CepruduKaT aHaIH3A

302916, Poccma, OpnoBCKAR ofn, OpNoBCKMA PaficH,

c/n BONbWEKYNMKOBCKOE, YI. Nupenckasa, o. 1, A0 "CAHOOM BOCTOK"
Livenskaya str.l,s/p Bolshekulikovskeoye,

orlovskiy rayon, Orlovskaya obl., 302516 Russia,

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

paxc/Fax: +7 (4862) 440037

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

HanMeHOBAHHE Conuksa CcnoCrap® pacTBOp ANnA NCOKOXH . ]
paemenusa 100 EAN/mr+50 mkr/mn 3ma x 3

N napTHU FO74R0821

Kon npoayxTa ORL 741200 Koa GMID 741200

[laTa NpeUM3BOACTBA 04/08/2021 Cpok rooHOCTH 31/07/2023

KonuuecTBo 17806.000 EQMHU LS yraK.

Mpou3BOAKTENS sanofi-Aventis peutschland GmbH

Ha nn-004874~300518, Ham.Wwl-4; BY NN-004874 oT 30.05.2018

[fonHoe HauMeHOBaHKE Conuxpa ConoCrap® pacTeop AnA nonkoxHoro BeeneHma 100 EN/mn + 50 mxr/mn
{kapTpuIx B WNPUL-PY4YXE ConoCrap®) 3 mn x 3 (nadyxa XADTOHHKAA)

ITokasateau [ Tests Cnenuduxanusa/HJ/ Spec. PeaynbTarsl / Results

onmscaHue NpospayHui, BeCuBeTHHA WIH - NOUTH CooTs.
GecupeTHUA PacTBOP.
NMOLAMHHOCTh §
WHCYnHE Thnaprud BpesAa ynep¥MBaHWA OCHOBHOIOQ MMKa Ha Coore.
XPOMATOTpaMMe HCANTYEMOTOo pacraopa
OONXHC coorsercfao:arn_{t&!) BpeMeH!
yaepIMBaHUA NMKA WHCYAMHA TRAprMHA Ha
XPOMATOrPaMMax CTaHOapTHOTrO
pacTeopa. Bpems yHeprMBAHMA GCHOBHOTO
[MKAHA XPOMATOTDAMMAX UCMHTYEMOTO
pacTBOPARONTHO COOTBETCTBOBATL (£ 5%)
BpEMEHHYNEPEMBAHMA MHXE WHCYNHMHA
PNAPrMHA HAXPOMATOTPaMMAX pacTeopa WIA
NpoBEePKUNPHUTOAHOCTH xpouarorpa@uuecxoﬁ
CHCTEMH.
JiukcuceHaTHa BpeMA yOepaMBaHHA OCHOBHOIC AMKA Ha CooTe.
XPOMaTOTrpaKMax HCAHTYeMoro pacTBOpa
nonxHo cooTBeTCTBOBATE (& S5%) BpeMeHu
YHEPEABAHNA MUKA JIAXCHCEHATHAA HA
XPOMATOTPAMMaX CT3HAAPTHOrO PACTBOPA.
BpemA YHAEPIMBAHWA OCHOBHOTO fnka Ha
XKDOMATOTPaMMAX WCIHTYeMOra pacTeopa
LONXHO COOTBETCTBOBATL (1 5%) BpeMenu
YOeprABaHMA NHMKA NKKCUCEHATURA Ha
XPOMATOTPaMMax pacTBOpa aniA npoBepKH
NPMIOAHOCTH xpoMaTOrpaguueckol CHCTEM.
M=-kpe3on BpeMs YAePEMBEHWA OCHOBHOTO NWka Ha CooTB.
XPOMaTOrpaMMaX WCTNTYEMOra pacreopa
DONEHO COOTBETCTBOBATE (i 5%) BpeMeru
yoepwBaHXA NWKa M-Kpesona Ha
XPOMATOTPaMMAX CTEHNAPTHOTO pacreopa
Npo3payHoCcTh NpenapaT ACHKeH BHIEPAMBATE cpaBHeHue c  CooTB.
aranoHoud I

LBeTHOCTS lpenapaT nonxeH BHOEPXMBATL CpaBHeHue C CooTB.

atanoHoM B9
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Ceprrdmxar aHaINU3a

SANOFI| vz
302516, Poccma, OpnoBCKad obs, OpnoBckMi pafioH.

c/n BoNbLEeKYNMKOBCKOE, Y. Numenckaa, 4. 1, AO "CAHO®OW BOCTOK"
Livenskaya str.1l,s/p Bolshekulikovskoye, :

orlovskiy rayen, Orlovskaya obl., 302516 Russia,

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

paxc/Fax: +7 (4862) 440037

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

HauMeHOBAHUE Conuxpa ConoCtap® pacTBOP oA NOAKORH. w
apemensa 100 EN/mn+50 mEr/mn 3Mn X 3

N napTHH FOT4R0821

Koa npomykTa ORL 741200 Kono GMID 741200

LaTa NpoM3BOACTEA 04,/08/2021 Cpok TIGRHOCTH 31/07/2023

KonuuecTBO 17806.000 EnmHvL ynak.

MpoussoouTenb Sanofi-Aventis Deutschland GmbH

HA AM-004874-300518, wam.Wl-4; PY NN-004874 oT 30.05.2018

MonHoe HauMeHoBaHue COnUkKBA ConoCrap® pacTeop Al NOAKOXHOD'O BBEOEHUA 100 EO/mn + 50 mxr/in
(kapTpHox B wnpuu-pyyke ConoCrap®) 3 Mn x 3 {nauyka kKapToHHAA)

NoxazaTenu [ Tests Crnennduxanua/HJL / Spec. PesyabTaTsl /| Results

pH (NOTEeHUMOME TPHA) or 4.0 1o 5.0 4.6

MexaHudeCckue BXJOMEHHA:

- BUOMMBE B COOTBETCTBMM C TPeDOBAHMAMA CooTs.
yacTMuu >= 10 MxM ‘we Gonee SUOOIKapipnnx 94
yacTUuE >® 25 MKM He Oonee 600/xapTpuix 1
BoicOKOMONeKYNMADHNE OenkM xe Oonee 0,3% CooTB.

pPoacTBEHHWE npumecH
MpuMecs HHCYMHHE rnapruHa
NeGas eQMHHNYHAR NPpHMEChH ne Gonee 0,5 % meHee 0, 5%

uenee 2,0%

L8]
o
-

Cysma BCEX npuMece He Oonee

MpumecH RMKCHCEHATHAA:

HEB‘TMC(I)—ACn(Bi-HMK:MCEHaTHn He Gonee 1,5 % ueree 1,5%
uuxno—uuun-hcn[9)~nuxcuceuarnn We Gonee 1,5 % meHee 1,5%

L-uac-Acn (9) ~NMMKCHCEHATHA He Gonee 2,0 % meHee 2,0%

L-u30-Acn (28) =NMKCUCEHATHI He Gonee 1,5 % meHee 1,5%
ﬂez-Fﬂc(l)-an{E)—nuucuceHaTun ne Gonee 3,0 % uenee 3,0%
uhxno-wuun-ACHCZS)-nukcuceHaTMn ue Gonee 2,5 % meHee 2,5%

Nbas eaMHHYHAR HeMgeHTHPMUMPYEMAR He Gonee 1,0 % menee 1,03

npuMech Sy
Cysaa BCEX npumecen We Bonee 8,0 % mexee 8,0%

Hzsnexaemdi O0beM He menee 3,0 wmn 3.2

BakTepuanbHbe 3HAOTOKCUEH Mesee B0 E3/100 E[l mucynuHa rnapruHa nenee S0 E3/wWr

CrepHuibHOCTE apenapaT nonxeH GuTE CTepHIIbHBM CooTB.

UMHK or 27,0 mxr/mn go 33,0 MK/ 29.6 :
Me THOHMH or 2,4 mr/mn no 3,6 M /wmn 3.0 &
m-Kpeson or 2,43 mr/wmn go 2,97 mur/un 2.64

KonuueCTBEHHOR OnpepeneHue

WHCYAHH DPRapIUHK or 3,46 no 3,82 up/mn F.62

WHCYAMH TRapryH or 95,0 mo 105,0 EA/mn 99.5

NuxcuceHaTH or 45,0 mo 52,5 MED /M0 51.8

JiMkCcuceHaTHA or 90,0 no 105,0 % 103.6

MponoHrUpoOBaHHOE neficTBHE HenuTyeMsit npenapaT CuMTanT npogenuMs CooTBeTCTBHE Pﬂpdﬁ!_l‘lmlpye(‘il‘_?:t:_‘(,)”

g anofi P

i

MCNWTaHWe, eciu B KOHTPONBHKOA BPEMEHHOR {TecTHpYeTCA nepuohﬁ?ecxﬁ#——«--

TOuKE Y WHMBOTHX, nonyunsuwmx W,

cpenHRA oTHOCHTENbHAA KOHUeHTPaUNA

xap_:o-_ro-u.l.ul:l v3




Ceprudukar aHaAH3A

302516, Poccua, OpnoBCkas 001, OpRoOBCKKA pafion,

¢/n BonswekynMKOBCKO®, yi. JIMBeHCka’, A.
Livenskaya str.l,s/p Bolshekulikovskoye,

1,

Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

ren./Tel.: +7 (4862) 440035; 440056,

daxc/Fax: +7 (4862) 440037
e-mail: vostok@sanofi-aventis.com.

SANOFI vp

AG “CAHO®M BOCTOK™

HauMeHoBaHHe Conuksa ConoCrap® pacTBOp AJIA NOOKOXH.

ppeneHus 100 EN/Mn+50 MKr/mn  3mn X 3
M napTuu FO74A0821
Kon nponykTa ORL 741200 Kon GMID 741200
NlaTa NpOM3BOACTEA 04/08/2021 Cpox PoOMOCTH 31/07/2023
KonuuecTeo 17806.000 EAMHMLE ynak.
Mpou3BOOMTEND sanofi-Aventis Deutschland GmbH
HA NIM-004874-300518, wu3M.W1-4; PY JIN-004874 oT 30.05.2018

Monnoe HaumenoBarnue Conuksa ConoCTap® pacTBOp ANA MNOMAKOXHOILO peenenua 100 El/mn + 50 mxr/mn
(kapTpuOox B mApUL-pYUKe ConoCrap®) 3 mn x 3 (nauka KapToOHHaA}

TokasaTean / Tests

Cueuuurauus/HJ / Spec. -

Pesyastarhi / Results

BEMONOrMueckan aAKTHBHOCTb

YnakoBka

Ynakoska {(npoaocsxenue)

MapxupoBKa (wnpuL-pyHKy ConoCrap®)

MapKMpOBKa (WNPUU-PYNKM ConoCrap®,

npononxeHue}

Wi,
obmex npenapaTta B ﬁbi\ .
oy . P
MapkupoBKa (WNpPHL-PYNKH ConoCrap®, «ana nos 30-60 eaunuu mpenapara B CYTKHD «ana nos 10-40 enﬂnu&gﬁg Q?pgfa 1 “yf;/
an 2l W\c‘i/ B
=, i

PADKOIM B KPOBM, PACCUMTAHHAA us
MHANBHIY2/b HLX XOHUeHTpaLKH,
NOCTOBEPHO HHXE, UeM Y IMBOTHHX,
nqnyqnunux‘ocuo:uon pacTaop ' CO.°
HOCTOREPHOCTH PAaBJMuMA NMPOBEPANT.C -
nosomso KpUTepua CThoNEHTA nbu‘
NOBEPHTENbHOR BEPOATHOCTH P=0,95.

or 90% no 110% orT éaxnneuuéﬁ ;
ouonorﬁuecioﬁ AKTHBHOCTH o

Mo 3 wn npenapata B KapTPHIX M3
GacupeTHOrO cTekna (Tvn I). Kaprpuax
OGXAT ¢ ORHOM CTOPOHE ANKMAHUEBLM
XONMNAauKOoM C YNNOTHATENbL HhDM OUCKOM W
yKkynopes C APYrofl CTOPOHW - MIYHREPON.
KapTpuAX BMOHTHPOBAH B onHOpPasSoBYD

wApMU-PYYKY ConoCrap®.

Mo 3 und 5 wNpHU-PYYEK ConoCrap® BuMecTe
€ MHCTPYKUMEH NO NPUMEHEHHD B KapTOHHYD

nauyky, CHAaOXeHHY©D XapTOHHHEM PHRCATOPOM.

MapKMpoBKa WNpHU-PYUeK ConoCrap®. Ana
nosuposku 100 EN/un+50 Mer/mn (10-40) -
onpuL-pYYKa XenTord usera. [LNA NOIUPOBKM
100 EO/sn+33 mxr/an (30-60) ~
mnpuu-pqua ONIMBKOBOIO LUBETAa.

Ha 2THKeTKe ONPUUu-py4dKH ConoCrap®
YKaSHBAGTCA HA PYCCKOM A3HKE: TOprosoce
nauMeHOBaHMe npenapata (Convksa
ConoCrap®), rpynnupoBouHoOe HauMeHoBaHue,
KOHUEHTPAUMA NeACTBYDWX BEMECTB,

NexapcTBeHHanR ¢opMa, oOBeM npenapara B

CocTBEeTCTBME TAPAHTUPYETCH
(TeCcTHpPYeTCA nepuonuuacxu)

lo 3 Mn npenapaTta B KapTpuax K3
BecuserHoro crexna (Tvn I).
Kaprpuax ofxaTt C ogHol CTOPOHH
ANDMAHRMEBLM KOJIMAYKOM C
YANOTHATENbHEM OMCKOM M YKYNOpeH
c Opyro#i = nayHwepou. KapTpuIx
BMOMTHPOBAH B ONHOPA30BYD
wNpUU=-pYNKY ConoCrap®.

Mo 3 wnpHu-pydkn ConoCrap®
BMeCTe C WHCTpYKuue#l no
NpUMeHeHUK B KApPTOHHOR nauke,
CcHaOxeHHOA KAPTOHHLM (QUKCATOPOM.
MapkupoBKa
ConoCrap®.

ELN/Mn+50 Mxr/wn (10-40) -

wnpuu-pysex
Iina nosvposku 100

WApHU-PYYKa XENTOro uUBeTa.

Ha 3ITUKETKe WNpHU-PYHYKH

ConoCTap® YyKa’zaHo Ha pycck K27y
180} * 0/ %,
A3KKe: TOProBRoe HauMeH Qﬁi,z—' == U
" \>. - = N

KOHUEHTPauMa meHcCTH

H I
pemecTs, nexapcraeHuad &
.\,4'\.
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CeprudHkKar aHaAAHU3A

SANOFI v g

302516, PoccHa, Opnosckas ofmn, OpnOBCKWA panoH,
c/n Bonbwekynuxosckoe, ya. Jupedckas, o. 1, AQ “CAHO®M BOCTOK"
Livenskaya str.l,s/p Bolshekulikovskoye,
Orlovskiy rayon, Crlovskaya obl., 302516 Russia,
Ten./Tel.: +7 (4862) 440055; 440056,
paxc/Fax: +7 (4862} 440037
e-mail: vostok@sanofi-aventis.com,
HaumeHOBaHUE Conuxsa ConoCrap® pacTBOpP ONA MNOAKOXH.
ppegexus 100 EO/ma+50 mxr/mn  3mn x 3
N naptud FO74A0821
Kon npomoykTa ORL 741200 Kon GMID 741200
LaTa nNpou3soncTBa 04/08/2021 Cpox TOAHOCTH 31/07/2023
KonuiyecTeo 17806.000 EAMHMLUL ynax.
[lpon3BomKMTeAb Sanofi-Aventis Deutschland GmbH
HI N-004874-300518, wna3m.Wl-4; PY JN-004874 cr 30.05.2018

flonHoe HaumeHoBaHue Conukea ConoCrap® pacTBOp ANA AOAKOFHOTO BBEASHWA 100 EO/mn + 50 mxp/mn
{kapTpunx B wnpuu-pyuke ConoCrapd®) 3 mn % 3 (Nauka KApPTOHHAA)

i
ITokazarenu [ Tests

Cnennduxaumn/H] / Spec.

Pesynntars! / Results

npononxexne)

MapkupoBKa {KAPTOHHAA nayxa)

Mapkupoera (KAPTOHH@A Na4xa,

npononxexue)

MapkupoBka (xapTOHHAA nadvka,

nponnnxenne)

MapkupoBxa (XapTOHHAA nayka,

NponoxeHune )

(ona 100 EA/Wn+33 MKr/mMa) wax «anA noo3
10-40 emwnuy npenapata B cyTxu» (ans 100
EO/wn+50 mxp/win) , NIOTOTMN KOMAAHHMH
|NaTHHCKUM WPUPTOM) , HOMEP Cepun
[«CepuA:»), maTra NpoM3IBOOCTBA
{«llpouss:»), CPOK roaHocTH («l'omeH
RO:»), BHYTPeHHa¥ ynakoeouHuft koa, 2D
Kon,

Ha KapTOHHOR Mayke CO WAPMU-PYyHkarsd
ConoCrap® yrka3wmsaeTCA Ha PYCCKOM AJKe:
Toproeoe HaMmenoBanue npenapata (Conuxsa
ConoCtap®), IPYNNHMPOBOYHOE HAMMEHOBAHME,

KOHUEHTPauMA nefCTRYOIMX BEmMecTs3,

«pacwsop INA NOAKOXHOI'O BBENeHMA B
wnpHU-pyYKax ConoCrap®», nexapCTBeHHASA
popMa, KOMMUECTBO WNPUU-PpYHer B3

ynakoeke, ofbeM npenaparta B M, «AnA A03
30-60 emMHMu npenapara B CYTKu» (ana
100E0/bn + 33 Mxr/san) wim «ana go3 10-40
eMHHL npenapaTta » cyTxu» (ans 100 EX/mn
+ 50 mrr/wmn),

coCTaB C YKa3aHMeM HaWMEeHOBAHWMA M
CONepxXaHuA NefCTBYOWMX BRMeCcTB M
NepeyHen BCNOMOTATeNLHMX BemecTB B 1 un
pacrsopa, «CTEpPUNbHO.®», YCNOBMA OTAYCKA,
«TONBKO IS MHAMBMAYAJNIbBHOTOQ

nosib30BaHUA . »,

«llepen np EHHEM BHI TENbHO
NPONMTAATE WHCTPYKUMD.», «OTKPHBATH
afech.», TOMATHYECKMA PUCYHOK
(n300paxeHue WNPUU~PYYKNA),  «XPaHWTL B

HeNOCTYNHOM ANA ANeTel MecTe.», YCNOBHR

B CYTK!», JIOTOTHN KOMNAHWH

(RATHHCKMM OPHMPTOM) , HOMED CepuM
(«Cepua:»), naTa NpoM3BONCTBA
(allpow3B:n), CPOK TOLHOCTH
(«l'ogeH RO:»), BHYTPeHHHA

ynakoBoyns# xoa, 2D xod.

Ha kapToHHOW Nauxe co
wnpHu-pyuYkam ConoCrap® yka3aHo
Ha PYCCKOM A3WKe: TCOproBCe
HaymexHoBarue npeirapara (Conuxsa
ConoCrapP®}, CpynouposoYHce
HaMMEBHOBAHME, KOHUBHTPAUMA
OeACTBYOUMX BewlecTs,

«pacT=op RAA NOAKOXHOTO BBEOCHUR
B mnpui-pyuykax ConoCrapd»,
NexapCTBeHH3Z (opMa, KONMYeCcTso
wNpUU-pyYeKk B ynaxoaxe, cObes
npenapata B M, «O0AA Oo3 10-40

enMHAl npenapaTta B CYTEKH»,

COCTaB C YkKasauueu HAMMEHOBAHUA

M CONEepXaHuMA NeACTBYOUMX BEWECTR

H NnepedyHeM BCNOMOraTesibHEX (ﬁﬂf“

BemecTE B 1 w1 pacwnopauﬂﬂ G
B

A N
«CTEPUABHO . », ycnoBuﬂ:owqfhka,

«TONbKO JIA MHOMBUAYANBHOTO ;
NONEIOBAHUA . » fC o

’ i T eanadp PO
«llepen NpUMeHEHHEM BHUMA T IHO 15512

gevit

npoudTaiTe MHCTPYKUME

«OTKpHBATL 3MECH.», TEMATHYECKME)
e 3

pUMcyHOX (u300paxeHue

wOPHUU=-PYYKH) , «XpPaHHUTL B

rap_coa_resultats v5
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CepTudukar aHaaN3a

302516, Poccua, Opnosckaa o6y, OpnoBcxua paton,

c/n BonbmexyaMKoBCKOE, yn. JIMBeHCKaA, A.
Livenskdya str.l,s/p Bolshekulikovskoye,
orlovskiy rayon, Orlovskaya obl.,
ren./Tel,: +7 (4862) 440055; 440056,
pakc/Fax: +7 (4862) 440037

1,

302516 Russia,

SANOFI wp

AO "CAHO®H BOCTOK"

e-mail: vostokPfsanofi-aventis.com.
HauMeHOBAHME Conuxkpa ConoCrap® pacTesop ANA MNOAKOXH.

apegenms 100 EN/mn+50 mkr/mn 3w x 3
N napTHM FO074A0821
Kon npoaykTa ORL 741200 Kon GMID 741200
llaTa npoM3BONCTBA 04/08/2021 Cpox roAHOCTH 31/07/2023
KonuuecTro 17806.000 EAMHULUK ynak.
Mpov3aBoauTeNb Sanofi-Aventis Deutschland GmbH
HI JMN-004874-300518, wu3M.Wwl-4; PY NMN-004874 ot 30.05.2018

NonHoe HaumeHosanue Conuksa ConoCrap® pacTsop IJIA NONKOXHOI'O BBEAEHMA 100 EO0/mn + 50 mxr/mn
(kapTpuox B wnpMu-pyuxe ConoCrap®) 3 w1 X 3 (nauka KapToHHas)

Hoxazareau /. Tests :

Cnemnduxannua/HJ / Spec.

. PeayanTars! / Results.

MapkupOBKa (KAPTOHHAA Navka,

npoaosixexue )

MapkupoBka (KapToOHHAas nadka,

npononxexune)

MapxupoBka (KapToOHHaR nauka,

npononxanue )

MapxupoBka (KapTOHHAA Nauka,

npononxeénue)

XpaHexue
Mpu Temneparype or 2 ‘C mo 8 °C

XPaHeHUR,

«locse Havana MCNONb3OBAHWA mnﬁnq—pyugu
ConoCTap® MOXHO NPUMEHATL B Teuenue 4 ..
Helenk, XpaKA npH TeMnepaType Huxe 25 °C
B 3ayﬁnéuncu ot crera mecte. He
3aMOpAIABATL M He xp;uuib B
XONOMMNMbHUKE . ¥, HAMMEHOBaHME
OHUPME-TPOM3BONUTETR,
cTpana NpoMsSBOACTBAa, ACTOTUN KOMNAaHMM
(RATHHCKMM WPHPTOM) , HOMEP cepuu
(«Cepus:»), OaTa NPOMIBOACTRA
(«llpou3penero:»), CPOK POAHOCTH («Tonex
nO:»), HaMMeHOBAHME POCCMACKOIO
ApeanpHATHA, OCYWeCTBAANWErQ YNakoBkKY,
agpec,
WTPUX~KON, HOMEP PeTUCTPALUOHHOTO
YAOCTOBEPEHHA, TenepoH ropAuedl NuHuKM Nno
caxapHoMy OuafteTy, «3BOHOK No Poccuu

Secnnathudin, 2D kom{w), BHYTPeHHMI
YyNaKoBOUHWA KON (W) * *) BMOHHM nocne

BCKPHTHA YNaKOBKH,

HNONONHMUTENEHO NPeNYCMOTPEeHA JAUMTHAR
Haxnmeiika Ha OOHOM CTOpOHE KapTOHHOM
nawvku. fONONHUTENbBHO MOXET OHITE HAaHeCeHa
HHOOPMALMA ANA MOHHTOPHHIA HABMXEHUA
NeKApCTBEHHWY NPEnaparos or

NPOHIBOAKTENA [C KOHEUHOro norpedureni.

. HeLLOCTYMHOM MR feTeA MecTe.»,
YCIOBMA XPaHeHUA,
«flocne Hayana MCNoONb30BaAHMA
mnpuu-pyukn ConoCrap® MOxHO
npmerm'rb B TeyYeHue 4 Hemens,
XpaHA NpW Tedneparype Hume 25 e
B JauMmeHHOM OT CBeTa MecTe. He

3aMOpaxMBaTL M HE XPAaHUTL B

XONMOAMIIBHHUKE . », HAKUMEHOBAHHE

GUPME-NPON3BOOANTENA,

cTpaHa NpoMIBOACTBA, ANOTOTHN

KOMIMAaHUK (NaTHHCKMM wpHbTOM] ,

HoMep cepun («Cepmsa:»), nara
nponasoactTea («llpowaseneHo:»),
cpok ronHocTh («lopeH #o:i»),
HauMMeHOoBaAHWE pOCCHﬁCKOI‘G
npeanpUATHA, OCYWeCTBAOWETO
ynakoBxy, aapec,
WTPUX=KOA, HOMep
PEPUCTPAUMOHHOTO YAOCTOBEDEHHA,
TenedpoH ToOpAUERd NHHUK NO
caxapHoumy nuabery, «3BOHOK Mo
Poccumn OecnnatHedi», 2D kox,
BHYTPEHHKH YNAKOBONHBA KOI
{pMOeH nocne BCKPHTHA YMAKOBKH] .
BONONHUTENBHO NPeaycHMoTpeHa
B30ATHAA Haxnedxa Ha ONHOH
CTOpPOHE KAPTOHHOM nNadkM. .

s
JNloNOGAHUTENLHO naueceua‘ <>¢y/1’

MHOOpMALMA And uouumoquqfa

ABUEEHUA nexapcwnenﬂuxl

npenapaToe oT npouasonu-f{;ﬂ_z?o

= fr H
xoneunoro norpedurestas | <7

rap_sos_rasultats v3
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CeprudHKaT aHau3a

302516, Poccua, OpnoBcxaa oBn, OpnoBCKuUi padoM,

c/n BonemexkyauxoBCkoOe, yiu. Jlueewckas, a. 1, AO "CAKOSH BOCTOK™
Livenskaya str.l,s/p Bolshékulikovskoye,

Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

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

dakc/Fax: +7 (4862} 440037

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

HaumeHoBaHue ConukBa ConoCrap® pacTBOp INA NOOKOXH.
BBeOeHKA 100 EN/mn+50 Mkr/sam 3mn x 3

K napruu FO74A0821

Kon npomykra CRL 741200 Kom GMID 741200
Jata npoM3aBoacTBa 04/08/2021 Cpox ronHocTM 31/07/2023
KonuuecTeO 17806.000 EOvHM s yrnax.
NpousponouTens Sanofi-Aventis Deutschland GmbH

HO Nn-004874-300518, wn3m.W1-4; PY JII-004874 ot 30.05,2018

Monsoe HanMmeHoBaHme Conukpa ConoCrap® pacTBOp A4 NOAKOXHOIO BBegerua 100 E0/mn + 50 mxp/mn
(xapTpuox 3 wnpuu-pyyke ConoCrap®) 3 mn x 3 (nauka KapTOHHaA)

. ]
IToxazarenu / Tests Cnenndukanna/H] / Spec. PeayanTaTts! / Results
B JAMMIEHHOM OT CBeTa mecTe.
He 3aMopaxBarth.
CpOK FOAHOCTH: 2 rega. 2 rona.
———— A e et e e e s e S —

HanuaAa CepuA NEKAPCTBEHHOrO MpPenapara OWla MPOM3BENEHA M MCMMTAHZ B COOTBETCTBHM C REHCTBYDIMM 33XOHOIATENsCTROM
POCCHMACKOR ®eflePauMi U TPeDOBAHMAMK PerMCTPALMOHHOTO NOCheE.

OOK Peuwenune - Final Decision Paspewed BanycCK B IpaxiaHCkuii oBopoT

.

Pemenue
Pemerie no KOMTPONBHON cepun Released w/o Restrict. or Dev.
YNonHoOMOUGHHOA MU0 NO KANQCTBY Olga Veretennikova
JaTa NPHHATHA pemleHMN 17/01/2022

DlaHHelt cepTOMKAT 3aBeped 3NeKTPOHHON NOANMCLD M3 BAJMOMPOBAHHOHA LIMS./This certificate has been electronically
signed from a validated LIMS @
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Pa3pelweHue Ha peanuaaunio Connkea ConoCrap®, pacteop Ana nagxoxHoro eeeneHur, 100 Efl/mn + 50 'y
wKr/mn Ne3 SANOFI Y g
OREL| =
ORL-FORM-001222 [v. s0 | fava nonaer sar(DOMMY VYY) : 12102021 |EFFECTIVE 5
g
K ORL-SOP-00017 ¢
z
AQO «CAHO$ BOCTOK» - £
302516, Opnoeckan obnacte, Opnosckuit paitoH, c/n Bonbwekynukoeckoe, bJ N
yn. lineeHckan, a.1, Ten.: +7 (4862) 440055; 440056, daxc: +7 (4862) 440037
e-mail: Vostok.Orel@sanofi.com SANOFI g

PA3PELUEHME HA PEANIMSAUMIO Ne méz ot « 7¥ » p%//dﬂd’ 2022r
YNONHOMOYEHHOE nuo A ep erewuuwﬁg

0«/6 Za_ %exsceeé’x/a

(Npuxas M3 P> Ne264/ or 36 aupesrp 2049 19r «06 aTTecTauMu YNoNHOMONEHHbIX Nny
NPOU3BOANTENEH NEKAPCTBEHHBIX CPEACTB ANA MEANLMHCKOTO NPUMEHEHNAY)

§
=
=
2
S
x
B
~

MOATBEPXAOAET, YTO NEKAPCTBEHHbIW NMPENAPAT

Conukea ConoCtap®pacTtsop ans noaKoXHOro aaen'enuu. 100 EQ/Mn + 50 mkr/mn
(kapTpumK/wnpuu-pyyka ConoCrap®) 3 mn x 3 (nauka kapTOHHasn)

MHH: UHcynnH rnaprud + NlukcuceHatng,

PeructpauuoHHoe yaoctosepenue: fMN-004874 ot 30.05.2018
BeiaanHo AO «CaHocpu-aseHTHC rpyn», dpaHLmA

HopmaTusHas goxymentauua NN-004874-300518, usmenenus__ A~ 7 '4
Cepus _~ O Z4 40821
Nava npoussoactea: _O4. O8 202 7/ FogeH po: 3/2.0¥ 2023

Konuuectso: __ 7 & B045 yNakoBoK
Ceptudmkar avanumaor 7L O/ 222

MpousseaeHo:
Canodn-AseHtuc [onunana MMG6X , Fepmanun/Sanofi-Aventis Deutschland GmbH,
Bruningstrasse 50, H600, H500, H590, 65926, Frankfurt am Main, Germany

YnakoBaHo:

3A0 «CaHogpu-Asentuc Boctok» (AQ «CaHodu Boctok»), 302516, Opnosckas o6nactb,
OpnoBckuit panoH, ¢/n Bonblexkynukoeckoe, yn. JluseHckas, A. 1, Poccua

NPOU3BEAEH U UCNBITAH B COOTBETCTBUK C AEUCTBYIOLUM
3AKOHOAATENLCTBOM POCCUUCKON ®EAEPALUMU U TPEEOBAHUAMM
PETMCTPALUMOHHOIO AOCHE.
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