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Cepruduxkar anaausa

Jlexapcmsennas popma

IIpooyxm TOPBAKAP/I®
Homep npodyxma 12004783
Howmep cepuu 4141120
Jozuposka 10 mr

TaOJIETKH, TOKPBITHIE
IUICHOYHOI 000JI0YKOM

Cepus LIMS HV
Pasmep svinywennoti cepuu

Pasmep ynaxoexu 90 Ta6IeTOK, TOKPHITHIX Jlama npogedenus
IJICHOYHOH 000JI04KOMH anausza

ama npoussoocmea 26.11.2020 Cneyughuxayus

Jlama ucmeuenus cpoka 31.10.2024 Pezucmpayuonnoe

200HOCMU yoocmogeperue Ne

Cmpana-umnopmep Poccus

GMID 682496

726 581
21521 YITAKOBOK

17.12.2020
JIC-000438-040419
JIC-000438

A®U, npoussoautens: COJIb ATOPBACTATHUHA KAJIBIIUA, Cepus np.-ns1: 2150620, CAHEKA ®APMACBIOTUKAJIC a.c.,
Nitrianska 100, 920 27 Hlohovec, CiioBankas Peciy6irka
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Onucanne
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MMoamuHHOCTH
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Kanpuii

Turana quokcuz
Cpennsist Macca TabJIETOK
ORHOPOIHOCTD HO3UPOBAHUS
0 Macce
Boaa (o meroxy Kapna
Oumrepa)
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UYepes 30 munyT (Q =75 %)
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Ppa3IoKEeHUs
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HEUJICHTU()UIINPOBAHHBIX
MPOYKTOB PA3JIOKEHHUS

Obwee conepixaHue npuMecei

Mukpoounosoruyeckas
YHCTOTA

- EBp.®.5.1.4.

O61mee 4ncio aspoOHBIX
MHKPOOPTaHH3MOB

O0111ee YNCII0 IPOOKEBBIX H
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OrtcyrcrBue Escherichia coli
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Hopmbl

TabJIETKU OBaJIbHEBIE
JIBOSIKOBBIITYKIIBIE OT OEJIOr0 /10
1ouTH GEJOro [BETA, MOKPHITHIE
MJIEHOYHOM 000JI0UKOM

COOTBETCTBUE XpOMATOIrpaMM

KpacHO€ OKpalIuBaHUe
JKENTO-OpPaHKEBOE OKpAIIUBAHUE
Or0,137r 10 0,152 T

2/20 £7,5 %, 0/20 £ 15%

He 6oiee 8,0 %

He meHee 80 %

ue 6oiee 0,5 %

He 6omee 0,2 %

ue 6oiee 0,7 %

ue 6oiee 2,0 %

ue 6oxree 1000 KOE/r
ue 6oxree 100 KOE/r

OTCYTCTBHE B 1 T

PesysbTaThl

COOTBCTCTBYCT

TIOJIOKHUTENBHBIN Pe3ybTaT

TIOJIO>KUTEIIBHBIN Pe3ysIbTaT
TIOJIOKHUTENBHBIN Pe3ybTaT
0,143 r

COOTBETCTBYET

3,7%

97;98;99;99;98;99 %

0,08 %

0,07 %

0,25 %

0,38%

0 KOE/r

0 KOE/r

OTCYTCTBYET
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CooTBeTcTBYET

CootBeTcTBYyET
CooTBeTcTBYET
CootBeTcTBYyET
CooTBeTcTBYET

CooTBeTcTBYyET

CooTBeTcTBYyET

CootBeTcTBYyET

CooTBeTcTBYET

CootBeTcTBYyET

CooTBeTcTBYyET

CootBeTcTBYyET

CooTBeTcTBYyET

CootBeTcTBYyET
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Cepruduxkar anaausa

IIpooyxm TOPBAKAP/I®

Homep npodyxma 12004783

Howmep cepuu 4141120

Jozuposka 10 mr

Jlexapcmeennas ¢hopma TaOJIETKH, TOKPBITHIE
IUICHOYHOH 000J109KOM

Pasmep ynaxoexu 90 Ta6IeTOK, TOKPHITHIX
IUICHOYHOM 000J104KOit

ama npoussoocmea 26.11.2020

Jlama ucmeuenus cpoka 31.10.2024

2o0HoCmU

Cmpana-umnopmep Poccus

GMID 682496

Nitrianska 100, 920 27 Hlohovec, CiioBankas Peciy6irka

Cepus LIMS HV
Pasmep svinywennoti cepuu

Jlama nposedenus
ananusa
Cneyughuxayus
Pecucmpayuonnoe
yoocmogeperue Ne

726 581
21521 YITAKOBOK

17.12.2020

JIC-000438-040419

JIC-000438

A®U, npoussoautens: COJIb ATOPBACTATHUHA KAJIBIIUA, Cepus np.-ns1: 2150620, CAHEKA ®APMACBIOTUKAJIC a.c.,

OaHOPOIHOCTD A03HPOBAHUS
OIHOPOJHOCTH
JIO3UPOBAHMS IO
conepxanuio (AV)

KosmyecrBennoe

onpegenenne (BIXKX)

KonnuectBenHoe onpenenexue

aTopBacTaTuHa B 1 Tabnerke,

MOKPBITON TIEHOYHOU

060109KOM

He 6oJee 15,0

Ot 9,5 mMr 10 10,5 mMr

3,6

10,3 mr

CootBeTcTBYyET

CooTBeTcTBYET

CooTBeTcTBYET TPeOOBAHHAM crieNHPUKALNU

HacrosmuM s moaTBep k/ato, 4To BEIIIeyKa3aHHas HHGOpManus sSBISIETCS BEPHOH 1 TOUHOH. JlanHas cepus Oblia Ipou3BejeHa, BKIFoYast
3Tarbl yIIaKOBKH M KOHTPOJIS KAYECTBA Ha HIDKEYKa3aHHOW IIPOM3BOICTBEHHOH IUIOIIaKe B OIHOM cooTBercTBu ¢ GMP TpeboBanusmu
MECTHOTO PEryJIITOPHOTO OpraHa U €O CIENH(HUKANMIMI PerucTpalloOHHOTO yJOCTOBEPEHNUS CTPAHBI-UMIIOPTEpa — CIICHU(HUKAMIMU
HopmatuBHO# goKyMeHTaIMu. 3alKcH O MPOU3BOACTBE, YIIAKOBKE U aHAIIM3€ CEPUH OBUIH MPOBEPEHBI U MIPU3HAHBI COOTBETCTBYIOMINMH
tpeboBanussm GMP. MapkupoBka B IOJIHOM COOTBETCTBHHU C MOCIEAHUMH yTBep)KAeHHbIME M3 P® BepcHsMU MaKeTOB yNaKOBOYHBIX

marepuanos u UMII.

HpOPBBO}.ICTBeHHaﬂ miomaaka:

Pa3pemeno k npogaxe

«Caneka @apmacbsroTukaic a.c.», Hurpuancka 100
920 27, I'norosen, CrnoBankas PecriyOmika
Perucrpannonnsiit Homep: V-15/2019
Ceprudpurar GMP Ne: SK/019V/2020

Hnomanxa, OCYHIECTBJIAKIIAA BbINIYCK U KOHTPOJISAA

KadecTBa:

«Caneka dapmacbsroTukaic a.c.», Hurpuancka 100
920 27, I'norosen, CrnoBankas PecriyOmika
Perucrpannonnsiit Homep: V-15/2019
Ceprudpurar GMP Ne: SK/019V/2020

YTBep:kaeHo, ynoaHoMoueHHoe auno Farkasova Emilia/ noonuce Jara: 05.01.2021

Canexa ®apMachbOTHKAJIC A.C.

Hutpuancka 100 e 920 27 I'norosen ® CinoBankasi Pecniy6imka o ten: +421 33 736 1111 o daxc: +421 33 730 0890 e e-mail: info@saneca.com
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Certificate of analysis

Product TORVACARD ®

Product number 12004783 Batch LIMS HV 726 581

Batch number 4141120 Released quantity 21521 PACKS
Dosage strength 10 mg

Dosage form film-coated tablets

Packaging size 90 tbl flm Date of analysis 17.12.2020
Manufacture date 26.11.2020 Specification LS-000438-040419
Expiry date 31.10.2024 Marketing authorisation ~ LS-000438
Importing country Russia No.

GMID 682496

API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2150620, 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

Total degradation products

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
Content uniformity - AV

Content-HPLC

Limits

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

correspondence of
chromatograms
red colouring

yellow-orange colouring
0.137gt00.152 ¢
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

absenceinl g

NMT 15.0

Results

complies

positive

positive
positive
0.143 g

complies

3.7%

97;98,99,99;98;99 %

0.08 %
0.07 %
0.25%

0.38 %

0 CFU/g

0 CFU/g

Evaluation

complies

complies

complies
complies
complies

complies

complies

complies

complies
complies
complies

complies

complies
complies

complies

complies

Saneca Pharmaceuticals a.s.
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Certificate of analysis

Product TORVACARD ®
Product number 12004783

Batch number 4141120

Dosage strength 10 mg

Dosage form film-coated tablets
Packaging size 90 tbl flm
Manufacture date 26.11.2020

Expiry date 31.10.2024
Importing country Russia

GMID 682496

a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic

Batch LIMS HV 726 581

Released quantity 21521 PACKS
Date of analysis 17.12.2020
Specification LS-000438-040419

Marketing authorisation  LS-000438
No.

API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2150620, SANECA PHARMACEUTICALS

Content of atorvastatin in 1
film-coated tablet

9.5 mg to 10.5 mg

10.3 mg

complies

Conformity with the specification.

T 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:

Release for sale

Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019
GMP Certificate No : SK/019V/2020

Certified by QP: FarkaSové Emilia | /M

Saneca Pharmaceuticals a.s.

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/019V/2020

Certified on: 05.01.2021
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