JAEKJIAPATIMSI O COOTBETCTBHUA

JEKJIAPAHT, MPHHEMAIOIIHE JEKJAPAHRIO O COOTBETCTBHH

AO "Canogpu Poccus"

Ceedenun o pezucmpayuu opzanusayuu: Mescpaiionnan uncnexyun @edepanbroii Harozoeoti caymbbut Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002,

Adpec: 125009, 2. Mocxsa, yn. Tsepcxar, 0. 22, Tenechon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvuviii dupexmop Mownoc O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01,12.2017

3AABJSAET, YTO

nexapcmeennoe cpedcmeo; Posyrapd, mabaemxu noxpuimuie nrerounoli obonouxoii 20 me 10 wm., 6rucmepbl
(3), nauxu xapmonnete, PY Ne JIIT-001704 om 18.05.2012 (dama samenw 25.08.2017) swidano AQ "Canoghu
Poccus"”, cepun 3540119, napmun 23520 ynaxoeox, 200en 0o 31.12.2021, npouseodcmea 3enmuea x.c.,
Yewickan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy, Czech Republic,
x00 OKII[2 21.20.10.149, xod TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic
N 9085326828 om 15.03.2019

COOTBETCTBYET TPEBOBAHHIM

JIT 001704-180512 uzm. Ne 1-5

JEKJIAPAITUS MPHHSITA HA OCHOBAHH

npomoxon ucnuimarui Ne 8850 om 27,03.2019 H/T 000 HI] "OAPMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC CZ.OM0O8.C37024 om 27.03.2019

cyvanr
| camod Fhcen
', Sanofi Russia AQ

Crenanos C.C.
HCh O.H.0

?%;‘;"’OFKBM

CBEAEHWS O PETHCTPAIIMA

OPTAH IIO CEPTH®HKAITHHA, SAPETHCTPHPOBABINHH JEKJIAPAIIAIO

RA.RU. 11 OMOS OPTAH IO CEPTH®HKAILIHH ITPOLYVKLHH OFIECTBO C OT'PAHHYEHHOH

OTBETCTBEHHOCTbIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, ya. Macmepxoea, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no

cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-

caim: oyxx.pQ.

JAEKJIAPAITUSA O COOTBETCTBHU 3APET'MCTPHPOBAHA M POCC RU A-CZ.®M08.A.19948/19
[ CTPA]IHII 27.03.2019

(\D| "{ Hunenxo H.B.

noztHCE Pyxosoputens OC




ZeNTIVA

A SANOFI COMPANY

Ceptudukart npoussoaurens Ha cepuio Ne 0901

ynakoska, 3 x 10

Ha3seanue npenapama Po3sykapa®

Homep npodyxkma 11009394_ 0001 Cepus LIMS HV 1391973

Homep cepuu 3540119 Obpaszey HV 5052326

Losupoeka 20 mr Cepus LIMS MZP 1385945

TlexapcmeenHan hopma Tabnetkw, nokpeiTele  Obpasey MZP 5023652
NNeHOYHON 0B0NOYKONH

Konudecmeo e ynakoske 30 TabneToK, NOKPLITEIX BbiAyLEeHHOe Konuyecmso 45 191 ynax.
NNeHOYHOW 0BONOYKOWH

Tun ynakogku KoHTypHas aueikoBans  MMnopmupyioujas cmpana Poccun

Lama npoussodcmea 18.01.2019
Cpok 200H0Cmu 31.12.2021
Cneyughuxayus ND LP 001704-180512
Homep peaucmpayuocnHoz0 LP-001704
ydocmoeepents
lTokazamens Peaynbimam Hopma
Onwucanue
BHewxui Bua CootsetcTByeT Mpoaonropatble ABOAKOBLINYKNLIE
TabneTkyn, NOKpbITEIE NAEHOYHO
050NOMKOI pPO30BOro UBeTa
NMoanuHHOCTL
PozyeacTatiH
PoaysacTtaTiH —~ BOMX CooTBetcTBYeT CooTBeTcTBME BPEMEHW yaAepKMBAHMWA
PosysactatuH - Y& CooTtBetcTByeT CooTBeTCTBME CNEKTPOR
Kanouui
Kansuwin CooTBeTcTBYET CoenageHue okpacku obpasuya
Cpenussn macca Tabnerox
Cpennas Macca TabneTok 0,245r 010,236rno0 0,260 r
PacnapaemocTb 2 MMH He Gonee 30 mMvH
PacTBOpEeHUe
PacTteopeHue
CpeaHee konu4ecTso 98 %
Konnuecrso obpasuoe 6
MuWHUManbHOE 3Ha4YeHue 97 %
MakcuMansHoe 3HaveHne 99 %
OueHka CooTeetcreyer He Mmenee 75 % ((Q) oT 3asBneHHOro
KonHyecTBa uepes 30 MUH
lMocTopoHHKE NPUMECH
IMpumeck uzomepa < 0,05 % He Gonee 0,2 %
IpuMech nakToHa < 0,05 % He 6onee 0,5 %
IpuMech 5-keTOKHCIOTHI < 0,05 % He Gonee 0,5 %
EavHu4aHas 0,1% He Gonee 0,2 %
HenaeHTUPUUNPOBAHHAR NPUMECH
Cymma npumecei 0,1 % He Gonee 1,5 %
MukpoGuonorunyeckan YMcToTa
MukpoBuonormieckas YucTota
HEBOAHBIX NEKAPCTBEHHBIX
nNpenaparos 4NA NepopanbHoro
NPUMEHEHNA

YmsepxOeHo ynonHomoveHHbiM  <TlognucaHo>

COmMpYOHUKOM KOMNanuu
«3enmusa, K.c.»

Napxa Nubywe
13.03.2019

Ctpannua 1 us 2

<[le4vats: 3eHTHBa, «3eHTUB], K.C.», ¥ KabenoBHbl
130 - 102 37 Npara 10, JonbHn Mexonynbl>

HaTta nevaru: 13.03. 2019




ZSNTIVA

A SANOFI COMPANY
Ceptudpukat nponssogurenn Ha cepmio Ne 0901

Haszsaxue npenapama Po3ykapn®
Homep npodyxma 11009394 _ 0001 Cepun LIMS HV 1391973
Homep cepuu 3540119 Obpasey HV 5052326
Hosuposka 20 mr Cepusn LIMS MZP 1385945
fekapcmeeHHas chopma TabneTkn, NOKPLIThIE Obpasey MZP 5023652
NNeHoYHOR OBONOYKON
Konuvecmao e yitakoske 30 TabneTok, NOKPITEIX BeinywlenHoe Konuvecmso 45 191 ynax.
NNeHOYHOR OBONOYKON
Tun ynaxoeku KoHTypHas syeikosan  MMaopmupyrouas cmpaxa Poccusn
ynakoska, 3 x 10
Hama npouseodcmea 18.01.2019
Cpok 2o0HoCMU 31.12.2021
Cneuyughukauyus ND LP 001704-180512
Homep peaucmpayuonnoz0 LP-001704
ydocrmoseperus
Obwee 4ncno xn3HeCcnocobHLIX 0 KOE/r He 6onee 10° KOE/r
a3poBHBIX MUKPOOPraHU3moB
O6Wwee 4MCNO  APONOKEBBIX WU 0 KOE/r He Bonee 102 KOE/r
nnecHesbiX rpubos
Orcyrcrene Escherichia coli CooTtseTcTBYET CooTBetcTBYET
OpHOpoAHOCTL eANHHL
DO3HPOBaHNA
OAaHOPOAHOCTE A03UPOBaHKA CooTBeTCTBYET Esponeiickas dapmakones,
TabneTok AV<=150
KonuuecteeHHOe onpeaeneHue
po3yBacTaTHHa
KonuwyecTeeHHoe  onpepeneHue 19,8 mr OT 19,0 mr go 21,0 mr
posyeactatuda B 1 Tabnetke,
NOKPLITOW NNEHOYHOW 0BONCHKON

3AKNIOYEHME: cootBeTcTBYET Cneludukaumn

Hactoawmnm noaTeepxaal, 4To HHGOpMaLHA, NpeACTaBIEHHAN Bhille, AOCTOBEPHA H TOUHA.

Januas cepus nexkapcTBeHHOro Npenapara MpoK3BeAeHa, ynakoBaHa H IPOKOKTPONHPOBAHA Ha
NpeaAnpyATHH, paboTaloLEM B COOTBETCTBHH ¢ TpeGoBanHaMu Haanexameii npoussoacreentoli npaktukH (GMP)
MECTHOTO PETNIAMEHTHUPYIOUIETO OPraHa H cneuH(HKaHAME HOPMaTHBHOH TOKYMEHTALUNH CTPAHBI-HMITOPTEPA.

OTueTe! [10 IPOH3IBOACTBY, YMAKOBKE M KOHTPO/IIO KAYECTBa NPOBEPEHB! H NPH3HAHBI COOTBETCTBYIOLKMH
Tpebosannam GMP.

YTBEPXOEHO ANA BbINYCKA

Mnowaaka nponssoacTBa U KOHTPONSA KavecTsa:
3eHTMBA K.C. (obMUMANbBHLIA  NPEEMHUK  KOMMNAHWK
«3eHTHBa a.c.» ¢ 1 aHeapsa 2009 roaa)

Y KabenoeHbl 130 - 102 37 MNpara, Yewckan Pecnybnuka )
MpouseoacTeeHHan nuueHsua: 25473/2/INS/98(nocnea. g:ﬂc :122% 22%7; 2211,, 161217
nuaMeHeHue 282125/2018) )

CepTuchukar GMP Ne sukls 105698/2014;

79633/2016;22684/2017.

YmeepxdeHo ynonHoMovyeHHbiM  <[lognucaHo> <Mevatk: 3eHTNBA, «3eHTHBA, K.C.», ¥ KabenoeHsl
COMPYGHUKOM KOMIaHuu Napka NnBywe 130 - 102 37 MNpara 10, JonbHn Mexonynbi>
«3@Hmuea, K.c.» 13.03.2019

Crpanuuya 2 us 2 Pata nevaTn: 13.03. 2018



ZSNTIVA

Manufacturer batch certificate No. 0901

Name of product Rosucard

Approved by QP Zentiva, k.s.

13 -03- 2019

'ng. Libu¥e Hladks

Page 1 of 2
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Print: 13.3.2019

Product number  11009394_ 0001 Batch LIMS HV 1391973
Batch number 3540119 Sample HV 5052326
Strength 20 MG
Dasage form film-coated tablets Batch LIMS MZP 1385945
Package size 30 tbt fim Sample MZP 5023652
Package lype BLI3 X 10 Released quantity 45191 PACKS
Manufacture date  18.01.2019 I ” fr Russi
Expiry date 31.12.2021 mporting country ussia
Specification ND LP 001704 -180512
Marketing authorisation No.  LP-001704
Test Results Limits
Appereance . ]
Appearance
appearance complies pink, film-coated, oval, biconvex tablet
Identification
Rosuvastatin
rosuvastatin - HPLC complies correspondence of RT
rosuvastatin - UV complies correspondence of specira
Calcium
calcium complies red colour
Average mass of |
film-coated tablet
average mass of | film-coated tablet 0245g 0236gt00.260 g
Disintegration 2 min NMT 30 min
Dissolution test
Dissolution test
average amount 98 %
number of samples 6
min 97%
max 99 %
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 0.1% NMT 0.2 %
total impurities 0.1% NMT 1.5 %
Microbiological quality
SSNTIVA | et

102 97 Praha 10
Dolnl Mécholupy



ZSNTIVA

Manufacturer batch certificate No. 0901

Name of product Rosucard

Product number  11009394_ 0001 Batch LIMS HV 1391973

Batch number 3540119 Sample HV 5052326
Strength 20 MG

Dosage form film-coated tablets Batch LIMS MZP 1385945
Package size 30 bl fim Sample MZP 5023652
Package type BLI3X 10 Released quantity 45191 PACKS
Manujactire date 18.01.2019 J; i . Russi

Expiry date 31.12.2021 mporting country  Russia
Specification ND LP 001704 -180512

Markeiing authorisation No.  LP-001704

Microbiological quality of non-aqueous
preparations for oral use
total viable acrobic count 0 CFU/g NMT 10* CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 10* CFU/g
Absence of Escherichia coli complies absence (1g)
Unifarmity of dosage
units
content uniformity complies Ph.Eur., AV < 15.0
Assay of rosuvastatin
assay of rosuvastatin in | film-coated 19.8 mg 190 mgto21.0 mg
tablet

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]J with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

APPROVED FOR RELEASE
Manufacturing and quality control site:
Zentiva k.s. (Iegal successor of Zentiva a.s. as of 1.1.2009) Tel: +420 267 24} 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 282125/2018)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

. /7 @NTIVA | B,
Approved by QP Zentiva, k.s. Ing. Libufe Hladk4 1oz &7 prahe 10
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