Ceprudukar ananuza

SANOFI
302516, Poccun, Opnoecras obn, Opnoscksi pafion,

¢/n Bonswekynukosckoe, yn. Aumewckan, n. 1, RO "CAHO®H BOCTOK”
Livenskaya atr.1,a/p Bolshekulikovskoye, : #
Orlovskiy rayen, Orlovakaya obl., 302516 Russia,

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

Parc/Fax: +7 (4862) 440037

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

Haumenonauue Anunpa® ConoCrap®, PACTBOD RNA NOXXOXH .

BEeneHuA 100 EA/MN wnp.-pyukun 3uan RS
W naprun E0841121
Konr nponvxra ORL 778513 Kog GMID 778513
Jlata npousroncraa 17/11/2021 Cpor roamocTH 31/710/2023
Konuuecrno 23461,000 Enunsus yhaK.
Nponsponurens 3A0 «Canodu~ABeHTH: Bocroxn {AQ «Canodu Bocrokn)
HI JI=N(000072) - (PP-RU}~-050321

Noruoe HauMencaanue Anurpa® CosnoCrapd PACTBOP MNA NOAKOXHOPG Bmeneuus 100 EN/wmn (xaprpwms/
Enpvu-pyuyka ConoCrap®) 3 wmn x 5 {(nauxa KAPTOHHaA] .

Ioxasarenn / Tests _Crewndnranna/H/ / Spec. Peayabrars: / Results

Onucauue fpospaunan, becun’rua KK NOUTH Coore.
oecupeTHaR nmwcc'rf»

flonnmusocTs (BIXX) : ; 5

= HHCYAMM PAymasmuu Bpema yaepmumanua OCHOBKOTO nyKa Ha CooTs .
XpoMaTOTpaMie mwwuoto pacTnopa,
nonywensoft npn mmuqcncuum :
ONPEASACHMM MHCYIMHA FAYAMINNA, Zonxko
c@o'fﬂﬁrc?lﬂlﬂ"'h BpOMeHK YACPXMDAHHA
nMKa MMCYAMHA rnwm:uua #3 XpOMaTOrpasma
cvaunapmom (+ St)

- M-Kpeson Bpeus YASPIBANHA OCHOBHONO Ntk wa Coora.

XPOMTOI‘DM HENHTYE MO pﬂc?.opﬂ

ROMKHO coone-rcfrmnu BpaMaHK } i
y::&pmnuul nuka ‘M-Kpesona Ha
XPOMATOrpAMME CTAMNADTHOTO PacTnopa
(£5%) ;
Npoapaunocrs (ausyanuusdi meroq) , NMpenapar nc_micn CuTh npospauseM no MeHeS 3TancHa I
CpagHenun 'c'_ l'o;{oﬁ WM ers onanecuemums
HE JOMKHA  NPERNWATH ONANBCLANGMED
CTAHRADTHOR CycneMsum I.

liseThocTs (muayansuwfi meron) . fpenapar ponxen OMTh BecuseTHMM no MEHeR aTanona B9
CPaBHeKEUD é BONOR WAM MHTEHCHEHOCTL ero
OKPACEM He HONEHA NpPeoMATH
HHTEHCHMBHOCTS OKDACKH BTAROHHODS
PACTBOPA umeTHOCTH BY,
PH {norenunomerpua) Or 7,0 a0 7,8 7.3
MexAHHUBCKAS BRIOUS MR :
~BMAMMGE  (BUHBYANhHMIE MeTon) MeXauMueCKHE BRADVEHHA, BUIMMME Orcyroraynr
HKEBOOPYREMHUM IIABOM, HOATHM
OTCYTCTBOBATE NP BMIYANLHOM KOHTpPONE .
- HepuDMMe (CYETMO-$OTOMETpUMeCKHA MeToOn)

HACTMU C paimepoM »= 10 Mxm, He Conee 6000 a0
MACTHUN/ RapTpyax
YACTHU C pasmepoM >= 25 MxM, He Oonee &00 i
MACTMUM/ KAPTPHAY

rap_coa_resultats vB Crpanuus -~ Page 1 / §




Ceprudmukar ananuza

SANOFI
302516, Poccua, Opnosckaa ofin, Oproeckui pafion,

¢/n Boasmerynwkosckos, yn. Nunerckas, n. 1, AO "CAHOSH BOCTOK™
Livenskaya str.1,8/p Bolshekulikovskoye, '

Orlovskiy rayon, Orlsvskaya obl., 302516 Russia,

Ten./Tel.: 47 [4B62) 440055 440056,

darc/Fan: +7 (4B62) 440037

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

Haumenorarue Anunpa® ConoCrap®, PACTRAOP ANA NOOKOXK .
BBegenua 100 EAN/mMn whp.-pyuxu Jun WS

¥ naprisn E0OB41121

Ken npeaykra ORL 7783513 Kon GMID 778513

Hara npovasoncrsa 17/11/2021 Cpox roanocta 31/10/2023

Konuyaecrteo 224€1.000 Enssmie yrax,

Mponaponvrenns 3A0 «Canopu-Apentuc BocTok» (AO «Canodn Bocrokn)

HI AM-N (000072} - {Pr-RU) -090321

MonHoe HauMenonaHue Anunpa® ConoCrap® PACTEOD N NOLKOFHODO BBeneHun 100 EON/mn (kapTpuax/ §
wnpuu~pyuxa ConoCrap®) 3 mn x 5 {nauxa KApPTOHHAR) .

T P R P,

IMoxaszarenn / Tests Crnieuudpuranus/H/I / Spec. PeayanraTst / Results

BWCOrOMONERYAApMEE Oenks, % (BIXK} He Goqree 1,5 0.2

Poncraennue Oenwm (BIEX) !

= A-21-pesamnowmcynun, 3 He Benmes 1,0 0.2

= 1B -OKCAMKA=1B-ne3®eH~HICY MM He Bones 0,6 Menes 0,1

PRYAHIMH, § : E

= JoGan enmHMuNAA HeuIZeHTHPHUMPYeMan He Gonmee 0,5 . s 2 0.2

NprMecs, : e e

- Cysea scex npuueced, & He Bonee 3,0 ' 1.3

Hosmstuanuuui obnes, Ma He wenee 3,0 3.1

BAKTEPMANLHME IHAGTORCHM He Oonee 80 E3/100 ER CoorTe.

(AAN-uaTOR}

CrepuasHocTs (MemBpanmas dussrpaumns) Npenapat QonxeH OWTH CTRPHALILD Crepuns it

KonmuecTeenHoe onpezensmue {BIXK) :

= HHCYnMe raynwswn, Mr/mn 3,32 - 3,67 3.54

= HWWcynuw raynmamm, E0/wn 95,0 - 108,09 101.2

= M=Kpezon, wr/mn 2,83 - 3,47 3.15

Buonorwveckas akTunwocTh, % op 90 - 110 CoaTreTcTRye

BAARNGHMOA ARTHOMOCTH

Ynaxosra Mo 3 un npenapaTa b kKaprpumos w3 Mo 3 wmn apenapata » KAPTPHAR W3
NPO3PAMKHOrO, OeCUBETHOTO crewna (tun 1. NPOBPAYHOre, Oecusernore crakna
Kaprpuow yeynopew c OmMoR CTOPOHN {t4n I). KapTpmax ykynopew ¢
NPoOEOil M OOXAT AMMBIHMRBNM KOZPAuKoM, © QHMOA CTOPOMM NPOGKOA M oOxat
APYTOR CTOPOMN = NAyMFepoM. Kaprpumw SNEAGIHHERERY KONMAYKOM, © ApYTofi
BMOHTHPOBAH B ONHOPAZGBYD EnpAU-pyuky CTOROHK - naysxepoM. Kaprpuax
ConoCrapd. EMOHTHROBAK B ONHOPABOBYK
wopHu-pyuky ConcCrap®.
Ynaxosxka [(npofonxenue) flo 5 mnpun-pyuex ConoCrapd smecTte c Mo § wnpuu-pysex ConoCrap®
HHCTPYKUMBR MO NPUMEHEHMD 3 Nawxy M3 BMeCTe © nnc-rpyxuneg.,_m Y e,
KAPTOHA OAA NOTPeCHTENsCkOf tapw no POCT NPHMdeHe HHD :éfdu’;
7933-B3 wan mmnoprHoR, pPadpemertoll k RNA NETPeOMTHNL TAPH
NpuMeHesun M2 PP. TpancnopTHas TApA B MMNOPTHOM, 5&’3 emmwﬂ L3
COOTBETCTBMM ¢ TOCT 17768-90. npmoaouaﬂ@{ pe. Tmucaﬁg;_aeh, |-
Ln i
o |
MApKMDPOBKA (RNPHU~pPYYRy ConoCrap®) Ha wopuu-pyuxe ConoCrap® yxaammaercs ma Ha wnpuu-pséﬂ"g. gonac-\-np-n yxa”ndjﬁ-;r,,
Fap_con_taxultats vi Crpanuua - Paqé},@ o Wi

k *)»,M i e




Cepruduxar ananuza

SANOFI \ g
302516, Poccua, Opnemcras o0n, OpnoRckuit pafiou,

c/n Bofvwerymukorckoe, yn. fumenckas, n. 1, AO "CAHOSH BOCTOK™
Livenskaya str.1,s/p Bolshekulikovskoye, ’

Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

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

QaKc/Fax: +71 (4B62) 446037

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

Haumenonanue Anunpa® ConoCrap®, PACTROP QAR NONKO®H,

BreneHua 100 Eld/sui ainp. ~pyuku Imn M5
¥ naprum EQ841121
Kou npoanykra ORL 778513 Kon GMID 778513
Data npouzmopcrsa 1771172021 Cpok romHocTw 31/10/2023
Konnyecrso 23461.000 Enuumum ynax,
Nponaponurens 3A0 «Canodu-AmenTuc Boctoks (AQ «Canodm Bocroxm)
HI An=N{000072) - (P[~RU} ~090321

llonnoe HammenoBaHne Anunpa® ConoCrap® PACTBOR N4 NOAKGAHOTC vpenenus 100 Ei/mn {kaprpunx/
unpuu~pyuka ConoCrap®) 3 mn x 8 (nauxa KAPTOHHAR) .

IToxasarenu / Tests _ Cneunduxanua/HN / Spec. PeayanTathi / Results
PYCCKOM Aauike ! TOPLOROR HAMMEHORAHUE Ha pYCCKOM A3uNe TOpPronoe
npenapara {Anuapa® ConoCrap®), HaMueHOBANNE Npenapata (Amnpa®
uuuympom_&é& HENATENTOBARKGS ConcCrap®) , MeEO¥YHAPONHOe

nunmnonakuu HA pPYCCKOM M AHIAKACKOM HeNATEHTORANHOC HAMMEHOBAHME Ha

RINKB, colepxanue Ell B M1, TEKAPCTBEMMAR pycoxom M AHPAMACKOM A3uKe,
dopma, 4 conepxanme EN p mn,
: NeKAPCTREHHARL QOpMa,

Mapxaposxa (mnpuu-pysrs ConeCrap®, o0beM NpenapaTa ® w1, J0ToTHn KOMNAHMM - 0OBeM NpPenaparta » wn, norarnn

npononwessa) [n-amx_cxu_n‘ﬂinam], HoMep capuu, nara KOMMAHAM (NATUHE XM DpUTOM) ,
NPOHIBOACTDA, romeN 0, BHYTPErNus HOMEP COPMM, HaTa Npoussopcraa,
ynamno'dnuq xn'n(u), 20 xon. TOaEH 00, BHYTPeHHME ynaroBouMmil

i k04, 20 xom.
Mapkrporxea {KapTOMHaR navkal Ha raprounofi nauwe co BAPHU=PYN X aMH Ha kapronnodi naure co
ConoCrapd yKaswBaeTca na BYCCKOM RumKe: URPHUL-pYURaMs COROCTAPE yrasaHo
TOPFORO® HAMMEHOBAKMHE Openapara (Anuopa® Ha pycokom naske: TOproace
ConoCrap®) , HEXAYHAPOAHOR HAHMEHOBAHME Npenaparad (Anuapa®

HENATEHTODAHKOE HAMMEHOBAMME WA pyceKom ConoCrap®), mexaywapomuce

W BHPIMACKOM A3MKE, CROCOS Nofyuskus, HENATEHTOBAHHOE HAMMEWOBAHUE,
conepxadue EL » wn, cooeed nonywewdn, conapzause EJ
Bown,
Mapraponra (rapromnas nauxa, H“PACTEOD ONH DOAKOEHOrSD BRAEAGHMA n QPACTSOD NNA (OAXOFHODC BALOEHMA
ngononEenne ) WARMU-pyyKax ConoCrap®s, romyecTss B ONpHU~PYHKAX ConoCrap®»,

MAPMUTPpYNEK B YNAKOBKS, OOLOM NPENAPATA  KOAMMECTRO WOPHL~PYYEK B
B MN, nexapcTaeHHAn $opma, YUAxoBke, of0uem npenaparta » wa,
NeKapCTREHNAR opma,
Mapruposxa (KapToMMan navka, COCTAR € YHAZAHWEM HAMMEMOBAMMA M co

TAR ¢ YEATAHKeM HAUMEHOBAHHA
npononweMus | CODEPXAHMA AKTHBHOTO MHIpPALHEHTE | H COUED®AHHA AKTHRHODO
nepeuHemM BCNOMOTA PETL HITK HHIPEOMENTOR B HHIparenTa M nepevHeM

1 mn, «Hcnons3omate Tomwko NpospavHsit U acnosorarens iy unrpenn:xu'?_n » 1
ot e

L&
GecuRe THMA pacTROp®, &Crepunston, MI, «HCMNONL30BKAT DKM () st
A T
CROBMA Xpanenua npo3paYNMi T >
¥ P ’ 1pO3pa M (?//ﬂmu.ﬁ N
pacTeop», «CPeprfibMOR, YCNOBMA

XpaHerns, ,:'; g/ -
{ail« Poco
Mapxuponra (xapTouwman nauxa, ®XPAHMTL B HOROCTYNMOM Ona Geted MacTes, «XpARMTL a?@
npononxenye allocne : st Fe .ﬁ.asn&fi.ﬂussia A
. NAYARA MCNOARIOBAHMA WNPUL-DPYURY MecTes, «n&@
‘\' W\ ¥,

Tap_coa_resultats vi




Ceprudmrar ananinza

SANOFI
302516, PocemA, Opnosckan 00n, Opnosckuft pafiow,

c/n Bonswexynamroscroe, ya, Aubencxan, a. 1, AD "CAHOSHM BOCTOK"
Livenskaya str.1,a/p Bolshekulikovskoye, ‘

Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

Ten./Tel.: +7 (4862) 4400%5%; 4400586,

baKc/Fax: +7 (4B62) 440037

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

HaumMeHonanue Anunpa® ConoCrap®, PACTBOP ANA NOLKOMH.

Brenenun 100 EN/mn wnp.-pyuxw 3mn 05
¥ napmuu EQB841121
Kon nponyxra ORL 778513 Kog GMID 778513
Nata npoussoncrea 1771172021 Cpok roaHocTw 31/10/2023
Konnuecrno 23461.000 Emmnanus ynak.
NpouasomuTeny 3A0 «CaModu-RAnenT: Bocroks (RO «CaHodm Bocrorn)
HI m‘lmN{DOOD‘JZ)'IPI‘MRU)-OQGSZI

Nonnoe Haumenonauwe Rounpa® ConoCrap® PACTEOP LA MNOAKOXROTC BRegeHMs 100 EQ/sn {kaprpunx/
unpsi-pyuka ConoCrap®) 3 mn x 5 (nawxa KAPTOHHAR) .

Tokazarenu [ Tests __ Cnennduxanun/HJY / Spec. PesyanTatii / Results
ConcCTap® xpamuts npu TEMTERATYPE He | HCTIOALIORAHHE DAPHL-PyyKy
noine 25 °C B 38mMUeHKOM 07 caera Macte - ConoCrap® xpamuts npu
He Oonee 4 :H..ﬂ..lﬂb», «flepan TeMiepaTyps ue mume 25 "C p
HCNONL30BaUHEM BHIMATEABHO NpoumTadTe TUMHUEHHOM OF CRETY MelTe ya
HHCTPY RUMDD, ra Gonee 4 Heaensw, sllapen

MCTIONEDOBAHHEM BHMMATENLNO

! NPONHTAATE MMCTRPYEUMDY,

Maprupobka (kapTowhas nayka, TEMATHYECKHA PHCYNOR (M3GApaxeHus TEMATHYECKHA pUCYHOK

npoRonzerme ) WADHU-PYNKM), YonoBMA omnycxa, (MzoBpazenss BnpHu-pyuru)
HAMMAHOBAHME $MPMU-TPOMSBOAKTANR, ANpec, yCnomnA OTNYCKA, HAUMEHORAMMA
NOTOTHN  KOMIAHMKK (M’mncimsi prb-rma), PMPMN-NpOMIsOaHTERA, anpec,
HOMEP CepWi, naTa npouIBOACTAA, ronen NOPOTHA KOMRAKMM (NATMHCKIN
R0, e WPHATOM) , MOMEp cepun, maTa

NPOHIBORCTRA, Tanen a0,

MAprHpORKa (K&pfﬁﬂﬂal Navka, H.HHO“O.‘_HH. .H,QPIB.‘IMR'pef“nc‘!‘pall“ﬁﬂﬂﬁf'ﬂ HAMMEHORAHKHE RepmarTens

npononxeine ) YROCTOBBDAHUA (Canodu-ArsHTHC Aebunaug PEFHMCTPAUMOHHOrO yaoCTOBepanins
TutX, TepManua), mpux-néon, Tenedpon (Canodu-Anenruc Aofunaun I'moX,
ropaved mMMMM fo caxepr.«ouy. madery, Fepmanma), wrpux-xon, Tenedon
«3noHOK no.?l’“occun BecnnarHedts, TOpPAMER NMKMM no CAXaApHOMY
BHYTPOHHMA ynaxopoyHsdh kxoa(w), 2D RAateTy, «3IBOHOK N0 POCCHM
rom(m) . OecnnaTHetdin, BHyTpeKMni

¥NAxXonoyHett ®on, 20 kon.

Maprsponka (kapronmas naura, RononsurensMo moxer Gurs HAH&CEBNA HononHutensHe Hanecewa

npozonzaHne ) HHPOPMANMA BAR MOHHTOPHHDA JBMEEHMA MHPOPMAUMA LIIA MOHMTOPHKDA
NeKAPCTDOHKKX nNpenapaTtos of LBHNEHHE NERAPCTASHHEX

APOMIBCIOMTENA RO KOHEUHODG norpaturena. APRRAPATOR OT NPOMIBOAUTENA AO

KOHBYHODO ROTpeduTens,

Xpanenna:
fpu Temneparype or 2 no 8 ¢

B JALMEEHHOM OT CRETA Mecre,
He 3amopaxusars!

CpoK rozmocTH: 3 2 ropa.

AaHHan cepun NEKAPCTREHHOID Npenapata OWAS fIPOMIBEARHA M MCOWTAHA B COOTReTCTR
POCCHACKOA PenepauMit M TDeBOBAHIAMY PETHCTPAUMONHODD NoCkLe .,

MM € Refetayoum agr@'ﬂoﬂm@
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Cepruduxar ananuza

302516, Poccun, Opaosckas obn, OpioBCKMA pakon,

e/n BoabweryaMxoBCKoe, ya. Nusencxan, n. 1, AD "CAHOSH BOCTOK®
Livenskaya stc.1,8/p Bolshekulikovskoye, .

Orlovskiy rayon, Orlovskaya obl,, 302516 Russia,

Ten./Tel.: +71 (4B62) 44003%; 440056,

Gaxc/Fax: +7 (4862) 440037

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

HaumenoraHmue Anuppa® ConoCrap®, pacTeop An8 noaxox.
Beenenun 100 EN/mn wnp. -pyuss 3Mn BS

W napruu E0841121

Kogn aponyxTta ORL 778513 Ko GMID 778513

Jllata npowssoncTea 17/11/2021 Cpox renvoctu 31/10/2023

onnuuec'zuo 23461.000 Enmuseuss ynak.,

llpouamonnrens 3R0 «Canodu=-Asenrsc Boctoks (AQ «Canodn BocTowrn)

HI JUI-N (0000721 - (PP-RU) - 090321

NMonHoe wammedomaune Anuapa® ConoCrap® pacTacp ANR NOAKOEHOTO pepenenua 100 El/mn (xaprpuax/
wipuu-pyHka ConoCrap® 3 ma x 5 (naura rapronuas) ., J

r_ et

00K Pewsnwe - Final Decision Paspewen sunycr s rpamnadeust ofoper

 Pemenve BT i

Pemenue no xowrponsnod copym Released w/c Restrict. or Dev,
YNONHOMONEHHO® JMUG NO KANGCTDY Olga Veretennikova
FATA DPHHATHA pPewmeMMn 24/02/2022

Nlannuth coprufurar 2asepen snexTponnof NOGNMCED M3 BARMAMPOBAMHOA LIMS./This certificate has been elect ronically
signed from a validated LIMS .
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