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Cepruduxkar anaausa

IIpooyxm TOPBAKAP/I®

Homep npodyxma 12004788 Cepus LIMS HV 725 507

Howmep cepuu 4391020 Pasmep evinywennoii cepuu 32 616 YIIAKOBOK
Jozuposka 20 mr

Jlexapcmsennas popma TaOJIeTKH, OKPHITHIE

IUICHOYHOI 000JI0YKOM

Pasmep ynaxoexu 30 TabIeTOK, TOKPHITHIX Jlama npogedenus 19.11.2020
IJICHOYHOH 000J104KOH anausza

ama npoussoocmea 28.10.2020 Cneyughuxayus JIC-000438-040419

Jlama ucmeuenus cpoka 30.09.2024 Pezucmpayuonnoe

200HOCMU yoocmogeperue Ne JIC-000438

Cmpana-umnopmep Poccus

GMID 682502

A®U, npoussoautens: COJIb ATOPBACTATHUHA KAJIBIUA, Cepus np.-n1: 2100520, CAHEKA ®APMACBIOTUKAJIC a.c.,
Nitrianska 100, 920 27 Hlohovec, CiioBankas Peciy6irka

Canexa ®apMachbOTHKAJIC A.C.

HUcnbiTanue Hopmsi PesyabTarsl Ouenka
Onucanue
Onucanue TabJIETKU OBaJIbHBIC COOTBETCTBYET CooTBeTcTBYET
JIBOSIKOBBIIYKJIBIE OT O€JIOT0 /10
MOYTH OENOTro 1[BETa, IOKPHITHIE
TUIEHOYHOM 000I0YKOM
HoaauHHOCTH
ATtopBacTaTuH COOTBETCTBHE XPOMATOIPaMM MOJIOKUTENBHBIA Pe3ysIbTaT CooTBeTCTBYET
Kanpnuit KpacHOE OKpaIluBaHUE MTOJIOKHUTEIBHBIN Pe3yIbTaT CooTBeTCTBYyET
Turana auokcua JKENTO-OPAaH)KEBOE OKPALLIMBAHUE | TOJOKUTEIbHBIN pe3yabTaT CooTBeTcTBYET

Cpennsis Macca TabIeTOK Ot 0,275 10 0,304 T 0,285 CooTBeTCTBYET

OIHOPOIHOCTh JO3UPOBAHUS 2/20 £ 5 %, 0/20 = 10% COOTBETCTBYET CooTBeTCTBYET

o Macce

Boaa (o meroxy Kapna He Goiee 8,0 % 4,2 % CooTBeTcTBYyET

Odumepa)

PacrBopenne

Uepes 30 munyT (Q =75 %) He meHee 80 % 91; 89; 93; 90; 92; 90 % CooTBeTCTBYET

PoacrBenHble npuMecH

(BXKX)

W neHTruduunpoBaHHbe He 6oiee 0,5 % 0,07 % CooTBeTCTBYET

€AMHUYHBIE TPOTYKTHI

Ppas3oxeHus

Heunenruduunposanusie He 6omnee 0,2 % 0,08 % — SOOTBCTCTByeT

CAMHIYHBIC MTPOTYKTHI 2

Ppas3oxeHus

OO01iee comepxanue He 6omee 0,7 % 0,20 %

HEUACHTU(DHUIIPOBAHHBIX

MIPOAYKTOB Pa3I0KEHUS s ‘i

OO0miee copepkaHue MpUMecen ue 6oiee 2,0 % 0,27 % &5 \LCB(;‘TIJE%C,?‘ByeT

MuxkpoouoJoruyeckast :va

YHCTOTA / J\é/

- Epp.®. 5.14. ;;.f,_p’o‘q,"f- TCTBYET
OO61ee Yucio a3poOHBIX He 6onee 1000 KOE/r 0 KOE/r . : T;};E:%S&BCTCTBYGT
MHUKPOOPTaHU3MOB
O01miee YUCIIO JPOKIKEBBIX U He 6oiee 100 KOE/r 0 KOE/r CooTBeTcTBYeT
IUIECHEBBIX TPHOOB
OrtcyrcrBue Escherichia coli OTCYTCTBHE B 1 T OTCYTCTBYET CooTBeTcTBYET
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Cepruduxkar anaausa

IIpooyxm TOPBAKAP/I®
Homep npodyxma 12004788 Cepus LIMS HV 725 507
Howmep cepuu 4391020 Pasmep evinywennoii cepuu 32 616 YIIAKOBOK
Jozuposka 20 mr
Jlexapcmsennas popma TaOJIeTKH, OKPHITHIE
IUICHOYHOIT 060109KOH
Pasmep ynaxoexu 30 TabIeTOK, TOKPHITHIX Jlama npogedenus 19.11.2020
IJICHOYHOH 000JI04KOMH anausza
ama npoussoocmea 28.10.2020 Cneyughuxayus JIC-000438-040419
Jlama ucmeuenus cpoka 30.09.2024 Pezucmpayuonnoe
200HOCMU yoocmogeperue Ne JIC-000438
Cmpana-umnopmep Poccus
GMID 682502
A®U, npoussoautens: COJIb ATOPBACTATHUHA KAJIBIUA, Cepus np.-n1: 2100520, CAHEKA ®APMACBIOTUKAJIC a.c.,
Nitrianska 100, 920 27 Hlohovec, CiioBankas Peciy6irka

OIHOPOIHOCTDH A03MPOBAHUS
OnHOPOIHOCTD He 6onee 15,0 4,1 CooTBeTcTBYET
JTO3MPOBAHHS IO
conepxanuio (AV)

KosnyecTBeHHOE

onpenenenune (BIXKX)

KonnuectBennoe onpenenenue Ot 19,0 mr g0 21,0 Mr 20,1 mr CooTBeTCTBYET

aTopBacTatuHa B 1 Tabnerke,

MOKPBITON TIEHOYHOU

000J104KOH

CooTBeTCTBYET TPeOOBaAHUSIM cHelMpHKATNT

Hacrosiium st oATBEp KAk, 4TO BBIICyKa3aHHass HH(OpMAaIus SBISICTCS BEpHOW v TOUHOU. JlaHHAs cepust ObLIa MPOU3BEICHA, BKITFOYas
9Tanbl yHaKOBKH U KOHTPOJISI KaYeCTBa Ha HU)KEYKa3aHHO IPOM3BOACTBEHHOM IUIOIIAIKE B ITOJIHOM cooTBeTcTBUH ¢ GMP TpeboBaHusmu
MECTHOTO PETYJIATOPHOTO OpTraHa M CO CIEHU(PHKANUIMH PerucTpanmoHHOTO YJOCTOBEPEHHS CTPAHBI-UMIIOpTEpa — CICIH(DUKAIHSIMA
HopmartuBHO# nokyMeHTauuu. 3anucy o MpOU3BOJICTBE, YIAKOBKE U aHAJIN3€ CEpUU ObUTH MPOBEPEHBI U IIPU3HAHBI COOTBETCTBYIOLINMU
TpeboBanmsiMm GMP. MapkupoBKa B IOJIHOM COOTBETCTBHHU C TOCICIHUMH YTBEPKICHHBIMU M3 P® BepcHsMU MakeTOB YHaKOBOYHBIX
Matepuanos u UMIL

Pa3pemeHo k npogaxe

IIponsBoacTBeHHAS MIOMIAIKA: Ilomanka, ocymecTBJIsIIOMAs BBINTYCK H KOHTPOJIS
KayecTBa:

«Caneka dapmacsroTukaic a.c.», Hurpuancka 100 «Caneka dapmacbsroTukaic a.c.», Hurpuancka 100

920 27, I'norosen, CrnoBankas PecriyOmika 920 27, I'moroset, Cnomuxagﬂgc,gx@nxa

Perucrpannonnsiit Homep: V-15/2019 PerucTpammonHsii HzEep; Y015/20 1 3,.“'“;\

Ceprugpukar GMP Ne: SK/019V/2020

YT1Bep:xkaeHo, ynoaHomoueHHoe auno Karlovska Mariana/ noonuce

Canexa ®apMachbOTHKAJIC A.C.
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Certificate of analysis

Product TORVACARD ®

Product number 12004788 Batch LIMS HV 725 507

Batch number 4391020 Released quantity 32616 PACKS
Dosage strength 20mg

Dosage form film-coated tablets

Packaging size 30 tbl Date of analysis 19. 11. 2020
Manufacture date 28.10. 2020 Specification LS-000438-040419
Expiry date 30.9.2024 Marketing authorisation ~ LS-000438
Importing country Russia No.

GMID 682502

API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2100520, 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

Limits

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

correspondence of
chromatograms
red colouring

yellow-orange colouring
02752100304 g
2/20£5%, 0/20+ 10 %

NMT 8.0 %

NLT 80 %

NMT 0.5 %
NMT 0.2 %
NMT 0.7 %

NMT 2.0 %

Results

complies

positive

positive
positive
0285¢g

complies

42%

91,89;93;90;92;90 %

0.07 %
0.08 %
0.20%

0.27 %

Evaluation

complies

complies

complies
complies
complies

complies

complies

complies

complies
complies
complies

complies

Microbiological purity
Ph.Eur.5.1.4.
Total aerobic microbial count | NMT 103 CFU/g 0 CFU/g complies
(TAMC) o'
Total combined yeasts/moulds| NMT 102 CFU/g 0 CFU/g W= 4 complies
(TYMC) AR e i
Absence of Escherichia coli absencein 1g absence ssia RO | :} complies
Uniformity of dosage units g
Content uniformity - AV AV <150 4.1 complies
Content-HPLC
Saneca Pharmaceuticals a.s.
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Certificate of analysis

Product TORVACARD ®
Product number 12004788

Batch number 4391020

Dosage strength 20 mg

Dosage form film-coated tablets
Packaging size 30 tbl
Manufacture date 28. 10. 2020
Expiry date 30.9.2024
Importing country Russia

GMID 682502

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

Batch LIMS HV
Released quantity

Date of analysis
Specification

Marketing authorisation
No.

725 507
32616 PACKS

19.11.2020
LS-000438-040419
LS-000438

APT lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2100520, SANECA PHARMACEUTICALS

Content of atorvastatin in 1 19.0 mg to 21.0 mg
film-coated tablet

20.1 mg

complies

Conformity with the specification.

[ 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:

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: Karlovska Mariana

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:

19. 11. 2020
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