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Ceprudukar anaausa

Ipooyxm TOPBAKAPI®
Homep npooyxma 12004789 Cepus LIMS HV 725870
Howmep cepuu 4311120 Pasmep svinywennoii cepuu 16 032 YITAKOBOK
Jlosuposka 40 mr
Jlexapcmesennas popma TaOJIeTKH, OKPHITHIE
IJICHOYHOH 000JI04KOMH
Pasmep ynaxosxu 30 TabIeToK, MOKPBITHIX Jlama nposedenus 25.11.2020
IJICHOYHOH 000JI04KOMH anausza
/Jlama npouszeoocmea 5.11.2020 Cneyugpuxayus JIC-000438-040419
[lama ucmeuenus cpoka 31.10.2024 Peaucmpayuonnoe JIC-000438
200HoCmuU yoocmosepenue Ne
Cmpana-umnopmep Poccus
GMID 682503

A®HU: Comb AtopBacraruHa Kansiws, [Iponssoncreennas cepust: 2120620, Canexa @apmackioTnkaic a.c.- Nitrianska 100, 920 27
Hlohovec, CnoBarkast peciryGiika

HUcnbiTanue Hopmbi Pesyabrarsl Ouenka
Onucanune
Onucanue TaOJeTKN OBaJIbHBIE JBOSIKOBBIMYKIIBIE OT COOTBETCTBYET COOTBETCTBYET
0ernoro 10 mo4Tu OesIoro 1BeTa, MOKPHITHIE
IUICHOYHOH 000JI09KOit
IlopnuuHOCTH
AToOpBacTaTuH COOTBETCTBHUE TIOJIOKUTENbHBIN COOTBETCTBYET
XpOoMarTorpaMm pe3ynpTaT
Kanprmit KpacHOe OKpalluBaHUe TIOJIO>KUTEIIBHBIN COOTBETCTBYET
pe3ysbTaT
Turana quoxcun JKEJITO-OPaHKEBOE OKPAIIUBAHHE TIOJIOKHUTENBHBIN COOTBETCTBYET
pe3ynpTaT
Cpenssist Macca TabIETOK 0,548-0,607 r 0,576 T
OnHOpoIHOCTb 103UpoBaHus o | 2/20 £ 5 %, 0/20 = 10% COOTBETCTBYET COOTBETCTBYET
Macce
Bona (o merony Kapna He Goiee 8,0 % 4,1 % COOTBETCTBYET
Oumiepa)
PacrBopenne akTuBHOM
(¢apmaneBTHYeCKOM
cyOcTaHIMu
Yepes 30 munyT (Q =75 %) He MeHee 80 % 96;97,96;97;98;96 % COOTBETCTBYET
ITpumecs (BIKX)
WnentudunnpoBaHHble He 6oiee 0,5 % 0,08 % COOTBETCTBYET
€IMHUYHBIE TIPOTYKTHI
pa3IoKeHus
HeunentuduimpoBanHsie He 6onee 0,2 % 0,07 % COOTBETCTBYET
€IMHUYHBIE TIPOTYKTHI
Pa3IoKeHUs
Obuiee copepxanue He 6omee 0,7 % 0,20 % COOTBETCTBYET
HEeNJAEHTU(PUIIMPOBAHHBIX S o o
MPOJYKTOB Pa3JIOKEHHU S KA G e _\\
OO1ee copepKaHue He 6oxee 2,0 % 0,33 % épél\rBeTCTByéf-;:‘\;\\ .
puMeceit s S\
Muxpoouoaoruyeckas ) \
YHCTOTA
-Esp. ©.5.1.4.
OO11ee YMCII0 a3POOHBIX e Gonee 103 KOE/r 0 KOE/r
MHKPOOPTaHU3MOB
Oomiee uucio rpudos He 6onee 102 KOE/r 0 KOE/r s
Ortcyrcreue Escherichia OTCYTCTBHE B 1 T OTPHLIATETHHO COOTBe;fC”I:ByCT
coli
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Ceprudukar anaausa

Jlexapcmesennas popma

Ipooyxm TOPBAKAPI®
Homep npooyxma 12004789
Howmep cepuu 4311120
Jlosuposka 40 mr

TabJIETKU, TOKPHITHIE
MJIEHOYHOM 000JI0UKOM

Pasmep ynaxosxu 30 TabIeToK, MOKPBITHIX
IJICHOYHOH 000JI04KOMH

/Jlama npouszeoocmea 5.11.2020

[lama ucmeuenus cpoka 31.10.2024

200HOCmU

Cmpana-umnopmep Poccus

GMID 682503

Cepus LIMS HV
Pasmep svinywennoti cepuu

Jlama nposedenus
ananuza
Cneyugpuxayus
Pezucmpayuonnoe
yoocmosepenue Ne

725 870
16 032 YITAKOBOK

25.11.2020

JIC-000438-040419
JIC-000438

A®HU: Comb AtopBacraruHa Kansiws, [Iponssoncreennas cepust: 2120620, Canexa @apmackioTnkaic a.c.- Nitrianska 100, 920 27
Hlohovec, CnoBarkast peciryGiika

OaHOpPOAHOCTH 103UPOBAHUS
ORHOPOJHOCTD A03UPOBAHUS
1o cozepxanuio (AV)
KonuuecTBeHHOE onpeeneHue
(BKX)
KonuuectBeHHOE omnpeneneHue
aTopBacTtatiHa B | Tabierke,
MOKPBITON TJIEHOYHON
00071049KOH

He 6onee 15,0

38,0-42,0 mr

2,0

40,5 mr

COOTBETCTBYET

COOTBETCTBYET

CooTBeTcTBHE crieNHUKANHA

HacrosmuM st moaTBeprkaato, 4To BhIIISyKa3aHHAs HH(OpMAIHS SBISIETCS BEPHOH U TOUHOH. JlaHHas cepust mpogykTa
IIPOU3BEJICHA, BKIIIOYasl YIIAKOBKY M KOHTPOJIb KaU€CTBa, HA HIXKEYKa3aHHOU IIPOU3BOICTBEHHOH IIJIOINAJAKE B [I0JIHOM COOTBETCTBHU
¢ TpeboBanusamu Hanexarueit nponssoacteenHoit npaktuki (GMP) MecTHBIX peryisiTOpHBIX OPTaHOB U CHELU(UKALIMSIMH,
yKa3aHHBIMHU B PerncTpanioHHOM y0CTOBEPEHHHN CTPaHbI-UIMIOPTEpa- creludUKausIMi HOpMaTUBHOTO AoKyMeHTa. I1o
pe3ynbTaTaM NMPOBEPKHU 3aMuceil 0 MPOU3BOACTBE, YAKOBKE U KOHTPOJIE KauecTBa CEPUU OBLIO YCTAaHOBJIEHO COOTBETCTBUE
TpeboBaHmsiM GMP. MapkupoBka B IOJTHOM COOTBETCTBUH € TIOCIEAHEH 0100peHHO MUHNCTEPCTBOM 3APaBOOXPAHEHUS
Poccuiickoil ®enepanuu Bepcueil MakeTOB YIAKOBKY M HHCTPYKIUH 110 MEULIUHCKOMY IPUMEHCHHUIO.

HpOPBBO).ICTBeHHaﬂ miomaaka:

«Caneka ®apmacproTukaic a.c.», Hurpuancka 100

92027, I'morosen;, CnoBaukas PecrryOnuka
Perucrpannonnsiit Homep: V-15/2019
Ceprugpukar GMP Ne: SK/019V/2020

YTBep:kaeHno, ynoanomouennoe jauno Farkasova Emilia/ noonuce

Saneca Pharmaceuticals a.s

Pa3pemeno k npoaake

Mecto BBIIIYyCKA U KOHTPOJIA KavyecTBa:

«Caneka ®apmacproTukaic a.c.», Hurpuancka 100
92027, I'morosen;, CnoBaukas PecrryOnuka
Perucrpannonnsiit Homep: V-15/2019
Ceprugpurar GMP Ne: SK/019V/2020

Jara: 27.11.2020
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Certificate of analysis

Product TORVACARD ®

Product number 12004789 Batch LIMS HV 725 870

Batch number 4311120 Released quantity 16 032 PACKS
Dosage strength 40 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 25.11. 2020
Manufacture date 5.11.2020 Specification LS-000438-040419
Expiry date 31.10. 2024 Marketing authorisation ~ LS-000438
Importing country Russia No.

GMID 682503

API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2120620, SANECA PHARMACEUTICALS
a.s., Nitrianskéa 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 g¢t0 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 10* CFU/g

absenceinl g

NMT 15.0

Results

complies

positive

positive
positive
0.576 g

complies

4.1%

96;97;96,97,98,96 %

0.08 %
0.07 %

0.20%

0.33%
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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 12004789

Batch number 4311120

Dosage strength 40 mg

Dosage form film-coated tablets
Packaging size 30 tbl flm
Manufacture date 5.11.2020

Expiry date 31.10. 2024
Importing country Russia

GMID 682503

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

Batch LIMS HYV
Released quantity

Date of analysis
Specification

Marketing authorisation
No.

725 870
16 032 PACKS

25.11. 2020
LS-000438-040419
LS-000438

API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2120620, SANECA PHARMACEUTICALS

Content of atorvastatin in 1
film-coated tablet

38.0 mg to 42.0 mg

40.5 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

Certified by QP: FarkaSova Emilia ﬂ//

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:

27.11.2020
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