Cepruduxar ananausa

302516, Poccua, Opnosckaa of6n, OpnosCkufi paiou,

c/n BonpwekymukxoBckoe, yn. Jumenckas, a. 1,
Livenskaya str.l,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

+7
+7

Ten./Tel.:
dakc/Fax:

(4882) 440055;
(4862) 440037

440056,

e-mail: vostok@sanofi-aventis.com.
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SANOFI 7

3A0 CAHO®M-ABEHTHC BOCTOK (A0
"CAHO®M BOCTOK™)

HavMeHoBaxue

' napruu

Kon nponykra

laTa NpouM3IBOACTEA
Konnuectso
MpousBonuTens

HI

Nonxoe HauMeHoBaHKe

Ioxa3zarenu / Tests

Tynxeo ConoCrap®, pacTeop IS n/K BBeOeH
300 EN/mn wnpru-pyu. ConoCrap® 1,5 wui, B3
E0160321

ORL 600893 Kon GMID
17/03/2021 Cpok TOOHOCTH
79532.000 EnvHULB

3A0 «Canopu-AseHTuC BocTok»
N1-003653-300516, HMaMm,Wwl-4

(RO «CaHodu BOCTOK»)

Tyaxeo ConoCrapl pacTBOp ONA NOOKOXHODO BBemeHua 300 EI/mn (kapTpuax B

unpuu-pyyke ConoCrapO) 1,5 mn x 3 (nauka xaprodHHas)

Cunenuduxanun/HJ| / Spec.

600893
31/08/2023
ynak.

- Pesyabtats! / Results

MoanuHAGCTs {BIXX) :

- M=Kpesosn

PH (noTerusoMeTpuA)

= BUOMMBEeE

= He2BHOWMLe

HACTULHE/KADPTPUIE

Onucanue (BU3IyansHuK MeTOR)

= Hueynuy rnaprud  (OO-B3XX)

- HMucynuu raapeun (T3X)

fIpO3paYHOCTE (BU3YANBHLGT MeToN)

lieTHOCTE (BuU3yaneHuA MeTon)

MeXaHMYECKHe BRANYEHUA !

YacTHu paszMepoM >= 10 muku,

HACTUL pasMmepoM >= 25 MKM,

[lpo3pauHLil, OeCUBETHLIT MU NOYTH

Cecune T PACTBOP...
BpeMms ynepXMBAHMA OCHOBHOTO NHKA Ha
XPOMATOTPAMMAX MCNLHTYEMODO pacTaopa
HOJKHO COOTBETCTBOBATE (i 5%) Bpemeuu
YOEPXMBAHUA NUKA MHCYNMHA DAAPDMHA Ha
XpoMaTOTpaMMax CTaHNApTHODO pacTsopa.
BpeMa yOepausaHuAd OCHOBHOPO MWKA Ha
XDOMAaTOTrpaMMax WCOWNTYEeMOTO pacTsopa
NOMKHC COOTBeTCTBOBATE (+ 5%) BpeMenn
YOSDIMBAMUA NUKA MHCYNMHA PJAPTMHA Ha
XPOMATOTDAMMAX PACTBOPA MNA NPOBEDKH
OpUPrOOHOCTH XPOMATOrpabuueckoli CUCTesMM,
Bpema ynepiBaHMA OCHOBHODO NMK3 Ha
XPOMaTOrpaMMax ncnuiyeuopa pacTeopa
AONXHO COOTBETCTBOBATH (£#5%) mpemenu
YHeDEMBAHMA [MKA M~-Kpe3ona Ha
XPOMATOrDaMMaX CTAHOAPTHOTO PacTsopa.
(£5%)

fipenapar fofnxeH BHOEPXUBATL CPaBHEHMe ¢
STanoHoM I

flpenapaT nonxex BHOEPXMBATE CPAaBHEHHE C
37ancHoms BS

or 3,5 o 4,5

Buoupbie MeXaHUYECKUE BRAKYEHMA LONAHB

OTCYTCTBOBATL

(CY4eTHO-POTOMETDHYECKMI MeTOon)

He Gomee 6000

He Gonee 600

Coors.

CoOTB.

COOTh.

coOTe .

CooTs.

44

,
oY
P

¥
YACTAUN/ KapTPUIX A A T %
ALy {
BuCOKOMONeKyIApHEE Oenku, % (I3 BIXKX) He Goaee 0,5 0.04 «uﬁtAYJECJJ
NocTopoHKKe npumacH (BIXK) :
rap_coa_resultats v5 Crpahnu,a -




Ceprudukar ananusa

302516,
c/n BONLWeKYNUKOBCKOE,

SANOFI vz

1, 3R0 CAHOOM-ABEHTMC BOCTOK (AO
“CAHOOM BOCTOK")

Poccua, Opnosckas obn, OpnoBCKMA pPalOH,
yn. JueeHckas, a.
Livenskaya str.l,s/p Bolshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

Ten./Tel.: +7 (4862) 440055; 4400586,
dakc/Fax: +7 (4862) 440037
e-mail: vostok@sancfi-aventis.com.

HauMeHoBaHme Tynxeo ConcCrap®, pacTBOp ANA n/K BBENaH

300 Eo/mn wnpuu~-pyd. ConoCrap® 1,5 mn, B3
N naprTuu E0160321
Kon npoayxra ORL 600893 Kom GMID 600893
JlaTa NpOM3BOACTRA 17/03/2021 CpokK rogHoCTH 31/08/2023
Konuuecrso 79532.000 Envuuug yrnak.
lponsBonuTens 3A0 «Canodu-ABeHTHUC BocTok» (AQO «CaHodu BoCTOK»)
HO JM-003653-300516, Ham.M1-4

HonHoe HaumeHOBaHUE

Tyaxeo ConoCTapl PACTBOP BNA MNOAROXHOTO BBegenmsa 300 EL/mn
unpuu-pydke ConoCrapO) 1,5 Mn x 3

{xapTpuax B
(nayka KapTOHHAaA)

B BT
Ioxaszatesnu / Tests : Creuudnranua/H/L / Spec. Peayantats! / Results
- nobaA eAUHWYHAR NpHMechk, % He Gonee 0,5 0.1
- CyMMa BCex npumecef, % He Gonee 2,0, Giiviu « 0.4
Hasneraesult o0bemM,; M He menee 1,5 s 146
BaxTrepuanbHue 3IHACTOKCHMHN (JIAJl-TecT) He Gomee 80 E3/100 EH CeoTh.
CTEepMALHOCTE (MeMOparHaa QunbLTpaums) fipenapat ponxeH OHTE CTEPHUNLHEM CrepuntHui
UuHk, Mrr/wn (ARAC) Or 81,0 mo 99,0 86.6
UMH¥, % oT =aABnexHHoro konudectTsa {AAC) Ot 90,0 mo 110,0 96,2
M-Kpeson, Mr/mn (B3XKX) Ot 2,43 no 2,97 2.68
M-Kpe30s, % OT 33ABJNIEHHOTO KONUYECTBA OCr 90,0 mo 110,0 99.3
{B3%X)
KonnyecTeeHHoe onpenenedHue (BIKX):
- MHCYNUH TNAPTHM, MD/mMn Or 9,82 no 11,46. 11.18
- MHCYRMH TRaprue, EL/mn Or 270,0 mo 315,0 307.3
- HHCYNHMH rRapryH, % OT 33aABAEHHOTQ Or 90,0 mo 105,0 102.4

xonudecTea (BIXKX)
lponoHrupoeaxdHoe gercTaue, ¥

{GHONOTHYeCKMHA)

BMONOTUYECKAA akKTUBHOCTL, % oT
3AABASHHON AKTUBHOCTH

YNakoBKa

HonuTyeMmuli NpenapaT CUMTART NPOWeIuNM Coomaercwaug,gapaumgpgefcx
oL Wit < o W)

(TecTupyete

A

MCMWTAHKE, @CHHM B KOHTPONLHONW BPEMEHHOM
TOYKE Yy AMBOTHHX nonyudswMx HIl, cpenHas
OTHOCHMTEe/ILHAA KOHUEHTPAaUMA DIIOKOZH B

KPOBM, PACCYMTAHHAA M3 MHAUBMOYARLHHX
KOHUSHTPAUWA, OOCTOBEPHO HMXE, HeM ¥

AABOTHRIY, MNOJYYMBUAX GCHOBHOM pacreop

CO. HoCTOBePHOCTb Pa3iM4YMA MPOBEPANT €
noMOWLK kpuTepHus CTbhROEHTA Npu
NOCTOBEpHON BeposTHoctH P=0,95.

Or %0 mo 110 CooTBeTCTBME TapasHTHpyercs

(TeCTUPYETCA NEPHONMHECKM)

Mo 1,5 Mn npenapaTa B KapTpuax M3 Mo 1,5 ma npenapaTa B KapTpuox

GecuseTHore crekna (Tun I). Kaprpuox 13 OecumeTHOro crekna (rtum I).

o0XxaT C COHOM CTOPOHH ANMKSMHUS BLRM Kaprpunx ofxar C OZHOR CTOPOHH

KONNa4dKoM € YOAOTHHMTEenNbHLM AHMCKOM W ANOMAHMEeBEM KONMNaykoM

YKYNOPeH C APYrod - NNyHxepoM. KapTpumx VYNNOTHUTENbHAM JUCKOM W VKYNOpeH

C Opyrol - nayHxepoM. Kaprpuaax
i

BMOHTHPOBaAH B OLHCPA30BYN

wnpui~-pyyky ConoCrap®.

$o

rap_coa_resultats v5
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Ceprudukxar anaamsa

302516, Opnoeckaa ofna, Oprnosckuil pafiod,
¢/n BONbWeKYNWKOBCKOE, Y. fuMBexckas, 0. 1,
Livenskaya str.1l,s/p Belshekulikovskoye,
Orlovskiy rayen, Crlovskaya obl.,302516 Russia,
ren./Tel.: +7 (4862) 440055%; 440056,

dakc/Fax: +7 (4862) 440037

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

Poccoua,

SANOFI \7

3A0 CAHOSU-ABEHTMC BOCTOK (RO
"CAHOSM BOCTOK™)

HauMmeHoBaHNE

N napTuun

Kon nponykra

NaTa Npou3aOACTBA
Konuuecrso
Opouseonuresis

HA

Mondoe HaAaMMEHOBAHUE

Tynxeo ConoCrap®, pacTBop ANA N/K BReOEH
300 EN/mn wnpuu-pyd. ConoCrap® 1,5 ma, N3
E0160321

ORL 600893 Kon GMID
17/03/2021 CpoX POOHOCTH
79532.000 EpvHuus

3A0 «Canogpu-Asentuc Bocrou» (A0 «Canodu BocTokw}
Nnn-003653-300516, Msm.Wl~4

Tymxeo ConoCrapQ pacTBOp IUIA NOOKOXHOIO BeBemenua 300
1,5 mn % 3

unpuu-pyuxke ConoCrapC} (nau¥ka KapTOHHAaA)

Ilokagarenu [ Tests

600893
31/08/2023
YhnakK,

EL/MA (xapTpuix B

Cunennduxauna/H/ / Spec. Peaynb;m / Results

{¥naxoaka npononmeﬂue}

Mapkuposka unpuu-pydex ConoCrapd

Mapxuposka unpuu-pyyex ConoCrap®

(npononxeHue )

MapkupoBkKa KapTOHHOW Nayxu

Mo 1, 3 mmm 5 mnpuu-pyvex ConoCoap®

BMECTE C . uacmpyxuuem NO NPUMEHSHUD - B
KApPTOHHYIO nauky {c Mcnonbsoaaﬁue;
KaproHa HnA notpefuresbckor rapu no TOCT
7933-89 MAM MMNOPTHOIO, paspelleHHONo k
npuMeHedun M3 PQ®), CcHaOXEHHY® KAPTOHHM
PuKcaTopom.

Ha wnpuu-pyske ConoCrap® yka3wBaeTCA Ha
PYCCKOM A3HKE: TOProBOe HAaUMEeHOBaHUe
npenapara (Tyhxeo ConoCrap®),
MeXOYHAPOIHOe HeraTeHTOBaHHOe
HauMMeHOBAaHWE , cofepxanue EIl B s,
«pacTeop AR NOAKOKHOIC BBEOEHMA B

wnpuu-pydkax ConoCrap®»,

cbveM ﬁp;napa*a B M, nororun‘xounanun
(NAaTHHCKMM WPUOTOM) , HOMED Cepuu
{«Cepua:»), nara NpoM3IBOOCTRA
(«llpouaBeneHo:»), Cpok roaHoCTH («loned
no:»), BHYTPEHHHA YNAaKOBOUMet xopn, 2D

KOmo.

Ha KapTOHHCW nauke €O WOPHU-PYYramMi

ConoCrap® yxKasuBAETCA HA PYCCKOM HA3pKe:

TOProOBOe HaKMeHoBaHue npenapara (Tyn=meo
ConoCrap®) , MexIyHapoRHOe
HENaTEeHTOBAHHOE HaHMMEHOBaHWe, cnocod

noayyexus, conepxanme EI B M1,

} «pacTBOp ANA NONKOXHOTO BBEIEHUA B

«llna nedeHus

o it 2
% i)
@i/{

o«

& A

unpuli-pyuxax ConoCrap®»,

caxapHoro nuaderar, xonuug ?ﬁ

&“" H.yx A

WOPHL-PYLEK ConoCrap@
5 7~

Mo 3 unpuu-pydyxu ConoCrap®
BMECTE C MHCTPYKUMeR no
NpUMeHeHWI0 B KapToHHOW navke (cC
MCNOJNIE30BAHMEM KAPTCOHA
MMINOPTHOTQ, Pa3peleHHOro K
npuMereHuw M3 Po), cHabmeHHOH
KAPTOHHEM QHKCATOPOM.

Ha wnpui-pyuxe ConoCrap® yKa3aHo
Ha pYCCKOM f3klke: TOProBoOe
HauMeHOBAaHKe npenapara (Tynoxeo
ConoCrap®), MexiyHapoaHoe
HENaTEeHTORBAHHOS HaMMEHOBAHUE,
copepxaxue EH B s, «pacTBOp IRJA
NOOKOXKHODO BBEAEHHA B
wnpuu-py4xax ComeCrap®»,

ofbbeM npenapaTta B MA, JIOTOTMN
KoMnanuu (aTHACKUM wpuToM},
Homep cepun («CepuA:»), narTa
npou3soncTRra («llpon3BeneHo:»),
cpok ropsocTH («T'omed mo:»),
BHYTPEHHWA YNakoRovHu#H kon, 2D
Kon.

Ha eapToHHOW nadxke co
wapuu-pyuxady ConoCrap® ykasauo
Ha PYCCKOM A3HKE: TOProsoe
HaMmMenopaHue npenapara (Tynxeo
ConoCrap®), sexsayHaponHoe
HEeNATEHTOBAHHOS HAMMEHOBAHWE,
cnocob nonydeHud, comepxanue EJ
B Mn,

KPACTBOP IMA NONKOXHOTC BBENEHUA
B wnpuu—-pyukax ConoCrap®», «Ana
NedYeHUA caxapxoro auateran,
KONMuuecTso mnpuu-pydyek ConoCrap@

B ymaxosxe, ofbpéMd npenapara B

Tap_coa_rewultats vS
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Ceprudurar anaausa

302516, Poccua, OpnoBckas o0s, OpPnOBCKMi panoH,
c/n BonbwekynMkoBCKoe, yn. JluBernckas, Aa. 1,
Livenskaya str.1,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

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

SANOFI vg

3A0 CAHOOM-ABEHTHC BOCTOK {(AO
"CAHOOWM BOCTQOK"™)

HaumeHoBaHue Tynxeo ConoCrap®, pPacTBOp MIA N/K BBeNeH

300 EN/mn wnpuu-pyu. ConcCrap® 1,5 mn, W3
¥ napTuM E0160321
Kon mpomykra ORL 600893 Kon GMID
JlaTa npouM3BOACTRA 17/03/2021 CpOK POTHOCTH
KoanuecrteO 79532.000 EnMHU L
JlipouseORMTENE 3A0 «CaHopu-AreHTUC BocTok» (RO «Canopu BocTok»)
HI JIN-003653-300516, M3M.N1-4

MonHoe HawMeHoBaHue Tynxeo ConoCrap0 pPacTBOp AMA NONKOXHOTO BBemeHua 300

wnpuu-pyuke ConoCrapO) 1,5 Mn x 3 (nadka KapTOHHAA)

600893
31/08/2023

yroak.

El/mn {kapTpuiox B

IToxazareau / Tests Cneuuduxauus/HJ / Spee.

Pesynbrarst / Results

MapKMpoBKa KAPTOHHOM nauky (NponosIxeHue) cocras C YRAZ3HHEM HAUMEHOBAHMA 1
cofepxaHua - NefACTRYDuEe O BemecTea M
nepeuHen BCMOMOTATENbHHX BeWecTs B 1 mn,
«MCMONE30BATE TONLKO NPOBPAYHEH M
GecuBeTHWI pacTsop», «CTepHUIbHO»,
YCNOBMA KPaHEHMR,

ans meTed Mecrey,

MapkMpoBKa KApTOHHOM Mauxku (npojonxeHue} «llocne Rayana MCNONbL3OBAHMA
NpPensapHTEAbLHO BANONHEHHNEe WNPHU-PYYKH

ConoCrap® MOEKHO NDPUMEHATL B TeYeHKe 4

Helens, XpaHs npu TeMmneparype He Bwwe 30

°C B BALMWEHHOM OT CBETa MecTe»,
MapKkHMpOBKA KApPTOHHOM nadyxy (npoacjxerve) «fepell npUMeHeH1eM BHUMATENbHO
NPOYMTANTE WHCTPYKUMIO®, TeMaTHYeCKMH
PUCYHOK (M300paxeHue WNPHL-pPYYKH),
YCNOBMA OTNYCKa, HauUMeHOoBaHHe

PMPME-MTPOMIBOAUTENIA, ampec, JOroTHn

KOoMnanuy (farTuHceum mprudToM) , HOMEp

cepur («Cepurin},

MapxupoBka uap:ﬁgﬂpﬁlnauxn {(npononxesve) AaTa APOW3IBOACTRA
ERat B
7 TR F <

rooHocTH {«fofled Ro:I»),

WTPHK~KOA, HOMep

PerMCTPALUOHHODO YAOCTOREPRHHA, TenedoH
ropAYeil NMMHUM N0 caxapHoMy mMabery,
«3BoHOK no Poccum DecnnaTHuii»,

2D koa(u),

Mapxnpo

(*

\?g?wpeuuuﬁ yNakoBOUHBE xom{H)*

G
el [1OC/le BCKPHTHA YIIAKOBKH) .

“XPaHuTE B HEJOCTYNHOM

{«llponaBegerHo:»), Cpok

BT,

COCTa®s € YKa3aHHeMm HAMMeHOBaHWA
M COmepXaHMA OeHCTBYOUSTO
BEWECTBa W NepeyHes
BCNOMOTaTeNbHuX BeWecTs B 1 Ma,
«WCnone30BaTh TOMLKO NPO3payHWHA
M OecUBeTHHI PacTBOP»,
«CTepHUIbHO», YCIOBUA

KpaHeHUA, «XPadHT: B HEACCTYNHOM
LONA peTel MecTe»,

«Tlocne Hayana MCNofk30BAHUA
NpenBapuTeAbHO 3aNOJHeHHEe
unpuu-pyuku ConoCrap® MOZHO
NPUMEHATL B TeueHue 4 Henens,
*paHa NpM Temneparype He sauwe 30
"C B 3auMUleHHOM OT CBeTa MecTe»
«flepen MpuUMeHEHMEeM BHUMATE/ILHO
MPOYMUTAATE HWHCTPYKLMDN,
TEMATMYECKUA DPHCYHOK
(M300pa%XeHne WNPHUU-PYyUKH)
YCAOBHA OTNYCKA, HaWMEHOBaHUE
PUpMH-NpoMIBOAMTENH, AOpec,
JOTOTHN KOMNAHMKA (NATHHCKUM
wpHPTOM) , HOMED CepHM
{«Cepua:i»),

haTa npoM3BOACTBA
(«llpou3BeneHo:»), CPOK PORHOCTH

(«T'opex mo:»), WTPHX-KOM, HOMEp
PErUMCTPAUNMOHHOIG YOOCTOBEPEHHUA,
TanedoH ropsdeit NUHUM MO

caxapHoMy auadery, «3BOHOK no

Poccuu fecnnarsHsdi», 2D kom,

(*
BUOGH NOCNe BCKPHTHUA YNAKOBKH) .

BHYTPEHHMA YAKOBOUHBIA KOA*

AononHUTEeNkHO HaHeceHa

Crpatuuya - Page 4 / 5




Ceprudurkar ananuza

302516, Poccus, OpnoBckag ofn, Cproscrui pafon,
c/n Bonbwexynukosckoe, YR. Nusexnckas, n, 1,
Livenskaya str.1,s/p Bolshekulikovskoye,
Orlovskiy rayen, Orlovskaya obl., 302516 Russia,
Ten, /Tel.: +7 (4862) 440055; 4400%6,

pakc/Fax: +7 ([4B62) 4400137

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

SANOFI \z

3A0 CAHOOM-ABEHTHC BOCTOK (AO
"CAHO®M BOCTOK")

.

Haumenosauue Tynxeo ConoCrap®, pacteop mna n/x Beemen

300 ENo/mn unpuu=pyd. ConoCrap® 1,5 mn, N3
¥ napruu E0160321
Koo nponykra ORL 600893 Kom GMID
Hata npouaroncrea 17/03/2021 Cpox romHocTu
Konuuecrso 79532.000 Envuuim
Tlpoussomurens 3A0 «CaHo¢u~-AeenTuc BocTok» (AD «CaHodu BocToks)
HI JN-003653-300516, Mzm.N1-4

unpau-pyuke ConoCrap0) 1,5 mn x 3 {(nauka KapTOHHas#A)

600893
31/08/2023
ynax.

MonHoe HauMedoBauue Tymxeo ConoCrapQ PaCTBOD IS NOOKOXKHOIO BBemeHus 300 EN/mn {xaprpuax g

B zaumuennom 0T cmBeTa mecre
api Temneparype or 2 °C no B °C.
He samopazmpare,

Cpok romwoctu: 2,% roga

R N R e 5 e
IMoxasarenu / Tests Coeundurawms/H]L / Spec. Pesyibrars: / Results
wHbopMauma nna MOHHTOPHHDA ABMXEHMA MHPOPMAUKMSA HTA MOHMTOPUMDA
nexap;wueﬁuux npenaparos or = Lerxerna NEKAPCTBERHHLX
npouﬁaogumena A0 KOHeuHoro HOTPQGHTEHH. npenaparos o NpoUsBORMTENA pida]
KOHEYHOIO norTpedurens.
XpaneHue !

———————— e i —
S —

e ————
e —

e ———

Poccuiickon denepaunu u TpeGopanmMaMM PEIMCTPAUMONHHOIO foche.

2pelleH BHNYCK B rpaxIaHcKmit oBopor

O0K PeweHue - Final Decision Pa

Pemrenne

Hannas cepur neKapcraeHdHoro npenapaTa Owna npou3Benena i MCAHTAaHa B COOTBETCTBUM C ReﬁCTBYDHMM BaKOHDﬂﬂTeHhCTIOM

u

PewenMe no KoHTponmHOM cepu Released w/o Restrict, or Pev,
Ynonuomowennoe mmoe no KavecTBy Olga Veretennikova
HaTa npusaTMA pemens 06/05/2021 J

Dannuit ceprTuQuiar SA4BePeN QUIEKTPOHHOM NOANMCLD K3 BAMMOMPOBAHHONA LIMS. /This certificate has been electronically

signed from a validated LIMS

Fap_coa_resultats vS
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