ZSeNTIVA

Homep ceprudmkara npoussoaureas cepuu Ne 4930

Haszeanue
npenapama
Howmep npenapama
Homep cepuu
Jozuposka
Jlexapcmeennas
Gopma

Paszmep ynaxosku

Tun ynaxosxu
Jama npoussoocmsa

Jama ucmeuenus
cpoka 200HOCmU

3omak ®

11009378_0052

3491020

10 MI"

Ta0JIETKH, MTOKPHITHIC IIIEHOYHOI
000J104KOI

10 TabneToK, MOKPHITHIX INICHOYHON
0001109KO#

KOHTYPHASI SUEMKOBAS
VITAKOBKA 1 X 10

19.10.2020

30.09.2023

Cepus LIMS HV 1632938
Obpaszey HV 5438300
Cepusi LIMS MZP 1628503
Obpazey MZP 5418356

Bbmyu,;enﬁoe KoJjquvyecmeo

Cmpana-umnopmep

357 150 MAYEK

Poccus

Cneyugpuxayus H TINO013867/01-150212
Pezucmpayuonnoe
yodocmogepenue No: ITNO013867/01
THoxazamenu Pesynomamul Hopwmui
Onucanue
Onwucanue
OTIICaHHe COOTBETCTBYET MIPOJIOArOBaThie 0EJI0ro WM MOYTH
Oemoro 1BeTra TaOJETKH, MOKPHITHIC
TUICHOYHOW O0OJIOUKOW, C PUCKOW ISt
JCIICHUS
IMopnuHHOCTH
LHETUPU3UHA TUTHAPOXIOPUI — COOTBETCTBYET Bpems yaep:kuBaHUS OCHOBHOTO ITHKA
UCTBITaHAE A Ha XpOMAaTOrpaMMe  HCIBITyEMOTrO
pacTBopa IIOJDKHO COOTBETCTBOBATH
BPEMCHH YICPXUBAHUSA OCHOBHOTO
Ka Ha XpoMaTorpaMMe
CTaHJAPTHOTO PACTBOPA IETHPH3MHA
LETHPU3NHA TUTHAPOXIOPUI — COOTBETCTBYET YO-criekTp OCHOBHOTO THKa Ha
ucnsiTanie B XpoMaTorpaMme HCTBITYEMOTO
pacTBopa JOJDKEH COOTBETCTBOBATH
Y®-criekTpy OCHOBHOIO IHMKa Ha
XpOMaTorpaMmme CTaHIAPTHOTO
pacTBOpa IETUPU3UHA
TUTaHA JHOKCH]T COOTBETCTBYET HAOII0IaeTCs OPAHKEBOE
OKpAaIlIMBaHUE
Cpennsist macca | TabneTku, TOKPHITON 0,1245r 0,119-0,131 1 (0,125 r £ 5%)
TUICHOYHOU 000JI0UKON
OIHOPOIHOCTH MacChl COOTBETCTBYET 18/20 - ue 6onee + 7,5%
2/20 - e 6onee + 15%
OIHOPOTHOCTHh MACChI pa3/IeIeHHbIX COOTBETCTBYET 85% - 115%
Ta0JIETOK CpenHss Macca
Pacnanaemocth 7 MuH He 6osee 15 mun
PacTrBopenne
PacTBOpenue
CpeaHee KOJIMYECTBO 102 %
KOJINYECTBO 00pa3LioB 6
MMH. 99 %
Makc. 106 %
OLICHKa COOTBETCTBYET MuanMasHO 75 %4(

3asIBIICHHOTO KOJIHY-
JUTHAPOXJIOPHIA

Ymeeporcoeno ynonnomouennvim
auyom «3enmuea, K.c.»

01-12-2020

Eva Matoulkova
/Tlonmuce/

Crpanuna 1 u3 2
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ZSNTIVA

Homep ceprudmkara npoussoaureast cepuun Ne 4930

Hassanue 3opak ®
npenapama
Howmep npenapama 11009378_0052 Cepus LIMS HV 1632938
Howmep cepuu 3491020 Obpaszey HV 5438300
Jozuposka 10 MI Cepus LIMS MZP 1628503
Jlexapcmeennasn Ta0JIETKH, MTOKPHITHIC IIIEHOYHOI Obpasey MZP 5418356
Gopma 000J109KOH
Paszmep ynaxosku 10 TabneToK, MOKPHITHIX INICHOYHON Buinywennoe xoruuecmeo 357 150 TAYEK
00omouKon
Tun ynaxosxu KOHTYPHAS SYEMKOBASI Cmpana-umnopmep Poccus
YITAKOBKA 1 X 10
Jama npoussoocmea  19.10.2020
Jlama ucmeuenus 30.09.2023
cpoka 200HOCmU
Cneyughuxayus HJ TINO013867/01-150212
Pezucmpayuonnoe
yodocmogepenue No: ITNO013867/01
IMocToponHue npumecu
mpoaykt pasznoxenus (RRT 0,62) 0,1% He 6oiee 0,3%
eMHUYHBIC UACHTH(]. IpUMecH <0,05% He 6oiee 0,2%
eMHUYHBIE HeHIeHTH (. TpUMeCH <0,05% He 6oiee 0,1%
CyMMa npumecen 0,1% He 6oiee 0,7%
Muxkpo0uoJ0ornyecKasi YucToTa
MukpoOHoioruyeckas YucTora
HEBOJHBIX MPenaparoB AJisl IpueMa
BHYTpPb
Oo1m1ee yrciao a3poOHBIX 0 KOE/r He 6onee 10° KOE/r
MUKPOOPIaHU3MOB
OO1m1ee 9rCI0 APOAKIKEBIX H 0 KOE/r He 6omee 102 KOE/r
IIJICCHEBBIX TPHOOB
OrtcytcrBue Escherichia coli COOTBETCTBYET oTCcyTCTBYIOT (1 T)
OJHOPOJTHOCTH JTO3UPOBAHHMS COOTBETCTBYET AV <150
KoauyecTBeHHOE onpeaeneHue 9,9 mr oT 9,5 mr 10 10,5 mMr
LIETUPU3UHA TUTHIPOXJIOPHJIA B OJTHOM
TabJeTKe, MOKPBITOH IIIEHOYHON
000J104KOi

Nudopmanus o Belmycke

3AKJIIOYEHMUE: CooTBeTcTBHE ClienU(PUKAIIAN.
Cepust coorBercTByeT TpeOoBaHusiMm HopmatuBHO#l JlokyMeHTanuu, 3aperHCTPHpPOBAHHON B
Poccuiickoii @egepauyu B HACTOsILIEe BpeMsl 110 NePeYUCIeHHBIM I0KA3aTeaIM Ka4ecTBa.

OJOBPEHO JIJISA BBIITY CKA

IIpousBoauTEe b H KOHTPOJIb Ka4ecTBa:
«3eHTHBA K.C.» (OHUIHANBHEII IPpeeMHHK «3eHTHBa a.c.» ¢ 1.1.2009)
Y Ka6enosus 130, 102 37, I1para 10, Jonsau Mexonymnsl, Yenickas Pecriy6inka
Howmep nuuensun Ha npousBonctBo: 25473/2/INS/98 (nocnenunee n3menenue 260389/2020)
Cepruduxar GMP Ne 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631/2019

Ten: +420 267 241 111
Ddakc: +420 267 243 627

Eva Matoulkova
/Tlonmuce/

Ymeeporcoeno ynonnomouennvim
auyom «3enmuea, K.c.»
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ZCNTIVA

Manufacturer batch certificate No. 4930

Name of product  Zodac ®
Product number 11009378 _0052 Ratch LIMS HV 1632938
Batch number 3491020 S(II"/)/L' HV 5438300
Strength 10 MG 2 gt
Do.mf:c Jorm film-coated tablets Buatch LIMS MZP 1628503
Package size 10 thl fim Sumple MZP 5418356
Package type BLLIX 10 Released quantity 357150 PACKS
Manufacture date - 19.10.2020 Importing country  Russia
Expiry date 30.09.2023 nale
Specification ND P N013867/01-150212
Marketing authorisation No. P N013867/0)
Test Results Limits
Appercance
Appearance
appearance complics white to almost white film-coated
tablets of the oblong shape with halving
score
Identification
cetirizine dihydrochloride - test A complics 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 pcak 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 1 film-coated tablet 0.1245 ¢ 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 complics 85%- 115%
average weight
Disintegration 7 min NMT 15 min
Dissolution test
Dissolution test
average amount 102 %
number of samples 6
min 99 %
max 106 %

Approved by QP Zentiva, k.s. Mgr.EvaMatoukovs [ 1 -1)- 2020
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ZENTIVA

Manufacturer batch certificate No. 4930

Name of product  Zodac ®
Product mumber 11009378 _0052 Butch LIMS 11y 1632938
Butch number 3491020 Sample HV 5438300
Strength 10 MG - .
Dosage form film-coated tablets Batch LIMS MZP 1628503
Package size 10 tbl fim Sample MZP 5418356
/’acku;;c lype BLII X 10 Released quantity 357150 PACKS
Manufacture date 19.10.2020 Importing countr Russi:
Expiry date 30.09.2023 / & y HASIs
Specification ND P NO13867/01-150212
Marketing authorisation No. P NO13867/01

evaluation complies Atleast 75 % (Q) of the declared

amount of cetirizine dihydrochloride
after 20 min
Purity test

degradation product (RRT 0.62) 0.19% NMT 0.3 %
other known impurities individually <0.05 % NMT 0.2 %
unknown impurities individually 0.05 %, NMT 0.1 %
sum of all impuritics 0.1°% 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 102 CFU/g

Absence of Escherichia coli complies absence (lg)
content uniformity complies AV <= 150
Assay of cetirizine dihydrochloride in | 99 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 267241 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 sukls2603 89/2020) 57
GMP Centificate No.sukls 254516/201 7, 34233372018, 352900/201 8,244450/2019, 955631//2019

Approved by QP Zentiva, k.s. M Eva Matoulkows 01 -12- 200 ZeNTIVA
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ZENTIVA

Manufacturer batch certificate N 0. 4930

Name of product  Zodac ®

Product momber 11009378 _0052 Batch LIMS 11V 1632938

fatch mumber 1020 Sample 11V 5438300

Strength . \

Dosage form film-coated tablets Batch LIMS Mz 1628503

Packaye size 10 tbl im Sample MZP 5418356

Package type BLITX 10 Released quantity 387 150 PACKS
Manufaciure date 19.10.2020 / ‘ting countr Russi:

Expiry date 30.09.2023 mporting country U3t
Specification ND P N013867/01-150212

Marketing authorisation No. P N013867/01

Approved by QP Zentiva, k.s. Mgr. Eva Matoulkova 01 -12- 2020 ZQNT'VA
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