ZSNTIVA

Cepruduxar cepuu npoussoauresas Ne 4741

Haseanue npodyxma 3oaak 3Kcnpecc

Howmep npodyxma 11009381_0054 Cepus LIMS HV 1679490

Howmep cepuu 3100921 Obpaszey HV 5653687

Losuposka SMI' Cepus LIMS MZP 1674886

Jlexapcmeennast TaOJICTKH, TOKPBITHIC Obpaszey MZP 5628989

¢dopma TJICHOYHOM 000JI0UKOM

Paszmep ynaxosxu 7 TabJCTOK, MIOKPBITHIX Buoinywennoe 86 196 ITAYEK
IUICHOYHOU 00O0JI0YKOM KOauuecmeo

Tun ynaxosku Bmacrep 1 X 7 Cmpana-umnopmep Poccus

Jama npoussoocmea  29.09.2021

Jlama ucmeuenus 31.08.2024

CpoKa 200HOCmU

Cneyughuxayus JITT 002216-030913

Pezucmpayuonnoe yoocmosgepenue Ne: JIT1-002216

Tlokazamenu Pezynemamui Hopmui
Onucanue
Ornucanue
oIucaHue COOTBETCTBYET MIPOJIOITOBAThIE JIBOSIKOBBIITYKJIbIE
TabJyeTky, MIOKPBITBIE TUIEHOYHOH
000J10UKOM, 0eloro WM IOYTH OeIoro
LBETa, C TPaBUPOBKOM «e» Ha OJHOMU
CTOpOHE.
[lopnuuHOCTH
nesonetupusut (YIXKX) COOTBETCTBYET Bpemst ynepxuBaHHS OCHOBHOTO HHKa Ha
XpOMarorpaMMe HCIIBITYeMOTO PacTBOpa
JIOJDKHO COOTBETCTBOBATH BpEMEHH
yIepKUBaHUS  OCHOBHOIO  IIMKa  Ha
XpoMarorpaMMe CTaHJapTHOTO pPacTBOpa
JIeBOLICTUPU3HHA
nesouerupusuH (Y D- COOTBETCTBYET Y®-cniektp OCHOBHOTO MMKa Ha
CIEKTPO(YOTOMETPUIECKH) XpOMaTorpaMMe HCHBITYyEMOT0 pacTBOpa
JIOJDKEH  COOTBETCTBOBATH Y ®P-CHIEKTpY
OCHOBHOTO IIMKa HA XpoMarorpamme
CTaHJapTHOTO PacTBOpa JEBOLETUPU3NHA
Xnopuast
Xnopust COOTBETCTBYET BEITIAJICHUE OCaIKa
Cpennsist Macca 1 Tabnetku 103,7 mr ot 99,7 mr 10 110,3 mr
OTKJIOHCHHE OT CpeIHEH Macchl COOTBETCTBYET 18/20 Tabnerok - He Gonee + 7,5%
Bonaa
Bonaa 4.8%
PactBopenue
PactBopeHue
% OT 3as1BJIGHHOT'0 KOJIMYECTBA B 105%
teuenne 20 muH (Q=80%)
KOJIMYECTBO 00pa3IoB 6
Pacnanaemoctb
Pacnagaemocts 5 Mun
IMocroponHne npumecu
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ZSNTIVA

Cepruduxar cepuu npoussoauresas Ne 4741

Haseanue npodyxma 3oaak 3Kcnpecc
Howmep npodyxma 11009381_0054 Cepus LIMS HV 1679490
Howmep cepuu 3100921 Obpaszey HV 5653687
Losuposka 5MI’ Cepus LIMS MZP 1674886
Jlexapcmeennast TaOJICTKH, TOKPBITHIC Obpaszey MZP 5628989
¢dopma TUICHOYHOH 000JI0UKOM
Paszmep ynaxosxu 7 TabJCTOK, MIOKPBITHIX Buoinywennoe 86 196 ITAYEK
TUIEHOYHOH 000JI0UKOH KOauuecmeo
Tun ynaxosku Bmacrep 1 X 7 Cmpana-umnopmep Poccus
Jlama npoussoocmea  29.09.2021
Jlama ucmeuenus 31.08.2024
CpoKa 200HOCmU
Cneyughuxayus JITT 002216-030913
Pezucmpayuonnoe yoocmosgepenue Ne: JIT1-002216
Ennnuynas naeHTHGUINPOBaHHASL
pHUMeCh
npumech F <0,05% He 6oiee 0,4%
npumeck RCT3 0,1% He 6ouee 0,4%
STUJIOBBIN 3(Hp JTEBOLETUPH3HHA <0,05% He 6omee 0,4%
EnunudHast nueHTHOUINPOBaHHASL
IpHUMech
npuMech A <0,05% He 60mee 0,2%
npumech B <0,05% He 60mee 0,2%
npumecs C <0,05% He 60mee 0,2%
npumecs D <0,05% He 6oiee 0,2%
npumech E <0,05% He 6omnee 0,2%
Envanynas HenaeHTHQHUIUPOBaHHAS 0,1% He 6oiee 0,2%
pUMech
Cymma npumeceit 0,1% He 601ee 1,0%
OnTuyeckas YUCToTa
(S)-snanTHOMED 0,1% He 6onee 1,0%
MHUKpOGHOIOTHYIECKasT YHCTOTA
MHUKpOGHOIOTHYIECKAsT YHCTOTA
MHUKpOGHOIOTHIECKasT YUCTOTA —
Kareropus 3A
OO61mee YHCI0 a3POOHBIX 0 KOE/r He 6onee 10° KOE/r
MHKPOOPTaHH3MOB
O0111e€ YUCITO APOKIKEBBIX U 0 KOE/r He 6onee 102KOE/r
IUIECHEBBIX IPUOOB
OrcyrcrBue Escherichia coli COOTBETCTBYET OtcyrctBue B 1 T
OnHOPOIHOCTH AO3UPOBAHUS
OJIHOPOJHOCTH COJIEPIKUMOTO COOTBETCTBYET AV <150
KonunuecTBeHHOE onpeesieHue
JICBOLICTUPHU3MHA JUTrHUApOXIopuaa B 1 5,07 mr oT 4,75 MEA
TaleTKe, MOKPHITON MIIGHOYHOH 000JI0UKOH

HNndopmanust 1o BLIMYCKY

3AK/IIOUYEHHUE: CooTBeTcTBYET crienupu
Cepust coorBetcTBYeT TpeboBanmsiM HopmaTuBHON JIoKyMEHTAIH, 3apeTi
denepanyu B HACTOSIIEE BPEMs [0 MIEPEINCICHHBIM ITOKA3aTENSIM KauyeCTBa

OJOBPEHO K BBbIITYCKY

Ymeeporcoeno ynonnomouennvim nuyom
3enmusa, K.c.

Sxy6 Marycuk (moxmucs) 27.10.2021
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ZSNTIVA

Cepruduxar cepuu npoussoauresas Ne 4741

Haseanue npodyxma 3oaak 3Kcnpecc

Howmep npodyxma 11009381_0054 Cepus LIMS HV 1679490

Howmep cepuu 3100921 Obpaszey HV 5653687

Losuposka 5MI’ Cepus LIMS MZP 1674886

Jlexapcmeennast TaOJICTKH, TOKPBITHIC Obpaszey MZP 5628989

¢dopma TUICHOYHOH 000JI0UKOM

Paszmep ynaxosxu 7 TabJCTOK, MIOKPBITHIX Buoinywennoe 86 196 ITAYEK
TUIEHOYHOH 000JI0UKOH KOauuecmeo

Tun ynaxosku Bmacrep 1 X 7 Cmpana-umnopmep Poccus

Jlama npoussoocmea  29.09.2021

Jlama ucmeuenus 31.08.2024

CpoKa 200HOCmU

Cneyughuxayus JITT 002216-030913

Pezucmpayuonnoe yoocmosgepenue Ne: JIT1-002216

IIpousBoauTeE b M KOHTPOJIb KA4eCTBA:
«3enTHBa K.C.» (0pHIMaNbHbIN NpeeMHHK «3eHTrBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
YV Kabenosus! 130, 102 37, Ipara 10, Joasuu Mexounymnsl, Yenickas Pecry6mka ®dakc: +420 267 243 627
Howmep nnuensun Ha npon3BoacTso: 25473/2/INS/98 (mocnenuee m3menenue skuls260389/2020)
Ceprudurxar GMP Ne 25416/2017, 342333/2018, 352900/2018, 244450/2019, 955631//2019

Ymeeporcoeno ynonnomouennvim nuyom e
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ZENTIVA

Manufacturer batch certificate No. 4741

Name of product  Zodak ckspress p.t

Product number 11009381 _0054 Batch LIMS HY 1679490

Batch number 3100921 Sample HV 5653687
Strength S MG .

Dosage form film-coated tablets Batch LIMS MZP 1674886
Package size 7 tbl fim Sample MZP 5628989
Package type BLITX7 Released quantity 86 196 PACKS
Manufucture date 29,09.2021 Importing countr Russi

Expiry date 31.08.2024 / & Y ussia
Specification LP 002216-030913

Marketing authorisation No,  LP-002216

Test Results Limits
Tppereance - | i B - ]
Appearance
appearance complies white to off white oblong biconvex
film-coated tablets with embossing "e"
on one side
Identification
levocetirizine UPLC 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
reference solution of levocetirizine.
levocetirizine UV complies The UV spectrum of the principal peak
in the chromatogram obtained with the
test solution must correspond to the
main peak UV spectrum in the
chromatogram of the reference solution

of levocetirizine
Chloride
Chloride complies sediment creation
Average mass of 1 tablet 103.7 mg 99.7mgto 110.3 mg
deviations from average weight complies 18/20 tablets - NMT £ 7,5 %
Water
Water 4.8% NMT 7.5%
Dissolution test
Dissolution test
% of declared amount within 20 min. 105 % NLT 80% (Q) in 20 min.
(Q=80%)
number of samples 6 TR
Disintegration test e 3
Disintegration test S min NMT 10 min
Purity test

3
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ZEeNTIVA

Manufacturer batch certificate No. 4741

Name of product  Zodak ekspress p.t

Product number  11009381_0054 Batch LIMS HV 1679490

Batch number 3100921 Sample HV 5653687
Strength S MG ) _—

Dosage form film-coated tablets Batch LIMS MZI 1674886
Package size 7 bl fim Sample MZP 5628989
Package type BLITX?7 Released quantity 86 196 PACKS
Manufacture date  29.09,2021 )/ ‘ting count Russi

Expiry date 31.08.2024 mporting couniry ussta
Specification LP 002216-030913

Marketing authorisation No.  1.P-002216

Known impurities individually

impurity F “0.05 % NMT 0.4 %
impurity RC13 0.1% NMT 0.4 %
cthylester of levocetirizine <0.05 % NMT 0.4 %
Known impurities individuaily
impurity A -0.05 % NMT 0.2 %
impurity B -0.05 % NMT 0.2 %
impurity C <0.05 % NMT 0.2 %
impurity 1) -0.05 % NMT 0.2 %
impurity E <0.05 % NMT 0.2 %
Unknown impuritics individually 0.1 % NMT 0.2 %
Total impurities 0.1 % NMT 1.0 %
Optical purity
(S)-enantiomer 0.1% NMT 1.0%

Microbiological quality
Microbiological purity - cat. 3A

total viable aerobic count 0 CFU/g NMT 10° CFU/g
fungi 0 CFU/g NMT 102 CFU/g
E.coli complies absence (lg)
Uniformity of dosage
units
content uniformity complies AV <150
Assay of levocetirizine.2HCl in | 5.07 mg 4.75 mg to 5.25 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
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ZeNTIVA

Manufacturer batch certificate No. 4741

Name of product  Zodak ckspress p.t

Product number 11009381 _0054 Batch LIMS 11V 1679490

Batch number 3100921 Sample IV 5653687
Strength 5 MG .

Dosage form film-coated tablets Batch LIMS MZP Heg1880
Package size 7 thl fim Sample MZP 5628989
Package type BLI1 X7 Released quantity 86 196 PACKS
Manufacture date  29.09.2021 / ti Y Russi:

Expiry date 31.08.2024 mporting country ussia
Specification LP 002216-030913

Marketing authorisation No.  LP-002216

Manufacturing and quality control site:
Zentiva k.s. (lcgal 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 sukls260389/2020)
GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018, 24445012019, 955631//2019
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