Ceprundukar anaausa

302516, Poccua, Opnosckas obn, Oprosckuit pafioH,
c/n BONbWeKYNMKOBCKOS, yn. JIMBEHCKAaR, 4. 1,
Livenskaya str.1l,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl.,302516 Russia,
Ten./Tel.: +7 (4862) 440055: 440056,

Paxc/Fax: +7 (4862) 440037

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

SANOFI g

AQ "CAHO9M BOCTOK"™

HaumeHoBaHuE JNlauTyc® ConoCrap®, pacTBOP M4 MOMKORH.

BpeneHua 100 EO/Mn unpuu-pyukr s WS
I naprTun E0681021
Kon npomykTa ORL 793076 Kox GMID
laTa nNpoM3BOACTRA 20/10/2021 Cpok roanHocTxH
KonunuecTeo 23978.000 EoMHMLL
lIponzponuTens 3A0 «CaHotu-BseHTue BocToK» (RO «CaHopu BocTOK®)
HA Jiul-# (000207) - (PT-RU)-200421

[lonuoe HammMeHOBaHMe

Hoxau / ts Cneunqm/ pec :

793076
30/09/2024
ynax.

Nlawryc ConoCrap0 pacTeBOp InNR MOAXOXHOTS Baemenus 100 ED/Mn
(kapTpuox B wnpui-~-pyuke ConoCrap0O) 3 mn x 5 (nauxa KapToHHaA) .

Peayabraret / Results

Onicauue (BU3YaNbHE MeTOA) lMpospaydan, OecuBeTHAA WM NOYTH
CecuseTHAR EMIKOETL
NMognuHHoCTe (BIXX) :
- MHCYnMH rnaprux Ha xXpoMaTorpamMue MCNNTYeMmoro pacreopa,
NOJIYNEHKOR NP KOAMYECTBEHHOM
onpefdeneHd MHCYNMHA IPAApIMHA, AOJXeH
APMCYTCTBOBATE NMK, BPeMA YyOepsMBaHMA
(RE) KOTOPOro COOTBETCTBYET BpemeHn
YReprABaHHA (RL) NMKa MHCYNMHEA DJIApPHMHA
H3 XpoMaTOrpaMude pacTBOPa CTaHOAPTHOIO
00pasua MHCYNMHA IAapruda (: 3%)
- m-Kpeson Ha xpoMaTorpamues MCnutyeMmoro pacraopa,
NOAYYEHHON NPH KONHYECTBEeHHOM
onpeneneHuu M-Kpes3ona, AOMKeH
MPHCYTCTBOBATE MUK, BPEeMA YOePXMBAaMMA
(RE) KOTOPOTO COOTBETCTBYET BpeMeH:
yaepxmbanua (RU) nuxa m~xpesona Ha
XpOMaTUTpaMMe pACTBOPA CTAHZAPTHOTO
0bpasua u-kpesona (+ 3%)
Npo3payHocTs {PHM3YanbHe MeTon) NpenapaT fcmxed OHTL NPOSPAYHEM Mo
CPasHeHHMD C BOAOH MM ero onanecuUeHUMA
He NOJIXHA NpeBHATL ONalecUeHUMO
CTAHOAPTHOM CycneHsum I
UseTHOCTH (BM3YaNbHWA MeTOm) Mpenapar nonkxeH OuWThL GecuBeTHLa No
CPapHeHn ¢ BOOOM MAM MHTEHCHBHOCTL epo
OKPACKM He OOMXHA NpepHATh
MHT@HCHBHOCTL OKPACKM 3TaNOHHODMG
pacTeopa uBeTHOCTM BY
PH (noTexuromeTpua) Or 3,5 mo 4,5
MexaHuyeckHe BRANUEHMA:
= HemunMMue |(CUETHO-POTOMBTPUYECKMA MeTOn)
He Bonee 6000
He Gonee 600

He Gonee 0,3

HYacTHuW >= 10 MKM, YaCTHUs/KAPTPUIK

HACTHUN >= 25 MKM, 4aCTHUH/KapTpUIE
BuCokOMONexkynApHue OGenku, %

(BIXKX)

CooTte.

Coors.

Coors.

Coora.

Coors.
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SANOFI v

AQ “CAHO®M BOCTOK"

CepTudurar aHAIHU3A

302516, PoccMA, Opnoscraa o6,
o/n BonnWeKyNMKOBCKO®, Y. NuBeHCKaR,

OpnoBCKUK panoH,
n. 1,
Livenskaya str.l,s/p Bolshekulikovskoye,
orlovskiy rayon, Orlevskaya obl., 302516 Russia,
ren./Tel,: +7 (4862) 440055; 440056

parc/Fax: +7 14862} 440037

e-mail: vostokBsanofi-aventis.com.

HanMeHOBAHKE NasTyc® ConoCrap®, pacTBOp AnA MOOKOXH . 1
ppefeHua 100 EO/wmn wnpuu-pysKu 3mn 05

N napTum E0681021

Kon nponykTa ORL 793076 Kea GMLD 793076

JlaTa NpoM3BOACTBA 20/10/2021 Cpox TOOHOCTH 30/09/2024

KonuuecTBO 23978.000 E g HMUs ynak.

fpouasoOnTENE 370 «Canobu-ABeHTHC BOCTOK»® (RO «Canodu BocTokr»)

HIT nn-k (000207) - {PT-RU}-200421

flonHoe HaumeHosaxue JIAHTYC ConoCrapQ pacTBOP ANA NOOKOXHOTG peeneHua 100 Ed/mn

{KADTPMIX B WNPUL-PYHKE ConoCrap0d) 3 mn x 5 (mauxa KADTOHHAA) .

(BuonorMuecKmi)

EvonoruuecKan AKTHBHOCTL, %
(GHonoTHYRCKUA)

Ynakoeka

ynakoska (npoaonxeHue)

G R e PR e
IMoxasarenu [ Tests Cneuuduxauus/H/ / Spec. Peayastatet / Results
PoncTeeHHHe Genku (BIKX):

- copepxaHue enuHWIHOTO POACTBEHHOTO He Gonee 0,5 0.1

fenka, %

- cympiapHoe conepxadune POOCTBEHHHNK He Gonee 2,0 0.4

penkos, %

HosmmHansuedt 0ObeM, M1 He mexee 3,0 3.1

BakTepuanbHue IHAOTOKCHHW {fAN-TecT) He Gonee 80 E3/100 EX CooTB.

CTepunbROCTE (MeMOpanHad puneTPauMAl lipenapaT OON®eH GuTE CTEPMIbHLM CTepHibHuRA

LUHHEK, MXP/W0 or 27,0 mo 33,0 30.4

m-Kpea0on, wr/mi Or 2,43 no 2,97 2.74

KonuuecTBeHHOE OMNpedeneHu“e [BIXX) :

- WMHCYAMH TRAPTUH, MD/MI Or 3,46 no 3,82 3.66

- MHCYAMH DRAPIHH, EL/mn or 95,0 mo 105,0 100.6

NpOnOHTHPOBAHHOR nedcTeue, % HcnuTyemsil npenapaTr CHMTART npoweAmMM CooTBETCTBME TapaHTUPYETCA

HCMNTaHMA, BCHM B KOHTPONLHOR BpPeMERHON
rouke Y AMBOTHHX, MNOAYYABUKX WIl, cpeadas
OTHOCHTENIEHAA KOHLEHTPAUMA PJUOKO3H B
KpPOBM, PACHYMTAHHAA M3 HHAMBHAY AL HEX
KOHUEHTPAUMH, AOCTOBEDHO HWKE, HeM Yy
AMBOTHHX, NOAYUMBUMX OCHOBHO# PACTBOP
CO. JOoCTOBEPHOCTL Pa3nvuyMA NpoBepADT [
NoMonbn KPUTepHA CTLVASHTA Npw
NOBEPUTENBHON BEPOATHOCTH

P=0,95.

or 90 no 110

flo 3 s NpenapaTa B KapTpUOxX A3
npo3pasHoro, GeCUBETHOrD crerna (Trn I).
Kaprpuix ykynoped ¢ OAHOR CTOPOHH
npoSkof u obxaT aMOMIHUEBEM KONnadkoM, C
apyroft CTOpoME — MAYHXEPOM. KapTpuie
BMONTMPOBAK B OHHOPASOBYN WNPHUL-PYHXY
ConoCrap®.

flo 5 mnpuu-py4Yex ConoCrap® BMecTe C

(TecTUpYETCH nepuoamMydecKu)

CooTBETCTBHE TapaHTHPYETCA
{recTHpyeTCS nepuonMYEecKkH])

Mo 3 sn npenapara B KapTpuox W3
npospayHoro, OGeCUBETHOTO cTexna
(runn I). Kaprpumx yxynopeu c
GAHOA CTOPOHL npooxoﬁ n qﬁmav '
ATIOMMHME BEDA xnnnaukom, < npyruﬁ
CTOpOHH — ungnmePgu KapTpunx “f %
i _oﬁgbﬁabg?yu o

mnpuu-pyuny Conon&b@

rap_coa_rasultats v5




Ceprudmkar aHAIH3A

302516, Poccua, Opnosckaa o0n, QpnosckMi PAaWoH,
c/n BOoMbmexyJMKOBCKOE, yi. JlMBeHCKaA, X. 1,
Livenskaya str.l,s/p Rolshekulikovskoye,
orlovskiy rayon, Orlovskaya obl., 302516 Russia,
ren./Tel.: +7 (4862) 440055; 440056,

paxc/Fax: +7 (4862) 440037

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

SANOFI «p

AO "CAHO®M BOCTOK"

Kosm GMID
CpoK rOOHOCTH

EovHMULS

3A0 «Canodu-AsenTnc Bocrox» (AQ «Canopu BocTok»)

HaumMeHOBaHHE NauTyc® ConoCrap®, pacTBOp MnA MNOOKOEH.
paenenna 100 EA/mMn wnpuu-pyurud 3mn W5

N napTHu E0681021

Kon npoaykTta ORL 793076

Jlara NpoM3BOLCTRA 20/10/2021

KonnyecTBo 23978.000

[lpou3ponMTent

HO AM-K (000207)-{Pr-RU)-200421

793076
30/09/2024
yrak.

[lonHoe HauMeHoBaHue JIAHTYC ConoCrapQ pacTBOp INA NOAKOXHOTO peeneums 100 E0/mn

(KapTpMIX B WAPHMU-PYHKe ConoCrapQ)

AL

3 M1 X 5 (Nauka KapPTOHHAR] .

[ Moxasarenn / Tests

e
Crneuundnrannusa/HJT / Spec.

PeayasTaTsl / Results

KHCTPYKUXEN NO NPMMEHEHMO B MauKy

KApTOHHY® M3 KapTOHa InA noTpedMTenbCKOR
mapw no TOCT 7933-89 kM MMNOPTHOA,

pa3speweHHOR Kk NpuMEHEHID M3 P3.

TPaHCNOPTHAA TApa B COOTBETCTEHM ¢ IoCT

17768-90.

MapxupoBka (LOPHU-PYUKH ConoCrap®)

Ha unpuu-pyuxe ConoCrap® YKA3HRAaeTcA Ha

PYCCKOM A3WKe: TOpromoe HauMeHOoBAaHWE

npenapaTta (flaHTyc® ConoCrap®) ,

MexIyHapoaHoe HeNaTeHTORAHHOE

HauMeMOBaHue, copnepxande EJl B M,

nexapcreensan gopma, ofseM npenapata B

W,

Mapxupobka (uUnpUU-PYYKA ConoCrap®,

npononxerne)

HOMEp CepuH,

AOTOTUN KOMMaHmy (NATHHCKMM wWpHgToM),

nata NPOM3BOACTBA, romex

no, BHYTPEHHWH ynaxoBouMust kom(u), 2D

KOI .

MapxvpoBKa {KAPTOHHAR nayka)

Ha KapTOHHOM MawYke CO WNPHU-PYyHKaKI

ConoCTap® yrasusaerCA Ha PYCCKOM A3HKE:

BMeCTe C MHCTPYKUMeR no
OpHMEHEHMR B Nadke M3 KapToKa
ona noTpebMTenbCkof TapH
MMNOPTHOHA, paspeuweHHoR K
npumeHenun M3 Po. TpancOopTHAaA
Tapa B COOTBETCTBUM C rocr
17768-%0.

Ha wnpuu-pydke ConoCrap® ykasaHo
Ha pYCCKOM fShke: TOpProBoe
HauMeHoBaHue npenapara (Jlautyc®
ConoCrap®), MeXLYHAPORHOE®
HENATEeHTOBAHHOE HAUMEHOBAHME,
comepxanue EJ B A,
nexkapcTBeHHan fopma, ofvem
npenapara 8 M,

noraTdn KoMnaHuiK (MATUHCKUM
wpudTom}, HoMmep Cepui, Hara
npoMsBoaCTBa, I'OOeH 10,
BHYTPEHHUH YyNnakoBOWHWA KOI, 2D
xoa.

Ha KapTOHHOWM nauxKe co

mnpuu-pyykams ConoCrap® yrasano

TOproepoe HaAMMeHOBAHME Npenaparta {ManTyc® Ha pYCCKOM A3HKE: TOpProBoe

ConoCrap®) ., MexXoYHAPORHOR

HEenaTeHTOBAHHOE HaMMeHOBaHHE, crniocob

nonyuYeHua, comepxanxe El B wi,

MapkupoBka (xapToHHAA nNauka,

npoaosixeHue)

«PacTBOp ANA MOJKOXHOIO BBEASHUA B

wapuu-pydrax ConoCrap®w, «liA neuenua

caxapHerg awxatderan, KONMMYecCTad

wnpuU-pydex B yrnakoBke, o0beM npenapara

B M,

MapkMpoBka (KapToOHHAA nayxa,

NPOOONREHHE ]

COCTaB C YKa3aHnMeM HAMMEHOBAHHUA M

conepxaHMA AKTHBHOTO pewecTEa W NnepedHeM

HauMeHOBaHue npenapata (JlaHTyc®
ConoCrap®), MexAYHAPORHOS
HEMaTeHTOBAHHOE HAWMEHOBaHME,
cnocolb nonyuenws, coumepxaHue EI
B M,

«PacTeop LA ngAkOtHoro naenennu
B unpuu—pyugay ébnaCmap@», «nnn

nededHa CQXEPHDP

xannqecmsc mnpuuvgx' x
ynaxonxe. ofkemM npenapaxa B Mn,
cocras c,yxasaunem Hamdéqﬁsannn

rap_coa_r ssultats V5

CrpaHuua - Piqg: J‘

v O




Cepruduxar aHaausa

302516, Poccur, OpnoBCkaa o051, OpPMOBCKHA PaioH,

c/n Bonbwekynukosckoe, yA. JuBenckas, a. 1, AD "CAHO®U BOCTOK"
Livenskaya str.l,s/p Bolshekulikovskoye,

orlovskiy rayon, Orlovskaya obl.,302516 Russia,

ren./Tel,: +7 {4862) 440055; 440056,

paxrc/Fax: +7 (4B62) 440037

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

HanMeHnocBauune NauTyc® ConoCrap®, pacTBOp ONA MNOAKOXH.

pBemexua 100 EN/mn unpuu-pyuxu 3ma B5
N napTum E0681021
Kon npoayxTa ORL 793076 Koa GMID 793076
IlaTa NPOM3BOACTBa 20/10/2021 Cpok DMOOHOCTH 30/09/2024
KonuuecTBo 23978.000 EOvHMUN ynax.
MpouzBonuTelsib 320 «CaHodpu-ABeHTHC BocTok» (RO «Canodu BocTowr»)
HI nn-§ {000207) - (Pr-RU)-200421

MonHoe saumexosauue Jlantyc ConoCrap0 pacTeop ANA MOAKOXHOTO BBemeHua 100 EIl/man
(xaprpwmx B unpuu-pyuxe ConoCrapO) 3 mn x 5 (nauka xapToHHAaA) .

IoxasatenH / Tests Cnenuduxaua/HJI / Spec. PesyanTats! / Results
BCnoMOraTa/bHEX BewecTsa B 1 wi, M NepeuyHeM BCNOMOTATEeNbHEX
«HCnonb30BaTh TOMLKO MNPOSPAYHE M epemecrsa B 1 an, «Hcnonssoeares
GecuBeTHHI pacTaop», YCTEpPUILHO», TONMLKO NPOIPAUHEET U OECUBETHHIA

YCHAOBMA XPaHeHMA, «XPAHWTb B HeNOCTYNHOM PpacTBOp», «CTepUNILHO», YCIOBHA
IR nerelk MecTe», XpaHeHusa, «XApaHuTbs B HEZOCTYNHOM

HONIR neTer MecTey,

Mapeuposka (XapTOMHaA nadka, «flocne Hauvana MCNoJb30BAHHA «locne Havana UCNOMAbL3OBAHMUA
npoaonxeHue) NpenBAPHTENbHO JanonHeHHHe WNPHU-PYYKM npegBapuTeNbLHO JANONHEHHHE
ConoCrap® MORHO NPUMEHATH B Teuewue 4 wnpUuu~pyydrs ConoCrap@® MOXHC

Hepnenb, XPaHA NpW Tesneparype He muwe 30 npuMexaTe B Teuenwe 4 Hemens,
*C», «lleped MCMONb30BANMEM BHMMATENLHO Xpaua npx Temneparype He esswe 30
NpoYMTaiTe MHCTPYKLMIO», *C», «llepen ucnonbsobaHuem

BHMMATeJLHO npouuTanTe

MHCTDPYKUMHIO» ,
Mapkuposka (kapToHHAA nauxa, TeMaTHYeckuid pucyHOK (M300paxenue TEMATHYECKHH PUCYHOK
NpoACNXEHHE) WNpMU-PYMKH) , YCNOBMA OTAYCKA, {n3aobpaxenue WNPHL-PYYKK) ,

HaAUMEHOBaHUE GUPMA-NPOM3IBONUTENR, amnpec, YCNOBMA OTAyCKa, HamMMeHOBaAHME

NIOTOTHN KOMNAHMM (MATHHCKUM WPHYTOM) , PUpMN-NpoussOOMTENA, anpec,
HoMep cepuW, NATa NPOM3BOACTBA, TOOSH JIOPQTUN KOMNAHUKA (JTATHHCKMM
0O, HOMEp PerdcTpauMoHHOrO wpHdTOM) , HOMEp CepuH, nara
YOOCTOBEPEeHHMA, npou3IBOACTBA, TroneH 10, HoMep

PEPMCTPALMOHKOTG YAOCTCBEPEHHS,

Mapxuposka (KapToOHHAA Nauka, WwrpMX-Kol, TenedoH COPAYER JKHUM nO wrpux-kom, TenedoH ropaAieR NMHMK
nponcAXeHue} caxapHOMy nMatery, «3BOMOK Nno Poccuu no caxapHoMmy nuatery, «3BOHOK NO)
GecnnaTHuR», BHYTPEHHMA YNAaKOBOYHLD PoccuM GeCcnIaTHHENA», BHYTPeHHHA
kol (W), 2D xon(m) . yNakoBCUHNA kom, 2D koa.
MapkvpoBKa (KapTOHHAA nadka, IONONHUTENbHO MOXeT OWTb HaHWeceHa NoNONHKTENEHO HaHECeHA
nponcnxeHne) MHYOPMaUKA ANA MOHMTOPHHIA ABMEEHMA HMHPOPMAUMA RNA ﬂeﬁumopuﬁra
NeKapCTBEHHHX MNPenapaTos OT ABHAXEHUA nexapcrnenaux

NPOU3BOAUTENA H[O KOHEUHODD norpebuTens. npenaparos C‘f‘j‘ BPOHEIDHW‘!EJIR Ao

KOHEYHOTO nﬂrquurens. i e

XpaHeHue:
Mpu TemnepaType or 2 °C mo 8 °C
B SAWMUEHHOM OT CBETAa MECTe.

He 3aMopasxMBaTh!
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302516, Poccua, OpnoBCkKaa ofn, OpnosckMit panod,

c/n BonswekynukoBCKoe, yA. JlumeHckaz, A. 1, AO "CAHOOH BOCTOK™
Livenskaya str.1l,s/p Bolshekulikdvskoye, )

oOrlovskiy rayon, Orlovskaya obl.,302516 Russia,

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

paxc/Fax: +7 {4862) 440037

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

Cepruduxar aHanausa

HaumeHoBaHue Nautyc® ConoCrap®, pacTBOP INA [MOAKOXH.

ppenenda 100 EN/mn wnpuu-pydxn 3mn W5
N napTun E0681021
Kom nponykTa ORL 79307¢ Kon GMID 793076
flaTa NpPous3BONCTBA 20/10/2021 CpoK IOOHOCTH 30/09/2024
KonuyecTBoO 23978.000 EQmHuub ynak.
MpoussonuTens 3AC «CaHodm-ApenTuc Bocrtok»n (AQ «CaHogu BocTox»)
HIO nn-w (000207) - (PT-RU)-200421

MonHoe HamMeHoBaHue JlanTyc ConoCrapQ pacTBop ANA NONKOXHOTO BBemexua 100 ER/wmn
{kaprpuax B wnpuu-pydxe ConoCrap0l) 3 mm X 5 (nauka KapTCOHHAA) .

) L B
Toxasarenu [ Tests Cneunduranua/HJ / Spec. Peayasrats / Results
Cpor TOOHOCTH: 3 rona. 3 ropa.

e ee————i e e—— e ——
T e /1
llaunan CepuA JNeKapCTBEHHOIO NpenapaTta Owla NPOM3IBEAeHa M MCMKTAHA B CCOTBETCTBHMM C ACRCTBYNIMM 3aKOHOMATENLCTROM
Poccuickol denepaumy ¥ TpeOoBAHMAMM PETrMCTPALMOHHOTO NOCHE.

0OK Peuwenwe - Final Decision Paspewer BHNYCK B FPaxmaHckuil oGopoT

Pewrenue
Pemenye No KOHTPOMALHOM Capii Released w/o Restrict. or Dev.
YnonHOMOYEHHOe MU0 NO KAuACTBY Olga Veretennikova
OaTa NpHHATHMS POWeMHS 09/12/2021

LakHuli CepTHPMKAT 2aBepeH INEKTPOHHOR MNOANMCHD M3 BanuauposanHofi LIMS./This certificate has been electronically
signed from a validated LIMS .
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