AEKJAPAIIUSA O COOTBETCTBUM

JAEKJAPAHT, IPUHUMAIOUIHA AEKJIAPAITHIO O COOTBETCTBUM

AQ "Canogpu Poccus’

3apecucmpuposano : Mexcpaiionnas uncnexyus MHC Poccuu No39 no 2. Mockee OF'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocxea, ya. Teepcras, 0. 22, Tenepon:8 (495) 721-14-00

B nuye: I'enepansuniii dupexmop Adaman H. B,

Hoeepennoe nuyo: Knoxosa 10.C., dogepennocme 6/1 om 01.12.2017

3ASABJIAET, UTO

1 pexapcemeennoe cpedemeo. Topsaxapd mabaemku noKpoimvle nieHounoll oborouxoti 20 me 10 wm., ynaroexu
Auelikoevle KOHmypHole (9), nauxu xapmonnvie, PY Ne JIC-000438 om 29.06.2010 (dama 3amenst 21.08.2017)
svioano AQ "Canogpu Poccun”, cepus 4210418, napmus 9784 ynaxosor, zoden do 31.03.2022, npouszsodcmea
Canexa Qapmacviomuxanc a.c., Crosayras Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 92027
Hlohovec, Slovak Republic, koo OKIT[2 21.20.10.149, koo TH B3J] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085291703 om 21.05.2018

COOTBETCTBYET TPEBOBAHHUSIM

JC-000438-290411 uzm. Ne 1-6

AEKJAPAIIAA NPHHATA HA OCHOBAHHHA

npomoxon ucnvimanuit Ne 1442 0 om 29.05.2018 HJT OO0 HI] "OAPMOBOPOHA", ammecmam
axkpedumayuu POCC RU.000{.21 @JI40, Cepmuguxam POCC SK. OMO8.C14877 om 29.05.2018

TAFA HPHHSTH? JIEKJIAPALIMH 29.05.2018

e

lﬁKHAPAHHH I{EHCTBHTEJIBHA HO 31.03.2022

Ve
Z/ Knorora 10.C.

,.// B rflomm(:}: DO

CBEJAEHHSA O PETUCTPAIIUU

OPTAH IO CEPTUP®UKAILINHU, SAPETICTPUPOBABHINAM JEKTAPALITIO

RA.RU.11PMOS OPTAH ITO CEPTHOHKAIIHH ITPONVKIHH OFIIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmuguxayuu: 115280, POCCHA, 20pod Mockea, yi. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, eed-
catin: oyxK.pp.

,IIEKJIAPAHI/IH O COOTBETCTBHNH 3APETHCTPHUPOBAHA M POCC SK. @M08./102203
)IA?EYgL-'j HHERALLIN 29.05.2018
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SANOFI

Canexa dapmaceioTikanic a.c., Caosankas PecnyGamka
Hurpuancka 100, 920 27 Imarosen

CEPTHO®UKAT AHAJTN3A

Topeakapa, Ta6IeTKH, NOKPLITBIE ILIEHOIROH 060a0uKo0i 20 Mr No 90

Hata marorosnenus: 04/04/2018

Tozen no:
Cepus: 4210418
HI{ JIC-000438-290411

31/03/2022

TIOKA3ZATEIH HOPMbI PE3VJILTATHI
Onucanne Or 6enoro o nourw Genoro yEeTa COOTBETCTBYET
OBaNbHbIE IBOAKOBBITYKIILIE
TabJIETKH, NOKPLITHIE IVIEHOYHOM
obonoukoi
IlopymunoCTH
- aTOPBacTaTHH COOTBETCTBHE XPOMATOIpaMM COOTBETCTBYET
- KalbLHH COOTBETCTBYIOMIEE OKPAIHBANKE MONOKHTENBHO
- THTaHA AHOKCH]L pacTeopa TIONIOKHTELHO
HENTO-OPAHKEBOE OKPANIHBABHE
Cpenuss Macca 1 Tabnericu 010,275 20 0304 1 0,287 r
OrkioneHHe oT cpelteli Macchl Esp. ®apm. COOTBETCTRBYET
Bopa** He Gonee 8,0 % 3.9%

Pacreopenne akrusnoii
cyberannun
Yepes 30 mun (Q = 75 %)

He mesnee 80 %

105;101;103;103;101;102%

TlocTroponnue npumecn

-HIEHTH)UIHMPOBAHHLIE NPOILYKTH He Gonee 0,5 % 0,06 %

pacnaja 1o oTaensRocTH

-nobas HeupreHnTudHUNPOBaHKHas He 6onee 0,2 % 0,08 %

npHMeck*

Tlocroponune npumecn-BIAX

-CYMMa HeUIEHTUONUHUPOBAHHAs He 6onee 0,7 % 0,21 %

npuMeced*

-CyMMa Bcex NpHMeced He Gonee 2,0 % 0,27 %

MuxkpoGuonorsyeckas ancrora Esp.Papm. unn I'® X1, Kareropus COOTBETCTBYET
3A

OaHopoaAHOCTE A03HPOBAHNS- He 6onee 15,0 7.3

BIKX

KosangecTBenHOE onpegenenue-

BYXKX Ot 19,0 Mr 10 21,0 mr 20,5 mr

-aTopeacTaryHa B 1 Talnerxe,
IIOKPEITOH rwieHouHOH ofonoukoil

*VkaseiBaeTcs HanbONbIAY NPHMECE

**Tloxasatesib MOXKET OTCYTCTBOBATD B ceprudurare aHanusa Gupmsl. KoMnanus rapaHnTHpyeT KauecTso
TIpeniapaTa 1o JaHHOMY IOKA3ATENI0. d

3AKMOYEHHME: CootsercTtsyer TpeGoranuam CneuHQHKany,

Hacrosimum mel noarteepaicaaem, uro mndopmams, NPEACTARNEHHAsA Bbillie, ﬂB,une‘rpﬂ no
AOCTOBepHOH. JiaHHas napTus npogykta Gunina NpoMIBENEHa, BKIIOUAS YIaKOBKY W KOHTPOIb A
TIPEANPRATHH B TIOIHOM COOTBETCTEBHH ¢ Tpebosasnami Hamnexaweit npomaoncmenuouﬁ i
MECTHOrO KOHTPOJNMPYIOINEro OpraHa, a TaKke €O chneuu(MxaiusMu, YKA3aHHEIMY -

Agpec: 125008, Mocssa, yn. Teepokas, 22. Ten.: (495) 721-1400. Gaxc: (495) 721-1411. www.sanph,

AQC «Canodm Poccnss
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SANOFI

Caneka @apmacsrotuxaic a.c., Cnosaikas Pecnybnuxa
Hutpuanexa 100, 920 27 naroseu

CEPTU®HKAT AHAJIH3A
Topsaxapa, Tab/IeTKH, NOKPBLITLIE NIcHOUHOMH 060109K0#H 20 Mr Ne 90

Jara usrorosnenns: 04/04/2018
Tonen no: 31/03/2022
Cepns: 4210418

HJ, JIC-000438-290411

YAOCTOBEPEHHH  CTPAaHBI-MMIIOpTepa. OTHETH O NPOM3BONCTBE, YNAKOBKE M AHANM3e NAPTHH OBUIA
PAacCMOTPEHB! M MPU3HAHEI COOTBETCTBYIOLIMMH TpeGoannam GMP,

Brinymen: 10/05/2018 Vnoasomouennoe auuo: Farkasova Emilia

AQ «Caroty Poccuss
Agpec: 125008, Mockaa, yn. Teepckas, 22. Ten.: (488) 721-1400. @axc: (485) 721-1411 www.sanofi.r
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Certificate of analysis

Prodrict TORVACARD &
FProduct number 120047835 Batch LIMS BY 64299
Rarch number 42104718 Released quumtin 9781  PACKS
Daosage sirengil; 20 myp
Dosage form film-coated tablets
Packaging sice 90 1bi Dare of analysis 03.05.2018
Manufacture dute 04.04.201§ Specification NE LS-000438-290411
Expiry date 31.03.2002 Marketing anthorisation L5-000438
Imporiing couniry Russia o
Test Limits Results
Appearance o
Description white 10 off-white, oval, complies
biconvex. film-coated tablets
ldentification
Atorvastatin correspondence of positive
chromatograms
Caleium red colouring positive
Titanium dinxide yellow-orange colouring positive
Average weight of | ablet 0.275g1w00.304¢ 0.287 ¢
Mass variation 2202 5%, 0/20=10¢%% complies
Water {(K.F.} NMT8.0% 39%
Dissolution active substance
After 30 min.{Q=75%; NLT 80% 105, 10£;103:103;101;162 %
Purity HPLC
Known degradation products NMT 0.8 % 0.00 %
individuaily
Unknown degradation products NMT 0.2 % 0.05 %
individually
Sum of unknown degradation NMT 0.7 % .21 %
products
Sum of all impurities NMT 2.0 % 0.27 %
Microbiological quality
- GF X1, category 3A
Total aerobic bacteria NMT 1 000 CFLig 0 CFlifg
Total Fungi NMT 100 CFU/g UCFUg
Absence of Escherichia coli absencein f g negative
Uniformity of dosage units
Content uniformity - AV AV €150 7.3
Content-HPLC
Centent of atorvasiatin in | 190 mg 10 21.0 mg Wimg
film-coated tablet

Conforniity with the specification.

Seneca Pharmaceuticals a8 - Nananshs 100 - 620 27 Hiohove: - Siovensks eepudikks
Tei {+42V133 736 41311 Fax {+42%) 33 730 DRSS, £ ot SENELAIISENETE COM — Wwm, SENEDA COM
100 45 833 325 - il DPH SKZ0ZIHY0647 - Tarabsnbaa s ~ g FIDIZIAGO00
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Certificate of analysis

Praduer TORVACARD ®

Product mumber 12004785 Botch LIMS 117 647951

Batch mumber 4210418 Released guantiy 9784 PACKS
Dosage strength 20 mg

Livsage form film-coated tahiets

Packaging size 90 th) Date of analysic (3.05.2018
Aanyfeciure date 04.04.2018 Specification ND LS-000438-200411
Eipiry dow 3t032022 Marketing athorisation L8-000438

Importing couniry Russia No.

| hiereby confirm that the above information is authentic and accurate. This batch of product has beer manufactured incloding packaging
and quality control a1 site fislly operating in compliance with EL GMP requitements, the focal Regulatory Authority and  the  marketing
authorisation of the importing country, The batch processing, packaging and analysis records were reviewed and found 1o be in
compliance with GMP.

Release for sale

Manufacturing site: Quality control and refease site:
Saneca Pharmaceuwticals a.s, Nitrianska 100 Sanieca Phermaceuticals a.s, Nitrianska 100
924} 27 Hiohovec. Slovak Republic 920 27 Hlvhavec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : V1 059/13.2
GNP Centificate No : SKAG09VA20!7 OMP Certificate Mo SKA00V/2017
!ﬁ"m\ 1
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Certified by QP: Farkatovs Emilia | Certified on: 10.05.2018
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Saneca Pharmaceuticals &5, - Nitnansha 100 - 920 27 Hiuhove: - Siovensig repobliag
Fel (+4271 33 T30 1341, Fax {+427) 32 730 0890, £ -mail SanecaESanes LOM - wew SETELE Lo
00 46 833 3¢z - W DPH BH202I506842 - Taabacka a & - ¢ ou 2EBIzI0E LD

Chorvring yegatles Oumentor wow Tiraed Dol 23 Yofeg fon 106507
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