ZSeNTIVA

Homep ceprudurara npoussoautesis cepun Ne 1149

Haszeanue
npenapama
Homep npenapama
Howmep cepuu
Jo3zuposka
Jlexapcmeennas
Gopma

Pasmep ynaxosku

Tun ynaxosku
Jama npoussoocmea

Jama ucmeuernus
cpoka 200HOCmU

3omak ®

11009379 _0052

3120220

10 MI'

TabJIETKH, MOKPBITHIE IICHOYHOMN
000J10UKOM

30 TabNeTOK, MOKPBITHIX TUICHOYHOM
000J10UKOMH

KOHTYPHAS STUEMKOBASI
VIIAKOBKA 3 X 10
28.02.2020

31.01.2023

Cepusa LIMS HV 1439376
Obpaszey HV 5283930

Cepus LIMS MZP 1438989
Obpaszey MZP 5281850
Buinywennoe xoauuecmeo 119 737 HAYEK
Cmpana-umnopmep Poccus

Cneyughuxayus HIATINO013867/01-150212
Pezucmpayuonnoe
yoocmogeperue No. TTIN013867/01
Tlokaszamenu Pesyromamul Hopmwi
Onucanue
Ornucanue
OTIMCaHHE COOTBETCTBYET MPOJONTOBaTEIe OEJI0ro WM ITOYTH
Oemoro 1BeTa TAaOJETKH, MOKPHITHIC
IUICHOYHOU 00O0JIOYKOM, ¢ PUCKOM Juist
JICIICHUS
HoaauHHOCTH
LUETHPU3UHA JUTHUAPOXIOPUT — COOTBETCTBYET Bpems yaep:kuBaHHMs OCHOBHOTO KA
UCTBITaHUE A HAa XpOMAarorpaMMme  HCIBITYyeMOTO
pacTBopa JIOJDKHO COOTBETCTBOBATh
BPEMEHH YACP)KUBAaHUS OCHOBHOTO
MKa Ha XpomaTorpaMme
CTaHIAPTHOTO PAaCTBOPA HETHPHU3NHA
LHETHPU3NHA TUTHUAPOXIOPUT — COOTBETCTBYET YO-criekTp OCHOBHOTO TIMKa Ha
nucneITanne B XpomarorpaMme HCIBITYEMOTO
pacTBOpa [ODKEH COOTBETCTBOBATH
Y®-cniekTpy OCHOBHOIO IHKAa Ha
XpoMarorpaMme CTaHJAPTHOTO
pacTBOpa LETUPHU3HHA
TUTaHA JUOKCHUJT COOTBETCTBYET HAOIIOIAaeTCs OPAHKEBOE
OKpAaIlIMBaHUE
Cpennsist macca 1 TaGIeTKH, TOKPBITOM 0,1246r 0,119-0,131 1 (0,125 r £ 5%)
IJICHOYHOH 000JI0UKOM
OIHOPOAHOCTH MACCHI COOTBETCTBYET 18/20 - e 6omee + 7,5%
2/20 - ue 6osee + 15%
OIHOPOIHOCTD MACChl Pa3IeIeHHBIX COOTBETCTBYET 85% - 115%
Ta0JIETOK CpenHssI Macca
Pacnagaemoctb 5 MuH He 6onee 15 mun
PacTtBOopenne
PactBopenue
cpenHee KOJIMYECTBO 103 %
KOJIMYeCTBO 00pasIoB 6
MMH. 101 %
MakKc. 105 %
S0 o COOTBETCTBYET Munumansro 75 % (Q) ot

oW
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3as1BJICHHOTO KOJIMYECTBA IETHPH3HHA
Juruapoxyopuaa uepes 20 MuH

, \ 1\
Ymeepo <0 ; yc;iOJZHOMOl{eHHble \

TUYOM [ p%

Eva Matoulkova
/Tlommucs/

.‘f Crpannna 1 u3 2

«3eHTuBa, K.C.» Y
Ka6enosusr 130 102
i 37 Ipara 10 JosnbHu
i Mexomymst
Pacneuarano: 17.3.2020
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ZSeNTIVA

Homep ceprudurara npoussoautesis cepun Ne 1149

Haszseanue 3opak ®

npenapama

Howmep npenapama 11009379_0052 Cepus LIMS HV 1439376

Howmep cepuu 3120220 Obpazey HV 5283930

Jo3zuposka 10 MI' Cepus LIMS MZP 1438989

Jlexapcmeennas TaOJICTKH, MIOKPBITHIC TUICHOYHOU Obpaszey MZP 5281850

Gopma 000JI09KOH

Pasmep ynaxosku 30 TabIeToK, HOKPHITHIX MICHOYHOM Buinywennoe xoauuecmeo 119 737 HAYEK
0005104KO

Tun ynaxoexu KOHTYPHAS SSYUEMKOBAS Cmpana-umnopmep Poccus

VYIIAKOBKA 3 X 10
Jama npoussoocmea  28.02.2020

Jlama ucmeuenus 31.01.2023

cpoka 200HOCmU

Cneyughuxayus HIATINO013867/01-150212
Pezucmpayuonnoe

yoocmogeperue No. TTIN013867/01

IMocTroponHune npuMecu

mpoaykt pasioxenus (RRT 0,62) <0,05% He 6omee 0,3%
€IMHUYHBIC HICHTU(]. IPUMECH <0,05% He 6oiee 0,2%
€IMHUYHbIC HEUJCHTHU ). PUMECH <0,05% He 6oiee 0,1%
cyMMa npumecei <0,05% He 6onee 0,7%

MuxkpoOuonoruyeckas YucToTa
MukpoOHoorniyeckas YucToTa
HEBOJHBIX IIPENapaToB i IpuemMa

BHYTpb

Oo1ee yrcio a3poOHBIX 0 KOE/r He 6onee 10° KOE/r
MHUKpPOOPTaHHU3MOB

OO61Iee 9uCIio TPONKIKEBBIX U 0 KOE/r He 6omee 102> KOE/r
IJICCHEBBIX TPHOOB

OrcytcrBue Escherichia coli COOTBETCTBYET oTcyTCTBYIOT (1 T)
OJHOPOJHOCTH JO3HPOBAHHS COOTBETCTBYET AV <150
KonuyecTBeHHOe onpeeneHue 10,1 mr ot 9,5 mr 10 10,5 mr

LHEeTUPU3UHA JUTUAPOXJIOPUAA B OJHOM
TabieTKe, MOKPHITOH IIEHOYHON
000104KO0H

HNnudopmanus o BbIMyCcKe

3AKIFOYEHHUE: CooTBercTBHE cienupuKALNN.
Cepusi coorBercTByerT TpeGoBaHussM HopmaTuBHoii lokyMeHTammu, 3aperucTpHMpPOBAHHOH B
Poccuiickoii @enepanuu B HacTosIIee BpeMs 110 MepeYHCJIeHHBIM MTOKa3aTeJIAM KadecTBa.

OJOBPEHO JJIs1 BBIITY CKA

HpOI/BBOZ[l/ITeJ'Ib M KOHTPOJIb KavyecTBa:
«3eHTHBA K.C.» (0QUIHANBHEIN IPEeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009)
YV Kabenosus! 130, 102 37, Ipara 10, Joasuu Mexounymnsl, Yenickas Pecry6mmka
Homep munensun Ha npou3BoacTBo: 25473/2/INS/98 (mocnennee nzmenenue 166942/2019)
Ceptudukar GMP Ne 25416/2017, 342333/2018, 352900/2018

Ymeeporcoeno ynonnomouennvim Eva Matoulkova 5 3%)" 2
H 'Q‘L:". SV ’T‘z’
auyom «3enmusa, K.c.» /Tlommucs/ 37 Hpara“lU"ﬂ“&%’ﬁﬁn

i Mexomymst
17-03-2020 Crtpanuna 2 u3 2 Pacneuarano: 17.3.2020



ZeNTIVA

MpunoxxeHune k ceptucdmkaTty aHanmsa (conposoanTesibHOE NUCbMO)

Hasanue npoayxra: 3onak®
Howmep cepuu: 3120220
GMID: 725663
JlaTa mpou3BoOACTBA: 28.02.2020
CpOK TOJTHOCTH: 31.01.2023

Howmep PeructpannoHHOro ya0CTOBEpPEHMUS,

3apeructpupoBanHoro B Poccuiickoit @enepanuu:

T N013867/01

A®U (nazBanne ADU, HazBaHWe U aapec MPOU3BOICTBEHHON TUIOMIAKH):

Haszsanne ADU (MexayHApOIHOE): HeTtupusuna Juruapoxaopus

Hassanue npoussonurens AOU:

Anpec npousBoaurens AOU:

Maiinen Jlabopatopus Jlumuren

11 Plot. Ne14, 99&100 I.D.A., Pash. PH, Patancheru, Medac District,

Telangana 502 307

Hacrosmum monrBepxkmaercs, dro manHas cepus JIII 3omak® coorBeTcTByeT TpeOoBanwsM HopmaTtuBHOMI

JMIOKyMEHTAIMN (KaK YacTH PETUCTPAIMOHHOTO JI0Che), 3aperucTpupoBaHHONW B Poccuiickoit ®denepanum B

HaCTOAIICC BPEM:, 110 MICPCUUCICHHBIM ITOKA3aTCIAM Ka4€CTBaA.

HaCTOﬂIIII/IM NOATBEPIKAACTCA, YTO CEPUA COOTBETCTBYCT Tpe60BaHI/I$IM pa3aciioB «YnakoBKa» W «Mapxnpomca»

HopMmaTusHO# noKyMeHTaluy, 3aperucTpupoBanHoiil B Poccuiickoit denepanun B HaCTOAIIEE BpeMs.

Tloamucek/data: 17.03.2020 noonuce

Nms: Eva Matoulkova

JlOoIDKHOCTE: YIIOJTHOMOYEHHOE JIUIIO

ZENTIVA ks.. - U Kabelovay 130 - 102 37 Prague 10 - Czech Republic

Tel (+420) 267 243 111 - Fax (#420) 272702402 - E-manl zentinaa zentiva com - wa s 260tna ¢z 1D No 49240030 VAT No
Cusbank Europe ple. organizatni stozha - EUR Ace No. 2008151005/2600 - EUR IBAN CZ33 2600 0000 0020 0815 1005

R d inthe 1 regaster by the Municipal Court n Praguc - Section A - Eniny 64046
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ZSNTIVA

Manufacturer batch certificate No. 1149

Name of product  Zodac ®

Product number 110093790052 Batch LIMS 1V 1439376
Batch number 3120220 Sample HV 5283930
Strength 10 MG g )
Dosage form film-coated tablets Batch LIMS MZP 1438989
Package size 30 thl fim Sample MZP 5281850
/L
Package type / BLI3X 10 Released quantity 119737 PACKS
Manufacture date 28.02.2020 i . oy
Expiry date 31.01.2023 Importing country Russia
Specification ND P NO13867/01-150212

Marketing authorisation No. P NO13867/01

Test Results Limits
-:\—[;pcrcaucc ' ' - ) ' ' o
Appearance
appearance complies white to almost white film-coated
tablets of the oblong shape with halving
score
Identification
cetirizine dihydrochloride - test A complies The retention time of the principal peak

in the chromatogram obtained with the
test solution must correspond to the
retention time of the principal peak in
the chromatogram obtained with the
standard solution of cetirizine
cetirizine dihydrochloride - test B complics 'The principal peak UV spectrum of the
chromatogram obtained with the test
solution must be consistent with the
main peak UV spectrum in the
chromatogram obtained with the
standard solution of cetirizine

titanium dioxide complies orange colour observed
Average mass of | film-coated tablet 0.1246 g 0.119-0.131g(0.125 g + 5 %)
Uniformity of mass complies 18/20 - NMT £7.5%
2/20--NMT £ 15%

Uniformity of mass of subdivided tablets complies 85% - 115%
average weight
Disintegration S min NMT 15 min

Dissolution test
Dissolution test

average amount 103 %
number of samples 6
min 101 %
max 105 %
Approved by QP Zentiva, k.s. \y 1 Matoukowe Z@NTIVA | I ke
17 -03- 2020 {102 37 Prahn 10
t/w i Dolnf Mécholupy

Page 1 of 3 Prinf: 1732020



ZSNTIVA

Manufacturer batch certificate No. 1149

Name of product  Zodac ®

Product number 11009379 _0052 Batch LIMS HV 1439376

l‘imch number 312032() Sample 11V 5283930

Strength 10 MG ) S, 0Qc

Dosage form film-coated tablets Buatch LIMS MZI 1438989

Package size 30 tbl im Sample MZP 5281850

Package type BLI3X 10 Released quantity 119737 PACKS
Manufacture date 28.02.2020 ] ting ¢ oy s

Expiry date 31.01.2023 mporiing country — Russia
Specification ND P NO13867/01-150212

Marketing authorisation No. P NO13867/01

cvaluation complies At least 75 % (Q) of the declared
amount of cetirizine dihydrochloride
after 20 min

Purity test

degradation product (RRT 0.62) <0.05 % NMT 0.3 %
other known impurities individually <0.05 % NMT 0.2 %
unknown impurities individually <0.05 % NMT 0.1 %
sum of all impurities <0.05 % NMT 0.7 %

Microbiological quality
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 (Ig)
content uniformity complies AV <= 15,0
Assay of cetirizine dihydrochloride in | 10.1 mg 9.5mgto 10.5 mg

film-coated tablet

Release information

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:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009) Tel: +420 267 241 111
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 166942/2019)
GMP Certificate No.sukis 254516/2017, 342333/2018, 352900/2018

. HE)
Appr oved by QP Zentiva, k.. Mgr. Eva Matouthoue ZGNTIVA ui’!«ﬁ!&ﬁy’}ao
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ZSNTIVA

Manufacturer batch certificate No. 1149

Name of product  Zodace ®

Product number 110093790052 Batch LIMS HV 1439376

If‘alch number 3120220 Sample HV 5283930

Strength o M Batch LIMS MZP 1438989

Dosage form film-coated tablets aten LiM, ’ )

Package size 30 thl im Sample MZP 5281850

Package type BLI3X 10 Released quantity 119737 PACKS
Manufacture dute 28.02.2020 J; ‘ing countrv Russi:

Expiry date 31019023 mporting country ussia
Specification ND P NO13867/01-150212

Marketing authorisation No. P NO13867/01

Approved by QP Zentiva, k.s. Mg tva Matoutkove P

r

TIVA | Blmra

1 7 -03- 2020 i 10237 Prane 10
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ZENTIVA

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: Zodac ®

Batch Number: 3120220

GMID: 725663

Manufacturing Date; 28.02.2020

Expiry Date: 31.01.2023

Reference number to MA registered in Russia: 1 NO13867/01
API (name of API, name and address of manufacturing site):
APl name: cetirizine dihydrochloride

API manufacturer: Mylan Laboratories Limited

API manufacturer s address: II Plot.No.14,99&100 1.D.A.,Pash.PH, Patancheru,Medac District, Telangana, 502
307

Itis confirmed that current batch of Zodac ® meets the requirements of the Normative Document (as a part of
Regulatory dossier) currently registered in Russian Federation on the listed quality parameters.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normative
Document currently registered in Russian Federation.

Signature/Date: 401 2020

Printed Name: Eva Matoulkova (/L“/{’\\

Title: Qualified Person

kabelovny 139
102 37 Prahya 10
Doln{ Mécholupy

ZGNT'VA 6emlva. k.s.

61

ZENTIVA ks.. - U Kabelovay 130 - 102 37 Prague 10 - Czech Republic

Tel  (+420) 267 243 111 - Fax (+420) 272702402 - E-mail zentinaa sentiva com - winw 2eatna ¢ - 1D No 49240030 VAT No CZ49240030
Cuibank Europe ple. organizatni stozha - EUR Ace No. 2008151005/2600 - EUR IBAN CZ33 2600 0000 0020 0815 1005

R d 1n the ¢ 1 register d by the Municipal Court 1 Praguc - Section A - Entry 64046
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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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