JEKJIAPAIIUS O COOTBETCTBHUHA

JAEKJIAPAHT, IPUHUMAIOIIMIA TEKJIAPAIIMIO O COOTBETCTBUH
AO "Canogpu Poccus"

3apeaucmpuposano : Mexcpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenepon:8 (495) 721-14-00

B auye: I'enepanvnunii oupexmop Aoaman H.B.

Hosepennoe nuyo: Knokosa I0.C., dosepennocms 6/n om 01.12.2017

3ASIBJISIET, UTO

nexapcmesennoe cpedcmso. Topeaxapo mabaemxu nokpvimovie nienoynoi oborouxoii 40 me 10 wm., ynaxosku
Auelikosvie KoHmypnote (9), nauku kapmonnvie, PY No JIC-000438 om 29.06.2010 (oama 3amenv 21.08.201 7)
svioano AO "Canogpu Poccus”, cepus 4130518, napmusi 5406 ynarogox, 200en do 30.04.2022, npoU3ICOOCHBA
Canexa @apmacviomuranc a.c., Cnoeayxas Pecnynuxa, Saneca Pharmaceuticals a.s., Nitrianska 1 00, 92027
Hlohovec, Slovak Republic, koo OKIIJ]2 21.20.10.149, koo TH B3 3004900002, koumpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085298085 om 10.07.2018

COOTBETCTBYET TPEEOBAHUSIM
JIC-000438-290411 uzm. No 1-6

JAEKJIAPAIIUS ITPUHSITA HA OCHOBAHHH
npomoxon ucnetmaruti Ne 2009 0 om 17.07.2018 HJI OO0 HI] "PAPMOBFOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®DJI40, Cepmugpurxam POCC SK.®M08.C18525 om 17.07.2018

PORWAOTED o)

,n;;ﬂi( H‘PHHﬂTﬁg_nEKﬂAPAuHH 17.07.2018
AEKJTAPALIUIST AERCTBUTEILHA 10 30.04.2022

% Knoxora 10.C.
v, Oernapiih & ﬁonnuu: ®.1.0

CBEJAEHUS O PETUCTPAIINN

OPTAH IO CEPTU®HKAITNH, 3BAPETUCTPUPOBABIIHI TEKJIAPAIMIO

RA.RU. 11 OMOS OPTAH ITO CEPTHOHKAILJHH ITPOIYKITHH OFIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY>KHOH I[EHTP KOHTPOJIS KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockea, yn. Macmeproea, d. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepkosa, 0. 4, sm. 5., men. :(495)788-02-88, set-
caim: Oykx.pep. -

,IIEKJIAPAHHHOCOOTBETCTBHH 3APETHCTPUPOBAHA N POCC SK.®@M08./107340

JAFA PETHCTPAUIH 17.07.2018
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SANOFI

Canexa ®apmackiotukarc a.c., Cropamkas Pecny0mixa

Hutpuancka 100, 920 27 I'narosen

CEPTUO®HUKAT AHAJIN3A

Topsaxapn, Ta6/1eTKH, IOKPBITBIE MICR0YHOH 060.109K0ii 40 Mr Ne 90

Hata m3rotornenus: 29/05/2018
I'oaen mo: 30/04/2022
Cepus: 4130518

HJT JIC-000438-290411

IIOKA3ATEJIb HOPMbI PE3VJIb(ATHI
Onucanue oT Genoro 10 nouru Gesnoro usera
OBanbHbIE NBOAKOBLITYKIIEIE TabNETKH, COOTBETCTBYET
NOKPEBITBIE IUIEHOYHOH 000104YKOH.
IlopnnunocTe
- aTopBacTaTHH COOTBETCTBHE XPOMATOIPaMM COOTBETCTBYET
- KaJIbIHH COOTBETCTBYIOMIEE OKPALIIMBAHUE TIOJIOKUTENLHO
pacTeopa
- TUTaHa JJHOKCHI JKENTO-OpaHKeBOe OKpalIHBAHHE TIOJIOXKHTENBHO
Cpennss macca 1 Tabnerku Ot 0,548 10 0,607 r 0,576 r
OTks0HeHHe OT cpeaHeii Macchl Erp. ®apm. COOTBETCTBYET
Bopa** He Gonee 8,0 % 5,4 %
Pacteopenue akTuBHoili cyGeTanuun
Yepes 30 mun (Q = 75 %) He menee 80 % COOTBETCTBYET
IocToponnne npumecn, BRKX
- HIEHTHOHULMPOBAHHbIE NPOIYKTHI pacnana He 6onee 0,5 % 0,07 %
1o oTaentHocTH*
- mobas HenneHTHOUUMPOBaHHAs IpHMeck * He 6osnee 0,2 % 0,08 %
- CyMMa HeHJieHTHOHLIMpOBaHHas ipuMeceii* | He Gonee 0,7 % 0,22 %
- CyMMa Bcex npumeceii He 6onee 2,0 % 0,29 %
MukpobGuonoruyeckas uncrora I'® XII Karteropus 3A COOTBETCTBYET
OnnopoanocTs no3upoBanns - BIKX He 6onee 15,0 5.1
Konanuecrsennoe onpenenenne - BIAKX
- aTopBacTaThHa B 1 TabneTke, NOKpLITOH Ot 38,0 Mr 10 42,0 Mr 41,2 Mr
TUIEHOYHOH 00010uKOH

*VkasbiBaeTcs HaHGONBIUAA PUMEC

**Iloxa3aTelb MOXKET OTCYTCTBOBATH B cepTHdHKaTe anamiza

npenapara no JaHHOMY MOKa3aTelr.

¢upmel. KoMnanns rapaHTHpyeT KayecTo

3AKJIFOYEHHME: CooteercTryeT TpeGoBanmsam CrielHpUKaLHH.

Hacrosmum Me noxTBepkaaeM, uto HH(opMalus, npencTasiennas BbILUE, SBISAETCA MOLIMHHON H OCTOBEPHOH.
Hannas naptus nponykra Gbina IPOM3BE/ICHA, BKIOYAA YMAaKOBKY M KOHTPO/Ib KayecTBa, HA NpPEANPHATHH B
TIOIHOM  COOTBETCTBMM ¢ TpeboBanuamu Hamneskameil npoussoncTBeHHO npaktukn  (GMP) wmecthoro
KOHTPOJHUPYIOIIETO OpraHa, a TakKe CO CreuH(pHKALMIMH, YKa3aHHBIMM B PeructpauoHHOM ynocToBepeHHH

CTpaHbl-uMIIOpTepa. OTYET! O MPOHIBOACTBE, YNAaKOBKE H aHATH3E NaPTHH GBUIA PACCMOTPEHbL.H:-GpHIHAHE!
COOTBETCTBYIOMMMH TpebGoanuam GMP. o2 o R
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Bemymen: 06/07/2018
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Ampec: 125009, Mockea, yn. Teepckan. 22. Ten.: (495) 721-1400. Gaxc: (495) 721-1411, www.sanofi.fu & 2.;1 ’”_‘EWV
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Certificate of analysis

Saneca
Pharmaceuticals

Product TORVACARD ®
Product number 12004786 Batch LIMS HV 645013
Batch number 4130518 Released quantity 5406  PACKS
Dosage strength 40 mg
Dosage form film-coated tablets
Packaging size 90 tbl film Date of analysis 26.06.2018
Manufacture date 25.05.2018 Specification ND LS-000438-290411
Expiry date 30.04.2022 Marketing authorisation LS-0004538
Importing country Russia No.
Test Limits Results
Appearance
Description white to off~white, oval, complies
biconvex, film-coated tablet
Identification
Atorvastatin correspondence of positive
chromatograms
Calcium red colouring positive
Titanium dioxide yellow-orange colouring positive
Average weight of 1 tablet 0.548 210 0.607 ¢ 0576 g
Mass variation 2/20+5%, 020+ 10% complies
Water (K.F.) NMT 8.0 % 54%

Dissolution active substance
After 30 min.(Q=75%)
Purity HPLC

Known degradation products
individually

Unknown degradation products
individually
Sum of unknown degradation
products
Sum of all impurities
Microbiolegical quality
- GF XII, category 3A
Total aerobic bacteria
Total Fungi
Absence of Escherichia coli
Uniformity of dosage units
Content uniformity - AV
Content-HPLC

Content of atorvastatin in 1
film-coated tablet

NLT 80 %

NMT 0.5 %
NMT 0.2 %
NMT 0.7 %

NMT 2.0 %

NMT 1000 CFU/g
NMT 100 CFu/g
absence inl g

NMT 15.0

38.0mgto42.0 mg

102;99;102:101:103;100 %

0.07 %
0.08 %
0.22%

0.29%

0 CFU/g
0 CFU/g
negative

51

41.2mg

Conformity with the specification.
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Certificate of analysis

Product TORVACARD ®

Product number 12004786 Batch LIMS HV 645013

Batch number 4130518 Released quantity 5406  PACKS
Dosage strengith 40 mg

Dosage form film-coated tablets

Packaging size 80 tbl flm Date of analysis 26.06.2018
Manufacture date 26.05.2018 Specification ND LS-000438-290411
Expiry date 30.04.2022 Marketing authorisation LS-000438

Importing country Russia No.

I'hereby confirm that the above 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 to be in

compliance with GMP.

Release for sale

Manufacturing site: Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hiohovec, Slovak Republic 520 27 Hilohovec, Slovak Republic

Authorisation number : VL 059/13-2 Authorisation number : VL 059/13-2

GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017
an

Certified by QP: FarkaSova Emilia ‘:? /{L ' Certified on: 06.07.2018

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Siovenska republika
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