JEKJIAPAITASI O COOTBETCTRBY]

AEKJIAPAHT, IPHHUMAIOIIWIH AEKNAPAITHIO O COOTBETCTBHHI

A0 "Canoghu Poceun"

Ceederun o pezucmpayuu opeanusayuu. Mexcpationnas uxcnexyus Dedepancroii Hanozosoii cayxctl Ne 46 no
2 Mocuee 01.01.2008, OT'PH 1027739079940, dama npuceoernus OIPH 19.08 2002,

Adpec: 125009, 2. Mocxea, yn. Teepcxas, . 22. Tenegon/daxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvuoi dupexmop Mowxec O.A.

Hosepennoe auyo: Cmenanos C.C,, Ooeepenrocmo 6/n om 01.12.2017

3AABIAET, UTO

RexapcmeeHtoe cpedcmso: Posykapd, mabnemy nokpeimyle merowHou obonovuro 10 mz 10 wm., Gnucmepn
(3), navwrxu kapmonneie, PY Ne JII-001704 om 18.05.2012 (Oama samenvr 25.08.2017) ewdano AO "Canoghu
Poccun", cepus 3380918, napmun 42614 ynaxoeox, zo0en 9o 31.08.2021, npoussodcmea Jenmusa x.c.,
Yewcrkan Pecnybruxa, Zentiva k.s., Ukabelovny 130, 102 3 7 Prague 10, Dolni Mecholupy, Czech Republic,
x00 OKTI/[2 21.20.10.149, xo0'TH B3 3004900002, xormpaxm Ne 250/40056192/F-2 om 20.10.201 i, uneoiic
Ne 9085310263 om 22.10.2018

COOTBEYTCTBYET TPEEOBAHUSAM
JII §01704-180512 uzm. Ne 1-5

AEKJIAPAIIHA TIPMHATA HA OCHOBAHMH
HpomokoR uervimaruii Ne 3230 8 om 02, 11,2018 Hit 000 HI] "®APMOBOPOHA", ammecmam
axxpecumayuu POCC RU.0001.21¢J140, Cepmuduram POCC CZ BMO8.C26669 om 02 11.2018

JATK TPV TEKIAPAUMY 02. 11,2016
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CBEJEHUS O PETHCTPAIIAM

OPTAH IiO CEPTHO®HUKAIININ, SAPEIrHCTPAPOBABUIIIT JEKJIAPAITHIO

RA.RU.I1DMO8 OPTAH ITO CEPTHOHKAIIHN TPOOVKIHH OBI{ECTBO C OIPAHUYEHHOH
OTBETCTBEHHOCTRIO "OKPY)KHOH LEHTP KOHTPOJIA KAYECTBA"

adpec opzanuzayuu: 115280, 2. Mocraa, yn. Macmepxosa, 9. 4, sm. 5, nom. I xom, 1, adpec opeana no
cepmugpurxayuu. 115280, POCCHA, 20pod Mocxaa, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, geb-
caiim: oyxx.pe.

AEKJITAPATIHA O COOTBETCTBHH SAPEITHCTPHPOBAHA N POCC RU H-CZ.DMO8.A.06148/18
,I[%BE&{I/\IQTPAHHH 02.11.2018
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SANOFI

Zentiva k.s. (opunmansHbiil mpaBolipeeMuuK Zentiva a.s. or 01.01.2009 r.)

U kabelovny 130, 102 37, Ilpara, Yenickas Pecniybnuka

CEPTHOHKAT AHAJTHA3A No 3944
Posykapa, radaeTkH, NOKPLITEIE IICHOYHOMH 0060a04Koii 10Mr Ne 30 (3x10)

Hata usrorornenus: 17/09/2018
Cepnsi: 3380918

HJT JII1 001704-180512

INojes no: 31/08/2021

Horkazamene Hopme Pesymemanmor
Onucanne IIponosroBarkie ABOAKOBBHTYKIIbIE Cootsercryer

TabNEeTKH C PHCKOH, IOKPBITHIE

TACHO%HOA 000NOYKOI CBETNO-PO30BOrO

1IBETE
IMoanunnocts
Pozysacratun (B2XX) Rt (obpasua) = Rt (cranzapra) CooTeeTcTBYET
Posysacratun (YO) Rf {obpasua) = Rf (cranzapra) CooreerciByet
Kansuwit CooTtsetcTBYrOWIM LBET 0Opasia CootsercrByeT
Cpeansia Macca TabJieTox Or0,118r-0,130r 0,125r
OTKI0HEHHS OT Cpeaneil Macen! HoAeNeHHbIX Esp. ®apmaxones CoorBeTcTByeT
Tabrerox
Pacnanaemocts He Gonee 30 mun 2 MuH
PacTeOpenue He menee 75 % (Q) uepes 30 Mun CooTBeTCTBYET
Cpennee 3HaueHne 95 %
TlocToponnue npamecn
IlpuMeck uzomepa He Gonee 0,2 % <0,05%
ITpuMecs nakrona He Sonee 0,5 % 0,1%
MpHmecs 5-KeTOKUCHOTH He Gonee 0,5 % <0,05%
Ennauynan HenneHTHQHUMPOBaHKad npuMecs He Gosnee 0,2 % 0,1%
CymMma npuMeceii He Gonee 1.5 % 0,1%
MukpobHoorHYecKast YHCTOTA
I'd XII, Kareropus 3A
Hegoaneie npenapathl And 0epopaibHOTO
IpHMEHEHHs He 6onee 10° KOE/r 0 KOE/r
Odmee ¥ucho a3p06Hblux MHKPOOPT2HH3MOB He 6onee 10% KOE/r 0 KOE/r
Odmmee yncno ApOXOKeH 1 rpuﬁoa Oteytcreme 8 1 CooTseTcTRyeT
Orcytereie Escherichia coli

CooTBeTcTBYET

OanopoaHoCTE J03HPOBAHKSA AV me £ 15,0 Egp. Dapwm. CoorBercrByeT
KonuuecrpeHHoe onpenestenne posysacraruna | 9,5 mr— 10,5 mr 10,0 mr
8 Talinerke, MOKPLITOH naeHouNol 060I04KOl

3AKJIOYEHME: CootsercTByeT TpeGOBaHUIM ClieMH(HKALINHE.

3nece st IOATBEPKAAIO, YTO NIPHBEEHHAA Bhie HHGOPMAIINA SRIAETCS LIPABHIGHON H TOWHOM.
JlaHHast cepus NPOAYKTa [POU3BEINEHA, BKIOUAs YIIAKOBKY/MAPKUPORKY M KOHTPOIb KAYECTBA,
HA YKa3aHHOH HHKe IPOHU3BOACTREHHOM IIIOIAKE B OJHOM COOTBETCTBUH TpeboBanuam GMP
MECTHOI'0 DPETHCTPAIIMOHHOTO OpraHa M 3aperMCTPUPOBAHHOH HA PBIHKE CTPaHBI-HMIOPTEpa
COCHM(UKAMH Wi} HOPMATHRHOH JOKYMEHTALNH HA MPOAYKT JUIS MCCISAYEMBIX MEIHIHHCKAX
IIpenapaToB. 3amiCH IIPOM3BOACTBEHHOTO NPOLECCa, YIAKOBKM H aHATM3a HPOBEPEHHl H
IIPU3HAHBI COOTBETCTBYIOIUMH TpeboBanusm GMP

AQ «Carothn Poccuss
Appec: 125008, Mocksa, yn. Teepcxas, 22 Ten : {495) 721-1400. Gake: {485) 721-1411. www sanofi.ru
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SANOFI

Zentiva k.s. (opunuansHeIi npasonpeeMunk Zentiva a.s. ot 01.01.2009 r.)
U kabelovny 130, 102 37, [Ipara, Uemckaa Pecriy6mixa

CEPTUDHKAT AHAJIU3A Ne 3944
Posykapa, Tab.ierkn, nokpbIThIe MIEHOUHO 060104K0i 10Mr Ne 30 (3x10)

Jara usroropiesusd: 17/09/2018 Tonmen no: 31/08/2021
Cepus: 3380918

HJI JII1 001704-180512

Bemymen 12/10/2018 YnonroModenHoe auuo: Libuse Hladka

AL «Canoti Poccuas
Appec: 125008, Mockea, yn. Teepckan, 22, Tesn : (495) 721-1400. dakc {485) 721-1411 www sanofi.ru
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ZENTIVA

Manufacturer batch certificate No. 3944

Name of product Rozukard® 10 mg p.t.
Product number  11009391_ 0001 Batch LIMS HV 1372922
Satch number 3380918 Sample HV 4959996
Dosage form film-coated tablets Batch LIMS MZP 1370843
Package size 30 bl fim Sample MZP 4950020
:;ckage Ofped BLI3X |0 Released quantity 42614 PACKS
Mol dae 1109201 Inporting oy Rusi
Specification ND LP 001704 -180512
Marketing authorisation No.  LP-001704
Test Results Limits
Appereance
Appearance
appearance complies Light pink, film-coated, oval, biconvex
tablet with halving score
Identification
Rosuvastatin
rosuvastatin - HPLC complies correspondence of RT
rosuvastatin - UV complies correspondence of spectra
Calcium
calcium complics concordant sample colour
Average mass of |
film-coated tabiet
average mass of | film-coated tablet 0.125g 0.1i8gt00.130 g
Uniformity of mass of divided tablets complies Ph.Eur.
Disintegration 2 min NMT 30 min
Dissolution test
Dissolution test
average amount 05 o
number of samples 6
min 92 %
max 97 %
evaluation complies Q = 75 % of deciared amount in 30 min
Purity test
Purity test
known impurities individually - <0.05 % NMT 0.2 %
impurity isomer
known impurities individually - 0.1% NMT 0.5 %
impurity lactone
Impurity 5-ketoacid <0.05 % NMT0.5%
unknown impurities individually 0.1% NMT 0.2 %
total impurilies 0.1% NMT 1.5 %

Approved by QP Zentiva, k.s.

Page 1 of 2

12 -10- 2018

Ing. Libuge Hladka ~

Zantiva, k..
U kabelavay 130

ZONTIVA : 102 87 Prafin 10
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ZSNTIVA

Manufacturer batch certificate No. 3944

Name of product Rozukard® 10 mg p.t.

Product number  11009391_ 0001 Batch LIMS HV 1372922

gf::; ,:'“'"be" ?gﬂ'gls Sample HV 4959996

Dosage form film-coated tablets Batch LIMS MZP 1370843
Package size 30 ol fim Sample MZP 4950020
Package fype BLI3X 10 Released quantity 42614 PACKS
Manufacture date 17.09.2018 I /i P Russi

Expiry date 31.08.2021 mporiing country ussia
Specification ND LP 601704 -180512

Marketing authorisation No. LP-001704

Microbiologlcal quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count 0 CFU/g NMT 10° CFU/g
Total combined yeast / moulds count 0CFU/g NMT 10® CFU/g
Absence of Escherichia colj complies absence (1g)
Uniformity of dosage
units
content uniformity complies AV < 15,0, Ph. Bur.
Assay of rosuvastatin
assay of rosuvastatin in 1 film-coated 10.0 mg 5.5 mgto 10.5mg
tablet

CONCLUSION : Conformity with specification,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

APPROVED FOR RELEASE
Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1 .2009) Tel: +420267 241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/INS/98 ( last change 282125/201 8)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

7 :
; 5 \fi, 1 Tentivy, oo
Approved by QP Zentiva, k.s. fng. LibuSe Hiadk4 IGNTIVA DS braba 10
e i Dolnl Mécholupy
Page2 of 2 Print: 12.10.2018

12 -10- 2018



