ZENTIVA

Ceprudukar NPOU3BOANTENA HA cepuio Ne 2417

Haszeanue npenapama Po3ykapa
Homep npodyxma 11009393 0050 Cepusa LIMS HV 1659277
Howmep cepuu 3160421 Obpasey HV 5561001
Jlozuposka 10 mr Cepus LIMS MZP 1652797
Jlexapcmsennas popma Tabnerky, ITOKPHITHIE Obpaszey MZP 5531311
IJICHOYHOH 000J109KOM
Konuuecmeo 6 ynaxoske 90 TabIETOK, MOKPHITHIX Buinywennoe xonuvecmeo 25 956 ynak.
IJICHOYHOI 000J109KOM
Tun ynaxosxu Konrypnas siueiikoBas Hunopmupyrowas cmpana Poccus
ynakoBka, 9 x 10
ama npoussoocmea 26.04.2021
Cpoxk 2coonocmu 31.03.2024
Cneyughuxayus HJI JIIT 001704-180512
Homep pecucmpayuonnozo JIII-001704
yoocmogepenusi
Iokazamens Pezynomam Hopma
Onucanue
Ornucanue CootBeTcTByeT [IpononroBatele, TBOSIKOBBIMYKJIbIE
TaOJICTKH, TOKPBITHIC TNIEHOYHOMN
000JI0YKO¥ CBETIIO-PO30BOTO I[BETA.
HoaanHHOCTH
PosyBacraTun
PozyBacraTun — BOXKX CooTBeTCTBYET COOTBETCTBHE BpEMEHHU
YAEpKUBAHUS
PozyBacratun - YO CooTBeTCTBYET COOTBETCTBHE CIIEKTPOB
Kanpuuit
Kanpunit CootBeTcTByeT CoOTBETCTBEHHBIN 00pa3ily [BETa
Cpeausist Macca Ta0JIeTOK
CpenHsis Macca Ta0JIeTOK 0,124r Or 0,118 r 10 0,130 r
OIHOPOIHOCTh  MacCchl  MOJEJIEHHBIX
TabJICTOK CootBeTcTByeT Esp. ®.
Pacnagaemocts 3 MHH He 6onee 30 mun
PacTrBOpenue
PactBopenne
Cpennee 3HaueHUE 100 %
KommdaecTBo 06pa3ios 6
MuHumanbHOE 3HaYeHHE 98 %
MakcumanbHOE 3HaYEHUE 102 %
Onenka CootBercTBYyET He menee 75 % (Q) ot 3asiBJI€HHOTO
konuyecTsa uepe3 30 MuH
ITocToponHue MpuMecH
IIpumecs uzomepa <0,05 % He 6omnee 0,2 %
ITpumeck nakrona <0,05 % He 6onee (. Ssftse
[Ipumech 5-KETOKUCIOTHI <0,05 % ), N
Enuanunas HemaeHTH(HUIIMPOBaHHAS 0,1% "-‘-'h
PUMECH e 3
Cymma npumeceit 0,1 % H*’ 5};&ﬂee 1,5,% 500CH
o] ; . \. }

Ymeepx0eHo YrosIHOMOYEHHbIM
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ZENTIVA

Ceprudukar NPOU3BOANTENA HA cepuio Ne 2417

Haszeanue npenapama Po3ykapa

Homep npodyxma 11009393 0050 Cepusa LIMS HV 1659277

Howmep cepuu 3160421 Obpasey HV 5561001

Jlozuposka 10 mr Cepus LIMS MZP 1652797

Jlexapcmsennas popma Tabnerky, ITOKPHITHIE Obpaszey MZP 5531311
IUIEHOYHOIT 060109KOH

Konuuecmeo 6 ynaxoexe 90 TabIeTOK, TOKPHITHIX Buinywennoe xonuuecmeo 25 956 ynaxk.
IUIEHOYHOIT 060109KOMH

Tun ynaxosxu Konrypnas siueiikoBas Hunopmupyrowas cmpana Poccus
ynakoBka, 9 x 10

ama npoussoocmea 26.04.2021

Cpoxk 2coonocmu 31.03.2024

Cneyughuxayus HJI JIIT 001704-180512

Homep peaucmpayuonnozo JIII-001704

yoocmogepenusi

MuxkpoOuonoruieckas YucToTa

Mukpobroornieckas YucToTa
HEBOJHBIX JIEKAPCTBEHHBIX NPENapaToB
JUI IEpOPAILHOTO IPUMEHEHUS

OO11ee YrCiI0 XKU3HECTTOCOOHBIX 0 KOE/r He 6omee 10° KOE/r
adpOOHBIX MHUKPOOPTAaHH3MOB

OO6111ee 9rco qPOAOKEBBIX U 0 KOE/r He 6onee 102 KOE/r
TJIECHEBBIX TPHOOB

OrcytcrBue Escherichia coli CooTBeTCTBYET OrcytcrBue (1r)

OaHOPOAHOCTH N03MPOBAHUS

OmHOPOIHOCTH TO3UPOBAHUS CooTBeTcTBYET AV <15,0, Esp. @.
TabJICTOK
KosnvecTBeHHOE OnpeneeHne
po3yBacTaTHHA

KonunuectBennoe onpenenenue 9,9 Mr Ot 9,5 mr o 10,5 mr

po3yBacTatuHa B 1 TableTKe, HOKPHITOH
TUIEHOYHOH 000JI0UKOH

HNnadopmanus o BeIMyCcKe

3AKJIFOUEHMUE: CooTBeTcTBHE cCrIeNUPUKAIIHMN.
Cepusi coorBercTByeT TpeGoBaHussM HopmaTuBHoii lokyMeHTammu, 3aperucTpUMpPOBAHHON B
Poccuiickoii @enepanum B HacTosIIee BpeMs 110 MePeYHCJIeHHBIM MTOKa3aTeJIAM KadecTBa.

OJOBPEHO JJIs1 BBIITY CKA
HpOI/BBOZ[HTeJ'Ib U KOHTPOJIb KadecTBa:

«3eHTHBA K.C.» (0QUIHANBHEIN IPEeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Temn: +420 267 241 111

YV Kabenosus! 130, 102 37, Ipara 10, Joasuu Mexounymnsl, Yenickas Pecry6mmka ®dakc: +420 267 243 627

Howmep munensun Ha npousBonctso: 25473/2/INS/98 (nocneanee nzmenenue 260389/2020)

Ceprudurxar GMP Ne coct.254516/2017, 342333/2018, 352900/2018, 244450/2019, I CCT G0 Ao

955631/2019 ‘

) //jf

Ymeepx0eHo YrosIHOMOYEHHbIM Eva Matoulkova 01-06-2021 ! 2%HTvBa, K.C.» Y
SuyoM «3eHmusa, K.c.» /Mopmnce/ a6enosHbl 130 102

i 37 Mpara 10
i OonbHu Mexonynbl
CrtpaHuua 2 u3 2 PacneuaraHo: 1.6.2021



Z@NTIVA

Manufacturer batch certificate No. 2417

Name of product Rozukard® 10 mg p.t.

Prodict number 11009393 _0050 Batch LIMS HV 1659277

gf:ﬁg yumber 3160421 Sample HV 5561001

Dosage form film-coated tablets Batch LIMS MZP 1652797
Package size 90 tbl flm Sample MZP 5531311

Package type BLI9 X 10 Released quantity 25956 PACKS
Manufacture date 26.04.2021 I ti P Russi

Expiry date 31.03.2024 mporling couniry ussia
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 - HPL.C complies correspondence of RT
rosuvastatin - UV complies correspondence of spectra
Calcium
calcium complies concordant sample colour

Average mass of 1
film-coated tablet

average mass of 1 film-coated tablet 0.124 ¢ 0.118gt00.130 g
Uniformity of mass of subdivided tablets complies Ph.Eur.
Disintegration 3 min NMT 30 min

Dissolution test
Dissolution test

average amount 100 %

number of samples 6

min 98 %

max 102 %

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 %
impurity lactone

Impurity 5-ketoacid <0.05 %

unknown impurities individually 0.1%

total impurities 0.1%

Approved by QP Zentiva, k.s. Mgr. Eva Matoulkova

|

Zentiva, i.g,

U kabelovny 130
102 37 Praha 10
Doln( Méchojupy
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ZSNTIVA

Manufacturer batch certificate No. 2417

Name of product Rozukard® 10 mg p.t.

Product number 11009393 _0050 Batch LIMS HV 1659277
gfef’f:t:“mber ?gﬁ’gn Sample HV 5561001

Dosage form film-coated tablets Batch LIMS MZP 1652797
Package size 90 tbl flm Sample MZP 5531311
Package type BLI9 X 10 Released quantity 25956 PACKS
Manufacture date 26.04.2021 I ti P Russi

Expiry date 31.03.2024 mporting couniry ussia
Specification ND LP 001704 -180512

Marketing authorisation No. 1P-001704

Microbiological 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 0 CFU/g NMT 102 CFU/g
Absence of Escherichia coli complies absence (1g)
Uniformity of dosage

units
content uniformity complies AV < 15,0, Ph. Eur.
Assay of rosuvastatin
assay of rosuvastatin in 1 film-coated 9.9 mg 9.5 mgto 10.5 mg
tablet

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) Tel: +420 267241 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 sukls260389/2020)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631//2019

J0

f“ Zentiva, k.

7 U kabelovn 130
102 37 Praha 10
Dolni Mécholupy
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Approved by QP Zentiva, k.s. Mgr. Eva Matoulkovs [ 1 -05- 2021
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