SANOFI .z
362516, Poccus, OpnoBCKAaA ofn, OpRoBCKuMA pafioH,

¢/n BonlbwexynMKOBCKOe, Y. JiMBeHCKaA, 4. 1, AO "CAHO®M BOCTOK"
Livenskaya sti.l,s/p Bolshekulikovskoye, :

Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

ven./Tel.: +7 (4862) 440055; 440058,

daxc/Fax: +7 (4862} 440037

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

Ceprudukar aHaiusa

HauMeHOBaAHHE Tynxeo ConoCrap®, PacTBOp LAR n/x BBenex
300 Efl/mn wnpuu-pyd. ConeCrap® 1,5 wan, N3
I8 napTumn E0620921
Kon nponykra ORL 600893 Kom GMID 600893
NlaTa NpOM3BOACTBA 30/09/2021 Cpok TOOHOCTH 29/02/2024
KonuuecTeo 79205.000 EnsHKus yrnaK.
MpouzBonUTENL 320 «CaHodu-ApeHTHc Boctox» (RO «Canodu BocTok»)
HI NM-003653-300516, M3aM.W1-5
Montoe HawMeHoBanue Tylxeo ConoCrapQ PacTEOP AMA MOAKORHOTO BBEASHWUA 300 EO0/mn (kapTpuix B
wnpuu-pydke ConoCrapO) 1,5 mn X 3 (nayxa KapTOHHAA)
Iloxasatenu [ Tests Cneunduxamua/HJ / Spec. Peaysastarsl / Results
Onucanve {(BM3IyansHs MeTOR) Npoapausuli, GecUBETHEH MAM NOYTH 60055.
BeclUBeTHUM PAacTBOP
foAnuHKOCTE (B3IXX) :
- HHcynuH rnaprud (Q®-BIKRX) Bpema yaepxMBAHMA OCHOBHOTO NMKA Ha cCoOTe .,
XKPOMATOrpaMMax MCMHTYEMOra pacTaopa
nOMXHO coorTBeTcTBOBaTH (t 5%) Bpemenn
YHeDEMBAHUA NWK3 MHCYJMHA DJapriHa Ha
XPOMATODPaMMaXx CTAHONAPTHOTO PacTaopa.
- MHcynuH rnaprud (I'3X} BpeMA ynepxMBaHMA OCHOBHOI'Q MMKA Ha cooTE .
APOMATOrpaMMax MCAHTYEMOrc pacTBoOpa
HoNxHO CoOTBeTCTEROBATH (t 5%) BpeMenu
YOepXMBAHUA NWMKA MHCYNHHA TAAPTHMHA Ha
XPOMATOrpPaMMax PaCTBOPAa LNA NPOBEPKM
NPMIPORHOCTH XPOMATOTPadMUecKol CHCTeMH.
- uM-Kpeson BpeMa YNEepABAHMA OCHOBHOTO fMKa HA CoOTB.
XKPOMATOIPaMHAX MCNHTYSMOI'O pAacTBOpPA
NONXHO COOTBeTCTBOBATL (25%) BpemeHu
yoepEMBAaHMA NMKa M-Kpe3ofa Ha
APOMATOrpaMMAaX CTAHOAPTHOTO PacTBOpA.
(£5%)
Npo3payHocTs {BM3yanbHut Meron} MpenapaT AOMXEH BHIEPEMBATE CpaBHeHW® C CooTs.
aranonom I
BeTHOCTH (BU3yalbHKA MeTOd} [lpenapar LonXex BHOGPEMBaTH CpaBHedue ¢ CooTe.
aTancHoM BI
pH (noTeHumomeTpHA) or 3,5 no 4,5 5 .
MexasuueCcKkUe BRIOYEHUA!
- BUOMMBE BuMaumble MeXaHuWueCKHe BRIIKLUYEHMA NONKHH CootB.
OTCYTCTBOBATE
- HEeBMOMMHE (CHeTHO-(OTOMETPMMECKNA MeTon)
yacTMu pasmepoM >= 10 mxm, He Bonee 6000 27
yacTHUW/KapTpHax
QaCTHU PA3MEpOoM >= 25 MKM, He bGonee 600 1
4acTHUH/ KADTPHAKX
BucokoMOonexymapuue Oenxu, % (T3 BIAX) He oonee 0,% 0.03 e 2l
«Canogu Ppccuan

NMocTopoHHue npumeck (BIXRX}:

_Sanofi.Rusbia AO
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Ceprudukar aHann3a

G,

SANOFI «p

AD "CAHO®HM BOCTOK"

302516, PoccHa, Opnececkas oba, Opnonckuit paston,
c/n Bonemekynukosckoe, yn. Jlupenckas, a. 1,
Livenskaya str.l,s/p Bolshekulikovskoye,
orlovskiy rayon, Orlovskaya obl.,302516 Russia,
ren./Tel.: +7 {4862} 440055; 440056,

parc/Fax: +7 (4B62) 440037

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

HauMmeHoBaAHKE Tynxeo ConoCrap®, pacTsOop 41A n/x BBRAeH
300 EI/Mn wnpuu-py4. ConoCrap® 1,5 w3
i napTum E0620921
Kon npogykTa ORL 600893 Koo GMID 500893
[laTa NpPoOM3ROLCTEA 30/09/2021 CpoK rooHOCTH 29/02/2024
KonuuecTRO 79209.000 EOvHMLE! ynak.
MpouspoauTENb 3A0 «CaHogu-ABeHTHC BocTok» (RO «Canopu BocTox»)
RO JN-003653-300516, Mam.¥1-5
NMonHoe HammeHoBaHue Tymxeo ConoCrap0 pacTBCp WA NOAKOXHOTO BBENEHMA 300 EN/mMn (kapTpuix B
WApKU-py4Ke ConoCrap0l 1,5 mn X 3 (nayka KapTOHHasA)
s =
TlokaszarenH [ Tests Cneundukauusa/H] / Spec. Peaynwtats! [ Results
-~ noBas eAMHMYHAR NpMMecs, He Comee 0,5 0.2
~ cymwda BCEX npumeceit, % He Gonee 2,0 0.4
Ussnexaesullt oOneM, Mn He menee 1,5 L6
BaxTepuanbHele IHAOTOXKCHHH (JIANl-TecT) He Gonee 80 E3/100 Ef Coorn.
CTepuAbHOCTE (MeMOpaMHAA {MNLTPALMA) NMpenapar RonxeH ObTe CTEPHILHEM CTepUb HEA
Upnx, wsxr/sn (AAC) Or 81,0 no 99,0 83.7
UMHk, % OT BaABNEHHOrO konauuecTsa (AAC) Ot 90,0 mo 110,0 $3.0
M~Kpeaon, war/mn (BIKX) Or 2,43 no 2,97 2.74
M-Kpe3on, % OT 3AABIEHHOI'0 KONMYecTsa or 90,0 no 110,0 101.5
{BIXX})
KonuudecTBeHHOe onpefenenue (BIXX):
= MHCYNMH TAaprPuH, Mr/mn Or 9,82 go 11,46 11.14
= WHcynuH rnaprus, Ef/mn or 270,0 mo 315,0 306.4
- WHCYfHH DRApruH, % OT 3AABJEHHOTO or 90,0 mo 105,0 102.1

xonuyecTsa (BIXX)

fiponoHrupoBaHtoe pedcreue, % HenuryeMsii npenapart cYMTAOT NPoweuMM CooTReTCTEME PApPaKTMPYeTCA

(BuonorHYeckUAi) HCNHTAHME, CNTM B KOHTPOJLHON BpeMeHHOM (TecTHpyeTCR NepuoanueckH)

TOYKE Y RMBOTHWX NomyuuBumx HI, cpenHaa
OTHOCHTENbHARA KOHUEHTPAUMA IJIOKO3H B
KPOBM, PACCUMTAHHAA K3 MHIAMBUAYAJILHEX
KOHUEHTPaUMi, KOCTOBEPHO HWKE, HYeM y
EMBOTHEX, MONYYMBWKX OCHOBHOA pacTBOp
CO. JoCTOBEPHOCT: PAa3NMYMA NPOBEPROT C
noMOULD KpUTepuA CTLIOEHTA NP
focrosepHoll BeposTHOCTH P=0, 95
BMONOTMYRCKAA AKTHBHOCTh, % Or 90 mo 110

oT CooTBeTCTBHE TapPAHTHMPYETCA

3aABNEHHOR AKTHBHOCTH {(TeCcTUPYeTCA nepuonMuecKkun)

Ynakosxa Mo 1,5 Mn npenapaTa B KAPTPUIX M3 Mo 1,5 Mn npenaparTa B KapTpuax

BecuserHoro crekna {Tun I}. KapTpuax u3 GecuUBeTHOrOC cTekna (Tun I).
ofxaT ¢ OOHOH CTOPOHH anKsMHUEBbM KapTpMix oBXaT C CAHOA CTOPOHM
KONNAYKOM C YIJIOTHATENbHLHM OUCKOM M ANIOMUHMEBEM KOJIMAYKOM C©
ykynopeH ¢ Apyrofi - nnynxepos. KapTpuix
BMOHTHUPOBAH B OfIHOPA3O0BYN WOPHU-PYHKY

ConoCrap@.

[«Canodn Poccusn
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Ceprudurar aHaansa

302516, PoccHA, Opnopckas o6, OpnoBckuit panod,

c/n BonbmexkyNUKOBCKOe, yn. JlupeHckasa, o. 1, AD "CAHO®M BOCTOK"
Livenskaya str.l,s/p Bolshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

ren./Tel.: +7 (4862) 440055; 440058,

pakc/Fax: +7 (4862) 440037

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

HaumeHoBaHKE Tynxeo ConoCrap®, pacTeop ONMf n/k BBened
300 Ed/mn wmnpuu-pyd. ConoCrap® 1,5 mn, B3

B naprau E0620921

Kon npoaykTa CRL 600893 Komn GMID 600893

JaTa NpPOM3BOACTBA 30/09/2021 CpoK POXHOCTH 29/02/2024

KonuuecTBe 79209.000 EnsHmsl ynak,

MpousponuTent 320 «CaHodpu-ABeRTHC BocTok» (AQ «CaHopu BocTOK»)

HI NnN-003653-300516, H3m.W1l-5

Montoe HaumeHopauue Tymxeo ConoCrap0 pacTBOP MNA NONKOXHOTO BRefeHuma 300 EN/mn (xapTpuIx B

wnpuu-pyuke ConoCrap0) 1,5 Mmn x 3 (nauxa kapToHHAA)
i oo SolpE T B S

Iloxazarenu / Tests Cneunduxauus/H] / Spec. PeayabTaTsl / Results

(¥YnakoBxa npoponxeHua) Mo 1, 3 uam 5 wnpuu-pyuex ConoCrap® Mo 3 wnpuu-pydku ConoCrap®.
BMECTE € MHCTPYKUHER MO MpPUMEHeHWN B BMECTE C MHCTPYKUMEH O
KAPTOHHY® Nauyky (C MCNONbIOBAHMEM npuueuaunﬁ B KapTOHHOK nayke (C
KapTOHa AJA NOTpeduTensCkofl Taph No TOCT MCNONa30B3HWEM KapToHa
7933-89 WM MMNOPTHOrC, PA3PEWEHHOro k nunopmn&?o, paspewenHoro k
npumernerno M3 PP) . npusenexnic M3 Po) .

Mapkuposka mnpwu-pyk€er ConoCrap® Ha wnpuu-pyuxe ConoCrap® yka3wBaeTCR Ha Ha wnpuu-pyuke ConoCrap® yKazaHo
pyccxon A3NKe: TOpProBoe HauMMeHOBaHKe HAa pyCcCKOM ’ISNK-E:_‘ TOproBpoe
npenapara (Tyoxeo ConoCrap®) , HAUMBEHOBAHHE ﬁpenapara (Tyaxeo
MeXI1yHapOIHOe HeNaTeHTOBAHHOE ConoCrap®), MexayHapomHoe
HAMMEHOBAHWE, COBepXaHue EJl B w1, HeNATEHTOBAHHOE HaUMEHOBaHWe,
«PacTBOp MNA MONKOXKHOIO BBENEHWS B conepxakue ENl B w1, «pacTeop anal
wnpuu-pyuxax ConoCrap®s, NOAKOEHOI'O BEENEHWHA B

unpuu~pydrax ConoCrap®»,

Mapkupobka wnpuu-pydex ConoCrap® ofseM MNpenapaTa B WM, AOTOTHIT KOMMNAHMM Of'beM MNpenapaTa B M1, NOroTHN

{npogonxeHue) {naruncxum wpudTomM), HOMEp Cepun KOMNAHKMKM (MATHHCKHUM wpudToM) ,
{(«Cepusa:»), maTa NpoM3IBOACTERA Homep cepmm («Cepua:»), parta
{«Npcu3aBeneHo:»), cpok roaxocru {(«ToaeH npoussoncrea («llponsseneHo:»),
00:»), BHYTPEHHWH ynakoBOunwsi won, 2D cpok ronHocT™d («lomeH no:»),
KOA. BHYTPEHHMIA YNakoBOuHIt kon, 2D

KOX.

MapxupoBka KAPTOHHOW nauxy Ha KapTOHHOH Nauyke CO WOPHU~PYUKaMM Ha KApTOHHOM Mauyke co
ConoCTap® yKa3HBAETCA Ha PYCCKOM ASHKe: uwnpuu-pyuxkamy ConoCrap® ykasado
TOProBoe HauMeHOBaHMe npenapara (Tyoxeo Ha pPYCCKOM A3uWKe: TOPronoe
ConoCrap®), MexgyHapoaHoe HauMeHoBaHue npenapara (Tymxeo
HENAaTeHTOBAHHOE HaMMeHOBaHWe, Cnocod ConoCrap®), MexRYHAPOAHOE
nony4eHus, conepxanue EIL B wmm, HEMATEHTOBAHHOE HAMMEHOBAHME,

cnocol nonywewwa, coaepxanne EJ
B M,

MapkMpoBKa KAPTCHHOM nNauxyu (nNpojonxeHWe) «pPacTBOpP INA MOLKOXKOIC BBeIEHWA B «PacTBOP ANA MNOAKOXHOTO BBeNeHMA

wapuu-pyuyxax ConoCrap®», «ns nedeHua B wnpuu-pydkax ConoCtap®», «Ang

CaxapHoro AuaSeTan, KOMMYECTBO
wnpuu~-pyder ConoCrap® B ynakobke, OOBEM
npenapaTa B i,
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Ceprudukar aHaIM3a

302516, Poccua, Opnesckas obn, OpnoBCkufi paiou,

c/n Bonswekynukosckoe, yn. Jwaenckas, a. 1, AOQ "CAHO#M BOCTOK"
Livenskaya str.l,s/p Bolshekulikovskoye, ' ) '

orlovskiy rayon, Orlovskaya obl., 302516 Russia,

ren./Tel.: +7 (4862) 440055; 4400%6,

dakc/Fax: +7 {4B62) 440037

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

HaumeHoBaHKE Tynxeo ConoCrap®, pacTeop LANA n/xk BRELEH

300 Ef/mn wnpuu-pyu. ConoCrap® 1,5 wui, N3
Fm napTUu E0620921
Kon nponykTa ORL 600893 Kog GMID 600893
JlaTa NpoW3BOOCTBA 30/09/2021 CpoOK I'OAHOCTH 29/02/2024
KonnyecTso 79209.000 EnMHMLB ynak.
Mpoxssonourens 380 «CaHopmu-AseHTHc BocTox» (AOQ «CaHogu BocTok»)
HI JINM-003653-300516, M3m,W1-5

Monnoe HaumeHoBanue Tynxeo ConoCrapQ pacTBOP ANA NOAXOXHOTO BBEAEHHA 300 EO/mn |(xapTpuix B
wnpuu-pyuke ConoCrapO} 1,5 mn x 3 {(nauyka KapTOHHAasA)

prei— TR E—
Toxasareau / Tests Crnenuduxaunsa/H/L / Spec. Peayabratst / Results
Hapnnpoaxa KapTOHHDﬁ Nayrm (HPOEDBXQHME} COCTABR C YyKa3zaHueM HAMMEHOBAHMA M COCTAaB € YyKazdHueMm HavMMeHOBAHMA

conepxanuAa NefCTRYDLErO BewecTBa M ¥ ComepXaHMA ASACTBYOMETO

nepeyHeM BCNOMOTATENLHLX BemecTs B 1 an, BemecTsa W NepeuHeM
&HCNONL30BATh TONBKO NPO3PAYHLE M BCMOMOTATE/bHHX BemecTs B 1 A,
fecuseTHsST pacTaop», «CTepUABHOR, «ACNONLIOBATE TONBKO npcapaunuﬁ
YCROBUA XPAaHeHUA, «XpPaHWTb B HENOCTYNHOM SecuBeTHHEA PacTaop»,
ana nereft mecrey, «CTepHLHO®, YCAOBHA

XpaHeHua, «XpanuTh B HENOCTYNHOM

Ona perei MecTen,

Mapk1MpOBKA KAPTOHHOW [auKu (npononxenune) «llocne Havana MCNONbB3OBAHHA «llocne Hayana MCOone30BaHWA
NpefABapUTeNEHO 3ANONHEHNHEe MNPUL-PYYKH NpefBapUTensHO 3aNoJHeHHLS
ConaCrap® MOXHO NPUMEHATH B TeyeHue 4 unpuu-pyuxn ConoCrap® MOXHO

Helens, XPAHA NPW TeMnepaType He suwe 30 NPHMEHATs B TeueHWe 4 HEOeAs,
“C B 3aWMUEHHOM OT CBETAa MecTe», XpaHA MPW Temneparype He Bwwe 30

°C B BauMUEHHOM OT CBETA MecTey»

MapKMPOBKA KADTOHHOW Nauku (npononxedue) «llepen NPUMEHEHWEM BHUMATENLHO «llepen NpuMeHeHHeM BHMMATENLHO
NPOYHTANHTE MHCTRYRUMD», TeMaTHUeCKU MpOYMTAATE HHCTPYKUMDY?,
PHMCYHOK (M30oOpaxeHue WNpHL-pydrH), TeMATHYECKHI  PUCYHOX
YCAOBUA OTNYCKA, HauMEeHOBaHWe {mngéaienuéUmnﬁqufpyuKH),
GMPME~NPOMIBOOMTENN, AQPec, AOroTMN ycnanus omnyCKa; ﬁégueuoaauue
KoMnaHuWy (TATHHCKHM WPHPTOM), HOMEp @Mpuu—nponanonumeni.'enpec,
cepun («Cepua:in»), NOPOTHO KOMNaHMK (JATHHCKMM

UpHPTOM) , HOMED cqpﬁu
{«Cepuai»),
MapxupoBKa KapTOHHOW naykM (nponomxeHue} DAaTa NPOM3BOLCTRA («lpon3aBeneHo:»), CPOK [Onara MNPOM3IBOACTEA
rogHocTH («lonex AC:»), WTPHX-kKOO, HOMep («npouaaanenb:»l, CPOK TPOHOHOCTH

PErMCTPAUUOHHOTO YAOCTOBRPEHMA, Tenedou («"oneH [O:m), WTPUX—KOH, HOMEP

ropayedl NUHMM NO CAXApHOMY mMabeTy, PerMCTPAUMOKKODD YIOCTOBRPEHNA,
«3BOHOK No Poccuu GecnnaTHuli», renepor ropavyefi AUHUM NO
2D xkon(w), caxapHomy avabery, «3BOHCK no

2D kox,
MapkupoBKA KApTOHHOM fauku (npononxenme) BHRYTPEHHMA YNaKOBOWHWA kof(m)* (* - BHYTPEHHHA YNAKOBOUHEA KOS

Poccuu BecnnaThui»,

BHOHE NOCTe BCKPHTHMA Yynaxonku) . BAASH [OCNe BCKPHTHA Y
v

[oNONHMTENBHO MOxeT OWTE HaHeceHa JoNnoAHUTENLHO HaHece
A

WHPOPMALMA LA MOHATOPMHI'A ABWKEHMA UHPOpMAUMA ANA MOHWUK

rap_coa_resultata v5 Crpannua - Page 4




Ceprudurar aHaausa

SANOFI g
302516, Poccua, Opnosckaa obn, Opnosckuit pakios,

¢/n BonbmeKYIMKOBCKO®, yn, Jiusenckasa, n. 1, AO "CAHO®HM BOCTOK"
Livenskaya str.l,s/p Bolshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

Ten./Tel.: +7 (4862) 440055; 440056,

gakc/Fax: +7 (4862) 440037

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

HamumenoBaHue Typxeo ConoCrap®, pacTBOp ONA N/K BBeAEH

300 EO/wmn wnpuu-pyd. ConoCrap® 1,5 mn, W3
¥ napruu E0620921
Kon nponyxkra QRL 600893 Kon GMID 600853
IlaTa nNpoM3BOACTBA 30/09/2021 CpoK TOIHOCTH 29/02/2024
KonuuecTno 78209.000 Eamumus ynax.
MponasononTent 3A0 «Caxopu-Aeentrc BocTok» (RO «Canodm Bocrtoxn»)
KX nMn-003653-300516, M3m.N1-5

[lonHoe HaumeHOBaHue Tynxeo ConoCrapO pacTBOpP WA NOIKOXHOTO BRegenuda 300 EON/mn (KapTpuax B
wapdu-pyuke ConoCrapO) 1,5 Ma x 3 (nauxka KapTOHHAR)

IMokaaarenan / Tests Crneunduxanua/HI / Spec. Peayasrate! / Results
JIeKapCcTBeHHMX npenapaTos OT ABMXEHUA NEeKAPCTBEHHHEX
UPOHSBOMTEHH OO0 KOHEUHOI'O HOTPEDHTETIH. npanapa'rc)a oT NPCHU3IBOIMTENA 0O

KOH@UHOPO norpeduTens.
XpaHeHue:
B 3awMmeHHOM OT CBeTa MecTe
npu Teuneparype or 2 °C mo 8 °C.

He 3aMmopaxBaTh.

Cpok TOQHOCTH: 2,5 roma 2,% rona
e e e e e e o o e i e e e ot it e e
e

JaHHaA CepMA NexapCTBEHHOTO MNpenapaTa OWNa MPOM3IBeNeHa W MCMLTAHA B COOTBETCTBMM C MEACTRYOWO! 3aKOHONATEAbCTBOM
PoccuACKOR ®emepauny v TpPeSOBAHMAMM PEeTrHMCTPAUMOMHOTO AoChLE.

OOK Pewenue - Final Decision PaspeweH BHAYCK BIPaXOaHCKMA 000OpOT

Pemenue

PemeHMe MO KOHTPONABHOM CApMM Released w/o Restrict. or Dev,
YNoAHOMOYAGHHOG NULYO NO KANQCTRY Olga Veretennikova
JaTa NPHHATHR POWEHMSA 23/11/2021

NaHHLl CepTHUOMKAT 3338pPeH INASKTPOHHOW NOANKCLY M3 BANMAOMpOoBaHHOM LIMS./This certlficate has been eleccronlcally
signed from a validated LIMS
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