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KOMMep4ecKHii peructp paiionsoro cyna Tmasa, pasaes Sa, Homep BetaBku: 10601/T

HUcnbiTanue Hopmbi PesyabTarsl Ouenka
Omnucanue
Onucanue TabJIETKH OBaJIbHbIC COOTBETCTBYET CooTBeTcTByeT
JIBOSIKOBBIITYKJIBIE OT OEJI0T0 /10
04YTH OEJIOro 1BETa, MOKPHITHIC
IUIEHOYHOIT 060109KOH
HopymuuocTn
ATtopBactaTiH COOTBETCTBHE XPOMATOIPaMM TOJIOXKUTEIIBHBIH Pe3yIbTaT CooTBeTcTByeT
Kanbiumit KpacHOE OKpallMBaHHe HOJIOXKUTEIbHBIA pe3yIbTaT CooTBeTcTByeT
TuTaHa THOKCH] HKENTO-OPAHIKEBOC OKPAIIMBAHNE | ITOJOKHUTEIBHbIN PE3yIbTaT CooTBeTcTByeT
Cpennsist Macca TabJIeTOK 0,275-0,304 r 0,287 r CooTBeTCTBYET
OnHOPOIHOCTH AO3UPOBAHUS 2/20 £ 7,5 %, 0/20 £ 15% COOTBETCTBYET CootBeTcTBYyET
0 Macce
Bona (o metony Kapia He Goxee 8,0 % 3.9% CooTBeTCTBYET
Odumepa)
PacTrBopeHue akTHBHOM
¢apmaneBTHYECKOI
cy0cTaHuIMH
Yepes 30 munyT (Q = 75 %) He menee 80 % 97, 95; 94; 93; 95; 97 % CootBeTcTBYyET
Hpumecs (BIXKX)
WnenrudunupoBaHHbie He 6oxnee 0,5 % 0,05 % CooTBeTCTBYET
CIMHHYHBIC TIPOJYKTHI
PpasIoKeHHs
HewnnentudunupoBaHHbie He 6oxee 0,2 % 0,08 % CooTBeTCTBYET
€IMHHYHBIE TIPOJLYKThI
Ppa3IoKEeHUs
Oo6miee copepkanue ue 6oiee 0,7 % 0,20 % CooTBeTCTBYyET
HEUJICHTU(GUIIUPOBAHHBIX
[POYKTOB PA3JIOKEHHUS
OO01iee comepxanue He 6onee 2,0 % 0,25 % CooTBeTCTBYET
npuMeceit et Sl
Mukpoounoaornieckas LA & :,‘ g
YUCTOTA ¢ 5.".'1 eH A v .
- Esp.®. 5.1.4. . ~:|.:‘!.;..QDTBCTCTByeT AN
Obwiee uncIo a3poOHBIX He 6onee 1000 KOE/r 0 KOE/r :* .(;udfiic;'r}'m},;jn_ ) - i‘.
MHKPOOPTaHH3MOB LT e g
OO0111ee YMCI0 IPONOKEBBIX U He 6onee 100 KOE/r 0 KOE/r 4 .COOTBCTCTB;/.G'I i _.;
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200HOCMU yoocmogeperue Ne

Cmpana-umnopmep Poccust

GMID 682502

Aropsacrarun Kanbiuii, Cepust npousogutens: 2161019, Canexa @apmacviomuxaic a.c. Nitrianska
100, 920 27 Hlohovec, Slovak Republic

ADU, npoussooumens

OrtcyrcrBue Escherichia coli orcyTcTBHE B I T CooTBeTCTBYET

OaHOPOIHOCTD A03HPOBAHUS

OTPHULATEIILHO

OIHOPOIHOCTH He 6ouee 15,0 6,7 CooTBeTCTBYET
JI03UPOBAHHUS 110
cozepskanuto (AV)

KosmyecrBennoe

onpenaenenue (BIXKX)

KonnuecTBeHHOE OMpe/Ie/icHHEe 19,0-21,0 mr 20,1 mr CooTBercTByeT

aTopBacTaTuHa B 1 Tabnerke,

MOKPBITON TIEHOYHOU

000JI0YKOH

CooTBeTcTBYeT cHeH(PUKALUH

HacrosmuM s MoATBEp)KAAl0, Y4TO BblICyKazaHHAs MHGOpPMaLus sABISETCS BEpHOW M TOUHOW. [laHHAs cepus MPOAYKTa IPOM3BEIICHa,
BKJIIOYas yIIAKOBKY M KOHTPOJIb Ka4eCTBa, HA HIKEYMOMSIHYTOH ITPON3BOJICTBEHHOM TJIOIAIKE B TOJTHOM COOTBETCTBUH C TPEOOBAHUAMHU
Hamnexxamedt npousBoactBeHHON mpakTukd (GMP) MeCTHBIX peryJsTOPHBIX OpraHoB U CHelUHUKAIHHA PEerucTPalnoHHOTO
YAOCTOBEPEHUSI HMMIIOPTUPYIOIIEH CTpaHbl- crenuduKanuii HOpMaTHBHOTO JAoKyMeHTa. [lo pesympTatam NpOBEpKH 3amuceil o
MIPOM3BOJICTBE, YIIAKOBKE U aHAIN3E CEPUH ObIJIO YCTAaHOBIEHO COOTBeTCTBHE TpeboBanmsiM GMP. MapkupoBka B ITIOJTHOM COOTBETCTBUH
¢ mocneaHed oxo0peHHOH MUHHCTEPCTBOM 3]paBOOXPAaHEHHs BepCHEll MaKeTOB YIIAKOBKM M HMHCTPYKIHH II0 MEIUIUHCKOMY
[IPUMEHEHHUIO.

Pa3peuieHo k npoaaxe

IIpousBoacTBeHHAs MIOINALKA: MecTo BBITyCKa H KOHTPOJIS KA4ecTBa:
«Caneka dapmacsroTukaic a.c.», Hurpuancka 100
92027, I'morosen, Cnosarkas Pecrrybnnka
Perucrpanuonnsiii Homep: V-15/2009
Ceprudpurar GMP Ne: SK/009V/2017

«Caneka @apmacsroTukaic a.c.», Hurpuancka 100
92027, I'morosen, Cnosarkas Pecrrybnnka
Perucrpanuonnsiii Homep: V-15/2009
Ceprudpurar GMP Ne: SK/009V/2017

YTBep:kaeHo, ynoaHomoueHHoe auno Gulasova Maria (noonucs) Hara: 16.01.2020 . 9 x .': o g ok
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Certificate of analysis

Product TORVACARD ®

Product number 12004788 Batch LIMS HV 714 144

Batch number 4581219 Released quantity 24166 PACKS
Dosage strength 20 mg

Dosage form film-coated tablets

Packaging size 30 tbl Date of analysis 14.01.2020
Manufacture date 05.12.2019 Specification LS-000438-040419
Expiry date 30.11.2023 Marketing authorisation LS-000438
Importing country Russia No.

GMID 682502

APL: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2161019, SANECA PHARMACEUTICALS a.s., Nitrianska 100, 920
27 Hlohovec, Slovak Republic

Test Limits Results Evaluation
Appearance
Description white to off-white, oval, biconvex, | complies sinlis
film-coated tablets P
Identification
Atorvastatin correspondence of chromatograms | positive esinplies
Calcium red colouring positive soniilies
Titanium dioxide yvellow-orange colouring positive complies
Average mass of 1 tablet 0.275 g 10 0.304 g 0.287 ¢ complies
Uniformity of mass 2/20+5 %, 0/20+10% complies cornplies
Content
(1)
Water (K.F.) NMT 8.0 % 3.9% complies
Dissolution active substance
= — 750, -0%5-04-073:05- 0
After 30 min.(Q=75%) NLT 80 % 97:95;94;93:95.97 % comglics
Purity HPLC
Known degradation products NMT 0.5 % 0.05 % complies
individually .
Unknown degradation products | NMT 0.2 % 0.08 % B
individually B
. 0
pmi?lg;sof unknown degradation NMT 0.7 % 0.20 % samplies
- e o
Sum of all impurities NMT 2.0 % 0.25% complies
Microbiological quality
Microbiological purity
Ph.Eur.5.1.4.
Fora
Total aerobic microbial count | NMT 103 CFU/g 0 CFU/g I 3 ‘“r
(TAMC) Al : -~ 00fi.plies
&-""-‘;_;r“ 1FE -""‘x- —".'l_
Total combined yeasts/moulds [ NMT 10 CFU/g 0 CFU/g Fuiss 5
(TYMC) gy compliag,
Absence of Escherichia coli absenceinl g absence A
Uniformity of dosage units %
Content uniformity - AV AV <150 6.7

Saneca Pharmaceuticals a.s.

Nitrianska 100 « 920 27 Hlohovec * Slovenskd republika * t: +421 33 736 1111 « f: +421 33 730 0890 * e-mail: info@saneca.com
1C0: 46 833 323 « IC DPH: SK2023599842 « OR 0S Trnava, odd.: Sa, vl. &.: 10601/T « Tatra banka, a.s. * IBAN: SK22 1100 0000 0029 2012 3416

www.saneca.com
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Certificate of analysis

Product TORVACARD ®
Product number 12004788

Batch number 4581219

Dosage strength 20 mg

Dosage form film-coated tablets
Packaging size 30 tbl
Manufacture date 05.12.2019

Expiry date 30.11.2023
Importing country Russia

GMID 682502

27 Hlohovec, Slovak Republic

Batch LIMS HV
Released quantity

Date of analysis
Specification

Marketing authorisation
No.

714 144

24166 PACKS

14.01.2020
L.S-000438-040419
LS-000438

APL: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2161019, SANECA PHARMACEUTICALS a.s., Nitrianska 100, 920

Content-HPLC

Content of atorvastatin in 1
film-coated tablet

19.0 mg to 21.0 mg

20.1 mg

complies

Conformity with the specification.

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality control
at the below mention site in  full complience with the GMP  requirements of the local Regulatory Authority and with the the specifications in the
Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging and analysis records have been
reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of Health of the Russian Federation version

of packaging and leaflet artworks.

Manufacturing site:

Released for sale

Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019
GMP Certificate No : SK/009V/2019
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Certified by QP:

Saneca Pharmaceuticals a.s.

Nitrianska 100 + 920 27 Hlohovec * Slovenskd republika * t: +421 33 736 1111 « f: +421 33 730 0890 » e-mail: info@saneca.com "a,' i, .

1€0: 46 833 323 + IC DPH: SK2023599842 « OR 05 Trnava, odd.: Sa, vl. €. 10601/T = Tatra banka, a.s. « IBAN: SK22 1100 0000 0029 2012 3"&1:&,‘?&5.'__._ .#-"”W saneca.com

Gulaéqi;é?(’(‘éria

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic

Authorisation number :

V-15/2019

GMP Certificate No : SK/009V/2019

Certified on:

16.01.2020

: Saneca Pharmaceuticals a.s.
+ Nitrianska 1uUu

B Saneca !
/ Pharmaceuticals

:1E0:

920 27 Hichovec
: Slovenska republika
46 833 323

! 16 DPH: SK2023509842 55
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