JAEKJIAPALIUST O COOTBETCTBUUA

JEKJIAPAHT, IPUHUMAIOUAI JEKJIAPAITNIO O COOTBETCTBUH

AO "Canogpu Poccus"

3apezucmpuposano : Meaicpaiionnan uncnexyus MHC Poccuu No39 no 2. Mocxee OI'PH 1027739079940 om
19.08.2002

Aodpec: 125009, a. Mockea, yn. Teepckas, 0. 22. Teneghon:8 (495) 721-14-00

B nuye: I'enepanvuviii Oupexmop Adaman H.B.

Hoeepeunoe nuyo: Knoxosa FO.C., dosepennocme 6/n om 01.12.2017

3ASIBJBSIET, UTO

Jexkapemesennoe cpedcmeo: Topsaxkapd mabiemru nokpvimule nienounot oborouxoti 20 m2 10 wm., ynaxosxu
Aveukoevle Konmypuwie (9), nauxu kapmonnsie, PY Ne JIC-000438 om 29.06.2010 (0ama 3amenvt 21.08.2017)
soroano AO "Canogpu Poccua”, cepus 4340518, napmus 109035 ynaroeox, 200en do 30.04.2022, npouzsodcmea
Canexa @apmacviomuxanc a.c., Cnosayxas Pecnyonuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 92027
Hlohovec, Slovak Republic, koo OKITJ2 21.20.10.149, koo TH B3 3004900002, koumpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085298070 om 10.07.2018

COOTBETCTBYET TPEGOBAHUAM
JIC-000438-290411 uzm. Ne 1-6

JEKJIAPATIHSI ITPUHSATA HA OCHOBAHHUHA
npomorxon uchvimanuii Ne 2012 0 om 17.07.2018 HJI OO0 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC SK.OMO08.C18539 om 17.07.2018
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JIATA TIPHHSITUSKIEKJIAPALIH 17.07.2018
AEKJAPALMS IEHCTBUTENBHA JIO 30.04.2022
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CBEJIEHUSI O PETUCTPALIAMA

OPTAH 110 CEPTHO®HUKAIINH, 3APETMCTPUPOBABIIHI JIEKJIAPAITHIO

RA.RU.11DMO8 OPTAH I10 CEPTHOHKAIJHH ITPONYKIJHH OBIIECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIS KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mocxkea, yn. Macmeprkosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no

cepmucpurxayuu: 115280, POCCHA, 20poo Mockea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-

caim: oykr.pgp.

JAEKJIAPALIUSI O COOTBETCTBHU 3APETMCTPUPOBAHA N POCC SK.®M08./[07333
JATAPEVHGTPALIIHM 17.07.2018
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SANOFI

Canexa ®apmacbroTHKAIC a.c., CiioBauxkas Pecriy6mika

Hurpuancka 100, 920 27 Tnarosen

CEPTHO®UKAT AHAJTH3A

Topsakapa, Ta6/1eTKH, IOKPLITbIE ILIER0THOI 060.109K0ii 20 Mr Ne 90

Jata usrotonenns: 23/05/2018
30/04/2022

TI'onen no:
Cepus: 4340518
HJT JIC-000438-290411

IIOKA3ATEJIb HOPMBI PE3YJIbTATEI
Omnucanune Ot 6enoro o nouru Genoro upera COOTBETCTBYET
OBAIIbHbIE NBOSIKOBBITTYKJIblE TAONETKH,
TIOKPBITBIC TIEHOYHOH 06010YKOH
HoaauunocTs
- aTOpBacTaTHH COOTBETCTBHE XPOMAaTOrpaMm COOTBETCTBYET
- KaJTbLIHH COOTBETCTBYIOIIEE OKpalllBaHHE NOJIO)KUTENBHO
- THTaHa THOKCH]L pacTeopa NONOKHUTENBHO
HKENTO-OPaHKEBOE OKpalllMBaHHE
Cpennsas macca 1 Tabnetku Ot 0,275 10 0,304 r 0,284 r
OtknoHeHHe 0T cpeaneii Macchl EBp. ®apm. COOTBETCTBYET
Bopa** He Gonee 8,0 % 52%

PacrBopenne aktupHoii cyOocTranuun
Yepes 30 mun (Q = 75 %)

He menee 80 %

97:95;96;95;93:93%

Hocroponnne npumecn

-HICHTH(UIMPOBAHHBIE NPOIYKTHI He 6onee 0,5 % 0,06 %
pacrnaza 1o oTAenbHOCTH*

-mobas HeMaeHTHGULUUPOBAHHAS He 6onee 0,2 % 0,09 %
npuMecs*

HocToponuue npumecn-BIKX

-CYMMa HeHIEHTHPHLMPOBAHHAS He 6onee 0,7 % 0,22 %
npumeceii*

-CyMMa Bcex Tpumeceii He 6onee 2,0 % 0,28 %
Muxpobuosioruueckas 4yncToTa Eep.®apm. wnu I'd XI1, Kareropusa 3A COOTBETCTBYET
Onunopoanocrs AosupoBannsn-BIAKX | He 6onee 15,0 4,3
KonnuecrBennoe onpexenenne-

BOXKX Ot 19,0 Mr 10 21,0 Mr 20,1 mr

-atopeacTariHa B 1 Tabnetke, nokpriToit
IeHo4YHOH obonoukoii

*YkasbiBaercst HanbonbINas mpUMech

**TlokasaTenb MOXET OTCYTCTBOBATh B cepTH(dHKaTe aHanuza

Iipenapara no AaHHOMY MIOKa3aTento.

3AKJIIOYEHHE: CooteeTcTByeT TpeGoBaHUAM crieuuduKaumy.

HacTosmum Mbl noaTeepknaem, uTo MH(OPMALMA, NpejCTABNEHHAR BHINE, ABISETCS
AocToBepHOH. [lanHas mapTus npomykra Gbina TIpOM3BENeHa, BKIIIOYAd YMIAKOBKY H KOHTPOI
TNpEANPHATHH B NOJHOM COOTBETCTBHH ¢ TpebGoanuamu Hamnexameii 1
MECTHOTO KOHTPOJHpYIOLIErO0 OpraHa, a Takke CO Crelu

YAOCTOBEPEHHHN CTpaHbl-uMmoprepa. OTueTsl o NPOH3BOJCTBE,
PaCCMOTPEHBI U TIPU3HAHB! COOTBETCTBYIOLIMMHU TpebGoBannam GMP.

Brimymen: 28/06/2018

YHNaKOBKE M aHaju3e ne:?u
Ynonnomouennoe nuio: Holickova Jaros /q

AO «CaHobu Poccuss

(upmer. Komnanus rapanTupyer kauectso
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Agpec: 125008, Mocksa, yn. Teepckas, 22. Ten.: (495) 721-1400. dakc: (495) 721-1411. www.sancfira 6

HNOAJMHHOH H
b KayecTBa, Ha
POH3BOACTBEHHON npakTku (GMP)
ukanuamu, ykasaHHeIMH B~ PernctpaltitonHom
O
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Certificate of analysis

Product _ TORVACARD ®
Product mumber 12004785 Batch LIMS HV 644714
Batch number 4340518 Released quantiry 10905 PACKS
Desage strength 20 mg
Dosage form film-coated tablets
Packaging size 90 tb] Date of analysis 11.06.2018
Manufacture date 23.05.2018 Specification ND L§-000438-290411
Expiry dare 30.04.2022 Marketing authovisation LS-000438
Importing couniry Russia No.
Test Limits Results
Appearance
Description white to off-white, oval, complies
biconvex, film-coated tablets
Identification
Atorvastatin correspondence of positive
chromatograms
Calcium red colouring positive
Titanium dioxide yellow-orange colouring positive
Average weight of 1 tablet 02752100304 g 0.284 ¢
Mass variation 220+£5%, 0/20+10% complies
Water (K.F.) NMT 8.0 % 52%
Dissolution active substance
After 30 min.(Q=75%) NLT 80 % 97:95:96,95;93:93 %
Purity HPLC
Known degradation products NMT 0.5 % 0.06 %
individually
Unknown degradation products NMT0.2 % 0.09 %
individually
Sum of unknown degradation NMT 0.7 % 0.22 %
products
Sum of all impurities NMT 2.0 % 0.28 %
Microbiological quality
- GF X1, category 3A
Total acrobic bacteria NMT 1000 CFU/g 5CFU/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 £15.0 4.3
Content-HPLC
Content of atorvastatia in 1 19.0 mgto 21.0 mg 20.1 mg
film-coated tablet

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 820 27 Hiohovec - Siovenska republika

Tel: {+421} 33 735 1111, Fax {+421) 33 730 0890, E-

IC0. 45 833 323 - 1 DPH: SK2023559842 - Tatrabankaas. — & b, 2920123416M1100
Obchodny registe: Dheesndhe sidu Tmava, Oddiel Sa, Vieks Eigie 10854

mzil: saneca@saneca.com - www.sansca.com

Saneca
Pharmaceuticals
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Certificate of analysis

Product TORVACARD ®
Product number 12004785

Barch number 4340518

Dosage strength 20 mg

Dosage form film-coated tablets
Packaging size 90 tbl
Muanyfacture date 23.05.2018

Expiry date 30.04.2022
fmporting country Russia

Batch LIMS HV 644714
Released guantity 10905 PACKS
Date of analysis 11.06.2018
Specification ND LS-000438-290411
Marketing authorisation LS-000438
No.

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

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified by QP: Holitkové Jaroslava
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compliance with GMP.

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic
Authorisation number : VL 055/13-2
GMP Certificate No : SK/009V/2017

Certified on: 28.06.2018

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 520 27 Hiohovec - Slovenska republika
Tel: §4421) 33 736 1111, Fax: [+421) 33 730 0830, E-mait: S2reca@saneca.com — www.Saneca com
ICO 46 833 323 - 15 DPH: SK2023569542 Talrebanka a.s ~ & (. 2920123416/1100

Obchodry registe: Dkresnshe sodu Tmava, Oddiel Se Violhs Eislo 10804/T




