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JEKJIAPAITAA O COOTBETCTBHHA

| NEKJIAPAHT, ITIPAHUMAIOIN AN JEKJIAPAITAIO O COOTBETCTBHM

AO "Canoghu Poccus”

Ceedenun o pezucmpayuu opzanuzayuu: Medcpaiionnan uncnexyus PedeparbHoll HaN020801 cayxicivt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, e. Mockea, yn. Teepckan, d. 22. Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrotii dupexmop Mownxc O.A.

Hosepernoe ruyo: Cmenanos C.C., dosepenrocme 6/1 om 01.12.2017

SASIBJSIET, YTO

nexapcmeennoe cpedcmeo. Knexcan, pacmeop onn unvexyuii 6000 anmu-Xa ME/0.6 ma 0.6 mn, wunpuyvi ¢
3aufumuoti cucmemoii uzabt (2), ynaxosxu avesixoevie kowmypnboie (1), nauxu kapmonnsie, PY Ne IT N014462/01
om 18.09.2008 (dama sameni 20.06.2019) evidano Carnodhu-Aeenmuc ®panc, cepus 9L3I9SE, napmus 5880
ynaxoeox, zodew do 01.05.2022, npoussodcmea Carnoghu Bunmpon Hudycmpus, @panyus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Tvait, France, ko0 OKITJ2 21.20.10.131, k00 TH
B3] 3004900002, xonwmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085351923 om 29.10.2019

COOTBETCTBYET TPEBOBAHUAM
I N014462/01-200619

JAEKJIAPAITAA ITPHHATA HA OCHOBAHHH
npomowon ucnuimanuii Ne 32973 om 06.11.2019 HJT OO0 HI[ "®APMOBEOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC FR.PM08.C53291 om 07.11.2019

W Crenanos C.C.
ﬂb O.H.O

CBEJEHHS O PETHCTPAIINA

OPI'AH 110 CEPTH®HKAIIHH, 3APETHCTPHPOBABIIHMN JEKJIAPAITHIO

RA.RU. 11 ODM08 OPI'4H ITO CEPTHOHKAL[HH ITPONYVKIL[HH OBI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH LIEHTP KOHTPOJIH KAYECTBA",

adpec opzarusayuu: 115280, 2. Mocxea, yn. Macmepxosa, . 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmuguxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, e¢6-
caiim: oyxx.peh.

AEKJIAPAITHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J]-FR. OM08.A.43342/19

JTATA PECUCTPAITHM 07.11.2019
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«CaHodhu BuHTpon UHAycTpus»
1051 6ynesap UHgycTpuans
76580, Jle-Tpe, ®paHuua

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

SANOFI

MpasonpeemHuk «CaHogu ABEHTUC», T. Ne-Tpe, ®paHuyua

IMpomyxr: Knexcau® pactrop ans Cepus: 9L.396F
unbexuni 6000 aHru-Xa
ME/0.6 mn wnpuusl 0.6 ma-2-
NI
IpousseneHo: 17-MAH-2019 logen no: MAH-2022
Crpana nponaxu: [POCCHUHCKAS Ccbinka Ha LTR PSO LOVO6E
®EIEPALINA onucanue
aHATHTHYECKOH
METOOUKH
Koz B Gaze 366693 Bepcus 2
nauHeix GMID aHanuTHyeckoi
METOHKH
HCTILITAHHUA CHNEUHOHUKALIMH PE3YJIbTAThI
Onucauue (LTR-SOP-00046) po3paunslit pacTeop oT BecuperHOro g0
v 6ne£m->xefroro LBeTa ORISRy
Onucanue pacteopa XKunkocTts nperMyecTeeHHO Ge3 CooTercrayer
DH3MUECKOE COCTOSHHE/BHANMbIE YaCTHLBI BHAUMBIX YaCTHL
Onpenenerre NoLUTHHHOCTH
OcaxcaeHue npotaMHuHa cynndaToM Kpemoso-6ensiii ocanok CootserctByet
(LTR-SOP-00015)
Y®-cnexrpockonus(LTR-SOP-00015) Makcrvym npu 231 1M + 2 Hu CootseTcTBYET
Hatpuii (LTR-SOP-00015/Esp. dhapm.) CooTsetcTBYET CooTBercTByeT
IMpospausocts(LTR-SOP-00015 /Eap. ¢hapa.) He Gonee, uem y KoHTpoNnLHOf CooTsetctayer
CYCIEH3HH ]
LisetHocts (LTR-SOP-00015 /Eep. hapm.) He GonbLueii HHTEHCHBHOCTH No CooTsercrayer
CpaBHEeHHIO ¢ 3TanoHamMu Y4 unu BY4
H3pnekaemeilt o6bem Ha 5 wnpuuax (LTR-
SOP-00015/Esp. hapm.) P He menee 0,60 mn 0,62 mn
PH (LTR-SOP-00033/Esp. chapm.) 6.9
5.5-75 ’
MnotHocTs npu Temneparype 20 “C 1.05
(LTR-SOP-00015/Esp. chapm.) 1,04-1,08 ’
Mexanuveckue wactuust (LTR-SOP-00072)
Hucno yacThu pasmepom 10 Mxm 1 Gonee He Gonee 6000/koHTefiHep 1
Yucnio yacTHL pasmepoM 25 MM u Gosee He Gonee 600/koHTetinep 0
KonuuecTeeHHoe onpenenenne (LTR-SOP-
01803/Esp. chapm.)
AKTHBHOCTb aHTH-Xa ot 9000 no 11000 ME/mn 138533 B:f E% T
AXTHBHOCTb aHTH-I]a oT 2000 no 3500 ME/mn 37
CooTHolleHHe akTHBHOCTE! anTH-Xa/l]a 013,310 5,3 ’
CrepunbHocTs (LTR-SOP-00242) CooTtBeTcTByer CootBeTcTByeT
g;;;;;mnmhle 3HZOTOKCHH! (LTR-SOP- Menee 100 E3/mn CootBetcTRyeT

HacTof1um 2 NOATBEPKAAI0, 4TO BHILICYKAIAHHAR HHGOPMALIUA ABARCTCA BCPHOM H TOHHOR, [NponssoicTeo naHHoM cepuu
fIpOAYKTA, BX/IOHAA YIAKOBKY H KOHTPOJIL KaHECTBA HA COOTBETCTBYIOUIHX 06bEKTAX, ONHOCTHIO COOTBETCTBYET TPeGOBAHHAM

Haanexaute#t nponsronctsentoit npaxtixu (GMP) EC, MecTHbIX PETYNATOPHEIX OPraHoB, 2 TakkKe CreunHKAUHAM, YKa3aHHbIM
Pernctpaunonsom ynoctosepennu crpantl-nmnoprepa. [To pesynsraram NPOREPKH 3aMHKCeit 0 NPOM3BOJCTBE, YIAKOBKE U aHAlIMIE
cepuu GLINO YCTAHOBNEHD COOTBETCTBHE TpeGoBanuaM GMP.

B CBpTH{I)HKaTC AHATH3A KOMMAHHH He YKa3aHbl pE3YAbTATHl KCIIBITAHHA Ha AHOMANBHYI0 TOKCHYHOCTE H ACMPECCOPHBIEC BELLCCTBA.
JlanHbie HCNBITAHKS HE BRIMONHAIOTCA HA rUIOWARKE B ropoae Jle-Tpe.
3axmoyenue: CooTBeTeTBYET Hata noanueu: 12/CEH/2019 15:50:21
Toanucano ¢apmauesToM oTnena obecneuenus kavectsa: Touati Chafik
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SANOFI
MpomeiwneHHoe KaYacTBO 1 COOTBETCTBUE TPeBOBAHHAM
lpenapam KIIEKCAH®, aHanusz memodamu SIMP-cnekmpockonuu

u KonuyecmeeHHou MNP
MAPVDK CeHmsibipn 14,2019

Me1, komnanva «CaHocm», noaTeepxaaem, uto npenapat KNEKCAH 60 mr cepuv 9L396F 6bin nponaeeaeH ¢
AoDaBneHnem AeNCTBYIOWEro BeLecTaa IHOKCANapHa cepwn 19QEEB1061, KOTOPLIA BLIN M3rOTOBNEH W3
CReaywWWX Cepyin YUCTOro renapuHa:

Mpenapar HoKcanapuw, Ne cepud | YucTem renapun, Ne cepum MpoucxoxneHue AMP- Otcyrcreue

KNEKCAH, Ne renapvHa JarpAIHEHWA

Cepn GaKTepUAMN KBAYHBIX
KMBOTHbIX

cnexTpocko |Axanws metogom KNLP
nuA

9L396F

P10044 18PL6978 «CAHODU LLIMMU » P Q
P10044 19PL688BS «CAHODU LLIKMUA » P Q
P10044 19PL6986 «CAHOOU WKUMA -
P10044  19PL6988 «CAHODU LIAMM = P Q

19QEEB1 061 P10044  19PL6989 «CAHO®M LUNMU » P Q
P10051 18PLO051 «CAHOOH WUMM = P Q
P10144 18PL1537 «BUOUBEPUKA « P Q
P10144 18PL1538 «BMOWUBEPUKA P Q
P10144 19PL1540 «BUOUBEPUKA » P Q
P10144  1DPL1541 «BUOUBEPUKA P Q
P10144  19PL1542 ~BNONBEPWKA~ P Q

Q = COOTBETCTBYET TPEBOBAHUAM, P = ucnuiraxue npoiseHo

Komnanwa «CaHothu» euinonHuna AMP-CNexTPOCKONMIC (COrNacHo apMakoneiHLIM CTaTEAM Dapm. CLUA v Esp. drapM.) ANA BCEX Cepuil YHCTOMO
reNapuHa, NEpeNHCNEHHBIX Bbiie, ¥ Pe3yNLTAaTL COOTBETCTBOBANK TNEGOBAHWAM OPraHM3aLuit 31 PaBOOXPAHEHWA, NPY ITOM Nukos OSCS
(3BoimoNHO CynbthaTUPOBAHKOTD XOHAPOHTUNCYNbhaTa) OGHAPYKEHO He BbiNG. AHANMI METOACM KONMYECTBEHHOR MUP nposoawnca Ha Bcex
cepuAx HeabpaboTaHHOro renapuHa, NCoNL3yeMsIX ANA MATOTOBNEHWA KaXA0H CEpiH YHCTOM renapnxa. He oSHapymero 3arpasHesus
GakTepHAMMU XBAUHBIX XUBOTHBIX. KPOME TOFC, BCE CEpUM YMCTONO renapvia MMEI0T NOKAJATENb CONBPKABHUA Aepmatancynnchara, He
NpesbillaoLWi 2 % (renb-PUNbTPAUMOHHER XPOMATOrPagMA)

Mapu-Hoane Kowe
MEXAYHAPOHbIN OTAEN KAYECTBA
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