JNEKJIAPAITASL O COOTBETCTBUH

JEKJAPAHT, TIPHHUMAIOIIHI NEKJIAPAIIMIO O COOTBETCTBHH

AO "Canogu Poccus"

Ceedenun o pecucmpayuu opanusayuu. Mexcpaiionnan uncnexyus @edepanvHoli Hanozo80i cayxctvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002,

Aodpec. 125009, 2. Mockea, yn. Teepckan, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvhoiti dupexmop Monaxc O.A.

Hosepenrnoe nuyo: Cmenaros C.C., dogepennocms 6/n om 01.12.2017

3ASAABJAET, UTO

nexapemeennoe cpeocmeo. Knexcan, pacmeop ona unvexyuii 6000 anmu-Xa ME/0.6 ma 0.6 ma, wnpuysi ¢
sawgumuol cucmemol uznvi (2), ynaxoeku avetikoevie koHmyphbie (1), navku kapmounsvie, PY Ne IT1 N014462/01
om 18.09.2008 (0ama 3amenet 20.12.2017) emdano Canogu-Aeenmuc ®parnc, cepus 9L203A, napmus 46865
ynaxoeox, 200er 0o 01.03.2022, npouseodcmea Canoghu Bunmpon Huoycmpus, @panyus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, xoo OKIIJ2 21.20.10.131, xod TH
B3J 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085338794 om 01.07.2019

COOTBETCTBYET TPEBOBAHHUAM
TI N0O14462/01-250613 usm. Ne 1-7

JEKJAPALIUSA ITPHHATA HA OCHOBAHHH
npomoxon ucnvimanuu Ne 21390 om 11.07.2019 HJI OO0 HL] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.2]1 DJI40, Cepmugpuxam POCC FR.@M08.C43985 om 12.07.2019

IlA'I;%I}EI;l)HHT WS NEKJIAPALIHH /2.07.2019

JEKJIAPAIIMA AEAICTBHUTEJLHA 10 01.03.2022
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Crenanos C.C.
D.H.0
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“e" CBEJEHHS O PETHCTPALIAM

OPTAH I10 CEPTH®HKAIIMH, 3APETHCTPHPOBABLIUN JEKJIAPALIHIO

RA.RU.11®M08 OPTAH [0 CEPTHO®HKALIHH ITPONYKLHH OBLIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nam. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, am. 3., men.:(495)788-02-88, eeb-
catim: oyxkk.pg.

JNEKJAPAIIUSA O COOTBETCTBUH 3APEI'HCTPHPOBAHA M POCC RU /I-FR.®M08.4.29979/19
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«CaHocm Bunrpon Unayctpusi»

4
SANOF!

MpaBonpeemHmnk «CaHodu ABEHTUCY, T.

INe-Tpe, ®paHuus

Iponykr: Knexcau® pacrsop nns Cepuas: 9L203A
HHBeKUHHA 6000 anTtn-Xa
ME/0.6 mn umpuug: 0.6
Mn-2-N1
ITpon3sseneHo: 15-MAP-2019 TConen no: MAP-2022
Crpana nponaxu: [POCCHUHCKAS Cebiika Ha LTR PSO LOVO6E
OENEPALIMA onMcaHue
AHANHTHYeCK
ot MeTomxn
Koz B 6ase nannpx (366693 Bepcus 2
GMID aHANHTHYeCK
O# MeTonmku
HCNBITAHAA——————— CHELHOHKALMHA ~ "PE3YJBTATHI ™ -
Onucanne (LTR-SOP-00046) Ilpospaunsii pactsop ot
GecuserHoro no 6neano-xenToro Coorserctayer
oBeTa
Onucanne pactsopa
DusHyecKoe COCTOSHHe/BHAUMEIE HuxocTs npemvymectsentio bes CoorsercTayer
YaCTHI[BI BHIMMBIX 9aCTHII
Onpenenexre nommmuHOCTH
Ocasxenne nporamuua cynbdarom Kpemoso-6ensii ocanok CootBetcTByer
(LTR-SOP-00015)
Y®-cnexkrpockonus(LTR-SOP-0001 5) Maxcumym mpy 231 oM + 2 Hv CootsercTByer
Harpuit (LTR-SOP-00015/Esp. papm.) Coorsercteyer CootsercTByer
Ilpospaunocts(LTR-SOP-00015 /Esp. He Gonee, wem y xonTponsnoi CooTsetcrayer
apm.) cycnensuy |
Lisernocts (LTR-SOP-00015 /Esp. He 6onbweii unrencusrocTs no
gapnt.) CPaBHEHHMIO ¢ sTanonamu Y4 unu CoorsercTayer
BY4
W3Bnexaemsblii 06beM Ha 5 mmpunax
(LTR-SOP-00015/Esp. rapns.) He uenee 0,60 mx 06l s
PH (LTR-SOP-00033/Eep. ghapm.) 6.9
5,5-1,5 ’
IInotHocTs npx TeMneparype 20 °C 1.05
(LTR-SOP-00015/Esp. ¢papm.) 1,04-1,08 ’
Mexannveckue yactuus (LTR-SOP-
00072)

Yucno yactun pasmepom 10 MkM 1 6ostee He Gonee 6000/konteitnep

oaLan S
Ynes0 yacTHIl pasmepoM 25 MKM H Gotee He Gonee 600/xonreiisep &9:)’?‘_,39_“
7
g7 10093 1
KonnuecrsenHoe onpegenenue (LTR- o1 9000 50 11000 ME/Ma | 3% -cORES’
:3“.‘_) Saniiin
:ﬁmmm: Ns)ull AuTonH 92160, ,-‘_,h_. Aripons "mswm'mﬂ %’Jﬁ:ﬁﬁfgﬁﬁ&mmﬂ‘mmr

P, oY
TR, f:a?ﬁﬁ(’

TEryry puces



«CaHochu BunTtpon NHayctpua»

MpasonpeeMruk «CaHochu AseHTuey, . 1.:/
Ne-Tpe, ®panuus SANOF ,
Mponyxr: Knekcan® pacteop s Cepus: 9L203A
HHBeKumit 6000 antu-Xa
ME/0.6 mn wnpuuge: 0.6
Mi-2-N1
I1pousseneno: 15-MAP-2019 T'onen no: MAP-2022
Crpana nponaxu: |[POCCHIACKAS Ccbinka Ha LTR PSO LOVO6E
QEIEPALIUA OIHCaHHe
AHANTHTHYECK
O MeToHKH
Koz B 6ase nanusx 366693 Bepcus 2
GMID aHaIHTHYeCK
Oif MeToHKH
SOP-01803/Esp. papm.) oT 2000 1o 3500 ME/mn 3.5
- AKTUBHOETS HHTH-Xg— — T3 M0 53— | —— I

AXTHBHOCTb auTH-I]a
CooTHolenne akTHBHOCTE}] aHTu-Xa/lla

CrepunsrocTs (LTR-SOP-00242) Cootsercreyer Cootsercrayer
Bakrepnanbhbie sHROTOKCHADD (LTR-
SOP-00262) Metee 100 EQ/mn Cootserctyer

COOTBETCTBYIOLIHX 00BEKTAX, TONHOCTBIO COOTBETCTRYET Tpeboranmam Hannexammei
TIPOU3BOACTBEHHOM NpakTHKH (GMP) EC, MecTrED PETYJATOPHBIX OPraHoB, a TaKxe
crieuHpHKaLUsIM, yKa3aHHbIM B Perucrpanmonnon YROCTOBEPEHHH CTpaHBI-HMMOpTEpa, [To
PE€3ynbTaTaM NpOBEepKH 3anuceii o TIPOH3BOJACTRE, YIIAKOBKE H aHA/IH3e cepuu OBLIO
YCTaHOBJIEHO COOTBETCTBHE TpeGoBanusM GMP.

B ceprudukare ananusa xomnanuy ge YKa3aHbl pe3yNbTaThl HCIBITAHMI Ha aHOMANBRYIO

TOKCHYHOCTE H ACNPECCOPHEBIE BEILIECTRA. HaHHbIC HCHBITaHNA HE BRUIOJHIOTCH Ha IoHIaaKe B

ropone Jle-Tpe,
3anouenne: Coors eTCTBYeT Jara nognueu: 20/MI0OH/2019
HNomnmucano dapmanestom orzena obecneuenns kauecta: Pierre-Paul Nicolas
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