AEKJIAPAIISI O COOTBETCTBUM

JEKJAPAHT, IPHHUMAIOUIUA JEKJIAPAIIMIO O COOTBETCTBHU
340 "Canogu - Aeenmuc Bocmok"

Ceedenun 0 peeucmpayuu opeanusayuu. Meocpationnas uncnexyus Dedepanvroi Hano2080dl cayscber Ne9 no
Opnoecxoti 06aacmu 01.07.2013, OT'PH 1045751004254, dama npuceoenus OIPH 14.12.2004. ‘

Aodpec: 302516, Opnoeckasn 6., Opnoscxuii p-u, ¢/n Boavwexyruxoscroe, yn. Jlusenckasn, o. 1. Tenechon:
8(4862)44-00-55.

B nuye: I'enepanvruiii Oupexmop Ilunos M. B.

| Hosepennoe nuyo: Bepemennuxosa O.A., dosepenrocms Nel0 om 10.01.201 92,

3AABJISIET, UTO

nexapcmeennoe cpeocmso. Anudpa ConoCmap, pacmeop 0as nodxoscnozo esedenusn 100 EQ/mn 3 ma,
Kapmpuodxcu 8 00HOpazosvix wnpuy-pyyxkax ConoCmap (5), nauxu kapmounsie, PY Ne JICP-007048/09 om
07.09.2009 (dama nepeogopmnenusn 04.10.2013) swidaro Canodu-Asenmuc Jotivnand Im6X, cepusn
9E0460619, napmus 20743 ynaxosok, zodex do 01.06.2021, npoussodcmea 3A0 "Canocpu-Asenmuc Boemox”,

Poccus, HHH 5751028489, 302516, Opnosckas obnacms, Opnosckuii pauon, c/n Bonbwexkynukosckoe, yn.
Jlusenckasn, 0. 1, kod OKII2 21.20.10.119

COOTBETCTBYET TPEBOBAHUSIM
JICP-007048/09-070909 uzm. Ne 1-8

AEKJIAPAITHS] TIPHHSTA HA OCHOBAHHUH
npomoxon ucnstmanuid Ne 2810p om 19.09.2019 HJT OO0 HI] "®APMOBEOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC RU.®MO8.C48845 om 20.09.2019

JIATA TIPHHATHS AEKJIAPALIAU 20.09.2019
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CBEJEHHUS O PETUCTPALIMA

OPTAH ITO CEPTH®UKAILIUH, 3APETHCTPUPOBABILI U AEKJIAPALIH KO

RA.RU.11®@M08 OPIAH ITO CEPTHO®HKALIMH NTPONYKIIHH OBLIECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. S, nom. I kom. I, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, geb-
caum. oyxk.pe.

JAEKJIAPALIHSA O COOTBETCTBHUH 3APETMCTPHPOBAHA M POCC RU A-RU.OM08.A.37274/19

NATA PEFHCTPAIIMM 20.09.2019
@7 Hupenko U.B, &

noanuch Pykosogutens OC. -







Cepruduxar anaausa

302516, Poccua, Opnosckaa obn, Opnosckuit paftod,

c/n BonbwekynMKoBCKoe, yn. JluBeHckas, 4. 1, 3A0 «CAHOOU-ABEHTUC BOCTOK»
Livenskaya str.1,s/p Belshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

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

dakc/Fax: +7 (4862) 440037

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

HaumeHoBaHue Anunpa® ConoCrap®, pacTBOpP LNA NMOZKOXH.

seenenus 100 EO/Mn wnp.-pyuku 3mn W5
¥ naprum 9E0460619
Kon nponykra ORL 383973 Kon GMID 383973
IlaTa NpOU3BONCTRA 28/06/2019 Cpox roaHOCTHU 01/06/2021
[fpouzponurens 3A0 «CaHodpu-ABenruc Bocrok» KonuuyecTrO 20743.000

EnMHMLUR ynak

HI NCP-007048/09-070909, wzm.N1-8
Tloxazarenu / Tests Cneundpuranus/H]Y / Spec. PesyabTarsl / Results
OnucaHKe {BU3YansHuA) NpeoapayHaa, OecUBeTHaA MIH MONTH CooTs.

SecuBeTHAA XMAKOCTH
NoanuHHoCTs (B3KX) :
- HHCYNUH PAYAWUIMH Bpema ynepsmeanus (Rt) OCHOBHOPO nMKa Ha CoOTE.
XpoMaTOTpaMMe MCNETYEeMOrS PacTBoOpa,
NONYYEHHOA NPM KOAMYSCTBEHHOM
onpeneneHuy MHCYNMHA DAYJIM3HHA, IOJIXHO
COOTBETCTBOEATE BPSMeHM yaepamanma (Rt}
MKa MHCYAMHA DAYAM3MHA Ha XpoMaTorpame
CTAHOAPTHOPrO pacTsopa (i 5)
- M-kpeson BpeMa yHepx4BaHMA OCHOBHOTO MNMKA Ha CocTs.
KPOMATOrpAMME MCNWTYEMOIO pPacTBopa
AONEHO COOTBETCTROBATL BPEMEHM
YOSP¥MBAHMA NMxa M-Kpescfla Ha
XpoMaTOrpamMMe CTAaHIAPTHOCO pacTBopa
(£5%)
Mpo2pauxocTs (BMAYaneHuR MeTon) Npenapar gonxeH OWTbe NPO3pauHLB NO Coore.,
CpasHeHM© ¢ BOOOW MAKM erc onanecuemMuma
He NOMXHMa MpeBHUATH ONafeclUeHuHo
CTaHMAPTHON cycneH3uu I
leeTHOCTEs (BM3YanLHWN MeTOR) NpenaparT nonxeH OuT:E GeCUBETHHM NO Coors.
CPaBHeHU® C BOOOH MAM HMHTEHCHMBHOCTL €ro
OKpack#u He QoJKHa npeBHllaTh
UHTEHCHBHOCTE OKPACKM 3TANOHHOTO
pacrsopa UBeTHOCTH B9
PH (noTeHuMoMeTpKA) Oor 7,0 no 7,8 7.4
MexanMdeckue BKMOMEHMA:
- BuOMMEE (BM3yansHeli MeTon) fipy BM3YaNbHOM KOHTpOME BMAWMNE Coors.,
BRJIVYEHHA NONEHHE OTCYTCTBOBATH

- HeBUAMMHE (CYeTHO-POTOMETPHYECKHMA MeTOon)

HacTuus >= 10 MKM, YacTUUb/KapTPUIx He Gonee 5000
HacTMUH >= 25 MKM, YacTHue/kapTpumx #e Oonee 600
HapneraeMuli 0O0beM, MN He menee 3,0
BuCOKQMONEKYIZpHHe Benku, % (BIXKX) He OBonee 1,5

PoocreerHuwe Senku (B3IKK) :

rap _coa_rasultats v5







Ceprudukar ananusa

SANOFI| g
302516, Poccun, Opnosckas 065, OpnoBCkuil paikow,

c/n BonbwekynukoBCKOe, yna. Jiusewckas, n. 1, 380 «CAHOOM-ABEHTUC BOCTOK»
Livenskaya str.l,s/p Bolshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

Ten./Tel.: +7 (48B62) 440055; 440056,

dpaxc/Fax: +7 (4862) 440037

e-mail: vostok€sanofi-aventis.com.

HauMenobBaHue Anvopa® ConmoCrap®, pacTBop INA NONKOXKH.
BeeneHus 100 Ef/mn wnp.-pyuku 3mn 05
{¥ mapruun 9E0460619
Kon nponykTa CRL 383973 Kon GMID 383973
JlaTa NpoMs3BOACTRA 28/06/2019 Cpoxk TOOHOCTH 01/06/2021
[lpoussonuTens 3A0 «CaHotm-ABenTuC BocTok» KenuyecTso 20743.000
EnvRruLe yiak
HO JCp-007048/0%-070909, wuamM.N1-8B
woeshision a
IoxkasaTenu / Tests Crnenuduxauun/H / Spec. Peayarratsl / Results
- A-21-Xe33aMMONOMHCYNIUH, % He Genee 1,0 0.2
= lp -oxcanun-ls-gesdeH-HHCYNHH He Sonee 0,6 ueHee 0,1
raynuavd, %
- Mofan enHHMYHAA HeMOeHTHOMUMpYEMAR He Oonee 0,5 0.2
npuMecs, %
- Cymma BCex npumeceii, % He Gonee 3,0 1.0
KonuMuyecTBeHHOe onpeneneHue (B3XX):
- MHCYAMH DAynusuH, Mr/mn 3,32 - 3,87 3.5¢
~ MHCYNUH DRYMU3HMH, EI/mn 95,0 - 105,0 101.3
-~ M=-kpe3son, Mr/mn 2,83 - 3,47 3.19
BakTepuanbHue IHACTOKCHUHL He Gonee 80 E3/100 ER Coore.
(NAn-Tecr)
CrepunsroCTh (MeMOpaHHas duneTpauusa) Mpenapat nofixer OHTL CTEPHITEHLM Crepune Wy
BUOROTUYECKAA aKTUBHOCTE, % OT 90 - 110 COOTBETCTBHE TapaHTUPYETCH
3AABIGHHOM AKTHBHOCTH (DOMONOIMYECKUA) (TecTupyeTCA nepuoOMUeCKH)
¥rnakoska Mo 3 Mn npenapaTa B KapTpuOx M3 COOTB.
npospayHoro, OecueerHoro crexna (Ttun I).
KapTpuax ykynopex ¢ onHoli CTOPOHM
NpoOKoR M OOXAT ANOMMHHMEBEM KOANAYKOM, C
LPYroH CTOPOHH - nayHxepos. Kaprpuosx
BMOHTUMPOBAH B OAHOPAZOBYKR WAPHMU-~PYYKY
ConoCrap®. o 5 wnpuu-pyyex CosoCrap®
BMECTE C HHCTPYKUMEA MO NpUMEHEHWD B
KAPTOHHYIC Nauky.
Mapkuposka (unpuu=-pydyxa ConoCrap®) Ha wnpMu-pyuke ConcCrap® yra3usaeTcA Ha CooTs.
PYCCKOM A3HKE! TCOPTOBOE HAaUMEHOBAHME
npenapara (Anunpa® ConoCrap®),
ME@XAYHAPONHO® HeNnaTeHTOBaHHOe
HaumeHoBaHue, conepxaHwe EI B M7,
nekapcrsendas dpopma, ofwem npenapara B
M1, NOTOTHUN KOMNAHMM (NaTHHOKMM
upudToM) , HOMep cepuM, IaTa
Npon3BoOACTBA, [OOEM OO, BHYTPEeHEUH
ynaxosouHeii kof(w), 2D xenm. 0
MapkuMpoBra (kapToHHAA nawkal Ha xapromHofi nauxe yxaswBaeTca Ha Coore, < g

rap coa_rasultats v5







CepTuduxar anaiusa

302516, Poccua, OpnoBckana obn, OpnoscCKUM PaicH,
¢/n BonewWeKyNWKOBCKO®, YnR. JlueeéHuckaa, O. 1,
Livenskaya str.1,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl.,302516 Russia,
Ten./Tel.: +7 (4862) 440055; 440056,

bakc/Fax: +7 (4862) 440037

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

SANOFI «gp

3A0 «CAHOOM-ABEHTUC BOCTOK»

npoponxexme) ansa nereidt msecrewn, «[locne Havana

Henene», «llepen MCNoNb3IOBaHMEM

YCIOBMA OTNYCKA, HaUMEHOBaHMe
DUPMH-NPOHIBOAMTENR , ampec,

refedon/PakKe, JIOTOTHMN KOMMAHMU

nNpoH3BOACTBE, IrOA8H OO, HOMep

PErUCTPAUHOHHCIO YHAOCTOREPEHUA,

HaunmeHopaHue Anunpa® ConoCrap®, pacTeBOp LA NOIKOXH.
Bpenedua 100 EO/Mn uwnp.-pyuxu 3mn N5
N naprTum 9E0460619
Kon nponykra ORL 383973 Kon GMID 383973
RaTa NpOM3BOLOCTRBA 28/06/2019 CpOK romHOCTH 01/06/2021
lpouseonurens 3A0 «Canotu-ABeHTMC BocTok» KonuuecTso 20743.000
EmvHuLe yiax

HI NCP-007048/09-070909, mam.Kl1-8
ot it
IToxa3areau / Tests Cnennpuxkauun/H/I / Spec. PeayantaTtel / Results

PYCCKOM A3HKE: TOPTOBOe HA3BaHME

npenapara (Anunpa® ConoCrap®),

HEIEYHBPOHHGE HenaTeHTOBAHHOE Ha3IBaHHe,

cnecol noayyeHmuAa, comepxanue EN B w,

«PacTaop ONA MNOOKOXHOTO BBEAEHMA 8

wnpuu-pydkax ConoCrap®», KOIMYLCTBO

unpuu-pykdex B ynakobBke, of0kem rnpenapara

B MJ, nexapCTBeHHAA (OpMA, COCTAB C

YKazanMes Ha23BaHUg M COREPXAHMA

AKTHUBHOI'O HHrpeOneHTa M nepeyHeM

BCMOMOPATENbHEN MHTPeaueHTos & 1 i,

«MCNONLE30BATL TONLKO MPO3IPAYHEA M

GecuseTHwli pacTBOp», «CTePUALHO»,
Mapkuposka (kaproHnas nauka, YCNOBHA KpaHeHudA, «XPaHUTL B HeOOCTYNHOM CooTe.

HCAOABL30BaHVA  wnNpuMu-pydky ConoCrap®
XPaKHTs NpM TeunepaType He Buuwe 25°C B

JAMMUWEHHOM OT CBeTa MecTe He Gonee 4

BHAMATENLHO NPOYUTANTE MHCTPYRLMON,

(maTurckum wpupTOoM), HOMEP cepum, maTa

UTpMK-Kon, Tenedpon ropAved NMHUM 10
CaxapHoMy nuateTy, «3BOHOK No Poccuu
CecnnaTHEi», BHYTPEHNMA YNAKOBOWHLH

kog (u), 2D KOL(M). [ONCAHUTENBHO MOXeT
OuTL HaHeCeHAa WMHPODMALMA ANA MOMMTOPHHIA
ABMXEHMA JIEKAPCTBEHHHEX Npenaparos OT

OPOU3BOAMUTENA A0 KOHEUHOI'Q noTpelHMTeNnA.

ot e —— e

CooreercrByer TpeloBanmaMd HI No NpoBepeHHEM NOKA3ATENAM
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Ceprudukar anaausa

SANOFI v g
302516, Poccusa, OpnoBckas ofn, OPNOBCKMA pakiol,

¢/n BONBWeKYNMKOBCKOE, YR. Jlusesckas, n. 1, 3A0C «CAHO®U-RBEHTUC BOCTOK»
Livenskaya str.1,s/p Bolshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

Ten./Tel.: +7 (4B62) 440055; 4400586,

bakc/Fax: +7 (4862) 440037

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

Haumenoeparue Anunpa® ConoCrap®, pacTBOp ONA NONKOKH.

seegenus 100 Ef/mn wnp.-pyukm 3mn N5
Nt naprun 9E0460619
Koo nponykra ORL 383973 Kon GMID 383973
Jara npoMsBONCTBA 28/06/2019 Cpok POmHOCTH 01/06/2021
MIponzponurene 3A0 «CaHopu-ABeHTMC BocTok» KonuuecTeo 20743.000

EQMHMLE ynax
HO JICP-007048/09-070909, uzM.N1-8
J
Pemienue

Pemenue Mo XOHTPONBLHOM CepIM Released w/o Restrict. or Dev.
HawanbHux OKK Lanina, Irina /RU
AaTa NPUHATHR pPemeHMs 1€/09/2019

JaHHuf ceprrdMKAT 3aBepeH 3NMEKTPOHHON MNOAMMCHD M3 BanuaupoBaHHoik LIMS. /This certificate has been electronically
signed from a validated LIMS .
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