JTEKJIAPAITVISI O COOTBETCTBHM

JEKJAPAHT, TIPHHUMAIOWINN AEKJAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccun”

Ceedenun o pecucmpayuu opzanusayuu.: Mescpationnas uncnexyun Qedepanvroii Hanozo80u cayxcbvi Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OF'PH 19.08.2002.

Aodpec: 125009, 2. Mocksa, yr. Teepckan, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvrotii dupexmop Monoe O.A.

Hosepennoe auyo: Cmenanoe C.C., doeepennocms 6/n om 01.12.2017

3AABJSIET, UTO

nexapcmeennoe cpedcmeo: Topeaxapd, mabnemru noxpbimovle niexourol obonouxoi 20 mz 10 wm., ynaxoexu
Aveiikogvle kormypHuie (9), nauxu xapmonnsie, PY Ne JIC-000438 om 29.06.2010 (0ama 3amenwr 19.06.2018)
suioano AO "Canodhu Poccus”, cepus 4661218, napmus 10991 ynaxosok, 200er do 30.11.2022, npouzaodcmea
Canexa @apmacsiomuxanc a.c., Crosayxkan Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 92027
Hlohovec, Slovak Republic koo OKII2 21.20.10.149, xod TH B3] 3004900002, xoumpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085322141 om 04.02.2019

COOTBETCTBYET TPEBOBAHHUsIM

JIC-000438-290411 usm. Ne 1-7

JEKJAPAITUS MTPUHATA HA OCHOBAHHHA

npomoxon ucnuimarnuii Ne 3540 om 12.02.2019 HJ1 000 HI] "®APMOBOPOHA", ammecmam axxpedumayuy
POCC RU.0001.21®DJ140, Cepmuchuxam POCC SK.OM08.C33650 om 12.02.2019

TRy

NAFA ITPAHSTTIA NEKJIAPATIAH 12.02.2019
JEKIAPAIIVA AEYCTBUTELHA IO 30.11.2022
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CBEJEHUS O PEI'HCTPAIIMA

OPT'AH IO CEPTUPHKAITNH, 3APETHCTPHPOBABIIHI JEKJIAPAITHUIO

RA.RU.11 M08 OPTAH 110 CEPTH®HKALIAH ITPOIYKI[HH OFLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOHU LJEHTP KOHTPOJISI KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men..(495)788-02-88, 6e6-
catim: oyxx.pa.

| JEKJIAPAITHSI O COOTBETCTBUM 3APETHCTPHPOBAHA Ne POCC RU JJ-SK. ®M08.A.15504/19
JATA PETHCTPAITHH [2.02.2019
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Cepruduxar anannza
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PacTBopeHue aKTHBHOH
apmanesTnueckolt cyGeTanupn
Yepes 30 muHyT (Q =75 %)
Ipumect (BINX)
HnenrndunmposanHeie eUHHYREE
NPOIYKTH PazNoKeHHs
HenaeaTHhHIMPOBAHHBIE EAHEHYHEIE
NPOIYKYHI Pa3NomEHUA
Obmee conepaxanne
HeUACHTHHLUMPOBAHHBIX TIPOTYKTOR
PB3OXEHHA

O6iiee copepxanne npuMecel
Mukpofuonornueckas YHcToTa
- I'd X1 xareropus 3A

O6mee uncno aapobHRx
MHKPOOPTBHHIMOB

O6uwee ancno rpubos
Orcyrersue Escherichia coli
OanopoaHOCTSL HOINPOBAHNS
Ons0ponHOCTE A03HPOBAHHSA TI0
cozepxamo (AV)
KoanaecTsennoe onpeaenenne (BIKX)

Komyecrsentoe onpeaenenue
aropsacTaTHHa B 1 TabneTxe, nokperroft
nnenoyHol obonoyrof

He McHee 80 %
ne Gonee 0,5 %

He bonee 0,2 %

ne Sonee 0,7 %

re Gonee 2,0 %

He Sonee 1000 KOE/r

He 6onee 100 KOE/r
oTcyicreue B I r

He Gonee 15,0

19,0-21,0 mr

Ipodyxm TOPBAKAPA®
Homep npooyxma 12004785 Cepun LIMSHV 651828
Homep cepuu 4661218 Pazmep aunymennoii cepuu 10991 YTIAKOBCK
| Hozuposxa 20 Mr
Jlexapcmeennan gopma TabneTku, NOKPAITHE
meHoaHoH oGonoyxoi
Pazmep ynaroexu 90 Tabnerok, NOKPHITEIX Hama nposedenun 19.12.2018
mneHouHok o6onouxol ananusa
Hama npouseodemea 05.12.2018 Cneyuguxayua HJ JIC-000438-290411
[ama ucmeuenun cpoxa 30.11.2022 Pezucmpayuonrioe JIC-000438
200H0CmU Yydocmoeepenue N
Cmpana-umnopmep Poccus
HenviTanue Hopmel PeayawTaTsl
Onncanne
Onucanue TAGNETKH OBANLHEIC ABOAKOBBIIYKNIEIE OT | COOTBETCTRYET
Genoro 2o nouru Genoro uBeTa, NoXpLITHE
nneHounolt o6onogkoft
Nopnunnocts
ATOpBACTATHH COOTBETCTBHE MONOWUTENLHBIH Pe3yLTaT
XPOMATOrpaMM
Kameupii KpacHoe OKpalliyBaHHe TIONOXHTEALHLIH Pe3yILTaT
TwraHa ZHOKCHI HKEATO-OPAHNEBOE OKPALINBAHNE TIONOAUTEALHE pesynLTaT
Cpeansan Macca tabnerox 0,275-0304r 0,288 r
OIHOPOXHOCTE A0IUPOBAHKA IO MACce 2/20+ 7,5 %, 020+ 15% COOTBETCTBYET
Bona (o MeToay Kapna ®umepa) ue Gonee 8,0 % 39%

98; 98; 99; 98; 99; 99 %
0,08%
0,06 %

0,17%

0,25 %

0 KOE/r

0KOEr
OTPHUATEALHO

6,9

20,3 Mr

CootpercTsyer TpeGoBaHUAM HODMaTHBHON NOKYMEHTALHN.

«Canexa DapmacsioTricanc a.cn - Hurpnanexa 100, 92027, Thorosen, Caopaukas Peeny6ansca

Ten (+421) 33 736 1111, Daxce (+421) 33 730 0890. E-mail: saneca@saneca.com ~ www.saneca.com

ICO 46 833 323 - IC DPH SK2023599842 - Tartabanka a.5 — c.u 2920123416/1100
Kommepueckrii pernctp pafionnoro cyaa Tyasa, passen Sa, vomep seranxy: 1060L/T
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Cepruduxar anannsa

Hpodyxm TOPBAKAFPIA®
Homep npodyxma 12004785 Cepun LIMSHY 651828
Homep cepuu 4661218 Paswmep svinpyennoii cepun 10991 YTIAKOBOK
Hosuposka 20 Mr
Jexapemeaennan hopma TabneTky, NOKPHITHE

meHoHol obonouxofi
Pazmep ynarosxu 90 TabneToK, TOKPHITLIX Lama nposedenus 19.12.2018

mwieHoqHoH oGonoukoH ananuza
Hama npouzecdcmsa 05.12.2018 Creyugnoayun HI IC-000438-290411
Hama ucmeyenun cpoxa 30.11.2022 Pezucmpauonnoe JIC-000438
200H0Ccmu ydocmosepenue Ne
Cmpana-umnopmep Poccus

Hacrositinam 5 NOATBEPXKAAIO, 9TO BhlIEYKAlaHHAN KHDOPMALHY AB1geTCA Beproli 1 ToyHOH, TIPOH3ROACTRO AAHHOH CEPHH NPOAYKTA,
BKIIOYas YAAKOBKY H KOHTPOJE KAY€CTBA Ha COOTBETCTBYIOIIHX 0FLEKTAX, DonHOCTHIO COOTBETCTBYer Tpebobanusm GMP EC u
MECTHEDX PETY/ATOPHBIM OPraHOB, 2 TRIOKE HOPMaM, YKA3AHHEIM B DErHCTPAIMONHOM YAOCTOBEPEHHH CTPAHEI-HMITOPTEPA. 3AIHCH O
TPOU3BOACTBE, YIIAKOBKE M AHANK3E CEPHH OB NPOBEPEHLT H MPHIHEHE! COOTBETCTBYIOMMMH Tpeforanuam GMP.

TIpoH3BoACTBEHHAS NAOINAKKAS

«Canexa dapmacsioTHKanc a.c.», Hurpyancka 100
92027, I'norosen, Cnosaukan Pecrry6mixa
PerncrpauMonnsrii Homep: VL 059/13-2
Ceprudicar GMP Ne; SK/009V/2017

Pajpeweno k nponaxe

Y1Bepxaeno, ynonHomouensoe anuo I'ynamosa Mapua Hara: 21.01.2019

«Canexa ¢apMacsloTRKAAC 8.6 - Hurpuancka 100, 92027, Inorosen, Chosankas Pecnylnnka
Ten (+421) 33 736 1111, ®awc (+421) 33 730 0890. E-mail; sancca@saneca.com — www.ssneca.com
ICO 46 833 323 - IC DPH SK2023599842 - Tartabanks a.s — c.u 2920123416/1100

gommepaecknli pernerp paitoriore cyas Twaea, pasnen Sa, nosep perasxn: 10601/T

Meero BBINYCKA H XOHTPONS KAYeCTBA:

«Carexa apMackiomiianc a.c.», Hurpuancka 100
92027, T'norosew, Cnopankas Pecrrybnuxa
Perscrpausionneli Homep: VL 059/13-2
Cepmmdurcar GMP Ne: SKA009V/2017
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Certificate of analysis

Saneca
Pharmaceuticals

Product TORVACARD ®
Product manber 12004785 Batch LIMS HV 651828
Batch manber 4661218 Released quantity 10991 PACKS
Dosage strength 20 mg
Dosage forn film-coated tablets
Packaging size 90 tbl Date of analysis 19.12.2018
Manufacture date 5.12.2018 Specification ND LS-000438-290411
Expiry date 30.11.2022 Marketing authorisation LS-000438
Importing country Russiz No.
Test Limits Resulis
Appearance
Description white to off-white, oval, complies
biconvex, film-coated tablets
Identification
Atorvastatin correspondence of positive
chromatograms
Calcium red colouring positive
Titanium dioxide yellow-orange colouring positive
Average mass of 1 tablet 02752100304 ¢ 0.288 g
Uniformity of mass 220+£5%, 020£10% complies
Water (K.F.) NMT 8.0 % 39%
Dissolution active substance
After 30 min(Q=75%) NLT 80 % 98,98,99;08.99:99 %
Purity HPLC
Known degradation products NMT 0.5 % 0.08%
individually
Unknown degradation products NMT 0.2 % 0.06 %
individually
Sum of unknown degradation NMT 0.7 % 0.17%
products
Sum of all impurities NMT 2,0 % 0.25%
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1000 CFU/g 0 CFU/g
“Total Fungi NMT 100 CFU/g 0CFU/g
Absence of Escherichia coli absenceinl g negative
Uniformity of dosage units
Content uniformity - AV AV <150 6.9
Content-HPLC
Content of atorvastatin in 1 19.0mgto21.0 mg 20.3 mg
film-coated tablet
Conformity with the specification.

Saneca Pharmacenticals a.s. - Nirianska 100 - 920 27 Hiohoves - Slovenska republika

Tel: (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail: saneca@saneca.com — www.sansta com
160: 46 833 323 - 16 DPH: BK2023589842 - Telrabanka a.s. - & (. 20201234156/1100

DOhehadny registsr Dicssndho slou Tmave, Ogdial S, Viedks Bsio 10804/T
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Certificate of analysis
Product TORVACARD ®
Product number 12004785 Batch LIMS HV 651828
Bartch number 4661218 Released quaniity 1099) PACKS
Dosage strength 20 mg
Dosage form film-coated tablets
Packaging size 90 tbl Date of analysis 19.12.2018
Manufacture date 5.12.2018 Specification ND LS-000438-290411
Expiry dafe 30.11.2022 Marketing authorisation L5-000438
Imporiing country Russia No.

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

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitnanska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SKA009V/2017

Certified by QP:

Saneca Pharmaceuticals a.5. - Nitrianske 100 - 920 27 Hiohovec - Slovenské republika

Tel: (+421) 33 736 1141, Fax: {+421) 33 730 08590, E-mail; sanecai@saneca com - www.baneca.com
180: 46 833 323 - IC DPH. SK2023559042 - Tatrebanke a.s. — €. (1 2820123416M100

Obohadnj reghite: Ohsantho sidy Tmava, Oddel S5 Violhs Sisle 3000377
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compliance with GMP,

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
92¢ 27 Hiohovec, Slovak Republic
Authorisation number : V1L 059/13-2
GMP Certificate No : SK/009V/2017

Certified on: 21. 1. 201¢

i Fapéce Phavmacouticals g,
cineaska 16
AL Hionow

)

SRR ENERa ek
6835305




