ZENTIVA

Ceprudukar npou3BoauTe s HA cepuro Ne 1453

Ymeepx0eHo YrosIHOMOYEHHbIM
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ZeNTIVA

Haszsanue npenapama Posykapa 40mr
Howmep npodykma 11009397_0050 Cepusa LIMS HV 1440307
Howmep cepuu 3830220 Obpasey HV 5287601
Joszuposka 40 mr Cepus LIMS MZP 1438398
Jlexapcmeennas ¢hopma TaGneTku, HOKPHITHIE Obpaszey MZP 5278737
IUIEHOYHOU 000JI04YKOH
Konuuecmeo 6 ynaxoske 30 TabNETOK, MOKPHITHIX Buinywennoe xonuvecmeo 11 000 ynak.
IJICHOYHOH 000J109KOM
Tun ynaxoexu Konryphas sgelikoBas HUmnopmupyrowas cmpana Poccus
yInakoBka, 3 x 10
ama npoussoocmea 24.02.2020
Cpox 2oonocmu 31.01.2023
Cneyughuxayus HJT JITT 001704-180512
Howmep peaucmpayuonnozo JIII-001704
yoocmogepenus
Illoxaszamens Pesyromam Hopma
Onucanue
Omnmcanne CooTBeTCcTBYET [IponosroBatele, IBOSIKOBBIITYKJIbIE
Ta0JIETKH, TTIOKPHITHIC TUIEHOTHON
000JI0YKO¥ TEMHO-PO30BOTO LIBETA.
HoaanHHOCTH
PozyBacrtatun
PozyBacratun — BOXKX CooTBeTcTBYET CooTBeTCTBHE BPEMEHHU yIePKUBAHUS
Pozysacratun - YO CootBeTcTByET COOTBETCTBHE CIIEKTPOB
Kanbinit
Kanpuuit CooTBeTCTBYET COOTBETCTBEHHBIH 00pa3Ily I[BETa
Cpennsist macca 1 TadyeTku,
MOKPBITOH NJIEHOYHOI 000JI0UK O
cpenHss Macca | TableTKH, TOKPHITOH
IJIEHOYHOM 000I0YKOM 0487 r 010,470 r 10 0,520 T
Pacnagaemocts 3 MHH He 6onee 30 mun
PacTrBOpenne
PactBopenue
Cpeanee 3HaueHue 89 %
KonmuectBo 00pasios 6
MuHumanbHOE 3HaYeHHE 87 %
MakcuManbHOE 3HaUCHUE 92 %
Ornenka CooTBeTCcTBYET He wmemee 75 % (Q) or 3asBIEHHOTO
KoJmdecTBa yepe3 30 MuH
IocTroponHue npumecu
IIpumecs uzomepa <0,05 % He 6omnee 0,2 %
IIpumecs nakToHa <0,05 % He 6onee 0,5 %
[Ipumech 5-KeTOKUCIOTHI <0,05 % He 6onee 0,5 %
Enunnynas HemneHTUGUIMpOBaHHAS <0,05 % He 6omnee 0,2 %
MIpUMEChH
CymmMa nipumeceit <0,05 % He 6omnee 1,5 %
MukpoOuoaoruyeckass YucToTa
Muxkpobuooruaeckas 9ucToTa
HEBOJIHBIX JIEKAPCTBEHHBIX IIpENapaToB
JUIsl IEpOPAIbHOIO IPUMEHEHHUS
Ob1m1ee 9rcio )KU3HECTOCOOHBIX 0 KOE/r e He 6omee 103 KOE/r
adPOOHBEIX MHKPOOPTaHH3MOB A T LR
OO11ee YrCI0 APOKIKEBBIX U INIECHEBBIX Q__’;O‘E;/-':-; I He 6onee 10> KOE/r
rpudoB ¥ .
Otcyrcreue Escherichia coli - CroTBetcTByeT “Orcyrersue (1r)
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ZENTIVA

Ceprudukar npou3BoauTe s HA cepuro Ne 1453

Haszsanue npenapama Posykapa 40mr

Homep npooyxma 11009397_0050 Cepus LIMS HV 1440307

Howmep cepuu 3830220 Obpasey HV 5287601

Joszuposka 40 mr Cepus LIMS MZP 1438398

Jlexapcmeennas ¢hopma TaGneTku, HOKPHITHIE Obpaszey MZP 5278737
TUIEHOYHOH 060J109KOi

Konuuecmeo 6 ynaxoexe 30 TabIeTOK, TOKPHITHIX Buinywennoe xonuuecmeo 11 000 ynak.
IUIEHOYHOIT 060109KOH

Tun ynaxoexu Konryphas sgelikoBas HUmnopmupyrowas cmpana Poccus
yInakoBka, 3 x 10

ama npoussoocmea 24.02.2020

Cpox 2oonocmu 31.01.2023

Cneyughuxayus HJT JITT 001704-180512

Howmep peaucmpayuonnozo JIII-001704

yoocmogepenus

OI[HOpOI[HOCTb A03UPOBaAHUA

OnHopoaHOCTH 03upoBaHus TabneTok | COOTBETCTBYET AV <15,0, Esp. @.
KosnyecTBeHHOE OnpeneeHne

po3yBacTaTHHA

KonuuectBeHHoe onpeneseHue 40,4 mr Or 38,0 mr g0 42,0 mr

po3yBactatuHa B 1 TabneTKe, MOKPHITOM
[JIEHOYHOU 000JI0YKOM

Nudopmanus o Beiycke

3AK/IIOUEHHUE: CooTBeTcTBHE CIeNH(UKAIINH.
Cepusi coorBercTByerT TpeGoBaHussM HopmaTupHoii lokyMeHTanmu, 3aperucTpUpPOBAHHON B
Poccuiickoii @enepanum B HacTosIIee BpeMs 110 MepeYHCJIeHHBIM MOKa3aTeJ M KadecTBa.

OJOBPEHO JJIA BBIITY CKA
HpOI/BBOZ[PlTeJ'Ib M KOHTPOJIb KayecTBa:
«3eHTHBA K.C.» (0QUIHANBHEIN IPEeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Tem: +420 267 241 111
YV Kabenosus! 130, 102 37, Ipara 10, Joasuu Mexounymnsl, Yenickas Pecry6mmka ®dakc: +420 267 243 627

Homep munensun Ha npou3BocTBo: 25473/2/INS/98 (nocnennee nzmenenue 166942/2019)
Ceptudukar GMP Ne 25416/2017, 342333/2018, 352900/2018

YmeepxdeHo YrnonHOMOYeHHbIM Aky6 Matycuk 06-04-2020 i «3eHTUBa, K.C.» Y
nuyom «3eHmusa, K.c.» /Moanuck/ ZeNTIVA KabenosHbl 130 102
i 37 MNpara 10
i OonbHn Mexonynbl
CrtpaHuua 2 u3 2 PacneuartaHo: 06.4.2020
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ZeNTIVA

Manufacturer batch certificate No. 1453

Name of product Rozukard® 40 mg p.t.

Product number 11009397 _0050 Batch LIMS 11V 1440307

Batch iwunber 220 Sample HV 5287601

Strength : i X  a

Dosage form film-coated tablets Barch LIMS MZP 1438398
Package size 30 thl fim Sample MZP 5278737
Package type BLI3 X 10 Released quantity 11000 PACKS
Manufacture date 24.02.2020 " . . .

Expiry date 31.01.2023 Importing country — Russia
Specification ND LP 001704 -180512

Marketing authorisation No.  1.P-001704

Test

Appereance
Appearance
appearance

Identification
Rosuvastatin
rosuvastatin - HPLC
rosuvastatin - UV
Calcium
calcium

Average mass of |
film-coated tablet
average mass of | film-coated tablet

Disintegration
Dissolution test
Dissolution test
average amount
number of samples
min
max
evaluation
Purity test
Purity test
known impurities individually -
impurity isomer
known impurities individually -
impurity lactone
Impurity 5-ketoacid
unknown impurities individually
total impurities
Microbiological quality

Results

complics

complies
complies

complies

0487 g
3 min

89 %
6
87 %
92 %
complies

<0.05 %
<0.05 %
<0.05 %

<0.05 %
<0.05 %

Limits

dark pink, film-coated, oval,biconvex
tablets

correspondence of RT
correspondence of spectra

concordant sample colour

0.470 g 10 0.520 g 7., 7~
NMT 30 min

Q = 75 % of declared amount in" 30" rin

NMT 0.2 %
NMT 0.5 %

NMT 0.5 %
NMT 0.2 %
NMT 1.5 %

Jakub Matusik 06 -04- 2020

Approved by QP Zentiva, k.s.
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ZCNTIVA

Manufacturer batch certificate No. 1453

Product number 11009397 0050

Batch number 3830220
Strength 40 MG

Dosage form film-coated tablets
Package size 30 bl fim
Package type BLIZIX 10
Manufacture date 24.02.2020
Lxpiry dute 31.01.2023

Specification

Marketing authorisation No.  1.P-001704

Name of product Rozukard® 40 mg p.t

Bateh LIMS 1V
Sample 1V
Batch LIMS MZP

Sample MZP

Released quantity
Importing country
ND LP 001704 180512

1440307
5287601
1438398
5278737
11 000 PACKS
Russia

Microbial purity test
total viable aerobic count
Total combined yeast / moulds count
Absence of Escherichia coli
Uniformity of dosage
units
content uniformity
Assay of rosuvastatin
assay of rosuvastatin in | film-coated
tablet

0 CFu/g
0 CFU/g
complics

complies

40.4 mg

NMT 10 CFUrg
NMT 102 CFU/
absence (1g)

AV < 15,0, Ph. Eur.,

38.0mgto42.0 mg

Release information

CONCLUSION : Conformity with specification.

The batch meets the requirements of the Normative Document currently registred in
Russian Federation on the listed quality parameters.

APPROVED FOR RELEASE

Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change 166942/2019)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018

Jakub Matugik 06-0- 7 Z@NTIVA

Approved by QP Zentiva, k.s.
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