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Ceprudukar anaausa

Ipooyxm TOPBAKAPI®
Homep npooyxma 12004789 Cepus LIMS HV 732 461
Howmep cepuu 4060421 Pasmep svinywennoii cepuu 12 250 YITAKOBOK
Jlosuposka 40 mr
Jlexapcmesennas popma TaOJIeTKH, OKPHITHIE

IJICHOYHOH 000JI04KOMH
Pasmep ynaxosxu 30 TabIeToK, MOKPBITHIX Jlama nposedenus 07.05.2021

IJICHOYHOH 000JI04KOMH anausza
/Jlama npouszeoocmea 13.04.2021 Cneyugpuxayus JIC-000438-040419
[lama ucmeuenus cpoka 31.03.2025 Peaucmpayuonnoe JIC-000438
200HoCmuU yoocmosepenue Ne
Cmpana-umnopmep Poccus
GMID 682503

Hlohovec, CnoBarkast peciryGiika

A®HU: Comb AtopBacrariHa Kansiws, [Iponssoncreennas cepust: 2030221, Canexa @apmackiotukaic a.c.- Nitrianska 100, 920 27

o conepxkanuio (AV)

HUcnbiTanue Hopmbi PesyabTarsl Ounenka
Onucanune
Ornucanue Ta0JIETKH OBAJIbHBIC JBOSIKOBBINYKIIbIE OT  [COOTBETCTBYET COOTBETCTBYET
6eJ10ro 10 MOYTH OENOro 1BETa, HOKPHITHIE
IUIEHOYHOH 0007109KOH
IlopnuuHOCTH
ATopBacTaTHH COOTBETCTBHE TIOJIOKHUTENbHBIN COOTBETCTBYET
XpoMaTorpaMm pe3ynbTaT
Kaunbiuit KpacHOE OKpalINBaHUE TIOJIO>KUTEIIBHBIN COOTBETCTBYET
pe3ysbTaT
Tutana quokcuz KEJITO-OPAHKEBOE OKPAIIMBaHHE HOJIOXKUTEIbHBIH COOTBETCTBYET
pe3yJbTar
Cpenusist Macca TabIeTOK 0,548-0,607 r 0,572 r
OIHOPOJHOCTH JO3MPOBAHUS IO 2/20 £ 5 %, 0/20 = 10% COOTBETCTBYET COOTBETCTBYET
Mmacce
Bona (o merony Kapna @umepa) | we 6oxnee 8,0 % 4,3 % COOTBETCTBYET
PacrBopenne akTuBHOM
(papmaneBTHYeCKOH cyOcTAaHIUU
Uepes 30 munyT (Q =75 %) He MeHee 80 % 95;95;96;95;98;95 % COOTBETCTBYET
IIpumecs (BIXKX)
UnentudunmpoBaHHble He 6oiee 0,5 % 0,10 % COOTBETCTBYET
€IMHUYHbIC IPOTYKThI
Pa3IoXKEeHUs
HeunentuduimpoBanHsie He Oonee 0,2 % 0,07 % COOTBETCTBYET
€IMHUYHbIC TPOTYKThI
Pa3IoKeHNs
Oomiee copepxanne He 6onee 0,7 % 0,19 % COOTBETCTBYET
HEHJCHTU(PHULUPOBAHHBIX Gy, O
HPOYKTOB Pa3JIOKEHUS
Oomiee coneprxanue npumeceid | He donee 2,0 % 0,35 %
Mukpoouosiornyeckas YucToTa
- EBp. ®.5.1.4. ot r
Oomiee 9ucio a3poOHBIX He 6onee 10° KOE/r 0 KOE/r [E0oTBITE By Er
MHUKpPOOPTaHH3MOB
OG61wee unciio rpubos e Gonee 10% KOE/r 0 KOE/r
Otcyterue Escherichia coli| orcyrctBue B 1 1 OTpULATEIHHO
OHOPOHOCTD /103UPOBAHMS
ORHOPOJHOCTD A03UPOBAHUS He 6ouee 15,0 5.9 COOTBETCTBYET
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KoanyecTBennoe onpenesienue
(BIXKX)

KonunuectBennoe omnpenenenue 38,0-42,0 mr 40.2 mr COOTBETCTBYET
aTopBacTaTtuHa B 1 Ta0leTKe,
TIOKPBITOH TJIGHOYHOH 0007109KOM

CooTBeTCTBHE cneumbmcamm

HacrosiuM st moATBepIkAalo, 4To BhILICyKa3aHHas HH(OpMAILHs SIBISIETCS BEPHOI 1 TouHOM. JaHHas cepust mpoaykra
MPOU3BE/IeHA, BKIIIOYAs YIaKOBKY U KOHTPOJIb KaueCTBa, HAa HIKEYKa3aHHOM MPOU3BOACTBEHHOMN IIJIOIA/IKE B IIOJTHOM COOTBETCTBHU
¢ TpeboBanusamu Haanexarueit npounssoacteenHoit npaktuki (GMP) MeCTHBIX peryisTOpPHBIX OPTaHOB U CHEU(DUKALUSIMH,
yKa3aHHBIMH B PerucTpaniioHHOM yAO0CTOBEPEHHH CTPAaHBI-MIMIOPTepa- CHeNu(UKausIMI HOPMAaTUBHOTO JoKyMeHTa. [1o
pe3ynbTaTaM IPOBEPKH 3aluceil 0 MPOU3BOACTBE, YIIAKOBKE M KOHTPOJIE KauecTBa CEPUU OBUIO YCTAaHOBJICHO COOTBETCTBHE
TpeboBanmsiM GMP. MapkupoBka B TOJTHOM COOTBETCTBUU C TIOCIEIHEH 0100peHHOH MIHNCTEPCTBOM 3paBOOXPAaHCHUS
Poccuiickoil ®enepanuu Bepcueil MakeTOB YIAKOBKY M HHCTPYKIUH 110 MEULIUHCKOMY IPUMEHCHHUIO.

Pa3penieHo k npojaxe

IIpousBoacTBeHHAs MIOINALKA: MecTo BBIIIYCKAa U KOHTPOJIS KayecTBa:
«Caneka ®apmacsroTukaic a.c.», Hurpuancka 100 «Caneka dapmacbsroTukaic a.c.», Hurpuancka 100
92027, I'morosen, Cnosarkas Pecrrybnnka 92027, I'morosen, Cnosarkas Pecmrybnnka
Perucrpannonnsiit Homep: V-15/2019 Perucrpannonnsiii Homep: V-15/2019
Ceprudurxar GMP Ne: SK/019V/2020 Ceprudurxar GMP Ne: SK/019V/2020
YT1Bep:xkaeHo, ynoaHomoueHHoe auno: Farkasova Emilia/ noonuce Hara: 10.05.2021
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Certificate of analysis

Product TORVACARD ®
Product number 12004789

Batch number 4060421

Dosage strength 40 mg

Dosage form film-coated tablets
Packaging size 30 tbl flm
Manufacture date 13.04.2021

Expiry date 31.03.2025
Importing country Russia

GMID 682503

Batch LIMS HV
Released quantity

Date of analysis
Specification
Marketing authorisation

No.

732 461
12250 PACKS

07.05.2021
LS-000438-040419
LS-000438

API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2030221, 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

0.548 gt0 0.607 g

2/20+ 5 %, 0/20 £ 10 %

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

NMT 15.0

Results

complies

positive

positive
positive
0572 ¢

complies

43%

95;95;96;95,98,95 %

0.10 %
0.07 %

0.19 %

0.35%

=) :
0 CFU/g {2(/«Canodu Poccus» |~
)53

flof

| o - Yy
o\l Sanofi Russia AO

absence

e}

59

Evaluation

complies

complies

complies
complies
complies

complies

complies

complies

complies
complies
complies

complies

complies
complies

complies

complies
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Product TORVACARD ®
Product number 12004789

Batch number 4060421

Dosage strength 40 mg

Dosage form film-coated tablets
Packaging size 30 tbl flm
Manufacture date 13.04.2021

Expiry date 31.03.2025
Importing country Russia

GMID 682503

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

Batch LIMS HV 732 461

Released quantity 12250 PACKS
Date of analysis 07.05.2021
Specification LS-000438-040419

Marketing authorisation ~ 1.8-000438
No.

API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2030221, SANECA PHARMACEUTICALS

Content of atorvastatin in 1
film-coated tablet

38.0mgto42.0 mg

40.2 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:

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

L,
Certified by QP: FarkaSova Emilia /&/

Saneca Pharmaceuticals a.s.

i

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: 10.05.2021
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