JNEKJIAPAIIMS O COOTBETCTBUH

JAEKJIAPAHT, IIPUHUMAIOLUI JEKJTAPAIIHIO O COOTBETCTBUH

AQ "Canogu Poccun"

3apezucmpuposano : Mexcpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mockea, ya. Teepcras, 0. 22. Teregpon.8 (495) 721-14-00

B nuye: enepansnviii Oupexmop Adaman H.B.

! Hogepeunnoe nuyo: Cmenanos C.C., 0osepennocme 6/n om 01.12.2017

3AABJSET, UTO

Rexapcmeennoe cpeocmeo: Topsaxapo, mabnemruy noKpeimsle niaenourol obonouxot 40 me 10 wm., ynaxosxu
Avelikosble Koumyprble (3), nauku kapmounsie, PY No JIC-000438 om 29.06.2010 (dama zamenvt 21.08.2017)
evioano AQ "Canogpu Poccua”, cepus 4170618, napmus 16043 ynaxoeox, zoden do 31.05.2022, npouseodcmea
Canerxa Qapmacsromuxaic a.c., Cnosayxas Pecnyfnura, Saneca Pharmaceuticals a.s., Nitrianska 100, 92027
Hiohovec, Slovak Republic, koo OKII[2 21.20.10.149, koo TH B3I 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085299456 om 20.07.2018

COOTBETCTBYET TPEBOBAHHAM
JC-000438-290411 uzm. Ne [-6

AEKJIAPALIUA TIPUHSATA HA OCHOBAHHHU
npomoxon ucnetmanui No 2200 0 om 02.08.2018 HJ/T OO0 HI[ "®APMOBOPOHA", ammecmam
axkpecumayuy POCC RU.0001.21DJI40, Cepmugpuxam POCC SK. OM0O8.C19793 om 02.08.2018

lIATA HPHHHTHH ,I[EKJIAPA]_II/IH 02.08.2018

) Crenanos C.C.
CL O HU.O

CBEJEHHUS O PETUCTPALIUA

OPI'AH ITO CEPTHOUKALINH, 3APET MCTPHPOBABIIWIT JEKJIAPAITHIO

RA.RU HHPMO8 OPTAH O CEPTUDHKALIHH HPOAYKIIHH OFLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH HEHTP KOHTPOJI KAUYECTBA",

aopec opzanuzayuu. 115280, 2. Mockesa, ya. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugurayuu: 115280, POCCHA, 20poo Mockea, yr. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, get-
catim: oyrr.pe.

JEKJAPAITHA O COOTBETCTBHH 3APETMCTPUPOBAHA N POCC SK.@M08./708936

}lATA 1)’&@{ ,I/ICTPAIII/II/I 02.08.2018

Junenxo U.B.
“Trommch Pykosopurens OC
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SANOFI

Canexa ®apmacsioTHKanc a.c., Crosankas Pecoy6nuxa

Hutpuancka 100, 920 27 I'naroren

CEPTHOHKAT AHAJIM3A

Topsakapn, TabieTkn, NOKPBITHIE IVieHOIHOH 060704K0# 40 Mr Ne 30

Hata narorosnenuns: 05/06/2018
Tlonen no: 31/05/2022
Cepus: 4170618

HJI JIC-000438-290411

INMOKA3ATEJIb HOPMbBI PE3YJIbTATHI
Onncanne ot Henoro 1o moytk Henoro mseTa
OBa&7bibie ABOAKOBBINYKJIbIE TAONCTKHY, COOTBETCTBYET
NIOKPHITEIC FJIeHOYHO 000109KO,
Hoaannrocrs
- ATOPBACTATHH COOTBETCTBHE XPOMATOTPAMM COOTBETCTRYET
- KanbUHi COOTBETCTBYIOLIEE OKpPALIMBAHHUE TIONOKUTENLHO
pacTBOpa
- THTaHa JHOKCHA KEITO-OPAHKEBOE OKpAIIMBAHKE TTOJIOKHUTENIEHO
Cpennssa Macca | rabnerxn Or 0,548 10 0,607 r 0,581r
OTis10HeH e OT cpeAHel Macch Esp. ®apm. COOTBETCTBYET
Bopa** He 6osiee 8.0 % 4,7 %
Pacreopenne akTUBHOI cyGeTanuuM
Yepez 30 Mmun (Q = 75 %) He menee 80 % COOTRETCTRYET
Hocroponnne npumecu, B3KX
- WAEHTHPHLMPOBAHHBIE IPOAYKTH pacnana He bonee 0,5 % 0,07 %
no oTAeALHOCTH®
- mobas HeMACHTHORINPOBAHHAS NPUMech* He bonee 0,2 % 0.08 %
- CyMMa HenaenTuduIMpoBannas npumeced® | He Gonee 0,7 % 0,22 %
- CyMMa BCeX npumMecei He Gonee 2,0 % 0,29 %
MuxkpoGnosornueckas YHCToTa Kareropusa 3A COOTBETCTBYET
I'd X11
Oxnopoanocrs go3uposanns - BI3KX He Gosee 15,0 1,7
KosinuecTBeHHOE onpeaenenne - BYXKX
- aTopBactatHHa B 1 Tabserke, nOKpbITOH Ot 38,0 mr no 42,0 mr 41,6 mr

eRo4HOH 060a0uKOil

*VkasbiBaeTcs HanboLUIAA NPHAMECD

**Ilokasatens MOXET OTCYTCTBOBATL B CepTH(HKATe aHanm3a GpupMu. Komnakns rapanTHpYeT KayecTBO Nnpenapara

N0 AaHHOMY NOKa3aTemo.

SAKJIIOYEHHME: CootsercrayeT TpeGoBaHmsM cnelHdHKaLKK,

Hacrosimum Ml NOATBEPNK HAEM, YTO HH(bOpM&HﬂH, HpEACTARJICHHAA BHIIlE, ABNASTCA MIOARHHBON H l10C

NapTHA PoAyKTa Gbina Mpou3BeeHa, BKIOYA YIIAKOBKY H KOHTPONL KaZecTsa, Ha NpeNpHATHH B TIOJHBNA

Tpebosannsivu Hapnexaiel TPOH3BOACTBEHHOM NpakTHKH (GMP) MecTHOrO KOHTPONHPYIOINErQSa
crieluHKanNAMYE, YKa3aHHLIMH B PerucTpaiionnom YIOCTOBEPEHHH CTpanbl-nMiopTepa. OTHeTH
YIaKkOBKE H aHANH3€ NAapTéH OGbLTH PACCMOTPEHB! H IPH3KAHE! COOTBETCTBYIOTIMMH TpeGoBaHHAM ﬁﬁdP

] i

Bruimymen: 12/07/2018

Aapec: 125009, Mocksa, yn. Teepoxas, 22. Tern.: (495) 721-1400. $akc: {495) 721-1411. wwew sanofi.ru
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AQ «Cavode Poccnnn

¢ :‘}érosi

(ogw Pocous | S H
o4 mussia AC §¥




Saneca
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Certificate of analysis

Product TORVACARD &
FProduct number 12004789 - Beneh LIMS H17 645769
Barch number 4170618 Released guantity 16 643 PACKS
Dosage strengfh 40 mg
Dasage form film-coated 1ablets
Packaging size 30 tbi fim Date of analysis 26.06.2018
Manfacture date 05.06.2018 Specification ND LS-000438-20041 1
FExpiry date 31.05.2022 Marketing authorisation L.5-000438
Importing country Russia No.
Test Limits Resuits
Appearance
Description white 1o off-white, oval, complies
biconvex, film-coated tablet
Identification
Altorvastatin correspondence of positive
chromatograms
Calcium red colouring positive
Titanium dioxide yellow-orange colouring positive
Averape weight of 1 tablet 0.5482t0 0607 g 03581l g
Mass variation 720+ 5 %, 0202 10 % complies
Water (K.F.) NMT 8.0 % 4.7 %
Dissolution active substance
After 30 min.{Q=75% NLT 80 % 101;102;101; 103, 100,99 %
Purity HPLC
Known degradation products NMT (.5 % 0.07 %
individually
Unknown degradation products NMT 0.2 % 0.08 %
individually
Sum of unknown degradation NMT 0.7 % 0.22 %
products
Sum of all impurities NMT 2.0% .29 %
Microbiological quality
- GF X1, 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 colj absenceinl g negative
Uniformity of dosage units
Content uniformity - AV NMT 15.0 1.7
Content-HPLC
Content of atorvastatin in 1 38.0mgto42.0mg 41.6 mg
filim-coated tablet

Conformity with the specification.

Saneca Pharmacewicals a.s. - Nilnanskz 130+ 820 27 Hinbicver - Slovensha FERLDlkE
Tal {+427) 33 T3¢ 1111 Fan (1421) 33 730 0880, E-mal sanecadiSanecs.com - wivw 5979603 oM
2O, 45 833323 - 1T DPH. SK2023599647 ~ Tatrabaska a5 ~ ¢ & 2920123416/1100

Chenitng rogime: Orresnene st Tinavs Gdtie: S5 Vntha fasin 0006T




Sanecs

Pharmaceuticals

Page 2 of 2

Certificate of analysis

Product

Product number
Batch number

Dosage strength
Dasage form
Puackaging size
Manufacture date
Expiry date
Importing country

TORVACARD &

12004789 Baich LIMS HI7 645769

4170618 Releaved quantiyy 16043  PACKS

40 mg

filmi-coated tablets

30 bl flm Date of unalysis 26.06.2018

05.06.2018 Specification ND L5-000438-290411
31.05.2022 Marketing authorisation LS-000438

Russia No.

L 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 EL; 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:

compliance with GMP.

Release for sale

Quality control and release site:

Sameca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic 92¢ 27 Hlohuwvec, Stovak Republic
Authorisation number : VL 059/13-2 Authorisation number ; VL 059/13.2
GMP Certificate No . SK/609V/2017 GMP Certificate No ; SK/009V/2017
Certified by QP: Ho!iéfkové Jaroslava Certified on: 12.07.2018
o
({:1 ZW %

/

Saneca Pharmaceuticals a.s. « Ninanska 190 - 820 27 Hiohaver -

Stovencka republika
Vel {+4Z1) 3% 738 1111, Fax. {+421) 33 730 0820, E-mai: SANSLAE SENOCE COM - WWW. SANESE Com
180, 46 833 323 - I DPH. SK2023590842 - Tatzbanka a.5. - § & 29201234164 100

Chetening veapst i Shavsnihe 8000 Treave Quthwr 88 vitdks 2in 10607

«Canodw Paccnan
Sanoti Russia AG




