TEKJIAPAIIAA O COOTBETCTBUU

NEKJIAPAHT, NPYHUMAIOIMH JEKJIAPALIMIO O COOTBETCTBHH

340 "Canogu - Asenmuc Bocmox"

Ceedenua o pezucmpayuu opaanusayuu. MexcpauorHas uxcnexkyua Pedepancroli Hano2080 cryxcbut Ne9 no
Opnosckoii obnacmu 01.07.2013, OI'PH 1045751004254, dama npuceoenus OPH 14.12.2004.

Adpec: 302516, Oproscxas obn., Opnosckuil p-H, c/n Bonbuiexynuxosckoe, ya. Jlugenckas, 0. 1. Tenepon:
8(4862)44-00-535.

B nuye: lenepansuwiii oupexmop Lilunoe M.B.

Hogepennoe nuyo: Bepemennuxosa O.A., dosepennocmes Nel0 om 10.01.201 9.

3ASBJSIET, YTO

nexapcmeenroe cpedcmeo: Jlanmyc ConoCmap, pacmeop dna nodxoxicrozo eeederus 100 EL/mn 3 mn,
xapmpudcu (1), wnpuy-pysxu "ConoCmap" o0ropasosvie (5), nauku kapmonnvie, PY Ne JICP-007047/09 om
07.09.2009 (dama 3amenvt 31.07.2019) evtdano Canogpu-Asenmuc Jotuunand I'm6X, cepun 9E0620919,
napmus 23701 ynaxoeok, 20dex 0o 01.09.2022, npouseodcmea 340 "Carnogpu-Asenmuc Bocmok", Poccus,
HHH 5751028489, 302516, Opnosckas o6n., Opnoscxuii paiioH, ¢/n bonbuieKynuxogcxoe, yn. Jlusenckas, 0. 1,
xod OKIIJ2 21.20.10.119

COOTBETCTBYET TPEBOBAHUAM

JICP-007047/09-310719

JEKJIAPALIMS TPUHATA HA OCHOBAHHH

npomoxon ucnstmanuii Ne 3368p om 31.10.2019 HJT 000 HI "®APMOEOPOHA", ammecmanm
axxpedumayuu POCC RU.0001.21 ®J140, Cepmughuxam POCC RU.®M08.C52829 om 01.11.2019

JIATA TIPUBSTHSA TEKJIAPAIYMH 07.11.2019
| BUTEJILHA J0 0/.09.2022
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S CRE IEHUS O PETCTPALIAH

OPI'AH INO CEPTHOUKAIIHH, 3APEIACT PUPOBABIIHI JEKJIAPALIHIO

RA.RU.11®M08 OPTAH IT0 CEPTHO®HKALIHH ITPONYKLHH OFL{ECTBO C O’ PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LIEHTP KOHTPOJIA KAHECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, seb-
caiim: oykx.pQ.

JEKJIAPAIIMSI O COOTBETCTBHH 3APETUCTPUPOBAHA M POCC RU JI-RU.®@M08.A.42780/19
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CeprudukaT aHaJIH3a

302516, Poccua, OpnoBckaa ofn, OpnosckuP paRioH,

c/n SoneweKyA¥KoBCKOE, yAn. JiubeHckaa, A. 1, 9A0 «CAHOOM-ABEIYTHMC BOCTOK»
Livenskaya s=r.1,s/p Bolsherulikovskoye,

Orlovskiy rayon, Orlovs<aya obl.,302516 Russia,

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

daxc/Fax: +7 (4862) 440037

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

HauMeHOBaHUe NlaHTyc® ConoCrap®, pacTBOP IIA NOIOKOXH.

peeneHys 100 EL/mn unp.-py4ky 3mn NS
|f naprun 90620913
Koen npooyxTa OR.. 383976 Kox GMID 283976
llaTa npo¥3BONCTBA 07/09/20:19 COOK - OOHOCTH c1/C¢9%/2022
NMooxzmonuTens 3A0 «Canodu-ApeHTuc BocTok» KoauuyecTso 23707.000

EcvHuus ynak.

HA JICP-007847/09-310719

e T T e Aot
Iloxkaszarenn [ Tests Cnenuduxanusa/HJ / Spec. PeayavraTsl / Results

Onucanue [(3M3yansHEF MeTOm) flpospautan, OecuseTras WA MOYTH Coota,

GecuneTHan XMAKOCTE
TNognMu4ocTe (BIAX) :
- MHCYNWH TRapTHH Ha XpoMaTorpamue MCNHTYE&MONo pacTeopa, CooTa.
NORYYeHHOR NPH KOMMYECTBEHHOM
onpeneneHMy MHCYNHHA PAAPTHHA, JO/KEH
NPHCYTCTBOBATL NHK, BPeMA yIepxMBaHuA
(Rt) KOTOPOro COOTBETCTBYET BpemenH
yvaepxmBasuA (RT) nmxa MHCYNHMHa PRapruxa
Ha XpoMaTorpadMe pacTBOpa CTaHAapTHOPO
oBpasila MHCynKHa raaprusa (i 3%)
- M-gpeaon Ha xpoxaTorpamMe McNHTYEMOTO pacTsopa, CooTa.
MoryWeHHoOf NpW KOMMYECTBEHHOM
onpenenexun M-Kpesofia, HONKEH
NPHCYTCT203aTh MHK, BPeMA YAepaMBaHUA
(Rt} XOTOPOro COOTBETCTBYET BPEMEeHM
yaepxysaHuA (Rt) nwuka M-kpesona Ha
XpoMaTorpaMse pacTsopa CTaHOapTHOTO
ofipasua m-xpesona (t 3%)
NpoapauHocTe (BUayansHul? MeTon) fipenapatT nonxeH OWT: MPO3payHWM MO CooTs,
CpaBHEHWD C BOAOH MAM €ro onanecueHumnsa
He nofxHa npepHmaTh ONanecueHUMD
CTaHmapTHOR cycleHauy I
peTHOCTL (BM3yansHLId MeTOnm, fipenapar pomxeH OWT: OGecuUBeTHLM 11O CooTs.
CpaBHCHWI C BOJO# MAKW MHTEHCHBHOCTB CIo
OKpPacKM He LONAHa NpeBbmaTh
MHTEHCKBHOCTL OKPACKKM 3TANOHHOro
pacTpopa useTHocTH BS
pH (noTeHuuoMerTpuAa) Or 3,5 no 4,5 4.0
MexaHuyeckme BRIDUEHMA:
- BUOMMbHE {BM3yanbHsid meTon) fipr BMIyansHOM KOHTpPONE BUIMMHE CooTsa.
BKIDYEHUA MOOMKHH OTCYTCTBOBATE
= HCBHAMMHE (cyeTHO-QOTOMCTPHYECKHMP® MeTon)

yacTvuw >= "0 MKM, YACTHIUL/XapTPHAX Ke Oonee 6000 63

yacTeud >= 25 MKM, HACTHUN/KAPTPHAX Fe Oonee 600 1
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Cepruduxar anaausa

302516, Pocrua, Opnosrkaa o6n, OpnoBcxué paion,

c/n Sonswexynwxoscxoe, yi. JiuBewckaa, n. i, A7A0 «CAHOOH-ABEHTHC BOCTOK»
tivenskaya scr.1,s/p Bolshesulilkovskoye,

Orlovskiy rayon, Orlovs:aya obl., 302516 Russia,

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

daxc/Fax: +7 (4862) 440037

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

HauMeHOBaHHKe JNlauTyc® ConoCrap®, pacTBOp IJIA NOLOKOXH.
peenenua 100 EL/min unp.-pyuyry 3wl WS
N napTuM 9E0620919
Kog nponykra OR. 383976 Koa GMID 383976
LaTa NpoM3BOACTBA 07/09/2019 CoOK TOOHOCTH 01/C9/2022
MoouspoauTesnk 3A0 «CaHopu-ApeHTHC BOCTOK® KoauyecTBo 23702.000
ELyHMLE yrnak.
1H£ JNICP-007C47/09-310713
—
Iloxkazarenu / Tests Cneuuduxanun/HJ / Spec. Pesyasrars: / Results
BHCOKOMONEKYNApHUE OGenky, * He Gonee 0,3 0.0z
(BIXX)
PoncreenHue OGenku (BIAX) :
copepraHue eAMHHMYHOIO POACTBEHHOTO Ee Gonee 0,5 0.2
Genka,
- cyMMapioe COoOmepEaHWe PONCTBEHHBR Fe oonee 2,0 0.5
denkos, %
Hasnexaembli oGbeM, i He menee 3,0 3.1
BakTepuansnue 31EOTOKSHHH (JIAfl-TecT) He Gonee B0 E3/100 ER CooTs.
CTepUAsHOCTL (MeMOpaHHana QUNbTPAUMA) Mpenapat ROAXeH OWTbL CTEpPMIIbHLDA CrepHbHui
liuek, Mxr/ma (AAC) or 27,0 no 33,0 30.3
KoruuecTneHHoe onpefenenve | BIKX):
- MucynMH TRApTUH, wr/Mn or 3,46 mo 3,82 3.65
- MHcysnwun rnaprud, EO0/mn ot 95,0 no 105,0 100.3
- M=-xpe3aon, Mr/un Ot 2,43 po 2,97 203
BMONMOPMYECKAA AKTHUBHOCTH, ! Ot %0 po 110 CooTsercTBEMe rapaHTHpPYeTcA
(Bronoruyecxui) (TecTHpyeTcA NepHonMdeckH)
TpoNoUTHPOBAHOe AefCTBKE, * MCnWTyCcM npenapaT CMUTANT NPomeammd CooTBeTCTBHE TapaHTHpyerca
(Oxonoruyeckuhi} MCNETAHKMA, €C/AHM B KOHTPONBHOR BprMeH:iof (TCCTHPYCTCAR OCPHOLMMEGCKH)

TOYKE Yy XMBOTHHYK, NORyuueuMx HIl, cpenHaa
OTHOCUTENBHAA KOHUEHTPAUMA I'MOKOUE B
KPOBM,; PACUYMTAHHAA M3 HHOKMBUAYANbHHX
XOHUEHTPaUHUA, AOCTOBECPHO HUXE, YoM Y
EMBOTHKY, NOMYYHMBIMX OCHOBHOW pacTBOP
CO. JocTOBepHOCTH PA3NMUMA MPOEZEpPANT <
noMowsO kpUTepuAa CThBOOEHTA NpH
nOBepPUTENbHON BEPOATHOCTH
P=0, 95 .XMBOTHEX, NONYUYHMBEWX OCH

Yrazouxa flo 3 Mn npenapaTta B KapTpULE W2 CooTa.
npospadyHoro, GecuUBeTHOro crexna {mvn
I!. Kaptpuix ykynopeH C OOHOW CTCPOHH
npoSkofi M OOXAT arOMMHUMEBHM KONMAYKOM,
cOpyro# cTopors - ANyHwmepom. KapTpuox

EMOHTMPOBAN B GAHOPA3IOBYN WNPHUL PYWKY

CuoroC~ap®. No 5 mnpuu-pyyex ConcCrapd
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Cepruduxar anaamusa

302516, Poccua, Opnosckas o6n, OpnoscxuP paRow,

c/n SonbwexynrkoBCKOe, YA. JMBEHCKaA, M. ., 3A0 «CAHOOM-ABEHTHC BOCTOK»
Livenskaya s=r.l,s/p Bolshezulikovskoye,

Orlovskiy rayon, Orlovszaya obl.,3025.6 Russia,

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

dakc/Fax: +7 (4862) 440037

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

HaumeHoBauue Jlanryc® ConoCrap®, pacTBOp LNA NOLKOXH.

Beenenus 100 EL/mn unp.-pyuky 3mn KBS
¥ naptuu 9E0620913
Kon nponykra OR.. 383976 Koa GMID 383976
LaTa Npou3BOnCTEBa 07/09/2019 CpOK TOOHOCTH £1/C9/2022
NMoouzBoauTaNbL 3A0 «CaHodu-ABeHTHC BocTok» Koanuyectso 23701.000

EnMHUUL ynak.

HO JIicpP-007C47/09-310719
IToxazaTtenu / Tests Cneuuduxanun/H/ / Spec. PeayasrTars: / Results

BMECTE ¢ HMHCTPYKUMeR NO NMpUMEHeHHK B
XAPTCHHYO Nauky.
Mapxuponxa (wnpru-pydka ConoCrap®. Ha mnpuu-pyuxe ConoCrap® ykasaHo Ha CooTs,
PYCCKOM A3WKE: TOProBoe HasBaHue
npeénaparta ({(flanrtyct
ConoCrap®), MexayHapoRHoe
HenaTeHTOBAaHHOE Ha3lBaHWe, comepxanue EI
8 sn, nexapcrpeHHaa dopma,
oObeM npenapaTa B M, ROTrOTHN XOMIAHWM
{(raTHHCKUM WpUPTOM) , HOMep
cepud, JlaTa NpoK3BoORCTRA,
ToneHd no, BHYTPeHHu? YyNnaxoBOUHHA
xon, 20 xonm.
Mapxuposxa (kapToHEaAa navkal Ha XapTOHHOM Nauke yKAZWBAETCA =a Coora.
PYCCKOM ASHKE: TOProBOe HasBaHue
npenapata (flauTyc® ConoCrap®),
NEeXOYHApPOAMOE HEeNaTeHTOBaHHOEe HasBaHue,
cnocoB nonmydyeHuAa, conapzatue EI B wn,
«P&CTDOD AnA NOOKOEHOI'O BBelleHHA B
mnpru=-pyuxkax ConoCrapi», «InA NedeHMs
caxapHoro puateTa», KOMMMECTBO
UNpHU pyd¥ex B ynakoske, oObeM rpenapara
B M1, COCTaB C YKAalaHMEM HABBAHMA M
comepmaHMA aXTMBHOIO BeWeCcTBa M nepeuHeM
BCMOMOTATENbLHEY BemMECTh B . M1,
«MCnon>=cBaTh TOMbKO NPO3pauHedt
OecuBeTH: pacTBOpP», «CTepunbHO»,
Maprxupopka (kapToniiaa navka, YCROBMA XpaHeHWA, «XpaHuTh B CooTs.
npononxexite) HENOCTYNHOM NNA neTell de-Tten, «ocnc
Hayana MCNOMbAOBaHUA

NpelBapUTeNbHO SaNONHEHHHE (ENPUU-PYUYKXy S

ConoCrap® MO®HO NpHUMEHATL B Tevenue 4 TS

=

Herdens, XPaHA NPH TeMNEPaType He Buite g e
30°C», «llepea MCNON53OBAHMEN

BHUMAT@ALHD NPUYHTaViTE KHOTPYXKUMDR,
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Ceprudukar aHaausa

302516, Poccu’, OpnoBckaa obn, OpnosBckuP paftou,

c/n 30NbWeKYNKKOBCKOE, yn. JMBEHCKaA, 4. 1, 3A0 «CAHOOM=-ABEHTHC BOSTOK»
Livenskaya str.l,s/p Bolshexulikovskoye,

Orlovskiy rayon, Orlovs<aya obl.,302516 Russia,

Ten./Tel.: +7 (4862) 440055; 44005¢,

daxc/Fax: +7 (4862) 440037

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

HauMeHoBaKue SanTyc® ConoC-ap®, pacTBOP LAA MNOOKOXH.

pEefeHuA 100 EA/mn unp.-pyuxky 3ma 05
N napruum SE06209193
Koa nponykTta OR. 383976 Koa GMI1D 383976
LlaTa NPOU3aBOSCTBA 07/09/2019 Cook TOOHOCTH ¢1/c9/2022
lNoouseoouTENk 3A0 «CaHopu-ABeHTUC BocTok» Ko.auuec:Bo 23702.000

EouHuLb! yHaK.

HI JCp 007547/09 310718
IToxa3zareau [ Tests Cneunduxanun/HJI / Spec. Peayastarsi / Results

YCRORMA OTRYCKA, Ha3BaHue
dupMu-nponasopurena, e anpec,
renepon/daxc, NOTOTHN KOMDAHKU
{raruHCckuM wpKQTOM), HOMEpP Cepuy, naTta
NpPoOM3BOACTBA, TOONEH OO0, HoMep
PETHCTPALMOHHOTC YAOCTOBEPeHUA,
oTPUMX-KOoM, TernedoH ropaded NWHMM nNo
caxapHoMy mmabery, «3BOHOK no PoccuM
OecnnaTHeR», BHYTPeHHMA YNakosoYHLHA

®ol |H), 2D xon(H}. JONOAHMTENLHO MOWET
OHTb HaHeceHa MHQOPMAUKA ONA MOHHUTOPHHTSE
OBMXEHWA NIeKapCTBEeHHWX Npenaparos oT

npoMzBOomMTENA N0 XOHEUHOro norpeburerna.
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CooTBeTCTByeT TpeSoBaHuau H No npoBepeHHHM NokasaTenaM

Pemeune
PemeHMe NO KOHTPONLHON CepHH Released w/o Restrict. or Dev,
Havansuux OKK Vladimir Sorokin
JaTa NPUMHATHA PemeHHs 24/10/2019

NanHe# ceprudmxar 3aBepeH BNeKTPOHHOW NOANMCHLD W3 Banuauposannofi LIMS./This certificate has bcen‘ele¢bi
signed fror a validated LIMS . bedls
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