JAEKJIAPAIIAA O COOTBETCTBHUH

JEKJAPAHT, IPUHUMAIOU[HANA AEKJIAPAIIMIO O COOTBETCTBHH

AO "Canogpu Poccua”

Caedenusn o pezucmpayuu opearusayuu. Mexcpasionnas uncnexyus Oedepanvroii Hano2060u cayxctvi Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec. 125009, 2. Mockea, yn. Teepcras, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvhwiti oupexmop Mowc O.A.

Joeepennoe auyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3ASABJIET, UTO

Aexapcmeennoe cpedcmeo. Pozyxapd, mabremxu noxpsimsie raenownol obonouxoti 40 mz 10 wm., bnucmepu
(3), nauxu kapmonnwie, PY Ne JIII-001704 om 18.05.2012 (dama 3amens: 25.08.2017) svidano AO "Canogu
Poccun”, cepun 3950419, napmus 4436 ynaxoeox, 200ex do 31.03.2022, npouzsodcmea 3enmusa k.., Hewckan
Pecnybauxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy, Czech Republic, oo OKII[]2
21.20.10.149, koo TH B3/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085339971 om 11.07.2019

COOTBETCTBYET TPEBOBAHHSIM
JIIT 001704-180512 uzm. Ne 1-6

JEKJAPAIIMA IIPHHSITA HA OCHOBAHUH
npomoxon ucnvimanuti Ne 22580 om 18.07.2019 HJI OO0 HL] "®APMOBEOPOHA", ammecmam

axkpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC CZ.@M08.C44479 om 19.07.201 9

J;[ATA TPHHATHA NEKIAPALIMH 19.07.2019
JLERJIAPAlmH‘ﬂEﬁCTBHTEJILHA O 31.03.2022
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R CBEJEHMSI O PETUCTPAIIUHN

OPTAH MO CEPTHO®HKALIUH, 3APETHCTPHPOBABII I JEKTAPAIIMIO

RA.RU.11®M08 OPTAH 11O CEPTHOHKALINH ITPOAYKIIHH OBIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opearusayuu: 115280, 2. Mockea, y1. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmupuxayuu: 115280, POCCHA, 20p0ed Mockea, yn. Macmepkoea, 0. 4, sm. 3., men.:(495)788-02-88, ee6-
catim: oyxx.pe.

JEKJAPAITHS O COOTBETCTBUH 3APETUCTPUPOBAHA N POCC RU JJ-CZ.®M08.A.30626/19
JlATA PETMCTPAITMH [9.07.2019
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LENTIVA

A SANOFI COMPANY

CepTudukaT npousBoanuTENs Ha cepury Ne 2393

Hazeanue npenapama Pozykapg®
Homep npodyxkma 11008397_ 0050 Cepun LIMS HV 1407365
Homep cepuu 3950419 Obpazey HY 5129646
ALlosuposka 40 mr Cepun LIMS MZP 1396948
Tlexapcmeennas chopma Tabnetkw, nokpeitele  Ofipasey MZP 5077335
nneHoYHoi oGonoykoii
Konuvecmso e ynaxoeke 30 TabneTok, NOKpeITEIX Buinywetnoe xonuvecmeso 4 436 ynak.
nneHoYHoi oBonoykoii
Tun ynakoeku KoHTypHas suelikopas Wmnopmupyiowan cmpaxa Poccua
ynakoeka, 3 x 10
Hama npouzeodecmsa 18.04.2019
Cpok 200H0cmUu 31.03.2022
Cneyugpukayua HA NN 001704-180512
Homep peaucmpauuonnozo NN -001704
docmosepexus
loxasamens Peaynbmam | Hopma
Onkcauune
BRrewtHuii Bug COOTBETCTByET MNpoaonrosatbie OBOAKOBLINYKNbIE
TabneTku, ROKPLITLIE NNEHOYHOM
obonoykoit pososoro LpeTa
MoanuHHoCTL
PoayeacrtaTuu
PosyeacTatud — B3MX Cooteetcrayer CooTBETCTBME BPEMEHY yaepXUBaHUSA
PosyeactaTtuH - Yo COOTBeTCTByeT CootsercTBue cnexrpos
Kaneuwia
Kanbyuii Cooteetcrayer CoBnagenue okpacku o6pasua
Cpeansisn maces Tabaerox
Cpennas mMacca Tabnerox 0,491r Or0470rp0 0,520 r
Pacnagaemocts 2 MuH He 6onee 30 muH
Pacrteopetne
PacTtsoperue
CpeaHee KonuuecTso 96 %
Konuyectso o6pasLios 6
MurumansHoe aHauyerne 92 %
MakcumaneHoe sHaveHue 97 %
OueHka Cootsercreyer He menee 75 % (Q) or 3assiennoro
KonmuecTsa gepes 30 Mun
NocToponuue npumecy
Ipumecs nzomepa <0,05% He Gonee 0,2 %
IIpumeck naxTona <0,05% He Bonee 0,5 %
IpumMecs 5-keToxHCnoTH 0,1% He Gonee 0,5 %
EavhuyHas <0,05% He Gonee 0,2 %
HenaeHTUPMUMpOBaHHasA NpUMeCch
Cymma npumeceii 0.1 % He Bonee 1,5 %
Mukpobuonornyeckan yucroTa
MukpoBronoruueckan yucrora
HEBOAHBIX NEKEPCTBEHHBIX
NpenapaTos Anf NepopanbHoro
npuMeHeHns | L - ;f.l*'fu; u—fo 'p;--.. _
Ymeepxdero ynonHomouernsind  <Iopnucato> <lMeyatb: 3eHTuBa, « "i“ﬁgaf‘x.c.» P75 Q‘\
COMPYBHUKOM KOMRaHUU Axy6 Matycuk  KaBenogHbi 130 - 102. 7 Fpara 10, bHUA
«3enmuea, K.c.» 27.06.2019 Mexonyribs> 12| Conowyfofens 1
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LSNTIVA

A SANOF COMPANY

Ceptndukar npoussoauTenn ra cepuio Ne 2393

29POBHBIX MUKPOOPraHK3MOB

nnecHesbIX rpubos

Ortcytersue Escherichia coli
OAHOPOAHOCTL eaunny
AO3UPOBAKUA

OaHopoaHoCTL A03MpoBaHus

TabneTtok

po3yRacTaTiHa

KonuvecTeenHoe onpepeneHve

Ofwee uucno ApoxokeBbIX W 0 KOEfr

Cooteercrayer

Cooteetcreyer

KonwyecteeHHoe onpegenexsne 39,9 mr
posysactaTyHa B 1 Tabnerke,
NOKPLITOR NNEROYHONR 0BONoMKONH

Haseanue npenapama Posykapn®

Homep npodykma 11009397_ 0050 Cepun LIMS RV 1407365

Homep cepuu 3950419 Obpazey HV 5129646

Hosuposxa 40 mr Cepun LIMS MZP 1396948

llexapcmeennan ¢hopma TabneTku, NoKpbITbIe Obpasey MZP 5077335
nneHoyHol 06onoYkoi

Konu4ecmeo e ynaxoske 30 TabneTok, NoKpLITLIX BuinywenHoe konuvecmso 4 436 ynakx.
nneHoyHoi oGonovkoit

Tun ynakosku KoHTypHan avelikoeas Yimnopmupyiowias cmpawxa Poccus
ynakoeka, 3 x 10

Aama npouzeodcmea 18.04.2019

Cpox 200H0CMU 31.03.2022

Creyucburkayus HA NN 001704-180512

Homep peaucmpayuonyozo 1N -001704

y8ocmoseperus

OBuiee YUCNO KUIHECNOCOBHBIX 0 KOE/fr He Gonee 10° KOE/r

He 6onee 10?2 KOE/r

Cooteetcrayer

EBponeiickan ®apmakones,
AV=150

Ot 38,0 Mr o 42,0 mr

3AKNIOYEHUE: cooTreTcrayer cneuyudukauum

Hacroamum noarsepxaato, uto HHbopMaums,
JlaHHas cepuq nexapcTBeHHOro npenapara npo
NpEeNNpAATHH, pabOTAIOLIEM B COOTBETCTBHM C TpeboBa
MECTHOTO PErNaMEHTHPYIOLIEr0 OpraHa i cnelmpHka

Otuers no npoussoacTry,
TpeboBaumnam GMP.

NpEACTaBAEHHAn BLILLE, NOCTOBEPHA H TOYHa.

H3BEIEWa, YNaKOBaHa H MPOKOHTPONHPORAHA Ha

HHAMH Hapnexaweit nponssoacTeeHHol npaktiku (GMP)
UHAMH HOPMAaTHBHOK ZOKYMEHTALMH CTPaHLI-MMIIOPTEpa.

YNaKoBKe # KOHTPOJK) KadyecTBa TIPOBEPEHDI ¥ NPU3HAHEI COOTBETCTBYHIIUMH

YTBEPXOEHO ANA BbINYCKA

Mnowaznka npoussoncTea u KOHTPOA KayecTBa:
3eHTMBa K.C. (odhMUMaNbHBbIA NPEEMHUK  KOMNaHUW
«3eHTMBa a.c.» ¢ 1 sHBapsa 2009 roga)

Y KabenogHbl 130 - 102 37 Mpara, Yewuckas Pecny6nnka
MponssoacTBeHHan nuueHsns: 25473/2/INS/98(nocneg.

U3meHeHune 282125/2018)
Ceptuguxar GMP
79633/2016;22684/2017

Ymeepxdexo yronHomovennsm  <Mopnucano>

COMPYOHUKOM KOMNaHUY
«3eHmuea, K.c.»

Ne sukls 105698/2014;

Ten.; +420 267 241 111
dakc: +420 267 243 627

<MNevare: 3eHTHBa, «3eHTHBE, K.C.», ¥-KaGenogHb!
Axy6 Matycuk 130 - 102 37 MNpara 10, ﬂoanm_M@%éi_&fp’-
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ZENTIVA

Manufzcturer batch certificate No. 2393

Name of product Rozukard® 40 mg p.t.
Product number  11009397_ 0050 Batch LIMS HY 1407365
s 0419 Sample HV 5129646
re
Dosage  form film-coated tablets Batch LIMS MZP 1396948
Package size 30 tbl fim Sample MZP 5077335
Package type BLI3X 10 Released quantity 4436 PACKS
Marufacture date  18.04.2019 Importin y Russi
Expiry date 31.03.2022 porting country  Russia
Specification ND LP 001704 -180512
Marketing authorisation No.  LP-D01704
Test Resulis Limits
Appereasnce o
Appearance
appearance complies dark pink, film-coated, oval,biconvex
tablets
Idcentification
Rosuvastatin
rosuvastatin - HPLC complies correspondence of RT
rosuvastatin - Uy complies comrespondence of spectra
Calcium
calcium complies concordant sample colour
Average mass of 1
film-coated tablet
average mass of | film-coated tablet 0491 g 0470g100.520 g
Disintegration 2 min NMT 30 min
Dissolution test
Dissolution test
average amount 96 %
number of samples 6
min 92%
max 97 %
evaluation complies Q=75 % of declared amount in 30 min
Purity test
Purity test
known impurities individually - <0.05% NMT0.2%
impurity isomer
known impurities individually - <0.05 % NMT 0.5 %
impurity lactons
Impurity 5-ketoacid 0.1% NMT 0.5 %
unknown impurities individually <0.05 % NMT 0.2 %
total impurities 0.1% NMT 1.5 %
: * s Al rag,
Microbiological quality .}«, _: T80 4?3&
. P
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ZENTIVA

Manufacturer batch certificate No. 2393

Name of product Rozukard® 40 mg p.t.
Product number  11009397_ 06050 Batch LIMS HV 1407365
Batch number 3950419 Sample HV 5129646
Strength 40 MG
Dasage form film-coated tablets Batch LIMS MZP 1396948
Package size 30 tbl fim Sample MZP 5077335
Package type BLI3X 10 Released quantity 4436 PACKS
Mamyfacture date 18.04.2019 Importin .
Expiry date 31,03.2022 porting couniry  Russia
Specification ND LP 001704 -180512
Marketing authorisation No, LP-001704
Microbial purity test
total viable aerobic count 0 CFU/g NMT )& CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 10 CFU/g
Absence of Escherichia coli complics absence (1p)
Uniformity of dosage
units
content uniformity complies AV <15,0, Ph, Eur.
Assay of rosuvastatin
assay of rosuvastatin in 1 film-coated 39.9mg 38.0mgto 420 mg
tablet

CONCLUSION : Conformity with specification.

| 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 fwhen within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries,

APPROVED FOR RELEASE

Manufacturing and quality eontrol 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 352900/2018)

GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018
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