JTEKJIAPAITASI O COOTBETCTBUH

JEKJIAPAHT, TPHHUMAIOIINHA JEKJIAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccun"

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyus PedepanvHoi Hanro2oeol cayxncovr M 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckasn, 0. 22. Tenegpon/chaxc: 8 (495) 721-1 4-00/721-14-11

B nuye: I'enepanonsiti dupekmop Mownoic O.A.

Jloeepennoe nuyo: Cmenanos C.C., dosepensocms 6/n om 01.12.2017

3AABJISET, UYTO
nexapcmeennoe cpedcmeo: Knexkcaw, pacmeop ons unvexyuii 4000 anmu-Xa ME/0.4 mn 0.4 mn, wnpuyst ¢

3auUMHOL cucmemoii uzibi (2), ynaxoexu syetikogvie KoHmypHbuie (3), nauxu kapmonnvie, PY Ne [T NG14462/01
om 18.09.2008 (dama samenst 20.12.2017) ewidarno Canogu-Asenmuc ®panc, cepun L3764, napmusn 17820
ynaxogok, zoden do 01.05.2022, npoussodcmea Canogpu Bunmpon Hrudycmpus, @paryus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, koo OKITQ2 21.20.10.131, koo TH
B3I 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085338972 om 03.07.2019

COOTBETCTBYET TPEBOBAHHUSM
I1 N014462/01-250613 uzm. Ne 1-7

JEKJIAPAIIMA ITPUHATA HA OCHOBAHHH
npomoxon ucneimanuii No 20850 om 09.07.2019 HJT 000 HIL "®APMOBOPOHA", ammecmam
akxpedumayuu POCC RU.0001.21 @140, Cepmugpuxam POCC FR.®M08.C43787 om 10. 07.2019
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JATA TIPHH TS AEKJIAPALIAH 10.07.2019
| AEKJAPALMSA TEYCTBHTEIBHA JI0 01.05.2022
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CBEJAEHUSA O PETUCTPAITNIHU

OPI'AH 110 CEPTUO®HKALMH, 3APETHCTPHPOBABIIHI JEKJIAPAIIAIO

RA.RU.110M08 OPIAH 110 CEPTH®HKALIHH TPOAYKLHH OBLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJLA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoaa, 0. 4, sm. 5., men.:(495)788-02-88, se6-

catim: oyxx.pep.
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«Canogu Buntpon UHaycTpusa»
1051 Gynesap WMnaycTpuans
76580, Jle-Tpe, ®paHuus

Ten.: +33 (0)2.35.05.65.00
www.sanofi.com

SANOFI

MpasonpeemHik «CaHodn ABeHTUCY, I. Jle-Tpe, OpaHyus

Ceprrdukar aHanusa
IMponyxrt: Knexcan, pactsop wis Cepus:
uHbekuuit, 40 mr/0,4 Mn ILIT6A
[pouseenexo; IO.Ma?a.ZOIS? Hcenons3osars no: Maii.2022
Crpana nponaxn: POCCHHCKAA Cchinka Ha onucanme
OENEPALINA AHAJIHTHYECKOH METOHKH LTR.FS0 LOVIAE
Kog B Gase LTR 366692 Bepcus ananuTHieckoi 5
nanHeix GMID METOAHKH
HCIIBITAHHUA CNEUHO®HUKALIMU PE3YJIbTAThI
Onucanue (LTR-SOP-00046) [Tpo3pauHbiii pacTBop oT GecLseTHoOro oo CootsercTsyer
6nenHo-%enToro useTa

Onncaune pactsopa JKuaxocrb npeumymectseHHo Ge3 CootsercTayer
D U3NHECKOE COCTOAHHE/BHANMBIE YACTHLIBI BHIKMBIX HaCTHLL
OnpeneneHue NOINUHHOCTH

OcaxneHne NpoTaMHHa cysib(aTom Kpemoso-Genwlii ocanox CooTsetctayer

(LTR-SOP-00015)

Y®-cnextpockonua(LTR-SOP-00015) MakcumyM npu 231 HM + 2 HM CootsetcTByeT

Harpwii (LTR-SOP-00015/Eep. diaps.) CootsercTayer CooTaeTcTRYyeT
IMpo3paunocTe(LTR-SOP-00015 /Eep. ¢aps.) He Gonee, yeM y KOHTPONLHOH CooTseTcTByeT

CycneHsuu |
Ugetnocts (LTR-SOP-00015 /Egp. hapm.) He 6onblueit HHTEHCHBHOCTH NoO CooTBeTcTBYET
CPaBHEHHIO ¢ JTanonamu Y4 win BY4
Haanexaembiit o6beM Ha 5 WwnpHuax
(LTR-SOP-00015/Eep. hapm.) Bonsie win pasen 0,40 Mn 0,42 mn
MHuHUManbHbIH 06beM
MakcumansHelfi o6beM Membiue win pasen 0,44 mn 0,42 Mn
pH (LTR-SOP-00033 /Eep. ¢papm.) 7,0
5,5-7,5

[InoTHocTs NpH TeMneparype 20 °C
(LTR-SOP-00015/Eep. ghapm.) 1,04-1,08 1,05
Mexannyeckie yacthusl (LTR-SOP-00072)
YHcno yacTuu pasMepom 10 MkM 1 Gonee He 6onee 6000/konTelinep 7 YacTHU Ha WNpHL

YHCIO YacTHL pa3MepoM 25 MKM W Gonee

He 6onee 600/konTetinep

0 yacTHU Ha WNpHU

KonuuecteenHoe onpenenenue(LTR-SOP-
01803 / Eap. ®apm. papm.)
VrHeTeHHe akTHBHOCTH (QakTopa

00262)

CBEPTBIBAEMOCTH KPOBH Xa ot 3600 10 4400 ME /0,4 mn 4000 ME/LLINPKL]

YTHETeHHE aKTHBHOCTH aKTopa

CBepTHIBAEMOCTH KpoBH lla ot 800 no 1400 ME / 0,4 mMn 1130 ME/LUTTPHLL

OTHOLIGHHE BEHYHH YTHETEHHA 3,5 (ME/wnpun) /

AKTHBHOCTH dakTopos Xa/lla ot 3,3 0o 5,3 (ME/unpuu)
CrepunbHocTs (LTR-SOP-00242) CootercTByeT CooTBETCTBYET
bBakrepuanshsie 3un0ToKCHH (LTR-SOP- Menee 100 ED/ma CoorsercrByer

Hactoamum 5 noaTBepxAal0, 4TO BLILIEYKA3aHHA WHDOPMAaLMA SBAFeTCR BEpHOH H TouHOH, [Tpon3roacTBO NaHHOK cepiy
NPONYKTa, BKNIOYAA YNAKOBKY H KOHTPOJIL Ka4eCTBa HA COOTBETCTBYIOMIMX 0OLEKTAX, NONHOCTEIO COOTBETCTBYET TpeGoBaHHaM

HaunewaweH nponssoacteento npaxtiki (GMP) EC, MECTHBIX PErynSTOPHbIX OpraHoB, 8 TAKKE cneundHKaLMAM, YKa3aHHBIM B
PErucTpauHOHHOM YAOCTOBCPCHUH CTPaHbI-HMNOPTepa. T1o peaynbraraM npoBepkH JanHcel 0 NPOH3BOACTBE, ynmcoa;:gu nnmu;u:

cepuu GbiNo yeTaHoBACHO COOTBETCTBHE TpeGosannam GMP,

B cepThikare aHaNH38 KOMNAHHH HE YKAIAHb! PE3Y/ILTATH MCTIBITRHHA HA AHOMANBHYIO TOKCHYHOCTD M .nenpe&cop}me Bele
JlaHHbie HCMBITRHUA HE BHIMONHAIOTCA Ha rlowwanke B ropoae Je-Tpe.

3axmoyenne: Coorsercreyer  Hata noanucy: 24.Hion.2019 13:29:54

TMonnucano papmatiesTom oraena obecnieueHns kayectsa: Aublant Behedw& T A 7

Hatnbii cepriduKaT aHami3a GbU1 NOANHCAH ¢ NOMOLIULIO MeKTpoHHOH noarmicu LIMS.
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