AEKJAPAIIASA O COOTBETCTBHUHA

JEKJIAPAHT, TIPHHUMAIOIHA JEKJAPAITHIO O COOTBETCTBHH
AQ "Canogpu Poccus”

| Ceedenus o pezucmpayuu opearnuzayuu: Mescpationnan uxcnexyus PedepanvHoti Hano20601 caysxchol Ne 46 no
- 2. Mocxse 01.01.2008, OFPH 1027739079940, oama npuceoenus OF'PH 19.08.2002.

- Aopec: 125009, 2. Mocxkea, ya. Teepcxas, 9. 22. Tenegpon/chaxc: 8 (493) 721-14-00/ 721-14-11

| B nuye: I'enepanvrbili Oupexmop Mouc O.A.

- Noeepennoe nuyo: Cmenaroe C.C., dogepennocme 6/n om 01.12.2017

3AABIAET, UTO

Aexapcmeenroe cpedcmeo. Pozyxapd, mabremuu nokpsimyie nrenourol obonouxoi 10 m2 10 wm., 6rucmepol
(9), nauxu xapmonnsie, PY Ne JII1-001704 om 18.05.2012 (dama 3amenst 25.08.2017) evidaro AO "Canoghu
Poccun", cepus 3130119, napmun 14112 ynaxoeox, 200en 0o 31.12.2021, npouseodcmea 3enmusa x.c.,
Yewckan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Doini Mecholupy, Czech Republic,
k00 OKTI2 21.20.10.149, koo TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic
MNe 9085332339 om 06.05.2019

COOTBETCTBYET TPEBOBAHUSIM
JIT 001704-180512 uzm. Ne 1-6

JEKJAPALIUA ITPUHATA HA OCHOBAHHH
npomoxon ucnvrmanuii Ne 13290 om 14.05.2019 HJI 000 HI] "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC CZ.dM08.C39964 om 15.05.2019

» i-'- U JEKJAPALTMA 15.05.2019
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Crenanos C.C.
o.H.0

CBEJIEHUSI O PETUCTPALIAMA

OPIAH IT0 CEPTUO®UKAILINH, 3SAPETUCTPHPOBABHIHAN JEKJTAPAITHIO

RA.RU. 11 M08 OPIAH ITO CEPTHOHKALIHH IIPOOVKIIHH OFLJECTBO C ONPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. I, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20p0d Mocxkea, yr. Macmepxosa, 0. 4, am. 5., men..(495)788-02-88, eeb-
caiim: oyxx.pe.

JEKJIAPAIIMA O COOTBETCTBUH 3APETHCTPUPOBAHA A POCC RU [J-CZ.®dM08.A.23925/19
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ZSNTIVA

A SANOF| COMPANY

Ceprudmkar nponssogurens ua cepuio Ne 1042

Hasearue npenapama Posykapn®
Homep npodyxma 11009393_ 0050 Cepust LIMS HV 1394468
Homep cepuu 3130119 Obpaaey HV 5065022
Ho3uposka 10 mr Cepus LIMS MZP 1388576
llexapcmeennas popma TabneTku, nokpuiTbie Obpazey MZP 5036376
nnesoYHoi obonovkoli
Konuvecmeo e ynakoeke 80 TabneTok, NOKpLITLIX BuinyuienHoe konuvecmeo 30 066 ynak.
NNeHo4YHoR oGonoYko
Tun ynakoeku KontypHas suelikosas Wmnopmupyiowan cmpara Poccus
ynakoBka, 9 x 10
Hama npouseodcmea 31.01.2019
Cpox 200nocmu 31.12.2021
Creyucpuxayus HA NN 001704-180512
Homep peaucmpayuonnozo NN -001704
docmoeepenus
Tlokasamens Pesynsmam Hopma
Onucanue
Brewnni ang -~ Coomercmyer Mpoponrosateie, OBOAKOBLINYKIIbIE
TabneTku ¢ pUCKOM, NOKpPLITLIE
e N nnéHouHon obonoukol ceetno-
po3oBOro LUeeTa.
MoankuHoCTL
PosysacraTun
PosyeacTaTtud — BIXKX Cootsercrayer CooTeeTCTBIE BpEMEHY yaepXVBaHUS
PosyeactaTuH - Yo Cooreercreyer Cooraetcreue cnekrpos
Kansuwit
Kanbumii Cootsercayer Cosnanenue oxpacku obpasua
Cpenuss macca Tabaerox
Cpennas macca Tabnerox 0,123 r Ot0,118r800,130r
OTtknoHeHne oOT  cpeamell  macChl COOTBETCTByeT Esponelickan Qapmakonen
noAeneHHLIX Tabnetok
PacnagaemocTe 2 MUK He Gonee 30 muH
Pacreopenue
PacreopeHue
Cpeanee xonuyecTso 96 %
Konuyecteo obpasijos 6
MurumaneHoe sHaveHne 94 %
MaxevmanbHoe 3Haverve 98 %
OueHka Cootsetcrayer He menee 75 % (Q) or samsnensoro
KomiaecTsa vepes 30 Mmun
Mocropouxue npumecu
Iprvecs usomepa <0,05% He Gonee 0,2 %
IlprMeck naxTona <0,05% He Gonee 0,5 %
TIpumecs 5-keTokHCAOTEI 0,1% He Gonee 0,5 %
EauHuyHan <0,05% He Gonee 0,2 %
HenaeHTUULMPOBaHHAR NpUMech
Cymma npumeceti 0,1% He Gonee 1,5 %
Mukpobuonoruyeckas yucrora '
MukpoBuonoruyeckas yncrota ganeBLiutyy
HEBOOHbIX NEKAPCTBEHHLIX _ rp‘;\
npenaparos Ana nepopansHoro R,
| npUMeHeHus ; ﬂ L
Cpdowan 10
Ymeepsxdero omdenom Aky6 Matycuxk Tpme=AX0.X F
KOHMPOns kayecmea Mognucs/ ¥ :

«3eHmuea, K.c.»

25-03-2019
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ZeNTIVA

A SANOFt COMPANY
Ceprudukar npoussoauTens Ha cepuio Ne 1042

Hassanue npenapama Po3ykapg®

Homep npodyxkma 41009393_ 0050 Cepus LIMS HV 1394468

Homep cepuu 3130119 Obpasey HV 5065022

Hosuposka 10 mr Cepun LIMS MzP 1388576

llexkapcmeennan ghopma TabneTku, NoKpbITLIE Obpazey MZP 5036376
nnexouroi obonouxoli

Konuyecmeo e ynakoske 90 TaBneTox, NOKPBITLIX  BamyieHHoe Koauyecmeo 30 066 ynax.
nneHouHoh o6onoukoil

Tun ynaxoeku KoHTypHan sueiikosas Wunopmupyrowas cmpana Poccus
ynakoeka, 9 x 10

Hama npoussodcmea 31.01.2019

Cpox 200HoCmU 31.12.2021

Cnevyughuxauus HA NN 001704-180512

Homep peesucmpauyuonrozo NN -001704

docmoeepenus

Obwee 41cno xn3HecnocobHbLIX 0 KOEnr He Gonee 10° KOE/r

23poBHBIX MUKPOOPraHM3MoB ; )

Obwee uucno apoxckesbix © 0 KOEN ¥ He 6onee 102 KOE/r

nnecHesbIx rpubos : -

Orcytcteue Escherichia coli Cootsetcrayer Cooteetcreyer
OaHopoaHocTs eautny S e
AOC3MPOBaHKA

OpHopoaHoCTL A03MpoBaHUA Cooteerctayer Esponeiickan dapmarkones,

Tafnetok AV £ 15,0
Konuvecteennoe onpegenexue
posyBacTaTMHa

KonuuyectsenHoe onpeaeneHKe 9.7 mr O1 9,5 mr 2o 10,5 mr

posyeactathia B 1 TaBnetke,

NOKPLITOA NNEHOYHOH 0BONOYKON

3AKNKOYEHMUE: COOTBeTCTBYeT cneLunduKkaLmm

Hacrominzm nogTeepxnato, aro nupopmawms, TpEACTaRNIeHHAA BILIE, HOCTOBEDPHA M TOUHA.

HaHHad cepus nexapcTBeHHOro Npenapata TPOM3BE/iEHa, YII2KOBAKA ¥ IPOKOHTPONNPOBANA Ha
TIpEANPUATHY, PabOTaOIIEM B COOTBETCTBHM € TPeGOBAHMAMHA Hannexameit nponssoacTeennoft npaxrukn (GMP)
MECTHOTO PEIaMEHTHPYIOIIETO OPTaHa H CeUH(HKANMAMY HOPMATHBHON ZOKYMEHTALHH CTPaHbl-HMIIOPTEpA.

Or4eTsl no npou3BoACTBY, yrakoBke U KOHTPO/TIO kauecTea MPOBEPEHBI i NIPH3HAHLI COOTBETCTBYIOMMMH
TpeboBarnam GMP.

YTBEPXJEHO NS BLINYCKA

MNriowaaka npoussoacTea u KOHTpONs Kauecrtea:
JenTHBa K.C. (OHMUHANEHEI NPEEMHHK KOMIAHNY «3eHTHES achrc 1

anBaps 2009 roza)

¥ Kabenoprmt 130 - 102 37 Iipara, Yemckas Pecry6nuxa Ten.: +420 267 241 111
TIpouzsoacTBenHan NUIEH3HS: 25473/2/INS/98(nocnen. wimenenne Qaxc: +420 267 243 627
282125/2018)

Cepruguxar GMP Ne sukls 105698/2014; 79633/201 6;22684/2017
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Ymeepx#0Oerno omdenom Axy6 Marycuk
KOHMPpOSsa Kayecmea Moanuce/
«3eHmuea, K.c,»
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ZENTIVA

Manufacturer batch certificate No. 1042

Name of product Rozukard® 10 mg p.t.
Product number 11009393 _ 0050 Batch LIMS HV 1394468
Batch number 3130119 Sample HYV 5065022
Strength 10 MG
Dasage form film-coated tablets Baich LIMS MZpP 1388576
Package size 90 tbl fim Sample MZP 5036376
Package type BLI9X 10 Released quantity 30066 PACKS
Manyfacture date 3).01.2019 Importi .
Expiry date 31.12.2021 iporfing country  Russia
Specification ND LP 001704 -180512
Marketing authorisation No.  LP-001704
Test Results Limits
i _—
Appereance ) o =
Appesrance- h
appearance complies Light pink, film-coated, oval, biconvex
tablet with halving score
Identification
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 | film-coated tablet 0.123g 0.118gt0 0.130 ¢
Uniformity of mass of divided tablets complies Ph.Eur.
Disintegration 2 min NMT 30 min
Dissotution test
Dissclution test
average amount 96 %
number of samples 6
min 94 %
max 98 %
evaluation complies Q=75%of declared amount in 30 min
Purity test
Purity test
known impurities individuatly - <0.05 % NMTO02% °
impurity isomer
known impurities individually - <0.05 % NMT0.5%
impurity lactone
Impurity 5-ketoacid 0.1% NMT 0.5 %
unknown impurities individually <0.05 % NMT 0.2%
total impurities 0.1% NMT 1.5%
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ZGNTIVA

Manufacturer batch certificate No. 1042

Marketing authorisation No. LP-001704

Name of product Rozukard® 10 mg p.t.

Product number  11009393_ 0050
Batch number 3130119

Strength 10 MG

Dosage form film-coated tablets
Package size 50 tb] flm

Package type BLIgX 10
Manufaciure date 31.01,2019

Expiry date 31.12.2021
Specification ND LP 001704 -180512

Batch LIMS HV 1394468
Sample HV 5065022

Batch LIMS MZP 1388576
Sample MZP 5036376
Released quantity 30066 PACKS
Importing country  Russia

Microbiological quality
Microbioloical quality of non-aqueous
preparations for oral use
total viable aerobic count
Total combined yeast / moulds count
Absence of Escherichia coli

Uniformity of dosage
umnits
content uniformity

Assay of rosuvastatin

assay of rosuvastatin in 1 film-coated
tablet

0 CFU/g
0 CFU/g
complies

complies

9.7 mg

NMT 10° CFU/g
NMT 10 CFU/g
absence (lg)

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
compliance with the GMP requirements of the EU and

Authorisation(s) of the destination country/countries.

APPROVED FOR RELEASE

Manufacturing and quality control site:

Zentiva k.s. (Jegal successor of Zentiva a.s. as of 1.1.2009)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic

finished product have been carried out in full
[when within the EU] with the requirements of the Marketin g

Tel: +420 267 241 111

Manufacture Autorization Number :25473/2/INS/98 ( last change 282125/2018)
GMPF Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

Approved by QP Zentiva, k.s.

Jakub Matusik
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Fax: +420 267 243 627
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