ZCNTIVA

Ne ceprudukara cepuu npousBoautess 4766

Haseanue npodyxma 3oxak Jkcmpecc I.T.

Howmep npoodyxma 11009380_0054 Cepus LIMS HV 1679492

Howmep cepuu 3100921 Obpaszey HV 5653694

Losuposxa SMI' Cepus LIMS MZP 1674886

Jlexapcmeennas TaOJICTKH, TOKPBITHIC Obpaszey MZP 5628989

dopma IUICHOYHOU 000JI0YKOM

Paszmep ynaxosxu 28 TabIIeTOK, TOKPBITHIX Buinywennoe 61 790 ITAYEK
IUICHOYHOU 00O0JI0YKON KOauuecmeo

Tun ynaxosxu bmuctep 4 X 7 Cmpana-umnopmep Poccus

Iama npoussoocmea  29.09.2021

[lama ucmeuenus 31.08.2024

CpoKa 200HOCmU

Cneyughuxayus JITT 002216-030913

Pezucmpayuonnoe yoocmosgepenue Ne: JIT1-002216

Tlokaszamenu Pezynemamui Hopmui
Onucanue
Onucanue
oIucaHue COOTBETCTBYET TIPOJIOTOBATHIC JBOSIKOBBITYKIIbIC
Ta0JIeTKHU, HOKPHITHIE TUICHOYHOH
000JI0YKOM, OEJIOr0o MK OYTH OEJI0ro
LIBETa, C TPAaBUPOBKOM «€» Ha OJTHOM
CTOpOHE.
IomuHOCTH
nesouetupusuH (YIXKX) COOTBETCTBYET Bpewms ynepxuBaHus OCHOBHOIO MK HA
XpoMaTorpaMMme HCHBITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBAaTh BPEMEHU
yIep>KUBaHHs OCHOBHOTO ITMKA Ha
XpoMarorpaMMme CTaHJapTHOTO PacTBOPA
JIEBOLIETUPU3HHA
nesonerupusut (Y P- COOTBETCTBYET Y®-crieKTp OCHOBHOT'O TMKa Ha
CIIEKTPO(YOTOMETPUICCKH) XpoMaTorpaMMme UCHBITYEMOro pacTBoOpa
JIOJDKEH COOTBETCTBOBATh Y D-CcHEKTpy
OCHOBHOTO IIMKa Ha XpPOMAaTOrpaMMe
CTaHJapTHOTO PacTBOpa JEBOLETUPU3NHA
Xopubl
Xnopumst COOTBETCTBYET BBITIAZICHHE OCaKa
Cpennsist Macca 1 Tabnetku 103,7 mr ot 99,7 mr 0 110,3 mr
OTKJIOHEHHE OT CpeJHeH Macchl COOTBETCTBYET 18/20 Tabnerox - He Goiee + 7,5%
Bonaa
Bona 4.8 % He 6oiee 7,5%
PactBopeHue
PactBopeHue
% OT 3asBJIICHHOI'0 KOJIMYECTBA B 105 % He menee 80% (Q) 3a 20 muHyT
teuenue 20 muH (Q=80%) D ~CAYO
KOJINYECTBO 00pasIioB 6 {
Pacnagaemocth Y
Pacmamaemocts 5 MuH He 6oxee 10
IMocroponHne npumecu

O0obpeno ynonnomouennvim uyom komnanuu 3enmusa SIky6 Marycuk (moamucs) 01.11.2021

Crpluz3 Hameuarano 01.11.2021



ZCNTIVA

Ne ceprudukara cepuu npousBoautess 4766

Haseanue npodyxma 3oxak Jkcmpecc I.T.

Howmep npoodyxma 11009380_0054 Cepus LIMS HV 1679492

Howmep cepuu 3100921 Obpaszey HV 5653694

Losuposxa 5MI’ Cepus LIMS MZP 1674886

Jlexapcmeennas TaOJICTKH, TOKPBITHIC Obpaszey MZP 5628989

dopma TUICHOYHOH 000JI0UKOM

Paszmep ynaxosxu 28 TabIIeTOK, TOKPBITHIX Buinywennoe 61 790 ITAYEK
TUTEHOYHOH 000JI0UKOH KOauuecmeo

Tun ynaxosxu bmuctep 4 X 7 Cmpana-umnopmep Poccus

Ilama npoussoocmea  29.09.2021

[lama ucmeuenus 31.08.2024

CpoKa 200HOCmU

Cneyughuxayus JITT 002216-030913

Pezucmpayuonnoe yoocmosgepenue Ne: JIT1-002216

EnvanyHas uaeHTH(UIAPOBAHHAS

[IPUMEChH
npumech F <0,05% He 6ouee 0,4%
npumeck RCT3 0,1% He 6oiee 0,4%
STHJIOBBIN 3()UP JIEBOLETUPH3NHA <0,05% He 6onee 0,4%

EnuanuHas uaeHTH(UIUPOBAHHAS

MPUMECH
npumech A <0,05% He 6onee 0,2%
npumecsh B <0,05% He 6oiee 0,2%
npumech C <0,05% He 6oiee 0,2%
npumecs D <0,05% He 6oiee 0,2%
npumech E <0,05% He 6oiee 0,2%
EnvanyHas HeMICHTH(DHUITUPOBAHHAS 0,1% He 6onee 0,2%

MPUMECH
Cymma npumeceit 0,1% He 6onee 1,0%

OnTHyeckas YUCTOTa
(S)-snanTHOMED 0,1% He 6oiee 1,0%
Mukpobuonornueckas 4ucToTa

MukpoOHOJIOrHYecKas YUCTOTa
MukpoOHOJIOrHUecKas YUCTOTa —

Kareropus 3A

O61iee 9HCiI0 a9pOOHBIX 0 KOE/r He 6omee 10° KOE/r
MHKPOOPTaHH3MOB

O011ee YUCIIO JPOKIKEBBIX U 0 KOE/r He Gonee 102 KOE/r
IUIECHEBBIX IPUOOB

OrcyrcrBue Escherichia coli COOTBETCTBYET OtrcyrctBue B 1 T

OIHOPOIHOCTD I03UPOBAHHS
OJHOPOJHOCTH COJISPIKUMOTO COOTBETCTBYET AV <150

KonnuecTBeHHOE onpeesieHue 5,07 mr oT 4,75 Mr 110 5
JIEBOLIETUPU3UHA JUTHAPOXIIopuaa B 1
TabeTKe, MOKPHITON IIIEHOYHOH 0007I09KOH

Nudopmanus no BbIMYCKY

®enepanyiy B HACTOSIIEE BPEMsI, TTO ITEPEUNCICHHBIM napaMeTpaM

OJOBPEHO K BBIIIYCKY
O0obpeno ynonnomouennvim uyom komnanuu 3enmusa SIky6 Marycuk (moamucs) 01.11.2021 ZeNTIVA f Zotin, .
102 37 '1’.?
DBelns Méchalupy

Crp2u33 Hameuarano 01.11.2021



ZCNTIVA

Ne ceprudukara cepuu npousBoautess 4766

Haseanue npodyxma 3oxak Jkcmpecc I.T.

Howmep npoodyxma 11009380_0054 Cepus LIMS HV 1679492

Howmep cepuu 3100921 Obpaszey HV 5653694

Losuposxa SMI' Cepus LIMS MZP 1674886

Jlexapcmeennas TaOJICTKH, TOKPBITHIC Obpaszey MZP 5628989

dopma IUICHOYHOU 000JI0YKOM

Paszmep ynaxosxu 28 TabIIeTOK, TOKPBITHIX Buinywennoe 61 790 ITAYEK
IUICHOYHOU 00O0JI0YKON KOauuecmeo

Tun ynaxosxu bmuctep 4 X 7 Cmpana-umnopmep Poccus

Iama npoussoocmea  29.09.2021

[lama ucmeuenus 31.08.2024

CpoKa 200HOCmU

Cneyughuxayus JITT 002216-030913

Pezucmpayuonnoe yoocmosgepenue Ne: JIT1-002216

HpOl/BBOIﬂ/lTeﬂb U KOHTPOJIb Ka4yeCcTBa:

3eHTHBa K.C.» (OpULIHAIBHBIN NpeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
VY Ka6enosust 130, 102 37, IIpara 10, Jonsau Mexomnynsl, Yenickas PecryOnuka ®dakc: +420 267 243 627
Howmep nunieH3nn Ha ponsBoAcTBO: 25473/2/INS/98 (mocnenuee n3menenne skuls260389/2020)

Cepruduxar GMP Ne 25416/2017, 342333/2018, 352900/2018, 244450/2019, 955631//2019

O0obpeno ynonnomouennvim uyom komnanuu 3enmusa SIky6 Marycuk (moamucs) 01.11.2021 ZeNTIVA f

Crp3u33 Hameuarano 01.11.2021



ZENTIVA

Manufacturer batch certificate No. 4766

Name of product  Zodak ekspress p.t

Product number  11009380_0054 Batch LIMS 11V 1679492

Batch number 3100921 Sample HV 5653694
Strength SMG ¥ a4

Dosage form film-coated tablets Batch LIMS MZI 1674886
Package size 28 tbl fim Sample MZP 5628989
Package type BLI4 X7 Released quantity 61790 PACKS

Manufacture date  29.09.2021

Expiry date 31.08.2024
Specification LP 002216-030913
Marketing authorisation No.  1.P-002216

Importing country  Russia

Test Results Limits
Appereance a ‘ ) - o
Appearance
appearance complies white to off white oblong biconvex
film-coated tablets with cmbossing "¢"
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 complics 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 99.7mg to 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
Disintegration test
Disintegration test 5 min NMT 10 min
Purity test

Approved by QP Zentiva, k.s. Jakub Matl.léik 01-1- 201 ZGNT'VA

Py

-~

Page 1 of 3 Pring




ZENTIVA

Manufacturer batch certificate No. 4766

Name of product  Zodak ekspress p.t

Product number 11009380 _0054 Batch LIMS 1V 1679492

Batch number 3100921 . , C

Strangth MG Sample HV " 5653694

Dosage form film-coated tablets Batch LIMS MZI 1674886
Package size 28 tbl fim Sample MZP 5628989
Package type BLI4 X7 Released quantity 61790 PACKS
Manufacture date  29.09.2021 J; ti o cci

Expiry date 31.08.2024 mporiing couniry  Russia
Specification LP 002216-030913

Marketing authorisation No.  LP-002216

Known impurities individually

impurity F <0.05 % NMT 0.4 %
impurity RCT3 0.1% NMT 0.4 %
cthylester of levocetirizine - 0.05 % NMT 0.4 %
Known impurities individually
impurity A <0.05 % NMT 0.2 %
impurity B <20.05 % NMT 0.2 %
impurity C “0.05 % NMT 0.2 %
impurity D <0.05 % NMT 0.2 %
impurity E <0.05 % NMT 0.2 %
Unknown impurities individually 0.1 % NMT 0.2 %
Total impurities 0.1% NMT 1.0%
Optical purity
(S)-ecnantiomer 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 (Ig)
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 Fec,érmtin on the Ilsted
quality parameters. VT

r } pobw

APPROVED FOR RELEASE R
01-1-2001 ZESNT, i "..m\..,
Approved by QP Zentiva, k.s. Jakub Matusik IVA ‘ mmgﬁ“
- 7 . Ootaf Machohapy
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ZENTIVA

Manufacturer batch certificate No. 4766

Name of product  Zodak ckspress p.t

Product number 11009380 _0054 Batch LIMS HV 1679492

Batch number 3100921 Sample Hv 5653694
Strength 5 MG . _—

Dosage form film-coated tablets Batch LIMS MZI 1674886
Package size 28 tbl fim Sample MZP 5628989
Package type BLI4 X7 Released quantity 61790 PACKS
Manufacture date  29.09.2021 l - .

Expiry date 31.08.2024 mporting couniry  Russia
Specification 1.P 002216-030913

Marketing authorisation No.  LP-002216

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 sukls260389/2020)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631//2019

Jakub Matusik 01-1 221 ZSNTIVA | pusmsa

Approved by QP Zentiva, k.s. W - boholuyy
- L g
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