AEKJIAPAIIUSA O COOTBETCTBUU

JEKJAPAHT, IPHHUMAOIIHI JEKJIAPAITAIO O COOTBETCTBHAH

AO "Canoghu Poccus"

Ceedenun o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyus Pedepansroii naro206oi cayxctu Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OIPH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxas, 6. 22. Tenehon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye; I'enepanvuuiii oupexmop Monxe O.A.

Hosepennoe nuyo: Knovoea FO.C., dosepennocms 6/n om 01.12.2017

3AIB/BIET, UTO
nexapcmgennoe cpedcmso.; Posyxapo, mabremxu noxpeimsie wienounoti obonovxoi 10 mz 10 wm., Grucmepor

(9), nauxu xapmonnwie, PY Ne JII-001704 om 18.05.2012 (dama samenwr 25.08.2017) svrdano AQ "Canogu
Poccun"”, cepun 3431018, napmua 15963 ynaxosox, zoden oo 30.09.2021, npouseodcmea 3enmusa x.c.,
Yewcxan Pecnybruxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy, Czech Republic,
xod OKIT2 21.20.10.149, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic
M 9085314488 om 22.11.2018

COOTBETCTBYET TPEBOBAHHUAM

JIT 001704-180512 uzm. MNe -5

JAEKJIAPAIIA A ITPHHATA HA OCHOBAHHHN

npomoxon ucnwimaruii No 35920 om 30.11,2018 H/T 000 HL] "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmucpuram POCC CZ.OMO8.C28902 om 03.12.2018

AEKJIAPAITH 03.12.2018
CTBHTEJILHA HO 30.09.2021
% Knoxosa FO.C.
FOTFICE D10
CBEJAEHMSI O PETHCTPAITMA

OPTAH ITO CEPTHOPHKANAH, 3SAPETHCTPHPOBABIIIWN JEKJIAPAIIAIO
RA.RU. 11 PMO8 OPIAH 110 CEPTHOHRAIHH ITPONYKIHH OFLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LEHTP KOHTPOJIT KAYECTBA",
adpec opzanusayui: 115280, 2. Mocxea, yr. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, aopec opeana no
cepmucpuxayuu. 115280, POCCHSA, 20pod Mocxea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, get-
caﬁm oyxr.pe.

AH,PDI O COOTBETCTBUY 3APETHCTPHPOBAHA N POCC RU ]-CZ.DM08.4.08862/18
JIATQ (:TPAHHH 03.12.2018
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ZeNTIVA

A SANOCF! COMPANY

CepTugmkar nponseogutens Ha cepuio Ne 4413

HaasaHue npenapama
Homep npodykma
Homep cepuu
Ho3uposka
lNekapcmeennas ¢hopma

Konuuecmeo & ynakoske
Tun ynakosku

Hama npousscdcmesa

Cpok 2odHocmu
Crneyucpukayus

Howmep peaucmpauuonrozo
ylocmosepeHust

Posykapa®

11009393_ 0001 Cepus LIMS RV 1378274
3431018 O6paszeu HV 4985279

10 mr Cepus LIMS MZP 1375691
TabneTkn, NOKpLITLHEe Cbpaszey MZP 4972851
nnedouHo# obonoykolk

90 TabneTok, NOKPLITHIX  BhiNyWeHHoe KoNuUYecmso 30 075 ynak.
ANEHOMHON 0BONOUKOH

KoHTypHan sueiikosas  MMnopmupyiowas cmpaka Poccua

ynakoeka, 9 x 10
23.10.2018

30.09.2021

HE 1N 001704-180512
nm-001704

flokazamens

Pesynemam

Hopma

OnucaHue
BuewHui sug

MoanuHHOCTL
PoaysactaTiH
Posysacratni — BOMX
PosysacTatin - Yb
KanbLiwit
Kaneuui
Cpeansis macca Tabiaerox
Cpennas mMacca Tabnerok
Ovknoksenvie  OT  cpeaHen
noaeneklHbix Tabnerok
Pacnagaemocts
PacreopeHue
Pactsopetne
Cpepree konuvecTso
KonwyecTeo oBpasuos
MuHumansHoe sHavexne
MakcumaneHoe 3aHadeHune
OueHka

MfocTopoHHKe mpumecu

[TpumMect nzomepa
Ipumeck sakTona
Ipumeck 5-KkeTOKHUCIOTH
EanHKYRaR

HeMAEHTMPULMPOBAHHAA NPUMECH

CymMma npumeceii

Mukpobuonoruueckan YMcroTa
MukpoBuonoruieckan YucToTa

HEBOHbBIX NeKapCTBEeHHbIX

NpenapaToB 4NA NepopPansHoro

HpUMEHeHMUS

CootseTcrRYeT

CootBeTcTRYET
CooreeTcTBYyeT

CooreeTcTByeT

0,123r

maccsl CooTeercrayer

2 MUH

93 %
6
90 %
96 %
CooTteeTcTRYST

< 0,05 %
<0,05%
<0,05%
< 0,05 %

<0,05%

NpoponroBatelie ABOAKOBLINYKNLIE
TabneTku, NOKPLITLIE NNEHOUHOM
ooNoYKOM PO3OBOTO LiBETA

CooTseTcTBME BPEMEHH YASPHKUBAHS
CooTBETCTBME CREKTPOB

Cosnapexune okpacku obpasua

Or0,118r no 0,130r
Epponeickan dapmakones

He 6onee 30 muH

He wmenee 75 % (Q) or zasmnenHoro
KoauvecTRa depes 30 MuH

He Bonee 0,2 %
He 6onee 0,5 %
He Gonee 0,5 %
He Bonee 0,2 %

He Eonee 1,5 %

YmeepxdeHo yrnonHomoueHHeiM  <opnucaHo>

CoOmpyOHUKOM KOMNaHuu
«3enmusa, K.c.»

Napka  Nubywe
15.11.2018

Crpanuua 113 2

<Mevats: 3enTvBa, «3eHTUBAE, K.C.», ¥ KabenoeHsl
130 - 102 37 Mpara 10, JlonsRu Mexonyns>

[ara nevaru: 15.11. 2018




ZeNTIVA

A SANOFI COMPANY
Ceptudpukat npousBoauTens Ha cepmio Ne 4413

Hassavue npenapama Poaykapa®
Homep ripodykma 11009393_ 6001 Cepusa LIMS HV 1378274
Homep cepuu 3431018 Obpaszey HV 4985279
Losuposka 10 mr Cepua LIMS MZP 1375691
Jlexapcmeennas chopma TaGneTku, NoKpLIThIE Obpazey MZP 4972851
ANeHOMHOR 060NOYKOR
Konuyecmso e ynakoexe 90 TabneTok, NCKPEITLIX  BhifylieHHOE KOMUYermao 30 075 ynax.
NNeHoYHod 0BCNoHKOR
Tun ynaxosku KoHTypHas aueitkosan  MMiopmupyiowan cmpana Poccus
ynakoska, 9 x 10
LHama npouseodemea 23.10.2018
Cpok 208Hocmu 30.09.2021
Creyughurayus HO NN 001704-180512
Homep pezucmpauuonnozo NN -001704
ydocmoseperus
Obljee YnNCcno XU3HECROCOBHBLIX 0 KOE/r He Bonee 10% KOE/r
a3pOOHBLIX MUKDOOPraHA3MOB
Obulee 4WCNO  OPONOKEBBIX W 0 KOEN He Gonee 102 KOE/r
nnecHessix rpubos
Oreyrerue Escherichia coli CooteeTcTBYET CooTBeTcTBYET
OaHOPOOHOCTL EANHNL
AO3NPOBAHUA
OpHopoaHOCTb GO3NPOBAHNS CootsercTeyeT Esponeickan ®apmakones,
Tabnetox AV =180
KonuyecTeeHHOe onpenenexHue
po3yBacTaTMHa
KonudecreeHsoe  onpeaeneHie 9,9 mr Or9,5mr go 10,5 mr
posysactatmia B 1 Tabnetke,
NOKPBITOR NNeHO4YHOK 0BonoYKoR

3AKITIOYEHMUE: cooTBeTCTBYET CrnieyudukaLmm

Hacrosmum noatsepxaaio, 410 MHGOpMALMA, NPeACTARNCHHAS BLITIE, JOCTOBEPHA H TOMHA.

JaHHas cepus NEKAPCTREHHOTO NPENapaTa NPOU3BELEHA, YIAKOBAHA U IPOKOHTPOIHPOBAHA HA
APEANPHATIH, paboTaloLeM 8 COOTBETCTBHY ¢ TpeBoBanusMy HajiexaineH npoM3BoCTBEHHOM IPAKTHKH (GMP)
MECTHOTO PErNTaAMEHTHPYIONIETO OPTaHa 1 CTIEHHOUKALUIMH HOPMATHBHON ROKYMEHTALMH CTPAHBI-HMIIOpPTEPA.

Or4eTh 10 NPOM3BOACTBY, YNIAKOBKE H KORTPOITIO KaYeCTBa NPOBEPEHbI H NPH3HAHBI COOTBETCTRYIOLIMMHA
tpebosanusm GMP.

YTBEPXAOEHO ANA BbINYCKA

MNnowaaka npouseoacTBa M KOHTPONA KauecTBa:
3eHTvBa K.C. (OuUMANLHLIA  NPEEMHUK  KOMMaHuu
«3eHTnBa a.c.» ¢ 1 AHBaps 2009 ropa)

Y KabenosHbt 130 - 102 37 Npara, Yetlckan Pecnybnuka
MNponseoacTeeHHas nuuensus: 25473/2/INS/98(nocnep.
nameHeHue 282125/2018)

CepTtudukar GMP Ne sukls 105698/2014;
79633/2016;22684/2017

Ten.: +420 267 241 111
Qakc: +420 267 243 627

YmeepxGeHo yronHoMouerHeim  <Moanucano> <Nevatb: 3eHTBa, «3eHTHBE, K.C.», Y KabenosHel
COMPYOSHUKOM KOMIaHuU Tapka Nubywe 130 - 102 37 Npara 10, JonbHn Mexonyner>
«3eHmuaa, K.c.» 15.11.2018

CrpaHnua 2 ma 2 Hata neuarn: 15.11. 2018



ZSNTIVA

Manufacturer batch certificate No. 4413

Name of product Rozukard® 10 mg p.t.

Product number  11009393_ 0001 Batch LIMS HV 1378274
Batch number 3431018 ' Sample HV 4985279
Strength 10 MG

Dosage form film-coated tablets Batch LIMS MZP 1375691
Package size 90 tbl flm Sample MZP 4972851
Package type BLISOX 10 Released quantity 30075 PACKS
Manufacture date  23.10,2018 I i .

Expiry date 30.09.2021 mporiing couniry  Russia
Specification ND LF 001704 -180512

Marketing anthorisation No.  LP-001704

Test Results Limits
A.;m_w, SSUUTESI S -
Appearance
appearance complies Light pink, fim-coated, oval, biconvex
tablet with halving score
Identification
Rosuvastatin
rosuvastatin - HPLC complies correspondence of RT
rosuvastatin - UV complies correspondence of specira
Calcium
calcium complies concordant sample colour
Average mass of 1
film-coated tablet
average mass of 1 film-coated tablet 0.123 g 0.118g100.130 g
Unifonmity of mass of divided tablets complies Ph.Eur.
Disintegration 2 min NMT 30 min

Dissolution test
Dissolution test

average amount 93 9%
number of samples 6
min 090 9%
max 96 %
evaluation complies Q = 75 % of declared amount in 30 min
Purity test
Purity test
known impurities individually - <0.05 % NMT 0.2%
impurity isomer
known impurities individually - <0.05 % NMT 0.5 %
impurity lactone
Impurity 5-ketoacid <0.05 % NMT 0.5 %
unknown impurities individually <0.05 % NMT 0.2 %
total impurities <0.05 % NMT 1.5%

' Zenliva, k..
Approved by QP Zentiva, ks.  ng Libute Hladké / ZQNTIVA ';‘0'2‘“5’-;%}'3{,‘?3
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ZSNTIVA

Manufacturer batch certificate No. 4413

Name of product Rozukard® 10 mg p.t.
Product number  11009393_ 0001 Batch LIMS HV 1378274
Batch number 3431018 Sample HV 4985279
Strength 10 MG
Dosage Jorm film-coated tablets Batch LIMS MZP 1375691
Package size 50 thi fim Sample MZP 497285}
Package type BLISX 10 Released quantity 30075 PACKS
Manufacture date  23.10.2018 Importin / Russi
Expiry date 30.09.2021 14 g country ussia
Specification ND LP 001704 -180512
Marketing awthorisation No.  LP-001704
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count 0 CFU/g NMT 13 CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 10* CFU/g
Absence of Escherichia col complies absence (ig)
Uniformity of dosage
units
content uniformity complies AV < 15,0, Ph. Eur.
Assay of rosuvastatin
assay of rosuvastatin in 1 film-coated 99 mg 9.5 mgto 10.5 mg
tablet

CONCLUSION : Conformity with specification.

Lhereby 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: +420 267 241 111
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 B)

GMP Certificale No.sukis 105698/2014, 79633/2016, 22684/2017

Approved by QP Zentiva, k.s. Ing. Libule Hladks % ZGNTIVA ' nbstay 13
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