AEKJIAPAITISI O COOTBETCTBHHA

AEKJIAPAHT, IPHHAMAIOHI A AEKJIAPAITHIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenun o pezucmpayuu opzanusayuu: Mesicpaiionnas uncnexyun ®edepansroti Haro2080ii cayxcbvi Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002,

Aopec: 125009, e. Mockea, yn. Tsepckas, 0. 22. Tenegor/caxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnwiti dupexmop Monse O.A.

Hosepennoe munyo: Knoxosa FO.C., dosepennocms 6/x om 01.12.2017

3ASIBJISTET, UTO
Aekapcmeennoe cpedcmso. Topeaxapd, mabnemiu noxpwimsie nienounoii obanouxoii 20 sz 10 wn., ynakoexu
Aveiixoabie Konmypuuie (3), nauxu xapmounvie, PY Ne JIC-000438 om 29. 06.2010 (0ama 3amenw: 04.04.2019)
gv10ano AO "Canogu Poccus", cepus 4360919, napmus 32421 ynaxosox, z00en do 31.08.2023, npouseodcmea
Canexa @apmacsromuxasc a.c., Croeayxas Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 1 00, 92027
Hlohovec, Slovak Republic, xod OKIJ2 21.20.10.149, xod TH B3] 3004900002, xoumpaxm Ne
250/40056192/F-2 om 20,10.2010, uneosic No 9085349442 om 08.10.2019

COOTBETCTBYET TPEBOBAHHSIM
JIC-000438-040419

AEKJIAPALTMSA TPHHSITA HA OCHOBAHAH
npomoxon ucnvimanuii Ne 30770 om 16.10.2019 HJT 000 HI] "®APMOEOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21®PJ140, Cepmugpuxam POCC SK. ®M08.C51358 om 16.10.2019

JIA A STTHRY TEKJIAPAITAY 16.10.2019
| FSL HTEJIBHA JI0 31.08.2023
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CBEJEHHUS O PETHCTPALINH
OPTAH ‘ IPHKAITHH, 3APETHCTPAPOBABIIHM JEKJIAPAITHIO
RA.RU.11 IPIAH IT0 CEPTHOHKAILIHH ITPOLYKIIHH OFL[ECTBO C OI'PAHHYEHHOH
OTBETCTRRMAICTEIO "OKPY)XHO¥ LIEHTP KOHTPOJIA KAYECTBA"
adpec opzc r - 115280, 2. Mocxsa, yn. Macmepxoga, 9. 4, sm. 5, nam. I, xom. 1, adpec opzana no
cepmughus {5280, POCCHA, 20pod Mocxkea, yn. Macmepxoaa, 0. 4, sm. 5., men.:(495)788-02-88, geb-
caiim: oyk i
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Saneca
Pharmaceuticals

Crpannua 1 13 2
Cepruduxar ananuza

Cpeanas macca Tabrerox
Omnoponnocts no3uposanus no Macce
Boxa (no metoay Kapna Quittepa)

PactBopenne akTusHoli
bapmauesTHYecKoi cyGeranumn

Yepes 30 munyt (Q = 75 %)
Mpumecs (BIWKX)
Haentudrunposantbte eaunnynsie
NPOAYKTH! Pa3noMCHHS

Heunentnduumposaunsie eaunnymsie
TIPORYKTHI PA3NOKEHHA

O6uwiee conepxanue
HCHIAEHTHYHUHPOBAHHBIX NpoMYKTOB
pasnoxenus

O6wiee conepxanne npumeced
MuxpoGuonoruyeckan uncrora
- I'® XII xateropus 3A

Obwee wHcno a3pobHsix
MHKPOOPraHU3MOB

O6uiee yneno rpubos

Orcyrereue Escherichia coli
OnsopoauoeTs nosuposanus
OawopoaxocTs foauposanus no
cofiepxanuio (AVY)

Koauuectaennoe onpegenenne (B3XKX)
Konuuecraenuoe onpenenenne
aropeactatiua B | Tabnerke, nokpeitolt

mieHoyHol o6onoykoi

0,275-0,304 r
220+ 7,5 %, 0020 + 15%
He Gonee 8.0 %

He menee 80 %

He Gonee 0,5 %

He Gonee 0,2 %

He Gonee 0,7 %

He 6onee 2,0 %

He Bonee 1000 KOE/r

He Gonee 100 KOE/r
oTcyreTBHE B | I

He Goaee 15,0

19.0-21,0 mr

Tlpoodyxm TOPBAKAPA®
Hoxep npodyxma 12004788 Cepus LIMS HV 710334
Homep cepuu 4360919 Pazuep emnyuennoii cepuu 3242] YIAKOBOK
Hozuposka 20 mr
Jexapemeennan gropma TabneTkH, NokphIThIe
nncHoyHoH oGonoykoi
Pasmep ynaxosxu 30 Tabnerok, nokpeiTsix Hama nposedenus 18.09.2019
NNIeHo4HOH oBonoykoit axanusa
| Jama npouseodcmea 09.09.2019 Cneyugpurayus HI JIC-000438-290411
Hama ucmevenun cpoxa 31.08.2023 Pezucmpayuonuce JIC-000438
200H0cmu Yodocmosepenue Ne
Cmpana-umnopmep Poccns
Henvitanne Hopmsi Pesyastathi
Onucanue
Onncanue ot Genoro 1o noytu 6enoro usera COOTBETCTBYET
OBajlbHLIE ABORKOBLIMYKALIE TaGNETKH,
NOKPHITLIE NNEHOYHOH 06oN0YKOI.
Moaanunocts
ATODBACTATHH COOTBETCTBHE MONONKHUTENLHEIH pe3ynbTaT
Xpomarorpamm
Kansuusi KPacHoe OKpalHBanHe TONOMHTENBHEIN pe3ynbTaT
Turaua anokenn KENTO-0PaHKEBOE OKpalUHBaHHe NONOKHUTENLHBIN pe3ynsTaT

0,286 r
COOTBETCTBYET
55%

96; 92; 90, 94; 92,93 %

0,05 %

0,07 %

0,17 %

027 %

0 KOE/r

0 KOE/r
OTpHUATENbHO

6,7

20,7 mr

Coorsercrayet TpeGoBannam HOPMATHBHOH AOKYMEHTAUMH.

«Canera ®apMacLIOTHRANC 2.0.» - Hutpuancexa 100, 92027, Fnoroseu, Cnopaukas PecnyBauxa
Tea (+421) 33736 111 1, ®axc (+421) 33 730 0890, E-mail: saneca@saneca.com — www.saneca.com
ICO 46 833 323 - IC DPH SK2023599842 - Tartabanka g.s - c.u2920123416/1100

KoMuepuecknil pericTp pationnoro cyza Tyvasa, Ppaiaen Sa, womep scraswu: 10601/T




Saneca

Crpannua 2 w3 2
Cepruduxar ananusa

Pharmaceulicals

ITpodyxm

Honep npodyxma
Howep cepuu
Hozupoexa

Mexapcmeennasn dopma
Pazuep ynaxoexy

| Hama npouzsodcmea
Hama ucmevenus cpoxa
200n0cmu
Cmpana-mmopmep

TOPBAKAPI®

12004788
4360919
20 mr

TabneTku, nokparee
NIEHOYHOR 0Bonoykoti
30 TaGnetok, noxperreix
naenovHo# 06onouko
09.09.2019

31.08.2023

Poccus

Cepus LIMS HY
Pasmep soinywenno cepuy

710334
32421 YIIAKOBOK

Hama npogedenus 18.09.2019

anausa

Creyugpurkayun HJ1 JIC-000438-29041 |
Pezucmpayuonnoe JIC-000438
Yyoocmosepenue No

-

Hacrosumm 5 NOATBEPIKAALO, 4TO BbIlEYKa3aHHas HHbOpMaums sBnseTCs BEPHOH K T
KOHTpPOnk KayecTea Ha COOTBETCTBYIOWIMX 0OBEKTAX, IONHOCTHED COOTBETCTBYET TpeGoBanuam GMP EC

BK/IOYAA YMIakoBKY H

MECTHBIX PErynaTopHsim OpraHoB, a Takxe HOpMaM, yKaszauHbIM

MPOH3BOACTBE, YIIAKOBKE H AHANH3

Paspeweno k nponase

Mpoussoncreennas naowmagka;

«Caneka Dapmacsiotnranc a.c.», Hutpuancka 100
92027, I'norosex, Cnoeaukas Pecny6nuka
Peructpaunounsif Homep: VL 059/13-2
Ceprugurar GMP Ne: SK/009V/2017

Yreepwaeno, ynoanomovennoe auuo: Gapkacosa Invunus

«Canexa ®apuacsioTuraic g.c.0 - Hurpnaneka 100, 92027, - noroseu,
Ten (+421) 33736 111 1, @awc (+421) 33 730 0890, E-mail: saneca@sancea.com — WWW.SANeCA.COm
K2023599842 - Tartabanka a.s - c.u 2920123416/1100

ICO 46833323 ICDPH S

KoMuepueckiit perucrp pafionnoro cyaa Twmasa, paizen Sa, wo

Mecto Brinycka u KOHTPO/IA KavecTBa:
«Canexa ®apmacsiotikanc a.c.», Hurpuancka 100
92027, Tnoroseu, Cnoraukas Pecny6auxa

Peructpaunonnei Homep: VL 059/13-2
Ceprudpuxat GMP Ne: SK/009V/2017

Hara: 30.09.2019

Caosaunan Pecnyfinixa

vep scrannu: 10601/T
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Certificate of analysis

Product TORVACARD ®
Product number 12004788 Batch LIMS HV 710334
Batch number 4360919 Released quantity 32421 PACKS
Dosage strength 20 mg
Dosage form film-coated tablets
Packaging size 30 tbl Date of analysis 18.09.2019
Manufacture date 09.09.2019 Specification LS-000438-040419
Expiry date 31.08.2023 Marketing authorisation  LS-000438
Importing country Russia No.
Test Limits Results
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 ] tablet 0.2758100.304 g 0.286 g
Uniformity of mass 2120+£5%, 0720+ 10 % complies
Content
Water (K.F.) NMT 8.0 % 55%
Dissolution active substance
After 30 min.(Q=75%) NLT 80 % 96;92,90;94;92:93 %
Purity HPLC
Known degradation products NMT 0.5 % 0.05 %
individually
Unknown degradation products NMT 0.2 % 0.07 %
individually
Sum of unknown degradation NMT 0.7 % 0.17%
products
Sum of all impurities NMT 2.0 % 0.27%
Microbiological quality
Microbiological purity
Ph.Eur.5.1 4.
Total aerobic microbial count NMT 10° CFU/g 0CFU/g
(TAMC)
Total combined yeasts/moulds NMT 10: CFU/g 0CFU/%
(TYMC)
Absence of Escherichia col: absenceinl g absence
Uniformity of dosage units
Content uniformity - AV AV<=15.0 6.7
Content-HPLC
Content of atorvastatin in 1 19.0 mg to 21.0 mg 20.7mg
film-coated tablet
Conformity with the specification.

Saneca Pharmacaulicals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika

Tel. (+421)33 736 1111 Fax (+421) 33 730 0890, E-mail sanecadsanaca com ~ www SBneca com
ICO 46833323 - IC DPH SK2023509842 - Tavabankaas - & u 2020123416/1100

Obchodig reguie Okrasndho sudu Tmavs Oddal Sa Violus tuo 1000 1T
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Saneca
Pharmaceuticals

Certificate of analysis

Product

Product number
Batch number

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

TORVACARD ®

12004788
4360919

20 mg

film-coated tablets
30 tbl

09.09.2019
31.08.2023
Russia

Batch LIMS HV 710334

Released quantity 32421 PACKS
Date of analysis 18.09.2019
Specification LS-000438-040419
Marketing authorisation  LS-000438
No.

I 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 compliance with GMP.

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : V-15/2019

GMP Certificate No : SK/009V/2017

Certified by QP: FarkaSova Emilia ﬂ/’

Release for sale

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/009V/2017

Certified on: 30.09.2019

Saneca Pharmacauticals a.s. - Nitnanska 100 - 920 27 Hiohovec - Slovenskd republika
Tel: (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail sanecafsaneca com - www saneca com
ICO 46 833 323 - IC DPH SK2023509842 - Tatrabanka a s - & u 2020123416/1100

Obehodiy regral e Ouranndho sude Tmeve, Odiel Sa Valks tislo 1000177




