AEKJAPAIHUA O COOTBETCTBHUH

| JEKJAPART, APUHHUMAIOIIHANA TEKJAPAITHIO O COOTBETCTBAM

1 40 "Canoghu Poccua”

3apezucmpupoearo : Meacpaiionnan uncnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mocxea, ya. Teepcxasn, 0. 22. Tenegpon:8 (495) 721-14-00

B nuye: Nenepanvnuiii oOupexmop Adaman H.B.

Hosepenroe nuyo: Kaorosa FO.C., doaepennocmy 6/4 om 01.12.2017

SASIBJHIET, UTO

nexapemeennoe cpedcmeo: Maanoxe, matnemcu dceeamenvuvie 10 wum., ynanosku gyetixogsie konmyproie (2),
nauxu kapmonnvie, PY Ne I1 N014986/01 om 15.12.2008 (0ama 3amenwt 16.03.2017} emdano CAHODH-
ABEHTHC PPAHC, cepun U672, napmun 43728 ynaxosok, zo0en do 01.06.2023, npouseodcmsea Caroghu
CnA., Hmanun, Sanofi S.p.A., S.8. 17 km 22-67019 Scoppito (AQ), Italy, ko0 OKII[2 21.20.10.112, koo TH
BOX 3004900002, konmpaxm Ne 348/40056192/HU-2 om 20.10.2010, unsoiic Ne 9053078299 om 07.09.2018

COOTBETCTBYET TPEEOBAHUAM
IT NO14986/01-070410 usm. Ne 1-7

JEKJIAPAITAA ITPHHSITA HA OCHOBAHAH
nponoxon ucnvrmanut Ne 2648 o om 13.09.2018 HJI OO0 H1] "®4PMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 QJI40, Cepmughuram POCC IT. ®M08.C22718 om 13.09.2018

Knowxora 10.C.
©.1.0

CBEJEHVS O PETICTPAITAU

OPTAH IIO CEPTHUPHKAIINH, 3APETUCTPUPOBABIIIIA TEKJIAPATTHIO

RA.RU 11 ®MO8 OPIAH ITO CEPTHOHKALTHH ITPONVKITHH OFIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmeprosa, 9. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmupurayuu. 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, d. 4, sm. 5., men.:(495)788-02-88, geb-
caiim: oyxx.pg.

,[[EKJIAPAIII/I}I O COOTBETCTBUU 3APETHCTPHPOBAHA N POCC RU J-IT.OM08.A.00657/18

ATA PEEHCTP.
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SANOF!

Canodu C.n.A., Mranus
67019 Scoppito (AQ) Italy

CEPTHOHKAT AHAJIU3A

Maanokc®, 400 mr, TabneTkH KeBaTeabLHbIe daucrepsl — 10 — N2

Cepns: U672
IIponzpenen: 23/06/2018
I'onen mo: 06/2023
HJ1 II N014986/01-070410
ITOKA3ATEJIN HOPMBbI PE3YJIbTATBI
Omnucanne Tabnerku Gesoro UBeTa, KPyTibIE, CooTtreTcTBYET
THIOCKOLMIHH APHYEcKoit QOopMEI ¢ hackoit 1
IPABHPOBKOH «MxX».
[NoumuHHEOCTH
- AMOMHHBH PassuBaetcs naTeHcuBHad dmoopecuenuus | CooTBETCTBYET
HKEITOBATO-3€JIEHOTO 1IBETA.
- Mar"ui Ob6pazyercs ocaqoK CHHETO LiBeTa CooTBeTcTBYET
Cpennss Macca Tablerox Ot 1164 Mr 10 1236 wmr. 1197 Mr
OnHOPOIHOCTE IO Macce Tpebopanue Erp.®. CooTteercTBYET
IToteps B Macce nipu BeIcymuuBaHMu* | TpeGosanne Erp.® CooTBeTCTRYET
Kucnoro-Hefitpanusytomnas He <22,5 u ve> 27,5 m3xe HCl/Tabm. 229
cnnocoOHOCTH
Komnuecreendoe onpejesenne
- ANOMHHUSA OKCHJI THIpaTupoBanHblit | He < 380 mr/rab:. u ne > 420 mr/tab. 391,0
- Mar’us raJipoKCHI He < 380 mr/tab:m. u ne > 420 mr/tabn. 406,4
Mukpobuonoruyeckas uucrora® Kateropus 3A. He obnapyxeHo

* ]

— I0Ka3aTeNkb BBEICH QUPMOH B COOTBETCTBHM ¢ TPeGOBAHMAMM, NPHHATHIMU B PO K cTanAapTH3aIMHU
AaHHOM neKapcTeeHHOH GOPMBI, U HE BKIIOYEH B cepTHOHKAT anainsa pupmbl. KauecTBo npemapaTa 110
3TOMY NOKa3aTelo rapastupyercs GupMoi.

YKazaHHast CepHs IPOH3BEJACHA B COOTBETCTBHMM C JEHCTBYIOIHMH TPeOOBAHUAMY PETHCTPAI[MOHHOTO
JIOCEE H IpaBHIaMH HAIJICHKAIICH NPaKTHKH IPOU3BOICTBA TeKapCTBEHHBIX ¢pejacTs (GMP).

Kakue-nnb0 3HAYMMBIC HMIM KPHUTHYECKHWE OTKIOHEHHS OT PEIr/IaMEHTHPOBAHHBIX [APAMETPOB He
3aperucTPHPOBAHLL

Pemenne: Bemyuen 26/07/2018 YnoanomouenHoe muio: Dr. Alessandra Maurizio

AL «Canodgns Pocenss
Aapec: 123069, Moecksa, va, Toeperan., 220 Tea (495 7211300 dvare (4933 721-14 1 wwwosanof{iro
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