ZSeNTIVA

Homep cepruduxara npousBoaurteas cepuu Ne 2423

Haszeanue
npenapama
Howmep npenapama
Howmep cepuu
Jo3zuposka
Jlexapcmeennas
Gopma

Pasmep ynaxosku

Tun ynaxosku
Jama npoussoocmea

Jama ucmeuernus
cpoka 200HOCmU

3o1ak ®

11009379_0053 Cepuss LIMS HV 1655108
3170421 Obpaszey HV 5542035
10 MI' Cepusi LIMS MZP 1654474
TaOJICTKH, IOKPBITHIC TNICHOYHOU Obpaszey MZP 5539399
00071049KOH

30 TabNeTOK, MOKPBITHIX TUICHOYHOM Buinywennoe xoauuecmeo 120 900 ITAYEK
00071049KOH

KOHTYPHAS SSYUEMKOBAS Cmpana-umnopmep Poccus
YITAKOBKA 3 X 10

30.04.2021

31.03.2024

Cneyughuxayus HIATINO013867/01-150212
Pezucmpayuonnoe
yoocmogeperue No. TTIN013867/01
Toxazamenu Pesynomamut Hopmwbi
Onucanue
Ornucanue
OTIMCaHHE COOTBETCTBYET MIPOJONTOBATEIE OEJIOTO FITH ITOYTH
0eroro 1BeTa TaOJIETKH, TOKPHITHIC
TJICHOYHOU 000JIOUKOM, C pPUCKOH JIJIst
JICIICHUS
HoaauHHOCTH
LUETHPU3UHA JUTHUAPOXIOPUT — COOTBETCTBYET Bpems yaep:xuBaHusi OCHOBHOT'O TIHKA
UCTBITaHUE A Ha XpOMaTOrpaMM€ UCIIBITYEMOTO
pacTBOpa JOKHO COOTBETCTBOBAThH
BPEMEHU YACPIKUBAHMS OCHOBHOT'O
KA Ha XpOMaTorpaMmme
CTaHIAPTHOTO PAacTBOPA IETHPHU3NHA
LHETHPU3NHA TUTHUAPOXIOPUT — COOTBETCTBYET Y®-criekTp OCHOBHOTO ITHKa Ha
ucneITanne B XpOMAaTorpaMMe HCITBITyEMOTO
pacTBOpa J0JKEH COOTBETCTBOBATH
Y®-criekTpy OCHOBHOTO ITMKA HA
XpoMaTorpaMMe CTaHAapTHOTO
pacTBOpa LETUPHU3HHA
TUTaHA JUOKCHUJT COOTBETCTBYET HAOIIOIAaeTCs OPAHKEBOE
OKpAaIlIMBaHUE
Cpennsis macca 1 TabneTkH, MOKPHITON 0,1232r 0,119-0,131 r (0,125 r + 5%)
IJICHOYHOH 000JIOUKOM
OIHOPOAHOCTH MACCHI COOTBETCTBYET 18/20 - ne 6omee + 7,5%
2/20 - ue 6osee + 15%
OIHOPOIHOCTD MACChl Pa3IeIeHHBIX COOTBETCTBYET 85% - 115%
Ta0JIETOK CpenHssI Macca
PacnamaemocTts 6 MUH He Oomee 15 mun
PacTrBopenne
PactBopenue
CpeaHee 3HauYEHUe 101 %
KOJIMYeCTBO 00pasIoB 6
MMH. 99 %
MakKc. 103 %

Ymeepotcoeno ynornomouennvim
auyom «3enmusa, K.c.»

Eva Matoulkova 01-06-2021
/Moanucs/

Crpanuna 1 u3 2
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ZSeNTIVA

Homep cepruduxara npousBoaurteas cepuu Ne 2423

Haszseanue 3opak ®

npenapama

Howmep npenapama 11009379_0053 Cepus LIMS HV 1655108

Howmep cepuu 3170421 Obpazey HV 5542035

Josuposka 10 MI' Cepus LIMS MZP 1654474

Jlexapcmeennas TaOJICTKH, IOKPBITHIC TNICHOYHOU Obpaszey MZP 5539399

Gopma 000JI09KOH

Pasmep ynaxosku 30 TabIeToK, HOKPHITHIX MICHOYHOM Buinywennoe xoauuecmeo 120 900 TAYEK
0005104KO

Tun ynaxoexu KOHTYPHAS SSYUEMKOBAS Cmpana-umnopmep Poccus

VYIIAKOBKA 3 X 10
Jlama npoussoocmea  30.04.2021

Jlama ucmeuenus 31.03.2024

cpoka 200HOCmU

Cneyughuxayus HJ TTN013867/01-150212
Pezucmpayuonnoe

yoocmogeperue No. TTIN013867/01

OIICHKA COOTBETCTBYET Munnmansso 75 % (Q) ot
3as1BJICHHOTO KOJIMYECTBA IETHPH3HHA
Iuruapoxyopuaa aepes 20 MuH
IMocTroponHune npuMecu

mpoxaykt pasioxenus (RRT 0,62) <0,05 % He 6oiree 0,3 %
€IMHUYHBIC HIECHTU]. TPUMECH <0,05 % He 6oiee 0,2 %
€IMHUYHbIC HEUACHTH(. TpUMeECH <0,05 % He 6onee 0,1 %
cyMMa npumecei <0,05 % He 6onee 0,7 %

MuxkpoOuonoruyeckas YucToTa
MukpoOHoIornyecKas YucToTa
HEBOJHBIX IIPENapaToB i IpuemMa

BHYTPb

O6miee 9ncI0 a3pOOHBIX 0 KOE/r He 6onee 10° KOE/r
MHKPOOPTaHU3MOB

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

OrcytcrBue Escherichia coli COOTBETCTBYET oTcyTCTBYIOT (1 T)
OHOPOJHOCTb JO3UPOBAHUS COOTBETCTBYET AV <150
KonuyecTBeHHOe onpeeneHue 10,1 mr ot 9,5 mr 10 10,5 mr

LHEeTUPU3UHA JUTUAPOXJIOPUA B OJHOM
TabieTKe, MOKPHITOH IUIEHOYHON
0007109KOM

HNnudopmanus o BbIMyCcKe

3AKVIFOYEHMUE: CooTBercTBHE crienupuKaU.
Cepusi coorBercTByeT TpeGoBaHussiM HopmaTupHoii lokyMeHTanmu, 3aperucTpHMpPOBAHHOH B
Poccuiickoii @enepanun B HacTOsIIee BpeMsl 110 NepeYHCJIeHHBIM MOKa3aTeJ M KadecTBa.

OJOBPEHO JJIs1 BBIITY CKA

HpOI/BBOZ[l/ITeJIL M KOHTPOJIb KavyecTBa:
«3eHTHBA K.C.» (0QUIHANBHEIN IPEeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009)
YV Kabenosus! 130, 102 37, Ipara 10, Joasuu Mexounynsl, Yenickas Pecry6imka
Homep munensun Ha npou3BoacTBo: 25473/2/INS/98 (nocnennee nzmenenue 260389/2020)
Ceptudukar GMP Ne 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631/2019

Ymeepowcoerno ynonrnomouentvim Eva Matoulkova 01-06-2021 ZeNTIVA ,‘if ,Hﬁa,‘riz~c~>> vy o
auyom «3enmuea, K.c.» /Mopmucs/ A\CmBHb 130 102 /

i ara 10
i M /
Crpanuna 2 u3 2 Pacneuarano: 01.06.202T



ZSNTIVA

Manufacturer batch certificate No. 2423

Name of product Z.odac ®

Product number  11009379_0053 Batch LIMS HV 1655108
Batch number 3170421 Sample HV 5542035
Strength 10 MG
I)nsagu Jorm film-coatcd tablets Batch LIMS MZP 1654474
Package size 30 1bl fim Sample MZP 5539399
Package type BLI3X 10 Released quantity 120900 PACKS
21‘;,':%“;""":6 el g?g;%gg‘: Importing country  Russia
Specification ND P N013867/01-150212
Marketing authorisation No. P N013867/01
Test Results Limits
Appereance
Appcearance
appcarance 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 complies 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 obtaincd with the
standard solution of cetirizine
titanium dioxide complies orange colour observed
Average mass of 1 film-coated tablct 0.1232¢ 0.119-0.131g (0.125 g 4: 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 6 min NMT 15 min
Dissolution test
Dissolution test
average amount 101 %
number of samples 6
min 99 %
max 103 %
Approved by QP Zentiva, k.s. Mgr. Eva Matoulkovs 01 -05- 2001
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ZESNTIVA

Manufacturer batch certificate No. 2423

Name of product Zodac ®

Product number  11009379_0053 Batch LIMS HV 1655108
Batch number 3170421 Sample HV 5542035
Strength 10 MG .

Dosage form film-coated tablets Batch LIMS MZp 1654474
Package size 30 (bl fim Sample MZP 5539399
Package type BLI3X 10 Released quantity 120900 PACKS
Manufacture date  30.04.2021 )} ting countr Russi
Expiry date 31,03 2024 mporting country ussia
Specification ND P N013867/01-150212

Marketing authorisation No. P N013867/01

evaluation complics Atlcast 75 % (Q) of the declared
amount of cetirizinc 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 impuritics <0.05 % NMT 0.7 %

Microbiological quality

Microbiological quality of non-aqueous
preparations for oral use

total viable aerobic 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 (1g)
content uniformity complies AV <150
Assay of cetirizine dihydrochloride in 1 10.1 mg 9.5mgto 10.5mg

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 suk|s260389/2020)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018, 24445072019, 955631//2019

Approved by QP Zentiva, k.s. Mgr. Eva Matoulkovs 01-05- 2011
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ZSNTIVA

Manufacturer batch certificate No. 2423

Name of product Zodac ®
Product number 11009379 _0053 Batch LIMS tHV 1655108
Batch number 3170421 Sample HV 5542035
Strength 10 MG
Dasage form {ilm-coated tablets Batch LIMS MZP 1654474
Package size 30 tbl fim Sample MZP 5539399
Package type BLI3 X 10 Released quantity 120900 PACKS
Manufacture date  30.04.2021 Importing countr Russi
Expiry date 31.03.2024 porting Y Russia
Specification ND P N013867/01-150212
Marketing authorisation No. P N013867/01

Approved by QP Zentiva, k.s.  Mgr. Eva Matoulkova 01 -06- 2071 ZeNTIVA
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