CepTudukar anajiusa

302516, Poccun, Opnosckas o0, OpnoBcxui panon,

¢/n BOMBWEKYNMKOBCKOE, YA, JiuBewckas, n. 1, AO "CAHOOU ROCTOK®
Livenskaya str.l,s/p Bolshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

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

pakc/Faxs: +7 (4862) 440037

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

HauMeHOoBAHHE Tynoxeo ConoCrap®, pacTsBop OnN8 n/x BBeneH

300 EON/mn wnpuu-p. ComoCrap® 1,5 Mn K5
N napTuu E0871121
Kon npoaykTa ORL 600894 Kon GMID 600894
NaTa NpoM3aBONCTBA 25/11/2021 Cpok DOJIHOCTH 30/04/2024
KoauyecTBO 47661.000 EnuHuULL ynak.
[pou3BoIUTENL 3RO «CaHodu-AsenTuc Bocrok» (RO «Canopu BocTok»)
HO NN-003653-~300516, Uam.W1-5

[onHoe HauMeHoBanue Tymmeo ConoCrap® pacTBOp WA MONKOXHOrO BBemeHus 300 EJN/Mn (kapTpuix B
unpuu-pyuke ConsoCrap®) 1,5 mn x S5 (nayka KapTOHHAaA)

Ilokaaarenn [ Tests Cuoenmpudmranusa/HI / Spec. PeayabTars: / Results

OnucaHue (sMayansHud MeTOn) Npo3pauHuil, OecuBeTHWH WM NOUTH Coowe.
GecuBeTHH PACTEBOP

NOoNMAHOCTs {(BIXX) :

- WHCYnMH rraprud (Q¢-B3EX) Bpems ynepaMBaHuA OCHOBHOT'O NMKa Ha COOTH .
XPOMATOIPAMMAX MCNHTYEMOTO PacTBOpa
AOMXHO cooTBeTCTAORATHE (i 5%) BpeMeHu
YUePrMBAKMA NUKA MHCYAMHA DHAPTHKA HA
XPOMATOPPAaMMaX CTAHAAPTHOTO PACTBOPA.

= Hucynun rnaprid (I3X) Bpesr ynepxMBaHWA OCHOBHOIO NMKHKa Ka cooTs.
XPOMATOTPaMMax MCMHTYEMOrO pacTeopa
nonxHo coorsercTeoBath (+ 5%) Bpemeny
YHEpAMBAHNA MKA MHCYNHHA TJApPTHHA Ha
XpOMaTOrpanMMax pPacTBOPa VIR NPOBEPEM
NPUFORHOCTH XPOMATOrpPAdNNECKON CHCTeMH.

- M-Kpeson BpeMs yOepXMBaHMA OCHOBHOI'O nuvka Ha CoOTE.
XPOMATOPPAMMAX MCOHTYEMOTO pacTBOpa
ponxio coorsercTsoBaTh (15%) Bpesenun
YIOEPXMBAHMA MMUKA M-KPE3aONa Ha

KPOMATOTpaMMax CTAHOAPTHOrO pacTeopa.

1£5%)
pH (noTenunomeTpus) Or 3,5 po 4,5 1.9
[po3pauHocTh NpenapaT LOJ%eH BHAEDKMBATL CPABHEeHWE C MeHee 3TasoHa [

aranoHom I.
LBeTHOCTL lipenapar AQoJikeH BHRIOEPXMBATbL CPAaBHeHWE C MeHee zTanocHa BY
aTanodoM BI.
MexaHMyecKue BKIIOYEHUA:
- BUaMMbe BUOMMES MEXaHUYECKMEe BKIINYEHUR NOKHE OrCyTCTBYOT
OTCYTCTBORBATE .
- HepMOMMale (CYeTHO-POTOMETPHHEeCKHI MeTon)
yacTuu pasMepom >= 10 MM, He CGonee 6000
YACTALN/ KapTPUIX
YACTMIL PasMepoM >= 25 MKM, He Oonee 600
HacTHUW/KapTpHae

BHCOKGMONEKYRAPHUE OenkM, % ('3 BIXKX) He tonee 0,5

NMocTopoHHMe npumecu (BIXEX) :
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Cepruduxar anamusa

302516,

Poccua, Opnosckas obn, OploaCKHA pPanoH,

c/n BonbWeKYIMKOBCKOE, yA. Jlueeuckas, n. 1,

Livenskaya str.l,s/p Bolshekulikovskoye,

Orlovskly rayen, Orlovskaya obl., 302516 Ru551a,

Ten./Tel.: +7 (4862) 440055; 4400586,
¢axchax: +7 (4B62) 440037
e-mail: vostok@sanofi-aventis,com.

SANOFI g

AO “CAHO®M BOCTOK®

Haumenoraume

Tynxeo ConoCrap®, pacrsop mns n/x BBeAacH

300 EO/Mn wnpuu-p. ConoCrap® 1,5 mn WS

N napruu EO0871121

Kon nponykra ORL 600894 Kom GMID 600894

NaTa npouasoncTsa 25/11/2021 Cpox renHocTu 30/04/2024

Konuuecrno 47661.000 ENMHEMUL ynak.

NMpouapoaurens 3A0 «CaHodu-ABeHTHC Bocroky (RO «CaHodu Bocrorn)

HIO Jin-003653~300516, Ham,W1-5

Nonsoce waumeHosanue Tynxeo ConoCrap® pacTBOP WIA NONKOXHODG BBenennsa 300 EN/mn (kaprpunx B
umpui-pyuke ComoCrap®) 1,5 mn x 5 (nauka KAPTOHHAaA)

Iloxasarenu / Tests Crenuduranun/HJL / Spec. Peayarrarnr / Results

= MeCAR eNMHMYHAN nNpuMecs, 4 He Gonee 0,5 0.2

= CYMMa BCEX npuMeces, § He Oonee 2,0 0.4

Hapnexaeuslli oGveM, Mn He uexee 1,5 1.6

BaxTepuansHue 3HIOTOKCHEL (JIAn-Tecrt) He Oonee 80 E3/100 EXR Cootrn.

CrTepnabHoCTL (MeMOpanuan ¢HALTPaUNA} fipenapar nonxen Gury CTEePH/LHL CTepuIIbHE

Unux, Mmikr/umn (AAC) Or 81,0 mo 99,0 88.7

litk, % or 3aaBneHHoro kosmMuecTsa (AAC}  OT 90,0 me 110,0 98.5

M=-Kpezon, mr/mn (BI#1) Or 2,43 no 2,97 2.74

M-Kpeaen, % oT 3aRBAEHHOPO KonMuecTRa Or 90,0 go 110,0 101.%

(BIAX)

KonuuecrsexHoe onpenensuue (B3%} ¢

= HHCYauH rnaprud, Mp/mn Or 9,82 no 11,46 11.10

~ MHCYNun rraprud, EQ/mn or 270,0 mo 315,0 305.1

= Hucynnn rmaprus, Y ov sassnexnoro Or 90,0 mo 105,0 101.7

KOJIH4eCcTsa (BIAX)
NpofoHPHpoRaHHOR NefCTBHEe, &

(BHonorKueckuti})

Evoncruyeckan AKTHBHOCTL, % oT
JAABNEHHOA AKTHBHOCTH

Ynaxkgaxa

Heneryemul npenapat cuwranr npoweaWUM
MCNHTaHHE, ecny B KOHTPOJLHON BpamenHON
TOYKE Y XMBOTHWX NONYYHBWMK MI], CpenHAR
OTHOCHTEINBHAA KOHUGHTPAUMA TANKOSN
KPOBM, PACCUHTAHHAA M3 MHIMBMAYAIbHEX
KOHUEBHTPAUMA, NOCTOBEPHO HUXE, uYeM v
XHBOTHHX, MONYYMBWHX OCHOBHO pacTeOp
CO. HocroeepnocTs paznuuna NpoBepanT ¢
AouoULY kpurepua CThOOEHTA npu
BoCTOBEPHON BepOATHOCTH Pwm(, 95,

Or 90 no 110

Mo 1,5 an npenapara s KapTpunx us
SecuseTHoro crexna (run I}, Kaprpuax
OOCXAT C ORHOA CTOPOHM AMOMUHME BhiM
KOMNAYKOM C YNNOTHUTENLHEM OHCKOM M
YKYNOpeH ¢ Apyro# -~ niyHwepos. Kaprpunx
BMOHTHPG!&H B OIHCpa3soBYK mnpuu—pyuxy
ConoCrap®.

CoorseTcraue TapaHTKPYeTCA

(TrectipyeTca nepuoanuecksu)

Cooreercrane TapaHTHUPYEeTCA
(TecTHpverca nepuonMuecky)

Mo 1,5 Mn npenapara B KapTpunx
H3 GecuseTHOro CTerna (rin I}
Kaprpupx oGxaTt c onuoﬁ c&opouu
ANCMAHU @ Bb Konnauxau c
YONOTHUTE NI HEM AMCKOM U YKYNOpeH
€ apyroi - NayHwepoM.-Kaprpuas
BMOHTHPOBAH B onuopas;ﬁ}n Ussia
Unpuu-pyyky ConoCrap®.
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Cepruduxar ananusa

302516, Poccua, Opnobckaa obn, OpnoBCKMA PaioH,
¢/n BoasuwekynuKOBCKOE, Y4. JluBeHckad, 5. 1,
Livenskaya str.1,s/p Bolshekulikovskoye,
Orlovskzy rayon, Orlovskaya obl., 302516 Ru551a,

"pen./Tel.: +7 (4B62) 440055; 440056,
maxc/Fax: +7 {4862} 440037
e-mail: vostok@sanofi-aventis.com.

SANOFI 2

AO "CAHO®WM BOCTOK"

Hanmenosanue Tynxec ConoCrap®, pacreop anda n/k beensH

300 EA/mn wnpuu-p. ComoCrap® 1,5 mMn WS

N napTHu EO0B71121

Koz npoaykra ORL 600894 Kom GMID

NaTa NpoOM3BONCTBa 25/11/2021 Cpok TONHOCTH
KonuyecTBo 47661 .000 Enuuvigs
NpoussoauTENs 3A0 «CaHotu-ApenTHC Bocrok» (RO «Caxodw BocToOk»)
HI Nn-003653-300516, MaM.N1-5

lonHoe HaMMeHOBAHWE

Tynxeo ConoCrap® pacTBop ans noOKoxHOro BBeneHua 300

wnpuu-pyuke ConoCrap®) 1,5 mn x 5 (mauxa xapToxHas)

600854
30/04/2024
ynae,

EN/wun {(kapTpunx B

IMoxaszatenu / Tests

Cnemmdmraunn/HI / Spec.

PeayawsTaThl / Results

{(¥Ynakoaxa npoacsxeHKe)

MapkupoBra wWnpuu-pyqek Conotrap®

Mapkuposka wnpuu-pyder ConoCrap®

{npononxenue)

MapkMpoBKa KapTOHHOR NaYku

MapxkupoBKa KAPTOHHOR Nadkm (npononxenue)

Mo 1, 3 vm 5 unpuu-pydyer ConaCrap®
BMECTE € MHCTPYKUMER NO NpMMeHeHMO B
KApPTOHHYI Nayxky (C MCNOAb3IOBAHMEM
KapTo#a mnAa norpeburensckofi Tapy no I'OCT
7933-89 MAH MMNOPTHOTO, PasSPeWeHHOro kK
npuMesenvon M3 Po) .

Ha uwnpuu-pyuke ConoCrap® ykasHBaeTCA Ha
PYCCKOM A3HKE: TOPTOBOE HAMMEHOBAHWEe
npenapara (Tynxeo ConoCrap®),
MexnyHApOnHOe HernaTeHToBaHHOe
HaMMeHOBAHWe, conepxaHwe EIl B MnA,
«PACTBOP INA MONKOXHOTO BBEUEHMA B
wnpuu-pyykax ConoCrap@»,

otrbeM NpenapaTa B M, JOTOTHI KOMA3HWUK
{NaTHHCKKM EPUPTOM) , HOMEp Cepum
{«CepuA:»), AaTa NPoOM3IBOACTRA
{«llposseneHo:»), Cpok rogHocTH («lomeH
no:i»}, BHYTPeHHME ynaxoBOuHsi¥ xon, 2D

®om .

Ha KapTOHHO# Nauke €O WAPAL=-Py.Kami

ConoCrap® YKa3uBAETCA HA PYCCKOM AZHKE:

TCpProBOE HauMeHOBAHME npenapara (Tymxeo
ConoCrap®}, MexayHaponHoe
HEMATEHTOBAHHOSE HaWMEHORaHue, cnocof

nonydenun, conepxasve EN 8 Mn,

«PACTBOP ASIA NONKOXHOIO BBEAEHUA B
wnpuu-pyyrax ConoCrap®», «InA nevyeHus
CaxapHOTO mXadeTa», KOAMYECTRO

wnpuu-pyyder ConoCrap® B ynaxoske, obbem

npenapata B Mn,

o 5 wnpuu-pyuek ConoCrap®
BMECTE C MHCTPYKUMER no
NPHMEHEHHMK B KAPTOMHON nauke (C
HCNONL30BAHWEM KAPTOHA
MMNOPTHOTO, PA3PEWeHHOrO K
npumeHeHun M3 Pd) .

Ha wnpru-pyuxe Conolrap® ykasaHo
HA PYCCKOM A3BKe:! TOpProsoe
HauMeHoBaHue npenapara (Tynxeo
ConoCrap®), MexayHapoaHoe
HEMaTEeHTOBAHHOE HAMMEHOBAHME,
conepxakue EIl B mn, «pacTsop anA
NOAKOXHOTO BBENE2HWA B
unpuu-pydkax ConoCrap®n»,

ofueM npenapatTa B M1, NOTOTHN
KOMNAHUK (MAaTUHCKMM wpudToM) ,
noMep cepud («Cepua:»), DaTa
nposasoacTsa («llipouaBeneHo:i»),
cpox rogHoct {(«Toaew no:»),
BHYTPEHHMA YMaKOBOYHHA koA, 20D
KO,

Ha kapTOHHOW naYke CO
wrpru-pydkamn ConoCTtap® yKa3avo
Ha PYCCKOM R3uHKe: TOpProBae
HauMeHOBAaHMe npenaparta (Tyaxeo
ConoCrap®), MexnyHapogHoe
HEMATEHTOBAHHOS HAMMEHOBAHME,
crnocof noAydeHua, conepxanue EN
B M,

«pacTBOP OAA NONKOXHOTC BBENEHMA
B WAPHU~PYYKaR ConoCxaggﬁ”Jmﬂﬂa
neyeHus caxapuoggpﬁnéﬂgﬁa»xk\ Qﬁ
KOJIHUYBCTRO wn%§g~§erK ConoCTaSi
Qy npenapata ¥

/ !
off . \i\PoGC O

B YyNakoBKe,

M1,
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Ceprudukar anaanza

302516, Poccua, Opnobckan obn, OpnoBckmi paiios,
c/n BONMbWekyNMKOBCKOE, yn. JuseHckan, . 1,

SANOFI \7

AQ “"CAHO®H BOCTOK"

Livenskaya str.l,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.
Hauuenosaune Tynxeo Conolrap®, pacTBOp ANA N/K BReneH

300 EN/mn wnpuu-p. ConoCrap® 1,5 mn NS
¥ naprTHuH E0B71121
Koo nponykra ORL 600894 Koo GMID 600894
lIaTa npouasoncTra 25/11/2021 Cpokx nomHocTH 30/04/2024
Konuyecrso 47661,000 ERMHALN ynak.
TMpouasoauTens 3A0 «Canodsu-Arenruc Bocrtoks (AO «CaHodn BocTok»}
HIO JN-003653-300516, Ham.wl-5

MonHoe HauMeHoBaHue

Tynxeo ConoCrap® pacTBOp WA NONKOKHOTO BBenexnma 300
wnpau-pydke ConoCrap®) 1,5 mn x 5 (nauka KapToHHAaA)

E0/mn {xapTpuix B

IToxazarenu / Tests

Cnenngmranun/H/I / Spec.

Peayanrars! / Results

MapxypoBKa KAPTOHHOM naukn (npomosxenwe)

Mapsnpobka KapTOMHON MaukM (nponoskeHse)

HapxipoBska KapTOHHOM nauyky (Nposonxenue)

MapkupoBKka KApTOHHOR nauku (RNpomOsKeHKe )

MapkupoBka kapronuo#i nauku (npomonxelue)

COCTa®s C yKaZaHMeM HAUMEHOBAHMA M
comepxaHUs NeHCTBYOWErO BewecTsa W
NepevHeM BCMOMOraTEeNbHHX BENEeCTR B
«MCroNL3oBaTh TONABKO NPOAPAUHMI M
OecuseTHuit pacTBop», «CTEPUNLHOR,
YCHAOBHA XPAHEHUA,

AN natef uecTan,

«locne Havana HUCNOJSIb30BAHUA

1 i,

«XPaHuTe B HENOCTYMNHOM

NpensapuTeNLHO 3aM0ONHEHHWEe WOpHU-PYUKH

ConoCrap® MOKHO NPUMEHATHE B TeuYeHHe 4

Henens,

°C B BAWMIEHHOM OT CBETA MecTey,

«fepen npuMeHeHnes BHHMATEALHO

XPaHA npu Temnepartype He Buwe 30

NpoYUTAfiTE HMHCTPYKUMIO», TeMaTudeckuil

PHCYHOK (HM3oOpaxeHne WNPUU=PYy4YKH),

YCNOBMA OTNYCKAa, HAMMEBHOHAHWE

@HPMN—HPOHGBOHMTERﬂ. anpec, norotUn

KOMNAHMK  {naTUKCKHMM wpidTOM) , HOMep

cepuu («Cepua:in),

nata npoussoncrTsa {«llponseeneHo:n), CROK

roaHocTH («foneH mo!»), wrpHx-kod,

HOM@p

PeruCTPALMOKHOTO YOOCTOBEDEHMA, TenedoH

POPAYEH JIHEMK MO CaxapHoMy auabery,

«3BOHOK No PoccHK GecnnarHurin,

2D won(u),

BHYTPeHHKUA ynakoBOSYHW Kom(m)* (v -

BUIOHE NOCne BCKPHTMA YNAKOBKH) ,

NONOAHMTENLHO MOXET OLThL HaHeceHa

HHOOPMALMA IJIA MOHMTOPHMKIA ABMXEHMA

COCTAR C YKAa3aHHeM HaMMeHOBAHMA
U ConepxaHus OeficTBYLUero
BEWECTEA WM NepeyHes
BCIOMOTATENLHEY BewecTs B8 1 mn,
«HCNONL30BaATE TONLKO NPO3PaYyHL]
i OeCUBETHHIT pacTBopy,
«CTepHILHOR, YCNOBHA

XPAHEHHA, «XPAHUTb B HEAOCTYNHOM
ANA perell MecTen,

«flocne Hauana MCNoJbL30BaHMA
penBapUTens HO 2anoNHeHHue
wnpHu-pyykn ConoCrap® MoxHO
NpHMEHATL B Teudenua 4 Wepens,
XPAaHA Npu TeMneparypé e puwe 30
°C B 3auMWerHOM OT Cherta MecTen
«llepen NpMMeEHeHMEM BHMMATENbHO
NPCYUTAATE HMHCTPYKUMDY,
TEMATHUECKHIA PUCYHOK
(M300paxenne wnpuu-pyuxsu),
YCNIOBMR OTNYCKA, HAKMEHOBAHMER
bupru-nporasonuTenna, aapec,
JIOTOTHI KOMNaHMK (RaTHUHCKMM
WPHPTOM)} , HOMED Cepuw
(«Cepua:»),

naTa npou3IBoncTBa
(«Mlpon3aseneHo:»), cpok IOAHGCTH
(«T'oaen mo:»), wrpux-xon, HomMep
PE@TUCTPALUMOKHOPO YIOCTOREPEHUA,
Tenepon ropavest nuHumk no
CaxapHoMy amatdery, &3BOHOK no
Poccun OGecnnarHwi», 2D xon,
BHYTPEHHWA YNAKOBOUHBLIA koo* (* ~
BMOEH NOCNE BCKPHTHUA YNAKOBKH) .
ﬂoncnuu!ensua'uaﬂaaana

MHOOPMALMA LA, MOWMTOPHHT A
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Ceprunduxar aHanuza

SANOFI «p

AQ "CAHO$M BOCTOK™

302516, Poccwma, OpnoBckas oon, OpACBCEMA panod,
c/n BonbweKyNMKOBCKOE, YA, JMuBesckas, A. 1,
Livenskaya str.l,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl.,302516 Russia,
Ten./Tel.: +7 (4862) '440055; 440056, ’ ’ ' .
daxc/Fax: +7 (4862) 440037

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

HaumenoBaune Tynxeo ConoCrap®, pacTBCp AN n0/K SBensH

300 EA/mn unpuu-p. ComoCrap® 1,5 ma WS
N napTHu E0871121
Kon npoaykra ORL 600894 Kon GMID 600894
HaTa NpousBOACTBRA 25/11/2021 CpoK rPoOHOCTH 30/04/2024
Konuuecrsaa 47661.000 EnuHuLs yrnak.
MpoussonuTens 3A0 «Canopm-ApenTHc BocTok» (AD «CaHodu BocrTok»)
HA Nnn-003653-300516, H3m.W1l-5

lMonHoe HammeHoBanue Tyoxeo ConoCrap® pacTsop WA NoaAkoxHoro eBBeneHuAa 300 EL/mn (xkapTpunx B
wnpuu-pyuke ConoCrap®) 1,5 Mn x 5 (nauka KapTOHHaH)

Ioxaszarenu / Tests Crnenuduxanus/H/ / Spec. PeayasraTts! / Results

NexKapCTBEeHHEX NpenapaToe QT ABMAEHMA JIeKapCTBEeHHHX
NPOUSBOLOUTENA N0 KOHEYMODQ MNOTPebHTenA. npenapaToe OT NPpOM3BoOXMTENRA OO

KOHeYHOro norpebUTenA.
XpaHenue

B 23UMMEHHOM OT CBETA MecTe
npu Tesneparype ot 2 °C po B8 *C.

He 3aMeopaxMBaTh.

Cpox roisocTH: 2,5 rona 2,5 rona
- i — eome————————————
S —— ——

llaHHaA CepuA NexKapcTBEHHOTO npenapaTa Owila NPOM3IBEAEHA MW MCNHTaKa B COOTBETCTBHY C AENCTBYOUWMM 33aKOHOZATENLCTBOM
Poccuiickoit $eaepaumn U TPpeOOBAHMAMKM PEIrMCTPAUMOHHOrO HOCLE.

OOK Pewenne - Final Decision Paspemex BHNYCK B PpaxflaHckuii oBopor

Pemenne
Pemenre no KOMTPOALMON CepHM Released w/o Restrict, or Dev.
YNONHOMOY@HHO@ JIMIO MO KAYeCTBY 0Olga Veretennikova
JlaTa NPUHATHS POWaHMA 27/12/2021

AaHHuit cepTuduKaT IadepPen 3AEKTPOHHOA MOANMCHI M3 BANMOMPOBAaNHOA LIMS,/This certificate has been electronically
signed from a validated LIMS .
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