Cepruduxar aHaimsa

G,

302516, Poccua, Opnosckas 0051, OpPNoOBCKUIRA paioH,

c/n BOAbWEKYNMKOBCKOE, yJa. JIMBEHCKAA, XA. Xy AOQ "CAHO®M BOCTOK™
Livenskaya str.l,s/p Bolshekulikovskoye,

orlovskiy rayen, Orlovskaya obl.,302516 Russia,

ren./Tel.: +7 (4962) 440055; 440056,

dake/Fax: +7 (4862) 440037

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

HauMeHOBaHUE Tynxeo ConoCrap®, pacTBop ANA N/k BBRened

300 EO/Mn wnpuu-pyd. ConoCrap® 1,5 mMn, N3
N naptuu E0$31221
Kon npomyKTa ORL 600893 Kon GMID 600893
JlaTra NpoM3BOACTBA 08/12/2021 Cpokx romHocTH 31/05/2024
KonuyecTso 79491.000 EOMHUUE ynak.
[lpou3BOOMTEND 3A0 «CaHopu-AsenTrc BocrTokw» (AQ «Canody BocTokm)
HO JN-003653-300516, Ham.Ww1-5

MonHoe HaumeHoBaHue Tymxeo ConoCrapC pacTBop AN NonkoxHoro peemexua 300 EL/mn (kapTpuax B
wnpuu-pyyke ConoCrapQ) 1,5 mn x 3 (nadyka kapTOHHAA)

h—_—————m—wﬂ—_ﬁ

INoxasarenu [ Tests Cuoenuduxanuna/H/I / Spec. PeasyanTats! / Results

onucanue {BU3yanbHuli MeTON) lipo3paudufi, CeCuBeTHEA WM NOYTH NPO3payHL, OecuUBeTHNE pacTeop
OecuseTHNMi pPacTBOp

losnuuHocTs (BIXX) @

- HHeynud rnaprix (09-BIXX) BpeMa ynepaMBaHuA OCHOBHOPO MNUKa Ha cooTB.
XPOMATOTPaMMax MCNHTYeMOro pacTaopa
HONXHO COOTBETCTBOBaTHL (1 5%) BpeseHs
YyOepX4BaHMA NMKA MHCYNWHA PNapruHa Ha
XPOMATOTPAMMAX CTaHNAPTHOTO pacTaopa.

- HHcynue raaprud (P2X) BpeMa yHepsxBaHWA OCHOBHOT'O MWKa Ha COOTB.
XPOMATOTPAMMAX MCNHTYEMOro pacTaopa
HONXHO COOTBETCTBOBATL (i 5%) mpemenn
YOepPAXMBAHMA NWKA MHCYSHMHA DAAPPMHA HA
XpOMaTOrpaMMax pacTeopa AnA NPoBepkM
NPUroOOHOCTH XpoMaTorpaduuecKof CHUCTEMH.

- w-Kpeszon BpeMsa ynepxMBaHHA OCHOBHOI'O MMKa Ha cooTB.
KPOMATOIpPaMMAX MCMOHTYEMODO pacTsopa
aonxHo coorsercrsoBaTes (15%) Bpemenn
yOepsMBaHMA NKKa M—Kpe3ona Ha
XPOMATOTPAMMAX CTAHJADTHOI'O PACTBOPA.

(£5%)
PH (noTenuUMOMETPHA) or 3,5 no 4,5 3.9
Mpo3pavHOCTe [lpenapaT ACNXeH BHAEPAMBATL CPaBHeHMe C  Meuee 5Tanova [

aTanoHoM I.
LHeeTHOCTE [lpenapaT AONXeH BHUEPEMBATL CPAaBHEHWE C  MeHee 3Tanona BY
aTanoHomd B9,
MexannyeCkne BKIWYMEHHA!
=B AMMELE Bunusaie MexXAHMUECKME BKJNOYEHWA NOTKHH Qrcyrcreywr
OTCYTCTBOBATL.

~ HeeunouMee (CHeTHO-QOTOMETPHYECKHI MeTOn)

wacTuu pasMepom >= 10 MkM, He Gonee 6000 99
4acTUUH/xapTPHAX

HACTHIL Pa3MepoM >= 25 MM, He Gonee 600 1
YaCTHUL/ KaPTPHIE

BuwcoKOMONeKYNAPHHe Oenku, % ('3 BIKA) He Gonee 0,5 0.03

flocTopoHKKWe npuxecH (BIXEA} :
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Ceprunduxar anaausa @

SANOFI 2

AQ "CAHO®KM BOCTOK"

302516, DPoccua, Opnosckas o6n, OpRoBcxult panow,
¢/n BonbuwekynMkoBCKoe, yia. JiubeWwckas, n. 1,
Livenskaya str.l,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,
ren,/Tel.: +7 (4862) 440055: 440056,

dakc/Fax: +7 (4862) 440037

e-mall;: vostok@sanofi-aventis.com.

HauvenHopaHue Tynxeo ConoCrap®, pacTBop WA N/K BBenex
300 E/mn wnpuu-pyd. ConoCrap® 1,5 wmn, N3

¥ naprumu E0931221

Konm npoaykra ORL 600893 Kon GMID 600893

llaTa Npox3BOACTBA 08/12/2021 Cpok TOOHOCTH 31/05/2024

KonuuecTso 79481.000 EnusHuLst ynag.

[lpousBOonUTENDL 3A0 «CaHopu-ABeHTuc Bocrox» (A0 «CaHodm Bocrokm)

HIO Nn-003653-300516, H3M.W1-5

Mosxoe HauMeHoBaHMe Tyuxeo CosoCTapQ pPacTsop ANA nonxkoxHoro sepeneHus 300 EN/mn (kapTpunx B
wnpuy-pyyke ConoCrapO) 1,5 mn x 3 (navyka KapTOHHAaA)

Iloxazaresnu / Tests Cnenuduxanusa/HI / Spec. PesyasTatsl / Results

- nodas eNHHUYHAR MpHMeCH, % He Gonee 0,5 0.2

- CywmMa BCEX npuMeced, §% He Gonee 2,0 0.6

H3enexaemuti ofveM, M He menee 1,5 1.6

BakTepHanbHue IHAOTOKCHMHN (JIAJI-Tect) He Gonee 80 E3/100 EI Menee 80 E3/100 EN

CTEepPMNLHOCTL (MEeMOpaHHaA ¢unbTpauMa) lipenapar RONXeH OLTh cmepﬁnbuuu CrepuibHuii

Unuy, skr/mn (AAC) or 81,0 mo 99.0 87.0

UuHE, % OT 3aARJEHHOPC KonmuecTBa (AAC} OT 90,0 mo 110,0 96.7

u-Kpeson, wr/wn (B3} Or 2,43 oo 2,97 2.76

M-Kpe30Js1, ¥ OT 3AABJIEHHOrO KONMYeCTBa Or 80,0 mo 110,0 102.2

(B3AX)

KonvyecTaeHHoe onpenenedue (BIXX) :

= WHCYAWH PAapruHd, Mr/mn Or 9,82 mo 11,46 11.13

- HMHCynuH rnaprud, EOL/wn ¢r:270,0 po 315,0 306.0

= HMHCYNWH raapruH, 1 OT BaABJIEHHOIO Cr 90,0 mo 105,0 102.0

KonuuecTea (BIXX)
MpononrvposarHHoe AeAcTseme, %

{ Buonoruueckmii)

BHONOIMURCKAA AKTHBHOCTH, % OT
3aABNEHHON AKTHBHOCTH

Ynaxoska

Mcnuryeusdi npenapaTt CUXMTART npowenuMM
MCMHTaHME, €CIM B KOHTPONBHOW BpeMeHHOMH
TOYKE Yy BMBOTHWX OONYYKBWKX WM, CpemHAA
OTHOCHTENLHAA KCHUEHTPALUA T'NOKO3H B
KpOBM, paccuMTAHHAA M3 WHOWBMOYAJIbHBIX
KOHUBHTPAUMA, NCCTOBEPHD MMXE, YeN y
BHMBOTHHIK, MNONYYMBENMX OCHOBHOW pacTBOp
CO. [OCTOBREPHOCTh PASAHUMA NPOBePALT C
NOMOWbLI KPpUTepuA CTbOOBHTA NPU
AOCTOBEpPHOR BepoATHOCTH P=0,95.

Or 90 no 110

Mo 1,5 sn npenapaTa 8 KapTpuax K3
GecupeTHoro crexkna (rTun I). Kaprpuax
obXaT C OAHOH CTOPOHMW AJOMWUHHEEBLM
KONNAuKoM € YANOTHUTENbHEM IMCKOM M
yrynopeH ¢ Opyro#fi - mnyhnxepod. Kaprpuix
BMOHTHUPOBAK B ONHOPASOBYD WNPHU-PYYRY
ConoCrap®.

CCOTBETCTBME TaPaHTHPYETCR
(TecTHpYerCA NepuolHyeck)

CoOTBETCTBHE TAPaHTHPYETCA
(TecTHpyeTCA NepuMoIMyeckn)
Mo 1,5 wn npemapaTa B KapTpuiax
W3 OecuseTHoro crekna (™vn I).
Kaprpunx o6xaT ¢ OXHOR CTOPOHH
AnxediHue b KONMANKOM /T,
ynnoruurensapu mutxpu “ yuynopenl
Cc apyro# ~ nnyuxepou. Kapwpunx
auonmuponaﬂ a‘g&uopasosyn '

mnpuu-pyuwy ccnq@vabg

Tap_coa_resultate vs

2/ ’s‘*c"

praunuai-lPage ¥ ﬂ
! ) S \. 8, v fl s

Ry
R S st




CepTu@HKaT aHAIU3A

SANOFI «z

¢/n BonbueKyAMKOBCKOE, Y. JIMBRHCKaR, 1. 1, A0 "CAHO®H BOCTOK"
Livenskaya str.l,s/p Bolshekulikovskoye,

orlovskiy rayon, Orlovskaya obl.,302516 Russia,

ren./Tel.: +7 [4862) 440055; 4400596,

paxc/Fax: +7 {4862) 440027

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

302516, PoccuA, CpnoBckas obn, OpnoBCKUA PaNOH,

HauMmeHOBaHWE Tynxeo ConoCrap®, pacTaop AnA n/x BBeneH

300 EQ/mn wnpuu-py4. ConmoCrap® 1,5 M, B3
¥ naprux £0931221
Kofm npoaykra CRL 600893 Kon GMID 600893
JaTa npoM3BOACTBA 08/12/2021 CpoK TPOJAHCOCTH 31/05/2024
KonuuecTeo 79491.000 EQMHHLUL ynak.
Mpou3BoAUTEND 3A0 «CaHogu-AseHTHc BocTok» (AO «Canodpu BocTOK»)
HI JN-003653-300516, HaMm.W1-5

MonHoe HauMeHoBaHue Tymxeo ConoCrap0 pacTBOp WA NONKOERHOTC BBENEHMA 300 EIN/mn (xapTpMAOxX B
wnpuu-pyske ConoCrapl) 1,5 Mn x 3 (nauxa kapTOHHaA)

e S R SR R R S T T
TMoxazarenu [ Tests Crneunduranus/HJL / Spec. PesyasTarhl /| Results
(Ynakoexa NpoRoJSixeHne) Mo 1, 3 unM 5 mnpuu-pyuex ConeCrap® No 3 wnpuu-pyukn ConoCrap®

BMECTE € MHCTPYKLMeHR No NPUMEeHeHqo B BMECTE C MHCTpYkuned no
rapTOHHY®R Mayky (C Mcnonb3oBaKeM NpUMEHEHHI0 B KAPTOHHOR nauxe (cC

KapTOHAa nnd norpedurensckoi Taps ne ['OCT MCNONs30BaAHMEN KAapTOH2a

7933-89 MM MMNOPTHOTO, Pa3peWeHHoro k MMIOPTHOTO, PA3PeWEHHAr0 K

npuMeHeHO M2 PO) . npisMeneHuo M3 PP) .

MapkHpOBRA mAPKU-PYYeK ConoCrap® Ha wnpui-pyuke ConcCrap® ykaswsaercs Ha Ha wmnpuu-pyuke ConoCrap® yka3’axo
PYCCKOM A3kKe: TOProBOe HAMMEHOBAHME Ha pycckoM ASHKe: TOProsoe
npenapara (TyrRxeo ConeCrap®) , HauMeHoBaHWe npenaparta (Tymnxeo
MexnyHapoJHOe HenaTeHTOBAHHOE ConoCrap®) , MexayHapogHoe
HauMeHoBaHMe, cofepxaHue EMl B wmn, HeMaTeHTOBAHHOe HaMMeHOoBaHue,
«pacTBOP JUIA NORKOXHOTO BBENEHHA B copepxanue EI B M, «pacTBOp ANA
wnpuu-pyuxax ConoCrap®», NOOKCKHOI'O BBENleHMA B

wopuU-pyYxax ConoCrap®»,

MapkupoBKa WNpyu-pyYer ConoCrap® ofybes npenapaTa B M, JIOTOTHN KOMIAHKMU ofbeM npefapaTa B M, noroTun
{npononxeHue) (NATUHCKUM WPMPTOM), HOMEp Cepuw KOMNAHMK (NaTHHCKKM wpudToM] ,
(«CepuA:»), para NpoM3IBOACTEA HoMep cepun {«Cepum:»}, HAava

{«flpon3sBefeHo i}, CPOK POAHOCTH {«CogeH NpPCOM3BOACTEA {«NponaseneHo:»),

no:»), BHYTPEHHMH ynakoBoukuit KO, 2D cpox romHocT («Tonew no:n),
xom. BHYTPEHHMA YNAKOBOWHLI XOI, 2D
KCR.-
MaprMpOBKa KApTOHHOHW nauku Ha KapTOHHOM nauke CO WNPUUTPYyYKaMH Ha KapTOHHOWM nayke co

ConoCrap® yrAsWBAEGTCA Ha PYCCKOM ASHXe: mnpuMu-pyuxamu ConoCrap® ykalaHo

TOProBOe HAMMEHOBAHME Npenapara {(Tymxeo Ha PYCCKOM A3HKe:! TOProBoe

ConoCrap®) , MexXnyHapomHoe HauMerosatue npenaparta (Tyaxeo
HEeNATEHTOBAHHOE HAWMEHOBAaHWe, CnOcod ConoCrap®), MexayHapomHoe
nony4eHus, COHAepxaHxe EOI B wmn, HeNATEeHTOBAHHOE HAMMEHOBAHHE,

crioco® nonyueHuA, comepxaHue El

B M,

MaprupoBKa KapTOHHOWM Madky (npoposxeHue} «PACTBOP ANA MOAKOXHOTO BBEASHWA B «PACTEOP MJIA NOAKOXHOIC BBEREHWA
WNPAL=-PYYKax ConoCtap®», «LNA NeYSHUA B LOPHU-PYNRaX Confgl b g
caxapHoro muateTa», KONHNYeCTEO neueHus caxapHop

wunpuuU-pyder ConoCrap® B YMNakoBKe, oObeM KOJMMYECTRO Wil

npenapaTta B M, B ynakoBke,

MIT,

rap _coa_resultats v5 Crpanuua - P




302516,

Poccua, Opnoackas obn,
¢/n BonsuwekynukKoBCkoe,

Cepruduxkar ananusa

OpJIOBCKHIA PaNoH,
yn. JluBeHckas, k. 1,

Livenskaya str.l,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

ran, /Tel,: +7 (4862) 440055;
{4862) 440037
vostok@sanofi-aventis.com.

daxc/Fax: +7
e-mail:

440056,

SANOFI 7

AO "CAHO®M BOCTOK"

HI

.

HavMmeHoOBaHHE

¥ napruu

Kon npoaykra

llaTa NpouM3BOLCTEA
KonuuecTeo
llpousBon1Teslt

MonHoe HauMeHOBAHHE

Tynxeo ConoCrap®, pacTeop AnA n/kK BBeneH
300 EN/mn wnpiu-pyu. ComoCrap® 1,5 wmm, M3
E0931221

ORL 600893 Kogm GMID
08/12/2021 Cpok PomHOCTH
79491.000 EnuMHMUL

3A0 «CaHodu-ABeHTMC BocTok» (AQO «CaHoou BocTok»)
JIN-003653-300516, H3M.W1~5

Tymxeo ConoCrapl pacTBOp INA NOOKOXHOTO BBemeHua 300
wnpuu-pyuxe ConoCrapO) 1,5 mn x 3 (nauxka xapToHHAaA)

600893
31/05/2024
ynak.

EN/Mn (kapTpuax B

s
Tlokaszarenu / Tests

Cneumpuxn;;n/ H/I/ Spec.

PeayanTars / Results

MapkMpOBKa KAPTOHHOW Nauku (NPoHOJXEHUE)

Mapk¥pOBKa KapTOHHOH nauky (npoposixexue)

MapKMpOBKa KAPTOHHOR naykK (OpolonxedHue)

MapxupoBKa KAPTOHMONR nauyks (Npononxexte)

MapxupoBKa KapTOHHOA nauky (npononxenue)

COCTAB C YKABAHMEM HAUMEHOBAHWA W
conepxanuA OefiCTRYLWSrO BemecTBa M
nepeyHeM BCMOMOTATENLHHX BemecTs B 1 wi,
«HCDOFbBGBaTb‘ToanO Npospaunuit u
‘GecuBeTHut PacTBOPY, dCTQpHRhHO»,
YCRoBUA xpaxeuna, «XpaHHTb B HENOCTYNHOM
InA pereht. uacmeu,

«llocne Havana HMCNoNbSOBAHKR
NPeiBaPHUTEIbHO 3arofHeHHue WAPUL-PYNKH
ConoCrap® MOXHO NPMMEHATL B TeueHWe 4
Henesk, XpaHA npu TewnepaType He Bume 30

"C B SAWMNEHHOM OT CBETa MeCTe®,

«llepex NpMMEHEHMEM BHHMATEJIbHO
NPOYMTARTE MHCTPYKUMI®, TEMaTHUGCKHA
PHMCYHOK (M3oOGpaxenue wWNpUL-PYUKK},
YCNOBHMA OTNYCKA, HAWMEHOBAHWE

PUpME~NPOMIBONMTENA, anpec,; JIOroTHN

KOMINAHWK {MATHHCKMM WPHPTOM), HOoMep

cepku («Cepua:in),

nara NPOWSBOACTBA («IPOM3IBEOEHO:»), CPOK
rouHocTy («l'ogdeH AO!»), WTPUX-KON, HOMep
PeTHCTPALUMOHHOTO YHOCTOBGPEHHA, TenegoH
ropadell NMHUKM NO caxapHOMy auaberty,
«3BOHOK No PoccuM OecCnaTHbA»,

20 ken(u),

BHYTPEeHHHA YNaKOBOUHWA KoA& (W) * (* -
BMAHN NOC/Ee BCKPHTHA YNakosku).
NOMNOMHUTEILHO MOXeT OnTb HAaHeCEeHA

MRPOPMALMA OJIA MOHWUTOPHHIA INBHXECHMSA

{ COCTaB € YKAIAHHEM HAMMNEHOBAHMA
W coRepxaHuAa neAcTByOWerc
BemecTBa M nepeuxes
BCNOMOTaTeNbLHLX BemecTs B 1 w1,
«HCNONL30BATL TOMLKO MPOBPAYHLLL
M GecCUBETHH pacTBOP»,
«CTepUNbHOR , YCIIOBUSA
XPAHEHKA, «XPAHUTL B HEHNOCTYNHOM
| ANA perTel MecTen,

‘«nocne Hayana MCnosis3oBaHMUA
ApPeNBAPUTENbHO 3ANONHEHHHE
wnpuu~-pydru ConoCrap® MOXHO
NPHMEHATL B TENEHWE 4 Henens,
XpaHn npH Temneparype He buuwe 30
*C B 3a0MWEHHOM OT CBETa MecTe»
«Tlepen NpYMeHeHWEeM BHHUMATENbHO
NPOYMTANTE HHCTPYKUMDY,
TEMATHYECKHA PHCYHOK
(M300paxeHue WNPHL-PYYKH),
YCNOBHMA OTNYCKa, HaWMmeHnoBaHle

dUPME-IPOM3IBONMTENA, anpec,

JIOPOTHI KOMNAHWKM (JATHHCKKM

wpHpTOM) , HOMEP CepuH

(«Cepua:n),

parta npoM3BoOACTHA
(«Npon3peneHo:»), CPOK IOJHOCTH
(«'ogeH HO:I»), WTPUX-~KOA, HOMep

pPerMCTPAUMOHHOTO YROCTOBEPeHUA,

TenedoH rOpAYen JIMHMM DO '\;

CaxapHoMy nuaOeTy,.%asouou 'ng |

Poccun Gecnaam 2D xonu,

BHYTPeHHMHA ynaanouuqﬁ xon' L

BUOeH nocne Bckpuruu,ynéﬂopku)

fononHuTensHa uanecena i,

uHbopMaALMA nﬂﬁ‘udunwopunra

rap_coa_resultats v5




Cepruduxar anainsa

SANOFI| . p

AQ "CAHO®M BOCTOK"

302516, Poccua, Opnoscxkas o6, Opnoeckwi paiio,
c/n BonbwekynuxoBCKOe, yin. JluBeHckad, 4. 1,
Livenskaya str.1,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl.,302516 Russia,
Ten./Tel.: +7 (4862} 440055; 440056,

baxc/Fax: +7 (4862) 440037

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

HaumenopaHue Tynmeo ConoCrap®, pacTsop ANnNA n/k BBeneH

300 EN/Mn wnpuu-pyd. ConoCrap® 1,5 ma, W3
¥ napTum E0931221
Kon npomyxra ORL 600893 Kon GMID 600893
DaTa npou3BOACTRA 08/12/2021 Cpok rogHocTH 31/05/2024
KonuuecTeo 79491.000 EnuHMuL ynak.
Mponseomurens 3RO «Canodu-ABeHTHC BocTok» (AQ «CaHodm BocTok»)
HE JIN-003653-300516, Ms3m,.N1-5

Momnoe naumenomanue Tyaxeo ConoCrap0 pPacTBOP ANA NOLKOKHOTo BBerexua 300 EO/mn (KapTpuix B
wnpuu-pyyke ConoCrapO) 1,5 mn x 3 (nayka KapTOHHAA)

L R e A A B T B
Moxazarenn / Tests Cnemnduxaunus/HJ / Spec. PeayasnraTe! / Results

NeKapCTEEHHHX npenapaTros oT ABHXEHHMA JeKapCTBeHHLBX

NPOU3BOAMTENA MO KOHEYHOI'O MOTPeSMTENA. NPenapaToe OT NPOMIBOIMTENA AO
KOHeYHOrC noTpelUTenAa.
XpaHeHue:
B 33uMeHHOM OT CBeTa MecTe
npu Temnepatype or 2 *C no B *C.

He 3aMopawMBaThH .

CpoK romHocTH: 2,5 rona 2,5 roaa
h—_—m
——— e

LaHHaA CepuA NexapCTBEHHOTO MPenapaTa OMNA NPOM3BeNeHa M MCNWTAHA B COOTBETCTENAM C NeHCTBYOUMM 33KOHOMATENECTBOM
Poccuiickol denepaimm 1 TPeOOBAHMAMM PEIMCTPAUMOHHODPO OOCHE.

OOK Peuwenne - Final Decision Pa3speweH BHNYCK B TPaXAaHCKME OBOPOT

R T A S o i B

enreHne
PamaHue N0 XOHTPOABHOM CapHM Released w/o Restrict. or Dev.
YNONHOMOR@HHO® NUUOC MO KANGCTBY Olga Veretennikeova
laTa nNpHUHATHA pomoHMs 02/02/2022

NaHnuil CepTUPMKAT 3aBepeH DNEKTPOHHOM NOANMCLED M3 Banuaupoeawnol LIMS./This certificate has been electronically
signed from a validated LIMS .
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