AERJIAPAIIUSI O COOTBETCTBUU

JEKJAPAHT, TIPHHUMAIOUIHAH JEKJAPAIIHIO O COOTBETCTBUH

AQ "Canogpu Poccun™

3apezucmpuposano : Mesxcpaiionnasn uncnexyus MHC Poccuu Ne39 no 2 Mockee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcran, 0. 22, Tenedpon:8 (495) 721-14-00

B nuye: Ienepanvhoiii dupexmop Adaman H.B.

Hosepennoe nuyo: Knoxoea 10.C., doeepennocms 6/n om 01.12.2017

3ASABJIET, UTO
. rexapcmeennoe cpedcmeo: Posyxapo mabnemiu noxpeimsie naenounoil oborouxon 40 me 10 wm., Grucmepo

(3), nauxu xapmonnsie, PY Ne JIIT-001704 om 18.05.2012 (dama samennt 25.08.2017) swioano AQ "Canogu
Poccua”, cepun 3810118, napmus 5400 ynaroeox, zo0en 0o 31.12.2020, npouszgodcmea Jenmusa x.c., Yewckas
Pecnybnura, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy, Czech Republic, kod OKTIJ]2
21.20.10.149, koo TH B3 3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ao
9085286402 om 03.04,20118

COOTBETCTBYET TPEBOBAHUAM

JIT 001704-180512 uzne. Ao [-5

AEKJAPAIMSE IPHHATA HA OCHOBAHUN

npomokon uenvimanuu Ne 912 0 om 09.04.2018 H/T OO0 HIL] "OAPMOBEOPOHA", ammecmam axkpedumayuu
POCC RU.0001.21DJ140, Cepmudgpuxam POCC CZ.OMO8.C11216 om 09.04.2018

TV TRy,

JAEKJIAPAIIMHA 09.04.2018

.
./’/%/ Krnokora K).C.
/ NOANHCE O 1.0

£

CBEJIEHMS O PETUCTPAITNA

OPTAH IO CEPTHOUKAILINHA, BAPETUCTPUPOBABIHVH AEKJIAPAIIUIO
RA.RU.11OM08 OPTAH ITO CEPTHOHKALIHH HPOJYKIIHH OFLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH HEHTP KOHTPOJIS KAYECTBA",
adpec opeanusayuu: 115280, o. Mockea, ya. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmupurayuu: 115280, 2. Mocxrea, yn. Macmeproesa, 0. 4, 5, men.:(495)788-02-88, seb-catim: oyxx.peh.

IlER APALTMA-Q COOTBETCTBHHA 3APETUCTPUPOBAHA N POCC CZ.dM08.497197
EFHCTP’ TIHH 09.04.2018

7 ‘// o Hupenxo H.b.
ﬁoﬂﬁ(:b/ Pyxosoautens OC
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SANQF]

Zentiva k.s. (odpuumansaLIi TpaBoTIpeeMHHAK Zentivaa.s. ot 01.01.2009 r.)
U kabelovny 130, 102 37, TIpara, Yeuickas Pecniybimxa

CEPTHOHIKAT AHAJTTM3A No 1141
Posykapn, TabueTkH, IOKPLITHIE DUIEHOYHOH 060109K0ii 40 Mr Ne 30 (3x10)

[ata n3rorornenns: 10/01/2018
Tonen no: 31/12/2020
Cepus: 3810118

HJ1 JIT1 001704-180512

ITOKA3ATETD HOPMbI PE3YIRTATHI
Onucanne Ipoaonrosarsie JBOSKOBBINYKIIbIE CootsercrByer
TabNeTKU ¢ PHCKOH, NOKpLIThIE
IeHouHoi obonoukoii ceetno-
PO3OBOTO 1iBeTa
IMopnmrnrocTn
Posyeacrarun (BOXKX) CoOTBETCTRYE BpEMEH YIepKHBAHMA Cooreercrayer
Pozypacrarun (YP) CootsetcThHe cniexipos Cootgercreyer
Kanbimi
Kanpimii CooTeerctayiommii user obpasna CoorsercTByeT
Cpexunas macea tabierkn, ROKPBITOi 0r0,470r-0,520r 0,492 r
TLAeHOYHO# 0bonouicoii
Pacnagaemocrn He 6oaee 30 mun 2 MUH
PacrBopeune 75 % (Q) uepes 30 Mun 93%
Ilocroponnue Hpamech
Exnavunas waentuduupposanyas NpHMECH He>02% <0.05 %
H30Mep
Enunmunas unentnduumporannas npaMecs He>0,5% 0.1%
AaKTOH
Ilpumeck 5-xetoxucora He > 0,5 % 0.1%
Epunnunas senaentudmmyposannas rpumeces | He > 0,2 % <0.05 %
Cymma npumecei _ He>1,5% 02%
Mukpobnoiorayeckas YucroTa I'd X1, xateropus 3A umu Egp. Coorsercreyert
Dapm.
Oaunopoanocts go3npopanny AV ne > 15,0 Esp. ®apm. CooTBeTcTRYET
Konuuecrsennoe onpeaesenne 38,0 Mr—-42,0 mr 39,7 mr
PoO3yBACTaTHHA B TabieTKe, NOKPLITOH
niaeHo4YHol oboaouKoii

3AKJIIOYEHME: Cootsercrryer TpebOBaHHsM crienHdHKAIHH.

3nech s NONTBEPHKIAIO, UTO NPHBe ICHHAS Bhime HEGOPMAILS SBIsETCS NPABWIEHOM ¥ TouHOM. [lannas
CEPH TIPOAYKTA NPOM3BENCHA, BIIIOAT YNIAKOBKY/MapKMPOBKY 1 KOHTDONb KauecTsa, Ha yKA3aHIOH
HHNKE NPOM3BOACTBEHHOH IIOIaNKe B IONHOM COOTBETCTBMH TpeGosammsM GMP MecTHOTO
PETHCTPALHORHOIO OpTaHa I 32perHCTPHPOBAKHON HA PHUHKE CTPAHMI-MMIIOPTEPA CHENHbYKALIE WK
HOPMATHBHOH [OKyMEHTAUMH HA NPOAYKT IS MCCACHYEMBIX MeIMIMHCKHX npenapaTos. 3amucH
TPOU3BOACTBEHHONO TPOUECCA, YNAKOBKM M aHANM3A MPOBEPEHH H TIPH3HAHEI COOTBETCTBYIONIMY
Tpebosanusm GMP S g

Pewenne: Bemymen 20/03/2018 Ynonromodernoe suno: Ing. leuseHl k3,

AD «Carodn Poccuns
Aapec: 125008, Mockaea, yn. Teepexar, 22, Tan.: (493) 721-1400. darc: (4853 721-1411. www.sanofiru



ZSNTIVA

A SANOF{ COMPANY

Manufacturer batch certificate No. 1141

Name of product Rozukard® 40 mg p.t.

Product number  11009397_ 6001 Batch LIMS HV 1327490
Batchnumber 3810118 Sample HV 4777584
Strength 40 MG

Dosage form film-coated tablets Batch LIMS MZP 1315734
Package size 30 tbl fim Sample MZP 4656251
Package type BLI3X 10 Released quantity 5400 PACKS
Manyfacture date  10.01.2018 I . .

Expiry date 31.12.2020 mporting country  Russia
Specification ND LP 001704180512

Marketing nuthorisotion No.  LP-001704

Test Results Limits
Appereance
Appearance
appesrance complies dark pink, film-coated, ovalbiconvex
tableis
Identification
Rasuvastatin
rosuvastatin - HPLC complies correspondence of RT
rosuvastatin - UV complies correspondence of spectra
Calcium
calcium complies ‘ concordant sample colour

Average mass of 1
coated tablet

average mass of § flm-coated tablel 0.492g 0470100520
Disintegration 2 min NMT 30 min
Dissolution test

Dissolution test

average amount B83%

number of samples 6

min 89 %

max D9 %

evaluation complies Q = 75 2% of declared amount n 30 min
Purity test

Purity test

krown impurities individually - <0.05 % NMT 0.2 %
impurity isomer

known impurities individually - 0.1 % NMT B35 %
impurity Jactone

Impurity 5-keloacid 0.1% NMT0.5%

unknown impurities individually <0.05 % NMT0.2%

total impurities 0.2% NMT 1.5%

Microbislogical quality
Microbial purity test
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ZSNTIVA

A SANOFI COMPANY

Manufacturer batch certificate No. 1141

Name of product Rozukard® 40 mg p.t.

Product mimber  11009397_. 0001 Batch LIMS HV 1327490
Batch number 3810118 Sample HV 4727584
Strength 40 MG

Dosage form film-coaled tablets Batch LIMS MZP 1315734
Package size 301tbl fim Sample MZP 4656251
Package type BLI3X 10 Released quantity 5400 PACKS
Monufacture date  10.01.2018 ) ; " Russi

Expiry date 31.12.2020 mporting cointry ussia
Specification ND LP 801704 -180512

Marketing authorisation No.  LP-001704

1otal viable aerobic count 0 CFU/g NMT 10° CFUTg
Total combined yeast / moufds count ¢ CFU/g NMT 102 CFU/g
Absence of Escherichia coli complies absence {1g)
Uniformity of dosage
units
contend unifermity complies AY <150, Ph. Eur.
Assay ol rosuvastatin
assay of rosuvastatin in | film-coated 39,7 mg 380 meto42.0mg
tablet

CONCLUSION ; Confermity with specification.

I hereby certify that afl the manufacturing stages of this batch of finished product bave been carried out in fusll
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) Tel: +420 267 241 11}
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufucture Auterizition Number :25473/2/INS/98 ( last change 362210/2017)
GMP Cenificate No.sukls 105698/2014, 79633/2016, 22684/2017
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