ZeNTIVA

Cepruduxar NPoU3BOAUTE A HA cepuro Ne 2706

Haszsanue npenapama Posykapn
Howmep npodykma 11009394_0050 Cepus LIMS HV 274494
Howmep cepuu 3700422
Hosupoexa 20 mr Cepus LIMS MZP 271669
Jlexapcmeennas ¢popma Tabnerku, MOKPHITHIE Boinywennoe xonuuecmso 45220 ymak
IUICHOYHOM 000JI09KOit
Tun ynaxosku Konrypnas sueiikoBas Hmnopmupyiowas cmpana Poccus
ymakoBka, 3x 10 Homep pecucmpayuonrozo JIIT -001704
yoocmogepenus
Jlama npouszeodcmea 29.04.2022
Cpox e2oonocmu 31.03.2025
Cneyughuxayus H/T1 JIIT 001704-180512
Tokazamenw Cneyugpuxayus Pesynomam
Onucanue
Omnmcanne [IpononroBatsie, TBOSIKOBHITYKJIIBIE CooTBeTcTBYET
TaOJCTKH, TIOKPBITHIC TUIEHOYHOM
000JI0YKO¥ PO30BOIO IIBETA.
HoganHHOCTD
PosyBacraTun
PosyBacraTun — BOXKX COOTBETCTBHE BPEMEHU YISPKUBAHUS CooTBeTCTBYET
PosyBacratun - YO CoOTBETCTBHE CIIEKTPOB CooTBeTCTBYET
Kanbinit
Kanpunit Kpachnoe okpaiinBanue CootBeTcTByET
Cpeausist Macca Ta0JIeTOK
CpenHsis Macca TabJIeTOK Ot 0,236 1 10 0,260 0,244
Pacnagaemocts He 6onee 30 mun 2 MuH
PacTBOpenue
PactBopenue
KonuuectBo 00pasios 6
CpenHee 3HAYCHHE >75% 95 %
MUHUMAJIBHOE 3HAYCHHUE 93 %
MakcumanbHOe 3HaYeHHE 97 %
Ouenka He menee 75 % (Q) ot 3asBieHHOTO CootBeTcTByeT
konuyecTsa uepe3 30 MuH
ITocToponHue MpuMecH
ITpumecs u3omepa He 6onee 0,2 % <0,05 %
[Ipumeck makToHA He 6onee 0,5 % <0,05 %
[Tpumech 5-KETOKUCIOTHI He 6oiee 0,5 % <0,05 %
Enuananas He 6oiee 0,2 % <0,05 %
HeMAeHTH()UIINPOBaHHAS IPUMECH
CymMma mpumeceit He 6oiee 1,5 % <0,05 %

MuxkpoOuonoruieckass YucToTa

Bueinyweno: Jakub Matusik
Jama: 09-06-2022
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ZeNTIVA

Cepruduxar NPoU3BOAUTE A HA cepuro Ne 2706

po3yBacTaTtuHa B 1 TabneTke,
MOKPBITOH IJIEHOYHOW 000JI0YKOH

Haszsanue npenapama Posykapn

Howmep npodykma 11009394_0050 Cepus LIMS HV 274494

Howmep cepuu 3700422

Hosupoexa 20 mr Cepus LIMS MZP 271669

Jlexapcmeennas ¢popma Tabnerku, MOKPHITHIE Boinywennoe xonuuecmso 45220 ymak
IJICHOYHOH 000JI04KOMH

Tun ynaxosku Konrypnas sueiikoBas Hmnopmupyiowas cmpana Poccus
ymakoBka, 3x 10 Homep pecucmpayuonrozo JIIT -001704

yoocmogepenus

Jlama npouszeodcmea 29.04.2022

Cpox e2oonocmu 31.03.2025

Cneyughuxayus H/T1 JIIT 001704-180512

Muxkpobuosoruaeckas 9ucToTa

OO1mee 9mciI0 KU3HECTIOCOOHBIX He 6onee 10° KOE/r 0 KOE/r

adpOOHBIX MHUKPOOPTAaHH3MOB

OO11ee YHCI0 APOAIKEBBIX U He 6onee 10> KOE/r 0 KOE/r

IUICCHEBBIX TPUOOB

OrcytcrBue Escherichia coli OtcytcrBue (1r) CootBercTBYyET

OIHOpPOAHOCTH 103MPOBAHMS <15,0 3,3

OIHOPOHOCTH JO3UPOBAHUS EBpomneiickas @apmakomnest, AV < 15,0 CooTBeTcTBYET

Ta0IeToK

KoauuyecTBeHHOE onpeaejacHue

po3yBacTaTuHa

KonngecTBeHHOE OIIpeacICHHE Ot 19,0 Mr o 21,0 Mr 19,7 mr

3AKVIFOYEHHUE: CooTBercTBHE cienupuKaU.

Cepusi cooTBeTcTBYET TpeboBanusM Hopmarushoit JlokymeHTaruu, 3apeructrpupoBannoii B Poccuiickoii @enepannu
B HACTOSIIIEE BpEMsI 10 NIEPEUUCICHHBIM MOKa3aTesIM KauecTBa.

OJIOBPEHO JJIA BBIITY CKA

IIpousBoauTeEIb M KOHTPOJIb KA4eCTBA:
«3eHTHBA K.C.» (0UIMANTBHBIN IPpeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009)
Y Kab6enosus! 130, 102 37, IIpara 10, Jonsau Mexonynsl, Yenickas Pecybnuka
Howmep nuneHsnu Ha npon3BoacTBo: 25473/2/INS/98 (mocnenuee nzmenenne 21245/2022)

Ceptudurkar GMP Ne 252740/2020

YTBep)KZ[eHO YHIOJIHOMOYE€HHBIM JIUIO 3eHTI/IBa, K.C.

JlauHEBIH cepTrdUKAT aHaIHM3a ITOIHCAH YIEKTPOHHON oanHchio B cucteme LIMS.

Beimymieno: MatuSik Jakub

Bueinyweno: Jakub Matusik
Jama: 09-06-2022

Jara: 09-06-2022
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Ten: +420 267 241 111
Daxc: +420 267 243 627
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ZESNTIVA

Manufacturer batch certificate No. 2706

Name: Rosucard
Product number: 11009394_0050
gf:, fzh 32’;’ 240(‘}‘22 Batch LIMS V. 274494
Dosage form: Film-coated tablet Batch LIMS MZ1': 271669
Puckage iype: BLE3IX 10 Lot quant. released: 45220  pAC
Manufacture Date: 29.04.2022 Importing country: Russia
Expiry date: 31.03.2025 Marketing authorisation No,  LP-0601704
Specification: ND LP 001704 -180512
Test Specification Result
Appearance Pink, film-coatcd, oval, biconvex tablet Complies
Identification
Rosuvastatin - HPLC The retention time of the principal peak on the Complics
chromatogram of the tested solution is required to
correspond to the retention time of the principal peak on
the chromatogram of the rosuvastatin calcium standard
solution.
Rosuvastatin - UV The UV spectrum of the principal peak on the Complics
chromatogram of the tested solution is reguired to
correspond to the UV spectrum of the principal peak on
the chromatogram of the rosuvastatin calcium standard
solution.
Identification
Calcium A red colour should be acquired. Complies
Mean tablet weight 0,236 - 0,244 ¢
0,260 g
Disintegration <= 30 Minute 2 Minute
Dissolution
Number of samples 6
Average amount >=75% 95 %
Min 93%
Max 97%
Evaluation Not less than 75% (Q) of the label claim at 30 minutes Complies
Impurities
[somer impurity <=02% <0,05 %
Lactone impurity <=0,5% <0,05 %
5-keto-acid impurity <=0,5% <0,05 %
Individual unidentified impurity <=0,2% <0,05 %
Total impurities <=1,5% <0,05 %
Microbiological quality
Total aerobic microbial count (TAMC) NMT 10”3 CFU/g 0CFU/g
Total yeasts/moulds count (TYMC) NMT 102 CFU/g 0CFU/g
Escherichia coli Absence (1 g) Complies
Uniformity of dosage units
AV <= 15,0
Content uniformity In accordance with the European Pharmacopoeia; AV <
15.0
Assay of rosuvastatin in 1 film-coated 19,0 -
tablet 21,0 mg

Issued By: Matu3ik Jakub

Date: 09.06.2022
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ZESNTIVA

Manufacturer batch certificate No. 2706

Name: Rosucard

Product number: 11009394_0050

o ::m Syudaz Batch LIMS HV. 274494
Dosage form: Film-coated tablet Batch LIMS MZP: 271669
Package type: BLI3 X 10 Lot quant. released: 45220 PAC
Manufacture Date: 29.04.2022 Importing country: Russia

Explry date: 31.03.2025 Marketing authorisation No.  LP-001704
Specification: ND LP 001704 180512

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: Tel: +420 267 241 111

Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009) Fax: +420 267 243 627

U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacturc Autorization Number :25473/2/INS/98 ( last change sukls21245/2022)

GMP Certificate No.sukls 252740/2020

Approved by QP Zentiva, k.s.

This CoA was signed electronically in LIMS system.
Released by: Matudik Jakub Release Date: 09.06.2022

V4 > 47
oA /5p: EN_COFA
Date w2022 1555

Issued By: Matustk Jakub
Date: 09.06.2022 Page2 of 2

Fséture teport ID: 14 022
S Databaze: LMs_EP_PROD V8
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	ЗАКЛЮЧЕНИЕ: Соответствие спецификации.
	Серия соответствует требованиям Нормативной Документации, зарегистрированной в Российской Федерации в настоящее время по перечисленным показателям качества.
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