NTEKJAPAITUSL O COOTBETCTBUM

AHT, IPHHUMAIOHIVN JEKJTAPAIIMIO O COOTBETCTBHH

Ceedelun o pezucmpayuu opzanusayuu. Mescpationnas urcnexyun Pedepanvroii nanozosod cnysicbvt Ne 46 no
2. Mockee 01.01,2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec] 125009, 2. Mockea, yn. Teepckan, 0. 22. Teneghon/hanc: 8 (495) 721-14-00/ 721-14-11

B nuyé: I'enepanvnutiii oupexmop Mowaic O.A.

Hoeepgnnoe auyo: Cmenanog C.C., dosepennocme 6/v om 01.12.2017

T, UTO

rexapgmeennoe cpedcmeo. Posyxapd, mabnemiu noxpeimsie nieHo4Hot oGonoykol 10 m2 10 wm., 6rucmepui
(3), nquxu xapmonnvie, PY Ne JIIT-001704 om 18.05.2012 (dama 3amenw: 25.08.2017) swidano AOQ “Canogpu
Poccug", cepus 3040119, napmus 43680 ynaxoeox, 200er 0o 31.12,.2021, npouseodcmea 3enmusa x.c.,
Yewckan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy, Czech Republic,
%00 OKITA2 21.20.10.149, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic |
MNe 9085335912 om 05.06.2019 '

COOTBETCTBYET TPEEOBAHHUAM

JIT 001704-180512 usm. Ne 1-6

AITASA IIPHHATA HA OCHOBAHHH

npomaxon ucnvimanuii Ne 16000 om 14.06.2019 HJT 000 HL] "®APMOBOPOHA", ammecmam
umayuu POCC RU.0001.21 D140, Cepmuguxam POCC CZ. OM08.C41998 om 17.06.2019
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ZENTIVA

A SANOF| COMPANY

Ceptudukar npoussoaurtens Ha cepuio Ne 1758

Haaearue npenapama Posykapn®
Homep npodykma 11009391_ 0050 Cepus LIMS HV 1401090
Homep cepuu 3040119 Obpaszey HV 5097983
Ho3uposka 10 Mr Cepus LIMS MZP 1384988
JlexapcmeeHHan chopMa TabneTkun, NOKpbITbIE Obpaszeu MZP 5019715
NNEHOMHOI 0B0NOYKORA
Konuwyecmeo e ynakoskxe 30 TabneTok, NOKpPbITbIX BbiylWeHHOe KomNecmso 89 160 ynaxk.
NNEHOMHOR 0BoONOYKOA
Tun ynakosxu KonTypHas aqeiikoBas  MMmiopmupylowas cmpaxa Poccus
ynaxoska, 3x 10
Hama npouseodcmea 10.01.2019
Cpok 2o0HoCmU 31.12.2021
Cneyucbuxayus HA N 001704-180512
Homep peasucmpauuonrozo TN -001704
ydocmosepeHua
llokasamerns Pesynsmam Hopma
Onuncanue
BHelwHwi Bua CooTteeTcTByeT MNpoaonroeaTble ABOAKOBLINYKALIE
TabneTkW, NOKPbLITLIE NNEHOYHOW
0BonoyKoih po3osoro useTa
NognUHHOCTL
PosysacratuH
PosyeacTtatuH — BOXXX CooTteeTcreyeT CooTBeTCTBME BPEMEHW YASPKUBAHUA
PosyeacTatuH - YO CooteetcreyeT CooTBETCTBWE CNEKTPOS
Kansuuii
Kanbuuit CooTteeTcTBYET CosnageHue okpacku obpasua
Cpeausa Macea tabaerok
CpenHsas Macca TabeTok 0,124r O7t0,118r800,130 1
OTknoHeHne or  cpepHed  Maccel CoorsercteyeT Esponeiickan dapmakones
noaeneHHbx TabneTok
PacnapaemocTb 3 MuH He 6onee 30 MuH
PacTtsopenue
Pacrsopenune
CpegHee KonuuecTeo 95 %
KonnyecTteo obpaawos 6
MuHuManbHoe 3HaveHWe 93 %
MakcumanobHoe 3HaveHne 97 %
OueHka CooTeeTcTBYET He wmeunee 75 % (Q) ot 3aseneHHoro
KofMyecTBa yepes 30 MuH
MocTopoHHKe NnprMeck
[Mpumeck H3oMepa < 0,05 % He Gonee 0,2 %
[Mpumeck nakToHa < 0,05 % He Gonee 0,5 %
[puMeck 5-KEeTOKHCIIOTHI < 0,05 % He Gonee 0,5 %
EavHnynan 0,1 % He Gonee 0,2 %
HenaeHTUPULNPOBaHHAA NPUMECH
Cymma npumecei 0,1% He Gonee 1,5 %
MukpoGuonorn4yeckan HMcToTa
MukpoBuonoruyeckas yictota
HEBOAHLIX NEKAPCTBEHHbIX
npenapaToe 4NA NepopanbLHoro
MNPUMEHEHNA

YmeepxoeHo omoenom
KOHMPONA Kavecmea
«3eHmusea, K.c.»

15-05-2019

Wk, Naaka Nnbywe

/Moanuce/

Cranmua 1 ua 2

«3eHTiBa, KC.» Y
KaGenoeHet 130 102
37 Npara 10

| AoneHu Mexonynel

PacnevartaHo: 15.5.2019
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ZENTIVA

A SANOF| COMPANY
Ceptudukar npoussoaunrens Ha cepuio Ne 1758

Hazeanue npenapama Po3ykapa®
Homep npodykma 11009391_ 0050 Cepus LIMS HV 1401090
Homep cepuu 3040119 Obpasey HV 5097983
Ho3upoeka 10 mr Cepus LIMS MZP 1384988
Jlexapcmeennan gopma Tabnetku, nokpeitele  Obpasey MZP 5019715
NNeHOYHOR 060NOYKOH
Konuyecmeo e ynakoeke 30 TabneTok, NOKPLITEIX BbiyuweHHoe Konuyecmso 89 160 ynak.
NNeHOYHOW 060NOYKON
Tun ynakoexu KoHTypHas aveilkosas  MMnopmupyrowan cmpana Poccua
ynakoBska, 3x 10
Hama npouszsodcmea 10.01.2019
Cpok eodHocmu 31.12.2021
Creyughukayus HA 1N 001704-180512
Homep pesucmpatuorrozo JIN -001704
ydocmosepeHun
Obwee Yncno xuaHecnocobHbIX 0 KOE/r He 6onee 102 KOE/r
a3poBHbIX MUKPOOPraHU3IMoB
Obwee 4MCNO APCHOKEBBLIX W 0 KOE/r He 6onee 102 KOE/r
nnecHesbIX rpuboB
OtcytcTeue Escherichia coli CooTBeTcTBYET CooTBeTCTBYET
OAHOPOAHOCTL eguHML
DO3NpOBaHNA
OAHOpPOAHOCTE 4O3NPOBAHKUA CooTBeTcTeyeT Eeponeiickan dapmakones,
TabneTok AV £15,0
KonuuecTBeHHOe onpegeneHue
po3ysacTaTHHa
KonudyecteenHoe  onpegeneHue 9,9 mr Ot 9,5mr go 10,5 mr
posypactathHa B 1 TabneTke,
NOKPLITOA NNEHOYHOR OOONOYKOM

3AKNIOEHUE: cooTreTcTBYET cneundukauumn

Hacroamum noarsepmxaaro, 4to vHbOpMaLHA, IPEACTABIEHHASA Bblille, AOCTOBEPHA H TOYHA.

Januas cepHs NeKapcTBEHHOTO Npenapara NPoM3BedeHa, YNaKoBaHa H NPOKOHTPONMPOBAHA Ha
MpeanpuATHH, paboTatollemM B cOOTBETCTBHH ¢ TpeboBaHnaMu Haanesxawett npowssoacteesHoi npaxtHkn (GMP)
MECTHOTO PETAMEHTHPYIOIIETO Opraia H cneuHdHKaLUAMH HOPMATHEHOH AOKYMEHTALMH CTPAHBI-HMNOPTEpA.

OTYeTHI N0 NPOH3BOACTBY, YNAKOBKE H KOHTPOJIIO Ka4ECTBa MPOBEPEHb M MPH3HAHEI COOTBETCTBYIOLIMMH
Tpebosannuam GMP.

YTBEPXAEHO ANA BbIMYCKA

Mnowaaka NPOW3BOACTEA U KOHTPONA KavyecTea:
3eHTvea K.¢. (0vuMansHbIi NPEEMHUK KOMNaHUK «3eHTUBa a.C.» ¢ 1 SIHBapA

2009 roaa)

Y KaGenosHbl 130 - 102 37 MNpara, Yewckan Pecnybnuka Ten.: +420 267 241 111
MpowseoacTeeHHas  nuueHsun:  25473/2/INS/98(nochea.  wamMeHeHue darc: +420 267 243 627
282125/2018)

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

Ymeepxdero omdenom WHx. Naaxa Nnbywe ZENTIVA | «3ewmwea.kc»Y
KOHmMpona kayecmsa fMoanuce/ KaGenoenb 130 102

3 37 Npara 10
«3eHmuea, K.c.» DonsHu Mexonyns

15-05-2019 Cranmua 2 us 2 PacnexaraHo: 15.5.2019



ZENTIVA

Manufacturer batch certificate No. 1758

Name of product Rozukard® 10 mg p.t.
Product number  11009391_ 0050 Batch LIMS HV 1401090
gatch number 3040119 Sample HV 5097983
trength 10 MG
Dosage Jform film-coated tablets Batch LIMS MZP 1384988
Package size 30 tb] fim Sample MZP 5019715
Package type BLI3 X 10 Released quantity 89160 PACKS
Manyfacture date 10.01.2019 Importing ¢ ountry Russia
Expiry date 31.12.2021
Specification ND LP 001704 -180512
Marketing authorisation No. LP-001704
Test Results Limits
Appereance )
Appearance
appearence complies Light pink, film-coated, oval, biconvex
tablet with halving score
ldentification
Rosuvastatin
rosuvastatin - HPLC 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 0.124g 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 95 9%
number of samples 6
min 93%
max 97 %
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 % NMTO05%
impurity lactone
Impurity 5-ketoacid <0.05 % NMT 0.5 %
unknown impurities individually 0.1% NMT 8.2 %
total impurities 0.1% NMT 1.5%
. R B enl v, k8
Approved by QP Zentiva, k.s. ) / CSNTIVA ?}u:a:;):lg:;‘-’;:‘nii*u
Ing. Libu¥e HMladks { Doini Mécholupy
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ZSNTIVA

Manufacturer batch certificate No. 1758

Name of product Rozukard® 10 mg p.t.

Product number  11009391_ 0050 Batch LIMS HV 1401090
Batch number 3040119 Sample HV 5097983
Strength 10 MG

Dosage form film-coated tablets Batch LIMS MZP 1384988
Package size 30 tbl fim Sample MZP 5019715
Package type BLI3 X 10 Released quantity 89160 PACKS
Manufacture date 10.01.2019 ); i / Russi
Expiry date 31.12.2021 mporting country ussia
Specification ND LP 001704 -180512

Marketing authorisation No.  LP-001704

Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
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 1 film-coated 9.9 mg
tablet

NMT 10’ CFU/g
NMT 10? CFU/g
absence {1g)

0 CFu/g
0 CFU/g
complics

complies AV < 15,0, Ph. Eur.

9.5mgto 10.5 mg

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)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 { last change 282125/2018)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

Tel: +420 267 241 111
Fax: +420 267 243 627

~ Zentwvar hs -
| /. ONTIVA & by
Approved by QP Zentiva, k.s. fng. Libuse Hladkd Dotnt Mécholupy
Page 2 of 2 Print: 15.5.2019
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