABORCTBA
{«llpousseneHo:»), Cpok rofdocth («Tl'oaed
HO3»), WTPHMX—-KON, HOMED ParMCTPAUMOHHOIO
yAocToBEpeHMa, TenedoH ropauei NMHMM no
caxapHosy mmuadery, «3BOHOK no Poccum
Gecnnarastin, 2D xoa(u), BHYyTpeHHHHE
YNAKOBOUYHLI xOm(W)* (*- BMOHRE nocne
BCKPHTHMA YNAKOBKM) .
Cooreercreyer TpetoBaHMAM HI MO NPOBepeHHHM MOKA3ATENAM *M}
Pemenne
PeWeHKe MO KOHTPOABRHON CepMM Released w/o Restrict. or Dev.
Havannuux OKK Lanina, Irina /RU HeeTRas
SR 5 T
HaTa NMPUHATHA pPOMeHUN 02/07/2019 : :}//"ﬁ“\_’ é*x

Januuit cepTrdUKAT 3aBepeH INEKTPOHHON NOANMCLI M2 BanvaupopaHHoi LIMS./This cert;ficafg?%gs been elect:;\ tally
signed from a validated LIMS
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