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Cepruduxkar anaausa

Saneca
Pharmaceuticals

Ipooyxkm

Homep npodyxma
Howmep cepuu
Jlozuposka

Jlexapcmeennas gpopma

TOPBAKAP/®

12004787
4050520
10 mr

TaOJIETKH, TOKPHITHIE
IUIEHOYHOM 000JI0YKOM

Cep

us LIMS HV

Pasmep evinywennoii cepuu

719 955
48 867 YIIAKOBOK

5.6.2020

JIC-000438-040419
JIC-000438

Pasmep ynaxosxu 30 TabneTox Jlama nposedenus
ananuza

[lama npouzsoocmea 15.5.2020 Cneyughuxayus

/Jlama ucmeuenus cpoka 30.4.2024 Pezucmpayuonnoe

200HOCMU yoocmogeperue Ne

Cmpana-umnopmep Poccus

GMID 682500

AU, npoussoautens: COJIb ATOPBACTATUHA KAJIbLIUA, Cepus np.-mst: 2020220, CAHEKA ®APMACBIOTUKAIJIC a.c.,
Nitrianska 100, 920 27 Hlohovec, CrnoBankas PecriyGiika

HUcnbiTanue Hopmbi PesyabTarsl Onenka
Onucanue
Ommcanve TaOJIETKH OBaJIbHBIE IBOSIKOBBIMYKIIBIE OT  |COOTBETCTBYET COOTBETCTBYET
6eJI0ro 10 MOYTH OeJIOT0 IBETa, HOKPHITHIE
IUICHOYHOH 000JI0UKOH
HopmuanoCcTHL
ATOpBacTaTuH COOTBETCTBUE TIOJIO>KUTEIIBHBIN COOTBETCTBYET
XpoMaTorpamm pesyJpTaT
Kanpunit KpacHO€ OKpalluBaHue MOJIOKUTENbHBIN COOTBETCTBYET
pe3ynbTaT
Turana quoxcun JKEIITO-OPAHKEBOE OKPAIINBAHHUE TIOJIO>KUTEIIBHBIN COOTBETCTBYET
pe3yJsbTaT
Cpennsist Macca TabIeTOK 0,137-0,152r 0,144 r COOTBETCTBYET
OTKIJIOHEHHE OT CpeJHEN MacChl 2/20 + 7,5 %, 0/20 £ 15% COOTBETCTBYET COOTBETCTBYET
CocraB
Bona (o merony Kapia ®umrepa) He 6oiee 8,0 % 4,3 % COOTBETCTBYET
PacrBopenne
Yepes 30 munyT (Q =75 %) He menee 80 % 95;98;99;95;93:95 % COOTBETCTBYET
PoacrBennsnie npumecu (BIKX)
WnentuduiupoBaHHbIe €JMHIYHbIE ne 6osee 0,5 % 0,08 % COOTBETCTBYET
TIPOJYKTHI Pa3JIOKEHUS
HeunentudunupoBaHHbie ¢IMHAYHbIC ue 6oiee 0,2 % 0,06 % COOTBETCTBYET
TIPOJYKTHI Pa3JIOKEHUS
Oo6mee comepraHne He Oonee 0,7 % 0,21 % COOTBETCTBYET
HEUJCHTU()UIIUPOBAHHBIX IPOJYKTOB
pa3IoKeHus
Oomiee copepkanue mpuMecen He 6onee 2,0 % 0,34 % COOTBETCTBYET
Muxkpo6uonornyeckas YHcTOTa
- EBp.®.5.1.4.
O6mee 4nciIo adpoOHBIX He 6onee 1000 KOE/r 0 KOE/r COOTBETCTBYET
MHUKpPOOPTaHH3MOB
OO011iee 9UCII0 IPOFOKEBIX U He 6osee 100 KOE/r 0 KOE/r COOTBETCTBYET
IUIECHEBBIX TPUOOB
OrtcyrcrBue Escherichia coli OTCYTCTBHE B 1 T TN OTCYTCTBYET COOTBETCTBYET
OmHOPOAHOCTL 103HPOBAHUS
OIHOPOJHOCTH 103UPOBAHMUS 110 <15,0 " 12,3 COOTBETCTBYET
cozxepxanuio (AV) = "_.1
M
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Pasmep ynaxosxu

Jama npoussoocmea
Jlama ucmeuenus cpoxka
200HOCMU
Cmpana-umnopmep

GMID

TOPBAKAP/®

12004787
4050520
10 mr

TaOJIETKH, TOKPHITHIE
IUIEHOYHOM 000JI0YKOM
30 tabieTox

15.5.2020
30.4.2024

Poccust
682500

Cepus LIMS HV
Pasmep evinywennoii cepuu

Jlama nposedenus
ananuza
Cneyughuxayus
Pecucmpayuonnoe
yoocmogeperue Ne

719 955
48 867 YIIAKOBOK

5.6.2020

JIC-000438-040419
JIC-000438

AU, npoussoautens: COJIb ATOPBACTATUHA KAJIbLIUA, Cepus np.-mst: 2020220, CAHEKA ®APMACBIOTUKAIJIC a.c.,
Nitrianska 100, 920 27 Hlohovec, CrnoBankas PecriyGiika

IUICHOYHOH 000JI0YKOM

KosmuecTBenHoe onpenesenue (BIXKX)

KommuecTBenHnoe OIIpeaCICHUC
aTopBacTaThHa B 1 TaGJ’IeTKe, HOKpBITOﬁ

9,5-10,5 mr

10,2 mr

COOTBCTCTBYCT

CooTBeTcTBYET CHeH(PUKALUH

Hacrosiium st oATBEp KAk, 4TO BBIICyKa3aHHass HH(opMaIus SBISICTCS BEPHOU 1 TOUHOU. JlaHHAs cepust ObLia MPOU3BEICHA, BKITFOUas
9Tanbl yIaKOBKH U KOHTPOJISI Ka4eCTBa Ha HU)KEYKa3aHHO IPOM3BOACTBEHHOM IUIOIIAIKE B ITOJIHOM cooTBeTcTBUHM ¢ GMP TpeboBanusmu
MECTHOTO PETYJIATOPHOTO OpTraHa M CO CIEeHU(PHUKANUIME PerucTpaniioOHHOTO yIOCTOBEPEHHS CTPAHBI-UMIIOpTEpa — CrCHH(DUKAIHSIMA
HopMaTuBHO# JOKyMEHTaIMU. 3alKCH O MPOU3BOICTBE, YIIAKOBKE U aHAJIM3€ CEPUU OBUIH MPOBEPEHBI U IPU3HAHBI COOTBETCTBYIOLIMMHU
TpeboBanmsiMm GMP. MapkupoBKa B IOJIHOM COOTBETCTBHHU C TOCICIHUMH YTBEPkKICHHBIMA M3 P® BepcHsMU MakeTOB YIMaKOBOYHBIX

matepuanoB u UMIL

HpOPBBO}.ICTBeHHaﬂ miomaaka:

«Caneka PapmacbloTHKaIIC a.c.», Hurpuancka 100
92027, I'morosen, Cnosarkas Pecrrybnnka
Perucrpannonnsiit Homep: V-15/2019
Ceprugpurar GMP Ne: SK/019V/2020

YTBepikneHo, ynoaHomodeHHoe uno: Karlovska Mariana (noonucy)

Canexa ®apMacbOTHKAJIC a.C.

Pa3pemieHo k npojgaxe

Mecto BBIIIYCKA U KOHTPOJIA KavyecTBa:

Canexa ®apmaceroTukaic a.c., Hutpuancka 100
920 27 TI'morogen, CnoBaukas Pecrrybimka
Perucrpannonnsiit Homep: V-15/2019
Ceprugpurar GMP Ne: SK/019V/2020

Jara: 9.6.2020

Hutpnancka 100 e 920 27 I'norosen ® Cinosankasi Pecniy6imka o ten: +421 33 736 1111 o daxc: +421 33 730 0890 e e-mail: info@saneca.com
ICO: 46 833 323 o IC DPH: SK2023599842 e OR OS Trnava, odd.: Sa, vl. c.: 10601/T e Tarpa 6auk, a.c. ¢ IBAN: SK22 1100 0000 0029 2012
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Certificate of analysis

Product TORVACARD ®

Product number 12004787 Batch LIMS HV 719 955

Batch number 4050520 Released quantity 48 867 PACKS
Dosage strength 10 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 5.6.2020
Manufacture date 15.5.2020 Specification LS-000438-040419
Expiry date 30.4.2024 Marketing authorisation ~ 1.5-000438
Importing country Russia No.

GMID 682500

API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2020220, SANECA PHARMACEUTICALS
a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic

Test

Appearance
Description

Identification
Atorvastatin

Calcium

Titanium dioxide
Average mass of 1 tablet
Uniformity of mass

Content
Water (K.F.)

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

Microbiological quality
Microbiological purity
Ph.Eur.5.1.4.
Total aerobic microbial count
(TAMC)
Total combined yeasts/moulds
(TYMC)
Absence of Escherichia coli

Uniformity of dosage units

Limits

white to off-white, oval,
biconvex, film-coated tablet

correspondence of
chromatograms

red colouring
yellow-orange colouring
0.137gt00.152 g
2/20+7,5 %, 0/20 £ 15 %

NMT 8.0 %

NLT 80 %

NMT 0.5 %
NMT 0.2 %
NMT 0.7 %

NMT 2.0 %

NMT 10° CFU/g
NMT 102 CFU/g

absencein 1 g

Results

complies

positive

positive
positive
0.144 g

complies

43 %

95;98;99;95;93;95 %

0.08 %
0.06 %
0.21 %

0.34 %

0 CFU/g
0 CFU/g

absence

Evaluation

complies

complies

complies
complies
complies

complies

complies

complies

complies
complies
complies

complies

complies
complies

complies

Saneca Pharmaceuticals a.s.

Nitrianska 100 « 920 27 Hlohovec * Stovenska republika * t: +421 33 736 1111 ¢ f: +421 33 730 0890 * e-mail: lnfo@s:meu rq_.
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Saneca Certificate of analysis

Pharmaceuticals

Product TORVACARD ®

Product number 12004787 Batch LIMS HV 719 955

Batch number 4050520 Released quantity 48 867 PACKS
Dosage strength 10 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 5.6.2020
Manufacture date 15.5.2020 Specification LS-000438-040419
Expiry date 30.4.2024 Marketing authorisation ~ LS-000438
Importing country Russia No.

GMID 682500

API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2020220, SANECA PHARMACEUTICALS
a.s., Nitrianskd 100, 920 27 Hlohovec, Slovak Republic

Content uniformity - AV NMT 15.0 12.3 complies
Content-HPLC

Content of atorvastatin in 1 9.5 mg to 10.5 mg 102 mg :
film-coated tablet 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.

Release for sale

Manufacturing site: Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic 920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019 Authorisation number : V-15/2019

GMP Certificate No : SK/019V/2020 GMP Certificate No : SK/019V/2020

Aede,

Certified by QP: Karlovska Mariana Certified on: 9.6.2020

Saneca Pharmaceuticals a.s.
Nitrianska 100 = 920 27 Hlohovec « Slovenskd republika  t: +42133 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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