TEKJIAPAITASI O COOTBETCTBHA

JEKJIAPAHT, IPHHAMAIOIHH JEKJAPALIIO O COOTBETCTBHH

AO "Canogpu Poccun"

Ceedenus o pezucmpayuy opzanusayuu. Mesicpaiionnas uncnexyun Pedepansroi sanozoeot cayxcbor Ne 46 no
2. Mocxee 01.01.2008, OTPH 1027739079940, dama npuceoenus OI'PH 19.08.2002,

Adpec: 125009, 2. Mocxea, yn. Teepcxan, 0. 22. Tenegon/tpaxc. 8 (493) 721-14-00/ 721-14-11

B nuye: Ienepanvuuiii dupexmop Mowe O.A.

JHosepennoe nuyo: Cmenanoa C.C., dosepennocmb 6/ om 01.12.2017

3ASIBJIJET, YTO

nexapemeennoe cpedcmeo: Topsaxapd, mafiremxu noxpeimule naeHouHol obonovxoi 10 m2 10 wm., ynaxoexu
Auetikosvie koumypruie (3), nauxu kapmonnste, PY No JIC-000438 om 29.06.2010 (0ama samenw: 19.06.2018)
svidano AO "Canogpu Poccun", cepun 4030219, napmus 64165 ynaxosox, 200en do 31.01.2023, npoussodcmsa
Canexa apmacvromuxanc a.c., Cnosayxan Pecnybnura, Saneca Pharmaceuticals a.s., Nitrianska 100, 92027
Hlohovec, Slovak Republic, xod OKIT[2 21.20.10.149, ko0 TH B3I 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085327919 om 25.03.2019

COOTBETCTBYET TPEBOBAHHSIM
JIC-000438-290411 uzm. Me 1-7

JEKJAPAITIA IPHHATA HA OCHOBAHHNH
npomoxon ucnuimaruii Ne 9100 om 01,04.2019 HJT 000 HL] "®APMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.219DJ140, Cepmugruxam POCC SK.@M08.C37243 om 01.04.2019

Crenanos C.C.
®.1.0

OPTAH IO CEPTUDHKAIUH, 3APETHCTPHPOBABINHAH NEKIAPAITAIO

RA.RU.11M08 OPTAH 1O CEPTH®HKALIHH ITPOIVKILHH OBLIECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTEIO "OKPYKHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeavwsayuu: 115280, 2. Mocxea, yn. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opzaria no

cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-

catim: oyxr.pQ.

HEKJIAPATIVA O COOTBETCTBHH 3APEI'ICTPHPOBAHA A POCC RU J-SK. ®M08.4.20295/19
REBTMCTPALIAH 01.04.2019
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Crpannua 1u3 2

Ceprudukar anaiusza

Saneca
Pharmaceuticals

Hpodyxm

Homep npodyxma
Homep cepuu
Hozuposxa

JSexapemeennan dhopua

Pazstep ynaxoeru

TOPBAKAPA®

12004787
4030219
10 mr

TaGneTkH, NOKPLITHIE
mieHoyHoit obonoukoit
30 TabneToK, MOKPRITHIX
nneHo4Holl o0onouKoi

Cepus LIMS HV
Pazmep avinyyennol cepuu

Hama nposedenus
ananusa

654025
64 165 YITAKOBOK

11.03.2019

Cpenuns Macca Tabnerok
QAHOPOAHOCTE AO3HPOBAHKA MO Macce
Boxna (no metoay Kapna duwepa)

PacTeopeHHe AKTHBHOI
dhapmauesTHHecKol cybeTaHUsH

Yepes 30 manyT (Q = 75 %)
Mpumecs (BIWX)
HuentHdrunposaHHeie CAMHHYHBIC
MPOAYKTh] PAIROXEHHUS

HennentuduunposaHbie eAHHUMHBIC
NPOAYKTHE PA3NOMEHHS

Obuee coaepxanve
HEHWAEHTHHULIHPOBAHHEIX TPOAYKTOB
PAINOKEHNA

O61uee concpxkatue npumeceit
MukpoGuonornyeckas 4ucrora
- I'®d X1l kateropua 3A

Obee Yucno aspolHbIx
MHKPOOPTaHH3MOB

Obwee wHcno rpudos
Orcyrereue Escherichia coli
OnHOpOAHOCTL A0MPOBAHKS
OoHOPOOHOCTE A03HPOBAHUA MO
colepxannio (AV)
Koanyectpennoe onpenencine (BINKX)
KonuuectaeHHoE onpeaeneHue
aTopBacTaTHHa B 1 TabneTke, NOKpLITOH
eHosHOH 060m04KoH

0,137-0,152r
2/20 £ 7.5 %, 0120 + 15%
He Gonee 8,0 %

ne mexee 80 %
He Gonee 0,5 %

He Gonee 0,2 %

ue Gonee 0,7 %

He Gonee 2,0 %

He Gonee 1000 KOE/ T

He Gonee 100 KOE/r
oTCYTCTEMEB | T

He Gonee 15,0

9,5-10,5 mr

Hama npoussodcmsa 14.02.2019 Creyuguxayun HA JIC-000438-290411
Hama ucmevenun cpoxa 31.01.2023 Pezucmpaytonnoe JIC-000438
200HOoCmU ydocmogepenue Ne
Cmpana-umnopmep Poccus
HceneiTanue Hopmer PeiynnraTet
Onucauue
Onncanue TabneTkH OBaNbHbIE ABOSKOBEIMYKBIE OT | COOTBETCTRYET
Genoro 10 NOYTH GENOTO UBETA, NOKPBITHIE
MaeHo4HOH oGonoMkoH
IMoanuHHOCTL
ATopBacTatuH COOTBETCTBHE MONOKHTENBHLIA PE3YALTAT
XPOMaTOrpaMm
Kansumuit KpacHOEe OKpallMBaHHE NOJNOKHUTENBHBIA pe3ynLTarT
TuTaHa nHoOKCHI WENTO-OPAHKEBOE OKpAtINBaHHE MOOKNTENBHBIN PE3yabTAT

Gl41r
COOTBETCTBYET
318 %

96; 99; 95,93, 94,95 %

0,05 %

0.08 %

0,20 %

0,25 %

0 KOE/r

0 KOE/r
OTPHLIATELHO

10,0

10,0 mr

CooTBeTcTBYeT TPeGOBAHHAM HOPMATHBHOI AOKYMERTALHH.

«Canexa PapyacsiOTHRAM A.c.» - HuTpHancka 100, 92027, Tnoroseu, Cnosaukas Pecnybanka

Tem (+421) 33 736 1111, Pare (+421) 33 730 0890, E-mail: saneca@saneca.com - www.saneca.com
ICO 46 833 323 - IC DPH SK2023599842 - Tartabanka a.s - c.u 2920123416/1100

xovviepueckuii peructp paiionsoroe cyaa Tvasa, paznen Sa, Hovep scrabkn: 10601/T




Crpannua 2 us 2

CepTudnkar anannza

Saneca
Pharmaceuticals

Tpodyxm

Hosep npodyrma
Hoaep cepun
Hozuposxa

Mexapcmeennan dopma
Pasmep ynarosxu

| Hama npouzeodcmen
 Hama ucmeyenus cpoxa
2o0noCcm
Cmpana-umnopmep

TOPBAKAPA®

12004787
4030219
10 mr

TaOneTku, NOKpeITHIE
nneHouHo# oBonoukoi
30 TalneTok, MOKPHITHIX
nNeHo4YHOoH 000104KoH
14.02.2019

31.01.2023

Poccua

Cepus LIMS HV
Paznmep gunyugennoit cepuu

Hama npoeedenns
aHanuza
Creyughuxayua
Pezucmpayuonnce
yoocmosepentte No

654025
64 165 YTIAKOBOK

11.03.2019

HJI JIC-000438-290411
JIC-000438

Hacrosatunm 1 noATBep#.1210, YTO BILICYKa3aHHAR HHOPMALUA ABIAETCA BepHOH 1 TouHol. Fpou3soacTao NanHo#H CEpUK MPORYKTa,
BKRIOYAS YIAKOBKY K KOHTPORL Ka4€CTBa HA COOTBETCTBYIOIMX 00bEXTaX, NONHOCTEIO COOTBETCTBYET TpeboBaHuam GMP EC x
MECTHBIX PECYNATOPHEIM OPTaHOB, a TAKXE HOPMAaM, YKAa3aHHLIM B PEFUCTPAUHOHHOM YAOCTOBEPEHHH CTPaHLI-HMITOPTEpa. 3anHCH 0
NPOH3BOACTEE, YNAKOBKE M AHANU3E CEPHH GBI NPOBEPEHB! H NPH3IHAHEI COOTBETCTBYIOLIMMU Tpebosanuam GMP.

Pa3peweno k npopaxe

IlpouisoacTBEHHAR NAOWAAKA:

«Canexa PapmaceioTHkanc a.c.», Hurpuancka 100
92027, Inoroseu, Cnosaukas PecnyGnnka
Pervcrpaunonueiii Homep: VL 059/13-2
Ceprudmrar GMP Ne: SK/009V/2017

Yresepaaeno, ynonnomovennoe auno Kapnoscka Mapuaua

MecTto BBINYCKA H KOHTPOJA KaYecTBAa:

«Caneka PapmacbioTukanc a.c.», Hurpuancka 100
92027, noroseu, Cnosaukas Pecny6nuka
Perucrpaunonusiii Homep: VL 059/13-2
Ceprudukar GMP Ne: SK/009V/2017

Hata: 21.03.2019

«Canera @apmacklOTHKANC a.¢.» - HuTpancka 100, 92027, Caoroseu, Chosaukan PecnySanka
Tea (+421) 33 736 1111, Parc (+421) 33 730 0890, E-mnil: saneca@saneca.com — www.saneca.com
ICO 46 833 323 - 1C DPH SK2023599842 - Tartabanka a.s - c.u 2920123416/1100

KoOMMEpueckHil pernctp paitonnoero cyaa Tvapa, patien Sa, Hovep scrasen: 10600/T
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Certificate of analysis

Product TORVACARD ®
Product number 12004787 Batch LIMS HV 654025
Batch number 4030219 Released quantity 64165 PACKS
Dosage strength 10 mg
Dosage form film-coated tabiets
Packaging size 30 tb! fim Date of analysis 11.3.2019
Manufacture date 14. 2. 2019 Specification ND LS-000438-290411
Expiry date 31.1.2023 Marketing authorisation LS-000438
Importing country Russia No.
Test Limits Results
Appearance
Description white to off-white, oval, complies
biconvex, film-coated tablet
Identification
Atorvastatin correspondence of positive
chromatograms
Calcium red colouring positive
Titanium dioxide yellow-orange colouring positive
Average mass of 1 tablet 0.137gt00.152 g 0.141¢g
Uniformity of mass 2/20+ 7,5 %, 0/20 + 15 % complies
Water (K.F.) NMT 8.0 % 383%
Dissolution active substance
After 30 min.(Q=75%) NLT 20 % 96;99;95;93;94,95 %
Purity HPLC
Known degradation products NMT 0.5 % 0.05 %
individually
Unknown degradation products NMT 0.2 % 0.08 %
individually
Sum of unknown degradation NMT 0.7 % 0.20%
products
Sum of all impurities NMT 2.0 % 0.25 %
Microblological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absenceinl g negative
Uniformity of dosage units
Content uniformity - AV NMT 15.0 10.0
Content-HPLC
Content of atorvastatin in 1 9.5mgto 10.5mg 10.0 mg
film-coated tablet
Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hichovec - Slovenska republixa
Tel (+421}33 736 1111, Fax: (+421) 33 730 0890, E-mail: saneca@saneca com — www Sanecs.com

ICO. 46 833 323 - IC OPH $K2023599842 - Tatrabanka a.5. - & 0 2920123416/1100
Obchodny ragrater Ohreandho sudu Tmavs, Oddiel S8 Violka tisto 10801/T
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Saneca

Pharmaceuticals

Certificate of analysis

Product

Product nuniber
Batch number

Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
Importing country

TORVACARD ®

12004787
4030219

10 mg

film-coated tablets
30 thl fim
14.2.2019
31.1.2023
Russia

Batch LIMS HV 654025

Released quantity 64165 PACKS
Date of analysis 11.3.2019
Specification ND LS-000438-290411
Marketing authorisation L$-000438
No.

! hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with EU GMP requirements, the local Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in

Manufacturing site:

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

Authorisation number :

VL 059/13-2

GMP Certificate No ; SK/009V/2017

Certified by QP:

ﬂ/@(&me/

Karlovska Mariana

compliance with GMP,

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified on: 21.3.2019

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska repudlika
Tel: (+4421) 33 736 1111, Fax: (+421} 33 730 0850, E-mail: saneca@@saneca com - www SaNecE com
ICO 46 833 323 - IC DPH SK2023599842 ~ Tatrabanka a.s — & 0 2920123416/1100

Obchodny iedister Oktetndio sics Tmave Cdde? 5a VioZwa Gzho. 1080111



