ZENTIVA

Ceprudukar NPpoOU3BOAUTE A HA cepuro Ne 3272

Haseanue npenapama

Po3ykapa®10 mr

Homep npooyxma 11009391_0050 Cepus LIMS HV 295374
Howmep cepuu 3150422
Joszuposka 10 mr Cepus LIMS MZP 271714
Jlexapcmeennas gpopma Tabnerku, MOKPHITHIC Buinywennoe xoauuecmeo 45 840 ynaxk.
IUICHOYHOM 000J104KOit
Tun ynaxoexu Konryphas s4elikoBas HUmnopmupyrowas cmpana Poccus
yInakoBka, 3 x 10 Howmep pecucmpayuonnozo JIIT-001704
yoocmogepenus
Jlama npouszeodcmea 29.04.2022
Cpox 2oonocmu 31.03.2025
Cneyugpuxayus HJI JITT 001704-180512
Tlokazamenw Cneyughuxayus Pezynomam
Onucanue
[IpononroBaTeie, TBOSIKOBBITYKJIBIC TAOICTKH C CootBeTcTByET
PHCKOM, MMOKPBITHIE MIIEHOYHOM 000I0UKON
CBETJIO-PO30BOTO IIBETA.
MoaanHHOCTH
PozyBacraTun — BOXKX Bpewms ynepxuBaHusi OCHOBHOTO IMHKa Ha CooTBeTCTBYET
XpOMaTorpaMMe HCIIBITYyEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
yAep>KUBaHM OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe CTaHAApPTHOTO pacTBOpa
po3yBacTaTHHA KaJIbIIHS.
PozyBacratun - YO Y ®-cnekTp OCHOBHOTO IUKa Ha CooTBeTcTBYET
XpOMaTOrpaMMe UCIIBITYEMOTO pacTBOpa
JIOJDKEH COOTBETCTBOBATh Y D-CHEKTpy
OCHOBHOTO TMKa Ha XpoMaTorpaMmme
CTaHJAapTHOI'O PacTBOpa po3yBacTaTHHA
KaJIbIIHS.
Kanbuit JloimkHO TPHOOpECTH KpacHOe OKpAITUBaHUE CooTBeTCTBYET
Cpennsisi Macca TadJIeTOK Or0,118r 100,130 0,123 r
OTKJIOHEHHE OT CpeTHeH MacChI 29/30 nooBUHOK TabneTkH — He MeHee + 15 %;
[OJI€JIEHHBIX TabJIETOK 1/30 onoBUHOK TabsETOK — He Oonee = 25 % CootBeTcTByET
OT OIpEeIEeIEHHON CpeHel MacChl
Pacnagaemoctnb He 6onee 30 mun 2 MUH
PacTBopeHue
KommuecTBo 06pa3ios 6
CpenHee 3HAYCHHE >75% 93 %
MunnManbHOE 3HaUCHNE 89 %
MaxcumanpHOe 3HaUYCHHE 96 %
Onenka He menee 75 % (Q) ot 3asBiIeHHOTO CootBercTBYyET
KosndecTBa uepe3 30 MuH
ITocToponHue MpuMecH
ITpumecs u3omepa He 6omnee 0,2 % <0,05 %
IIpumecs nakToHa He 6onee 0,5 % <0,05 %
[Tpumech 5-KETOKUCIOTHI He 6onee 0,5 % <0,05 %
Enuananas He 6onee 0,2 % <0,05 %
HeMAeHTH()UIINPOBaHHAS IPUMECH
CyMmMma mipumMecei He 6omnee 1,5 <0,05 %

BoinyweHo: MatuSik Jakub
Hama: 03-08-2022
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ZENTIVA

Ceprudukar NPpoOU3BOAUTE A HA cepuro Ne 3272

Haszsanue npenapama Po3ykapa®10 mr
Howmep npodykma 11009391 0050 Cepusa LIMS HV 295374
Howmep cepuu 3150422
Joszuposka 10 mr Cepus LIMS MZP 271714
Jlexapcmeennas ¢hopma TaGneTku, HOKPHITHIE Buinywennoe xoauuecmeo 45 840 ynaxk.
TUIEHOYHOH 060J109KOi
Tun ynaxoexu Konryphas s4elikoBas HUmnopmupyrowas cmpana Poccus
yInakoBka, 3 x 10 Howmep pecucmpayuonnozo JIIT-001704
yoocmogepenus

Jama npoussoocmea 29.04.2022
Cpox 2oonocmu 31.03.2025
Cneyugpuxayus HJI JITT 001704-180512
MuxkpoOuonoruieckas YucToTa
OO0111ee YKeiI0 KU3HECTIOCOOHBIX He Gonee 10° KOE/r 0 KOE/r
a’pOOHBIX MUKPOOPTaHU3MOB
OO11ee YHCI0 APOAIKEBBIX U He 6o0mee 10? KOE/r 0 KOE/r
TUICCHEBBIX TPUOOB
OrcytcrBue Escherichia coli OrcytcrBue (1r) CooTBeTCTBYET
OIIHOpOIlHOCTb A03UPOBaAHUA
OIHOPOTHOCTE JO3UPOBAHUS B cootBerctBHHm ¢ EBp.®.; AV< 15,0 CooTBeTCTBYET
Ta0IeToK

AV <150 6,5
KosuyecTBeHHOE OnpeneeHne Ot 9,5 mr o 10,5 mr 9,8 Mr
po3yBacrtartuHa B 1 TabneTke,
HOKPBITOH IJICHOYHOH 000J104KO

3AKIFOYEHMUE: CooTBercTBHE cienupuKANN.
Cepusi cootrBercTByeT TpeOoBanusiMm HopmatumBHoii JlokyMeHTanmmm, 3aperMcTPHMPOBAHHON B
Poccniickoii @egepanuy B HacTos1ee BpeMsl 10 NlepeYHCIeHHBIM MOKA3aTeJsIM KauyecTBa.

OJOBPEHO JJIs BBIITY CKA
IIpon3BoauTe b 1 KOHTPOJIb Ka4YecTBa:
«3eHTHBA K.C.» (0UIHANTBHEIN IpeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
Y Kab6enosus! 130, 102 37, IIpara 10, Jonsau Mexonynsl, Yenickas Pecybnuka ®dakc: +420 267 243 627

Homep munensun Ha npousBocTBo: 25473/2/INS/98 (mocnennee uzmenenue 21245/2022)
Ceprudukar GMP Ne 252740/2020

VTBep>KIEHO YIIOJIHOMOYEHHBIM JIMLIO 3€HTHBA, K.C.

JlaHHBII cepTUUKAT aHAIN3a TTOAMUCAH 3JICKTPOHHOH moanuckio B cucreme LIMS.

Bemymeno: Matusik Jakub Hara: 14-07-2022

.4 CoA Hacrtpoiika: N_COFA

;‘, [ara nevatu: 03-aBr-2022 12:37
i Ortyet 6esonacHoctu ID: 19 738

Basa naHHbIX:

{ LIMS_ELP_PROD_V8

BoinyweHo: MatuSik Jakub
Hama: 03-08-2022
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ZENTIVA

Manufacturer batch certificate No. 3272

Nams: Fozulard® 10 ms p.t.

Product mmber: 11009391_00%0

et He w5
Dasage form: Film-coated tahilet Mﬁﬂ\fs.@.‘_ 271714
Packase npe: BLIIX 10 Lor gquant. released- 45840 PAC
Mameyfacnire Dase: 20,04 2022 Importing coungy:  Bassia
Expiry dare: 31.03.2025 Markering authorisarion No.  LD-001704
Ipecificaran: ND LP 001704 -180512

Tasr Srecifoagon Resuir
Appearance Lizhr pink, film-coated, oval, bicomvex tblet with halving Complies

sCore

Rosuvastatin - HFLC The retention fime of the principal peak on the Complies
chromarogram of the tested solution is required to
comespond to the reteniion time of the principal peak on
the chromatngram of the roanmstatin calcium standard
solution
Rosuvastatin - TV The UV spectrum of the principal peak oo the Complies
chromatogram of the tested solufion is required to
carrespond to the UV specimmm of the principal peak on
the chromatngam of the roanmstatin calcimm sandard

solution
Calcium A red colour should be acquired Compliss
Mean tablet weight 0.118- 0123
0130g
Deviation from the mean weisht of For 2830 tablet halves — not more than = 153¢; for 130 Compliss
divided tablets tablet halves — not more than = 253¢ of the determined
mean weight
Disintegration == 30 Mimie 1 Mimte

Dizsolution
umber of samples [}
Averaze amoumt =T5% a3 %
Min B0

Evaluation Mot kess than 75% (CN) of the label claim at 30 mimbes Compliss

Tscemer impurity ==0.21%

Lactons impurity =05%

5-keto-acid impurity =05%

Ingsvidual unidentified impurity ==02%

Total imparities =15%

Total aerobic microbial count (TAMC) NMT W3 CFUE 8

Total yeasts'moulds count (TYMC) HMT 10°2 CFUigs®7 ¢ / -

Escherichia coli Absence (1 g0 07
TUniformiry of dozage units & e /D

(ompent nriformiry hmﬂnmemtel!mwg%ﬁ

AV

Issued By: Bartubik Talooh
Diaac 03062022
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ZENTIVA

Manufacturer batch certificate No. 3272

Name: Fomlard® 10 m= p.i.

Product mummber: 11009391_0050

Barch: 3150422 " - W5374

[— 10MG Batch LIMS5 HT: 33

Dazage form: Fitm-coated tahlat Baech LIMS MZP: aT1T4

Package npe: BLIIX 10 Lorquant. released- 43340 PAC

Marwyfacnire Dase: 20.04.2022 Importing counmy: Bassia

Expiry duare: 31.032025 Marketing authorization No.  LB-D01704

Ipecificanon: WD LP 001704 -130512

Tast Sneciffcadon Resuit

Aszay of rosovastatin in 1 film-coated 03 A8me
tabilet 105 me

CONCLUSION: Conformity with specification

The batch meets the requirements of the Momative Document ewrently registred in Russian Federation
on the listed quality parameters.

APPROVED FOR RELEASE

Manufacturing and quality control site: Tel =430 767 341 111
Zentiva k.s. (legal successor of Zentiva as. as of 1.1.2009) Fax: +320 267 243 627
U kabelovmy 130, 102 37, Prague 10, Dolm Mecholupy, Czech Republc

Manufacnre Amorization Mumber (254732 TN5/98 ( last change mkls21245/2022)

GMP Certificate Mo.sukls 25274002020

Approved by QP Zentiva, ks
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This Cofwas signed electromucally m LIMS system.
Released by- Matuiik Takub Release Diate:

Oht\

Led By Mameik Tk -
Dt 03.08.2002 Pags 22 et kgt 1347
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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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