JEKJAPALIUSI O COOTBETCTBUA

AEKJAPAHT, IPHHUMAROHIUI NEKJAPAIIIAIO O COOTBETCTBUH

AOQ "Canogu Poccus"

3apezucmpuposano : Mexcpaiionnan uncnexyus MHC Poccuu No39 no 2. Mockee OFPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, yn. Teepcran, 9. 22. Teneghon:& (495) 721-14-00

B nuye: Fenepansnuiii dupexmop Adamsin H.B.

Hoeepennoe auyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3AABJBIET, UYTO

Jerapcmeentoe cpedcmeo: Topeaxapd mabnemxu noxpeimple nieHOYHOT 06010401 20 M2 10 WM., YHAKOSKY
auetikosoie Konmypnwie (3), nauxu kapmonnvie, PY No JIC-000438 om 29.06.2010 (oama zamenvr 21.08.2017)
svi0ano AO "Canodhu Poccun®, cepus 4190218, napmun 32764 ynaxosok, zoden 0o 31.01.2022, npouseodcmea
Canexa Qapmacviomuranc a.c., Crosayxas Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 92027
Hlohovec, Slovak Republic, koo OKITJ2 21.20.10.] 49, koo TH B3 3004900002, xonmparxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085287886 om 13.04.2018

COOTBETCTBYET TPEBOBAHHUAM

JC-000438-290411 usm, No 1-6

AEKJTAPAIIMS NIPUHATA HA OCHOBAHHUHA

npomoxon uchvimanyit Ne 1078 0 om 24.04.2018 HJT OO0 HI] "OAPMOEOPOHA " ammecmam
axkpedumayuu POCC RU.0001.21 D/I40, Cepmugpuram POCC SK.OMOS.CI12377 om 24.04.2018

Crernanos C.C.
D.H.O

CBEJEHMUSA O PETUCTPALIUN

OPTAH 11O CEPTU®HUKAIIUH, 3APEI'HCTPUPOBARBIIHIA AEKJAPAITHIO
RA.RU.11@M08 OPIAH IO CEPTH®HKALIMH ITPOAYKIIHH OBIIECTRO C O PAHHYEHHOL
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAUECTBA "

adpec opzanuzayuu.: 115280, 2. Mocxea, ya. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmughuxayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, 5, men.:(495)788-02-88, ge6-catim: OYRK. P,

AEKJIAPALTUSE O COOTBETCTBHH 3APEFUCTPUPOBAHA M POCC SK. OM, 08..198794
AATA PETMCTPALIMU 24.04.2018

B ;;“' Hunenko 1.5,
ngf;uﬁéif%‘y Pykosomurens OC
#
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SANOFI

Canexa ®apmacsiorukanc a.c., Cnopaikas Pecniybnuka
Hurpuancka 100, 920 27 Tnaroeen

CEPTHOHKAT AHAJIM3A

Topaakapn, Tab/jeTKkH, HOKPBITHIE ILICHOUHOH 060.109K05 20 mr Ne 30

Hata msrorosnennsa: 26/02/2018

Yoxen mo:
Cepus: 4190218
HJ1 J1C-000438-290411

31/01/2022

TITOKA3ATEJL HOPMb] PE3YJILTATEL
Onucanne Ot 6enoro no nouru 6egoro uBETA COOTBETCTRYET
OB&JibHbIE ABOAKOBHIMYKIIBIE
TabneTkH, OKPHITEIE TICHOHOH
0bonouKoi
Honnunnocts
- aTOPBACTATHH COOTBETCTBHE XPOMATOrpaMm COOTBETCTBYET
~ Kanbiui COOTBETCTBYIOMMEE OKPAIMBAHHC IONOXHUTETBHO
- TUTAHA JMOKCHJ pacTeopa THONOKHTENBEHO
HKEATO-OPAHIKERBOE OKpPAIIMRAHHE
Cpenuss Macca 1 Tabnerku 010,275 50 0,304 ¢ 0,280 r
OTrioneHHe or cpenneii Maccsl Ezsp. @apwm. COOTBEICTBYET
Bona** He 6onee 8,0 % 3.8%

Pacrropenne akTHBHO
cyOcTaHuHH
Hepes 30 mun (Q = 75 %)

He menee 80 %

101;101;101;101;102;101%

Iocroponune npumecu

~HAECHTHPULMPOBAHHbIE NPOAYKTH He 6onee 0,5 % 0,07 %

pacnaja no oraensrocTH*

~mobas HeHAEeHTHOUUMPOBAHHAS He 6onee 0,2 % 0,08 %

npumece*

Hocroponsne npumecn-BIAX

-CyMMa HCHASHTHUIMPOBaHAAs He 6onee 0,7 % 0,22 %

npuMecei*

-CyMMa BCeX NpHmeceii He Gonee 2,0 % 0,29 %

Mukpoduonoraaeckas gneroTa Esp.®apm. win I'® X1, Kareropus COOTBETCTBYET
3A

Oanopoanocty, nozuporanus- He 6onee 15,0 1,4

BIXKX

Koanyecreennoe onpepenenne-

BOXX Ot 19,0 Mr a0 21,0 Mr 20,2 Mr

-aTopBacraTuna B 1 TabieTke,
TOKPBITOH TLIEHOYHOH 000109K0

*VkasuiBaetcs Hanbonbman NPUMECDH
**lokasaresTb MOXET OTCYTCTBORATL B CepTHQHKATE aHANN3a

I® BaHHOMY TIOKARATENI0.

3AKJIKOYEHME: Cootsetcreyer TpeGOBaHIIM CHeIM(UKATIR.

HactosmuyM Mbl noateepikaaem, uto HHOpMaUus, PeICTARNEHHAAA Bbllle, ABIfETCH MO

Hannas naprus mpomykra 6uita NPOM3BEACHA, BK/BOYAA YHAKOBKY M KOHTPONL KadecTha, Hal
= ae B n

COOTBETCTBHH C TpeboBanusMy Hannexamell npoW3sBOACTBEHHO mpaktHkn (GMP) Mecﬁgerp R 10

Aapec: 125008, Mockss, yn. Teepckas, 22. Ten.: {485} 721-1400. Daic: (483)

AQ «Canopi Pocouss

7211411, www.sanofi.ru
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SANOFI

Canexa ®apmaceroTikanc a.c., Cnosaukas Pecrry6nxa
Hurpuancka 100, 920 27 Nnarogey

CEPTHOUKAT AHAJTN3A
Topsaxapa, TabreTkn, HOKpLITHIE MIeHOYROl obou10uKoii 20 Mr Ne 30

Hata usrorornenus: 26/02/2018
Togen no: 31/01/2022
Cepnsi: 4190218

HJI JIC-000438-290411

OpraHa, 2 Takke CO cnemiQHKauMAME, YKa3aHHLIMH B Peructpanmontom yaoctosepenun CTpaHEl-UMIIOpTepa. OTUeTH 0
NPOU3BOICTEE, YIIAKOBKE H aHANN3E NapTHY Guian PACCMOTPEHL! M HPH3HAHLI COOTBETCTBYIOMMMH TpeboBanuayM GMP.,

Brinyiien: 05/04/2018 Ynoasomouennoe muno: Karlovska Marizna

AQ «CaHochi Pocousy .
Agpec: 125009, Mocxea, yn. Taepckan, 22. Ten.: (495) 721.1400. Qaxe' (4595) 7211411, www.sanofi.re
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Certificate of analysis

Produet TORVACARD ®
Froduct number 12004788 Batch LIMS HY 641756
Batch mumber 4190218 Released gquantity 32764 PACKS
Dosage strength 20 mg
Dosage form film-ceated tablets ]
Packaging size 30 thl Date of analysis 21.03.2018
Manufacture date 26.02.2018 Specification ND LS-000438-200411
Expiry date 31.01.2022 Marketing authorisation L5-000438
Importing country Russia No.
Test Limits Results
Appearance
Description white to off-white, oval, complies
biconvex, film-coated tablets
Identification
Atorvastatin correspondénce of ' positive
chromatograms
Calcium red colouring positive
Titanium dioxide yellow-orange colouring posilive
Average weight of 1 tablet 0275gt00304 g 0.280g
Mass variation 2202 5%, 020+10% complies
Water (K.F.) NMT86% 38%
Dissolution active substance
After 30 min(Q=75%) NLT 80 % 101:101;101;101;102;101 %
Purity HPLC .
Known degradation products NMT 0.5 % 6.07 %
individualiy
Unknown degradstion products NMT 0.2 % 0.08 %
individually
Sum of upkndwn depradation NMT 0.7% 0.22%
products
Sum of all impurities NMT 2.0% 0.29 %
Microbiological gualjty
- GF X1I, category 34
Total aerobic bacteria NMT 1000 CFu/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absenceinl g negative
Uniformity of dosage units
Content uniformity - AV AV <150 1.4
Content-HPLC
Conten: of atorvastatin in | 190 megto2l.0mg 202 mg
film-coated tablet

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 820 27 Hioheves - Slovenska republiks
Tei: (+421)33 736 1111, Fax: (+421) 33 720 RE90, E-mail saneca@saneca com - www.sanseca com

1G0: 48 833 323 - 10 DRH. SK2023589542 - Tatrabanka 2.5. - £ & 2920123416100
Obotxdng rugiste: Okresndhw rid: Tmavs, Odgc!: Ba. Vivike Sisic I0GIT
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Certificate of analysis

Product TORVACARD ®

Produtt number 12004788 Bartch LIMS HV 641756

Batch number 4190218 Released guantity 32764 PACKS
Dosage strength 20 mg

Deosage form film-coated tablets

Paclkaging size 30 1b] Date of analvsis 21.03.2018
Manufacture date 26.02.2018 Specification ND LS-000438-200411
Expiry date 31.01.2022 Marketing authorisation L5-000438

tporting country Russia No.

1 hereby confirm that the above information is authentic and aceurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with EU GMP requirements, the local Reguiatory Authority.and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
-compliance with GMP.

Release for sale
Manufacturing site: Quality control and release site:
Saneca Pharmaceuticals as, Nitrianska 100 Saneca Pharmacenticals a.s, Nitrianska 100
920 27 Hlochovee, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : VI, 059/13-2 Authorisation number 1 VL 055/13-2
GMP Certificate No : SK/D09V/2017 GMP Certificate No : SK/000V/2017
-
R iter®
Certified by QP: Karlovska Mariana Certified on: 05.04.2018

eahicais as

Baneca Pharmaceuticals a.s. ~ Nitrianska 100 - 820 27 Hiohovec - Slovenska republing
Tel {1421) 33 736 1114, Fax: (=421 133 730 0B30. E-mait: sanecafsaneca.com — www SERECH.COMm
150 46 833 322 1€ DPH: SK2023596842 - Tatrabanka a.5. — & £ 2020123416/1%00

Obatuntng ngiste: Divesniha sizdy Trava Oodial §6, Viaiks Hi5i0 1060171




