NEKJIAPALTASI O COOTBETCTBHH

JEKJIAPAHT, IIPHHUMAIOIWA JEKJAPAITMIO O COOTBETCTBHH

AC "Canogpu Poccun”

Ceedenun o pezucmpayuu opeanusayuu. Mexcpaiionnan uncnexyus PedepanbHoii Hanozo60u cayxchst N 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxan, 8. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanorurit oupexmop Monoic O.A.

Hoeepennoe auyo: Cmenarnos C.C., doeepernocme 6/n om 01.12.2017

3ASABJIET, UTO
nexapcmeennoe cpedcmeo. Topeaxapd, mabremku nokpoimole naenosnoll obonouxou 40 mz 10 wm., ynaxoexu

Avelikogble kowmypruie (9), nauku kapmonnvie, PY No JIC-000438 om 29.06.2010 (dama 3amenst 19.06.2018)
evidano AO "Canogu Poccun”, cepus 4080219, napmus 5375 ynaxosox, 200¢ex do 31.01.2023, npouseodcmsa
Canexa @apmacsiomuxanc a.c., Cnosayxan Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 92027
Hiohovec, Slovak Republic, koo OKII2 21.20.10.149, xoé TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085326593 om 13.03.2019

COOTBETCTBYET TPEBOBAHHAM

JIC-000438-290411 uzm. Ne 1-7

JEKJIAPALIMA IIPUHATA HA OCHOBAHHH

npomoxon ucnoimanuti Ne 8010 om 19.03.2019 H/I OO0 HI "DAPMOFGPOHA", ammecmam axkxpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC SK. ®M08.C36369 om 19.03.2019

JATA IPUHATHUSA AEKJIAPAITHH 19.03.2019

3 _ Crenanos C.C.
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SOl CBEJEHMS O PETUCTPALINHA

OPTAH 10 CEPTHO®HKAILMH, 3APEr'MCTPUPOBABIIHH JEKJAPALIHIO

RA.RU.11®OMO08 OPTAH I10 CEPTH®HKALIHH TPONYKI[HH OFLJECTBO C OTrPAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmugburayuu. 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, eeb-
catim: oyxx.pg.

JNEKJIAPAIIMS O COOTBETCTBHUU 3APETHCTPHPOBAHA X POCC RU J-SK. ®M08.A. 19091/19
JATA-PETUCTPALTAH /9.03.2019
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Saneca

Pharmaceuticals
Crpanvna 1 n3 2
Cepruduxar ananusa
Ipodyxem TOPBAKAPI®
Homep npodyxma 12004786 Cepur LIMS HV 653341
Homep cepuu 4080219 Pasmep eumpmennoii cepuy 5375 YIIAKOBOK
Hosuposra 40 mr
Jexapcmeennan gopma TalNeTky, NOKPLITHE
nnenoqnol obonoukoit
FPasmep ynaxoesxu 90 Tabnetox, nokprITEX Hama npogedenun 22.02.2019
nneHo4Hol obonouxol anausa

Aama npouseodcmea 08.02.2019 Creyuduxayun HI 1C-000438-290411
Hama ucmevenun cpoxa 31.01.2023 Pezucmpayuonnoe JiIC-000438
20040CHU Ydocmosepenue No
Cmpana-umnopmep Poccus
HcneiraHue Hopmpr - PeayabTarTe: " i
Onncaune

Omcanne T20/ICTKH OBANLHBIC ABOAKOBRUTYXIE COOTBETCTRYET

ot Genoro a0 noaTH Genoro IpeTa,
TNOKPHTEIE NeHogHoH o6Gonouxkofi

HoanvunrocTh

AtopeacraTvi COOTBETCTBHE XPOMATOTPAMM NONOKHTENBHBI pesyTLTaT

Kanbumii KpacHoe oKpaluMBanue NONOXMTENBHbIH Pe3yaLTaT

Turana Avoxkcun MENTO-0PAHIKEBOE OKPAINHEANME TIONOKHTENLHELE pe3yiTaT
Cpenuag Macca Tabnetox 0,548-0,607 r 0,57Ir
OnnsoponnocTs nosuposanus no 2/20 £ 5%, 0/20 £ 10% COOTBETCTBYET
Macce
Boga (no merony Kapna Pmuepa) He Gonee 8,0 % 3.8%

PactBopenne axTusroil
dapmauesTHYecKol cyGcTanuun

Hepes 30 munyT (Q = 75 %) He Menee 80 % 101; 100; 101; 100; 100; 99 %
Mpumecs (BIAX)
Hpesmupuumposannsie eaumanete | ve Goee 0,5 % 0,05 %
TPOAYKTH pasngokeHus
Heunermudnumposannsie exmununsie | He Gonee 0,2 % 0,08 %
NPORYKTH! pA3NOKEHHA
O6mee coaepxanne He Gonee 0,7 % 0,20%
ReHICHTH(HIHPOBAHHLIX NIPONYKTOB
pasnoxeHns
Obwee coaepsranme npumecel He Gonee 2,0 % 0,25 %
Mukpobuonoruueckan yncrora
- T'® X1 kareropus 3A
Obmee uncno aspobHbX He Gonee 1000 KOE/m 0 KQE/r
MHKPOOPIaHH3MOB
O6mee yncno rpubos He Gonee 100 KOE/r 0 KOE/r
Orcyrereue Escherichiacoli | orcyrersue s 11 OTPHLIATENEHO
OnxoponHocTs A03HpOBAHHKA
ORHOPOAHOCTE NO3MpOBRAHMA HO | He Gonee 15,0 3,7
cozepacanmio (AV)
KomuyecTsennoe onpenenenne
(BIXKX)
Konwsectnennoe onpenenenue 38,0420 mr 40,5 mr

aropsacTaTiHa B 1 Tabnerxe,
TIOKPEITON nneHOYHOH o6onovkoili

CooTaercrayer Tpebopannsm HOPMaTHBHON A0KYMEHTRLIMM.
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«Canera PapmackTRRAIC 2.6 - Hurpuancka 100, 92027, Faorosen, Cropauiag PecnyGanka
Ten (+421) 33 736 1111, Paxc (+421) 33 730 0890. E-mail: saneca@sances.com - WWI.SARECA.COM
ICO 46 833 323 - IC DPH SK2023599842 - Tartabanks a.s-c.u 2920123416/1100

EoMMepieckuli perncTp pafionsoro cyna Tmasa, pasaen Sa, nomep Betapxu: 10601/T




Saneca

Pharmaceuticals
Crpaunua 2 n3 2
Ceprudukar ananmnia

IIpodyxm TOPBAKAPI®
Homep npadyxma 12004786 Cepusn LIMS HV 653341
Homep cepun 4080219 Pazmep svmymennoi cepuu 5375 YTIAKOBOK
Hozupoexa 40 mr
Jlexapcmeennan popma Talnerxs, nokprTLIE

nneroyHoOH oGonoukoh
Pasznmep ynarosru 90 TabneTok, MOKPLITED Hama npoeedenun 22.02.2019

mnenoqxoli obonoukoii axwanusa
Hdama npouseodcmea 08.02.2019 Creyuurayun HA JIC-000438-290411
| Jama ucmevenun cpoxa 31.01.2023 Pezucmpaynonnoe JIC-000438
200Knocmu Yoocmosepenue Ne
Cmpana-umnopmep Poccua

Haerosmum 1 noareepxaaio, aTo BBIMEYKA3aHHAA HHOPMANNS ABNSETC BepROl M TOTHOM, TpouseoacTRO JAHHOH cepun npomyKTa,
BKII0Yas yNaKOBKY. K KOHTPOJIE Kau4ecTBa HA COOTBETCTBYIOIMX OGLEKTAX, IONKOCTLIO COOTBETCTRYET TpeGoparmam GMP EC n
MECTHBIX DETYAATOPHEIM OPIaHOR, & TAKKE HOPMAM, YKAIAHHEM B PETHCTPAHOHHOM YAOCTOBEPEHHH CTPAHL-HMNIOPTEPA. 3AMNCH 0
TIPOU3BOACTRE, YNAKOBKe M HANH3E CCPHN GbLIM NPOBEPEHE U IpIHANE] COOTBETCTBYIOMNME TpeGonanuaM GMP,

Paspemeno x nponase

MponsBoacTBennan maowanka: MecTo BLIMYCKA H KORTPONS KaveCTBA:
«Caneka Papmacriotakanc a.c.», Hvrrpuancka 100 «Canexa QapmacrioTHkane a.c.», Hurpuarcka 100
92027, I'morosen, Cnopauxas Pecriy6nnka 92027, Tnoroeew, Cnoraukan PecryGnuxa
Perncrpaunonsiit nomep: VL 059/13-2 PercTpauvionysit moMep: VL 059/13-2
Cepruduxar GMP Ne: SK/009V/2017 Ceprudurar GMP Ne: SK/009V/2017
YTsepxaeHo, ynosHoMoueHHOE M0 Dapkacosa DMuusa Mara: 11.03.2019

oo :
«Canexa GapmacuioTnkaae a.cn - Hutpuancra 100, 92027, T'norosen, Cnopauxas PecnyGanica "z SanpfyRussia AO
Ten (+421) 33 736 1111, Dakc (+421) 33 730 0890. E-mail: SANECal@sANECa,COM ~ WWW.SANeca.com '-'.'1.9-,
1CO 46 833 323 - IC DPH SK2023399842 — Tartabanka a.s — ¢.u 2920123416/1100 Q2 ¥
Kommepueckiii pervierp patiomoro cyxa Fmasa, pasaen Sa, HoMmep seTaskin: 10601/T ""«), & e
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Certificate of analysis

,.ﬁ Saneca
/./ Pharmaceuticals

Product TORVACARD ®
Product number 12004786 Batch LIMS HY 653341
Batch mmber 4080219 Released quantity 5375 PACKS
Dosage strength 40 mg
Dosage form film-coated tablets
Packaging size 90 tbl flm Date of analysis 22.02.2019
Manufacture date 08.02.2019 Specification ND L5-000438-290411
Expiry date 31.01.2023 Marketing authorisation LS§-000438
Importing country Russia No.
Test Limits Results
Appearance
¢ Description white to 6ff-white, oval, complies P s
biconvex, film-coated tablet
Tdentification
Atorvastatin correspondence of positive
chromatograms
Calcium red colouring positive
Titanium dioxide yellow-orange colouring positive
Average mass of | tablet 0.548 gt0 0.607 g 0571 g
Uniformity of mass 2/20+5%,0/20+10% complies
Water (K.F.) NMT 8.0 % 38%
Dissolution active substance
After 30 min {Q=75%) NLT 80 % 101;100;10%;100;100:99 %
Purity HPLC
Known degradation products NMT 0.5 % 0.05 %
individually
Unknown degradation products NMT0.2% 0.08 %
individually
Sum of uninown degradation NMT 0.7 % 0.20 %
products
Sum of all impurities NMT 2.0 % 0.25%
Microbiological quality
- GF X1, category 3A
Total acrobic bacteria NMT 1000 CFU/g 0 CFuig
Total Fungi NMT 100 CFU/g 0 CFui/g
Absence of Escherichia coli absenceinl g negative
Uniformity of dosage units
Content uniformity - AV NMT 15.0 3.7
Content-HPLC
Content of atorvastatin in 1 38.0mgto42.0 mg 40.5 mg
film-coated tablet

Conformity with the specification.

Saneca Pharmaceuticals a.5. - Nitrianska 100 - 920 27 Hichovec - Slovenska republiks

Tel: (+421) 33 736 1111, Fax: {+421) 33 730 089D, E-mai: sanecai@sansca.com — wwWw.Saneca com

ICO: 45 833 323 - IC DPH; 5X2023500842 ~ Tatrabanka a.5. —&. 2920123416100

Obchodng regivries Okresnelo 1o Travs: Oddiol Ea Viodhs Bl 1060UT

«Cﬂwﬁv_'.bf =
Sanofi iy

]




Saneca
Pharmaceuticals

Page 2 of 2

Certificate of analysis

Product

Product number
Batch number

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

TORVACARD ®

12004786
4080219

40 mg

film-coated tablets
90 tb! fim
08.02.2019
31.01.2023

Russia

Barch LIMS HY 653341

Released quantity 5375  PACKS
Date of analysis 22.02.2019
Specification ND LS-000438-250411
Marketing amthorisation 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 Jocal Regulatory Authority and the marketing

. authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to bein

Manufacturing site:

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

Certified by QP: Farka%ova Emilia }/é/\

Saneca Pharmaceuticals a.s. - Nitrianske 100 - 920727 Hiohovec - Slovensia repubtica
Tek (+421) 33 736 1111, Fax: {+421)33 730 0830, E-mail: saneca@saneca.com - www.saneca.com

10 46 833 323 - 10 DPH SK20235499842 - Tatrabanka a.5. -~ & . 2020423478/ 1100
Dbchedr ingiate: Diresndia ich) Tinava, Oddsed S Vio2ks Helg 1080117

compliance with GMP.

Release for sale

Quality control and release site:

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

Certified ox: 11.03.2019
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