Cepruduxar anauza /
Ceprudukar na cepuro

«CAHOHM BHMHTPON MHOYCTPUA»
1051 OynbBap Unnycrpusn
76580, Jle Tpe, PpaHuMs
Tem.: 33 (0)2.35.05.65.00
WWW.sanofi,.com

HPDMBHOHCTEEHHaH nryouwanka ;

Koag B Base panmeix GMID:
Onucanue :

Homep PY

1 M N014462/01

' LTR 366692

- Knekcaw, pacrsop ans
VHBbeKUMA; 40 Mr/0,4 mn:
4000 anTu-Xa ME/0.4 mn
LWnpuubl ¢ sawmtHeIm
ycTpoicTeom, 10 wnp/ynak

Ccbinka Ha MeTog MKy
Bepcus meTtogukm

Homep cepnn 1 0L125C AaTa npoussoacrea: . D4/Map /2020
CTpaHa npogamu : Paccuinckasn DPenepatun Wcnonbaosats go: : Mapt/ 2023
Homep np-sa M 20/098

:LTR PSO LOVD4E
22

HOMQE EudraGDMP: £ ZDZOIHPFJ‘FRJ‘OM
HCTIBITAHIS CIIEIII-_’['I’[’IK‘_;\III’IH PE3IYIILTATLI
OIMCAHUE (LTR-SOP-00046) llpospaunelt, ot SecueeTHOTO noCooTeeTCTBYET

GnenHo-xenToro isera pacreop
BHEWHMI BMI PACTEOPA:
Pusuueckas popma / BHONMEIE ¥unkocres Ges BUIOMMEBIX YgCTMIL Cooreercrayer
YacTHLUR
NOANMHEOCTE
OcaxmeHre npoTamiHom KpeMmooBpasueit Gennix ocamok CoorBercrRyerT
cynbdaTom (LTR-SOP-00015)
YO cnekrtpoMeTpus (LTR-SOP- Makcumym 231 HM +/- 2 HM CooTeercrByer
00015/EEp. dapm.)
HaTpuit (LTR-SOP—OOOlS/EBp. CoorBercreyer CoorBercrryeT
Papm. )
MYTHOCTH (LTR-SO0P-00015/Esp. He Gonee, wyem CTaHNapTHaA CooTBercrryer
Papm. ) cycneHsus I
UBETHOCTL (LTR-SOP- H> Bonee OKPAWEHHEIN, yem CooTBETCTBRYET
00015/EBp. ®apm.) CTannapr Y4 Mnu BY4
VM3BJIEKAEMEIY OFEBEM HA 5
I PALAX (LTR-SOP-00015/Eep .
®apm. )
MuHMMaNbHEGT oBmeMm Bonbwe nuéo paBHo 0,40 mn 0,42 wmn
MaxcuMmansHent ofbem Mernee unu pasuo 0,44 mn 0,42 Mn
PH (LTR-SOP-00033/Esp. 5,5-7;5 6,6
Qapm. )
OTHOCHTENILHAA MNIOTHOCTE 0oM 1,04 1,08 1,05
20°C (LTR~SOP-00015/Esp,
®apm. )
MEXAHWYECKME BKJIOYEHWUA
Urtcno wacrun pasmepom 10 mxm He Gomee 6000
M Gonble
Uucno wacTuu pasmepom 25 mxm  He Somnee 600
unu Gonsuwe
KOJIMYECTBEHHOE ONPEINEJNEHUE
(LTR-SOP—OlEOB/EBp. Papm. )
AKTUBHOCTL aHTM-Xa 3600-4400 ME/0,4 wmn
AKTUBHOCTL aHTM-ITa 800-1400 ME/0, 4 mn
CooTHowerme axrusHoCTEN anTy 3,3-5,3 3,7 (ME/Ime)/(ME/U.Inp)
aHTU-Xa/ aurmu-IIa
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Cepruduxar ananusa / SANOE] ’%.l

Cepruguxar una cepuio

Mpoussoncreennan icwmanka: Jle Tpe

«CAHOOM BMHTROR UHIIYCT P
1051 OynbBap MHoycrpuan
76580, Jlle Tpe, YpaHuMa
Tem.: _33 (0)2.35.05.65.00
Www.sanofi.conm

Kon & Gase gaHnbix GMID- (LTR 3665?3? —]
Onucanne : ] KﬂEKCaH,paCTBOp,unﬂ

MHBEKUWIA, 40 Mr/0,4 mn:

4000 antu-Xa ME/D.4 mn

Wnpuusl ¢ 3AUNTHBIM

yCTpoucTeom, 10 wnp/ynak
Homep cepuu . 0L125C fara npoussoacTea: 1 04/Map /12020
Crpana npogaxu : Poceuinckas Pepepauus Wcnonsaosats go: : Mapt/ 2023
Homep np-sa M 20/098

Ccbinka Ha MeToauky :LTR PSO LOVO4E
Homep PY M N014462/01 Bepcua metoamku 32
Homep EudraGDMP: . 1 2020/HPF/FR/091 o
HCTIBITAHUS CIIEHII(DHKAIJ,PIH PE3YILTATDI
CTEPHHBHOCTB(LTR~SOP-00242} CooTBerTcTBRYET CoorseTcrryer
BAKTEPUAJILHHE MeHewe 100 E3/mMmt CooTBercTrRyerT

SHOOTOKCHUHH (LTR-SOP-002 62)

Hacrosumm g [IONTBepxNaw, YTO BhmeykKasaHHas “HEopMauns sBygercs BEPHOM M TouHol. Jauuas
Cepua npenapara Beua U3TOTOBNEeHA, BKAKWYAas YMNaKOBKY/MapKUpOBKy u KOHTPONIE KadecTra, Ha
BEUEYNOMAHY TLY MPOMSBONACTEEHHEIX nnowankax s [IOJIHOM COOTBETCTBMM C TpeGoBaHuaMmM GMP
MECTHEIX 32KOHONATEJILHLX OpPTAHOB BIacTM, a Tarkke CO cneuMduKaumAMmu B PerucrpaumoHHoM
YACCTOBepeHM: CTPaHB-MMIOpTepa .

AHOMaNeHaA TOKCHUHOCTL L UCHEITAHMA Ha LENpeccopHLle Bemecrsa OTCYTCTEYOT B CepTHdMKaTe
alanusa. [llaHHele TeCTH He npoBonaTca Ha npomsBoAcTEeHHON nnowanke Jle Tpe. Komnauus
TAPAHTHPYST KAYECTRO NPONYKTA Mo OAaHHBM [OKa3aTesAaM.

Pewenne OIOBPEHO

Hara npumsiTus pememust 08/Hoa/2020 17:44:02

fNomnucaHo ynonHoMoueHHmM JMLOM MNM NpefjcraBuTreneM  Leman Alberic

3Tor ceprudurar aHanmsa S YTBEPHIEH BJEeKTPOHHOM NONNMUCHD YePe3 BANMIOMPOBAHHYI CHCTeMy
JIMMC
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