ZEeNTIVA

A SANOF| COMPANY

Homep ceprudukara npousBoaurtesisa cepumn Ne 3154

Haseanue 3opak ®
npenapama
Homep npenapama 11009379 _0052 Cepusa LIMS HV 1454840
Howmep cepuu 3320420 Obpazey HV 5353592
Jo3zuposka 10 MI' Cepus LIMS MZP 1447827
Jlexapcmeennas Ta0JIeTKHU, HOKPHITHIE TUICHOYHOH Obpaszey MZP 5321260
Gopma 000JI09KOH
Pasmep ynaxosxu 30 TabIeToK, HOKPHITHIX MICHOYHOM Boinywennoe xonuuecmeo 118 631 ITAYEK
00071049KOH
Tun ynaxosxu KOHTYPHAS STYEMKOBAS Cmpana-umnopmep Poccus
VIIAKOBKA 3 X 10
Jlama npouszeoocmea  30.04.2020
Jlama ucmeuenus 31.03.2023
cpoKa 200HOCmU
Cneyughuxayus HI TTNO013867/01-150212
Pezucmpayuonnoe
yoocmogeperue No. TTIN013867/01
Tlokaszamenu Pesyromamul Hopmwi
Onucanue
Omnmcanne
OIIMCAHME COOTBETCTBYET MIPOJONTOBATEIE OEJIOTO MK ITOYTH
0eroro 1BeTa TaOJIETKH, TOKPHITHIC
IUICHOYHOU 000JI0YKOU, C PUCKOH st
JIeJIeHUS
HoaauHHOCTH
LETUPU3UHA TUTHIPOXIOPUT — COOTBETCTBYET Bpewms yaep:kuBaHUsI OCHOBHOTO MHKA
HCTBITaHnE A Ha XpOMaTOrpaMMe UCIBITYEMOI0
pacTBOpa JA0JKHO COOTBETCTBOBAThH
BPEMEHM YAECPKUBAHUS OCHOBHOTO
MKKa Ha XpOMaTorpaMMe
CTaHAapTHOI'O pacTBOpa LIETUPU3NUHA
LETUPU3UHA JUTHIPOXIIOPUI — COOTBETCTBYET Y®-criekTp OCHOBHOTO IMKa Ha
ucnelTadue B XpOMaTorpamMme UCIBbITYEMOTO
pacTBopa JOHKEH COOTBETCTBOBATh
Y®-cnekTpy OCHOBHOTO IHKA Ha
XpoMaTorpaMme CTaHAapTHOIO
pacTBopa UETHPU3UHA
TUTaHA JUOKCU] COOTBETCTBYET HAOIIOIAaeTCs OPAHKEBOE
OKpallliBaHue
Cpennsist Macca 1 TabIeTKH, IIOKPBITON 0,1244 ¢ 0,119-0,131 r (0,125 r + 5%)
IUIGHOYHON 000JI0UKON
OBHOPOAHOCTH MACChI COOTBETCTBYET 18/20 - ue 6omnee £+ 7,5%
2/20 - ue Gomee + 15%
OIHOPOIHOCTD MACChl Pa3IeIeHHBIX COOTBETCTBYET 85% - 115%
Ta0JIETOK CpenHssI Macca
Pacnanaemocts 9 mMuH He 6onee 15 mun
PacTtBOopenne
PactBopenue
cpenHee 3HaYeHHe 101 %
KOJINYECTBO 00pa3IoB 6
MUH. 99 %
MaKc. 102 %

Ymeepawcoeno ynornomouentvim
auyom «3enmusa, K.c.»

/Tlommucs/
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ZEeNTIVA

A SANOF| COMPANY

Homep ceprudukara npousBoaurtesisa cepumn Ne 3154

Hassanue
npenapama
Homep npenapama
Howmep cepuu
Jo3zuposka
Jlexapcmeennas
Gopma

Pazmep ynaxoexu

Tun ynaxosxu

3opak ®

11009379_0052 Cepusa LIMS HV 1454840
3320420 Obpazey HV 5353592
10 MI' Cepus LIMS MZP 1447827
Ta0JIeTKHU, HOKPHITHIE TUICHOYHOH Obpaszey MZP 5321260

000J10UKOM

30 TabNeTOK, MOKPBITHIX TUICHOYHOM
000J10UKOMH

KOHTYPHAS STYEMKOBAS
VIIAKOBKA 3 X 10

Bbmyu,;emtoe KoJjiu4decmeo

Jlama npouszeoocmea  30.04.2020
Jlama ucmeuenus 31.03.2023
cpoKa 200HOCmU

118 631 ITAYEK

Cmpana-umnopmep Poccus

Cneyughuxayus HJI TTN013867/01-150212
Pezucmpayuonnoe
yoocmogeperue No. TTIN013867/01
OIICHKA COOTBETCTBYET Munnmansno 75 % (Q) ot
3as1BJICHHOTO KOJIMUECTBA IETHPH3HHA
qurrapoxyopuaa aepes 20 MuH
IMocTroponHune npuMecu
npoxykr pasnoxenus (RRT 0,62) 0,1% He 6onee 0,3%
€IMHUYHbIC UICHTU(. NPUMECH <0,05 % He 6onee 0,2%
€IMHUYHbIC HEUACHTH(. TpUMeCH 0,1% He 6onee 0,1%
cyMMa npumecei 0,1% He 6onee 0,7%
MuxkpoOuonoruyeckas YucToTa
MukpoOHonornyeckas YucToTa
HEBOJIHBIX MPENapaToB sl IprueMa
BHYTpb
O61ee YncIo adpoOHBIX 0 KOE/r He 60mee 108 KOE/r
MHUKpPOOPTaHHU3MOB
OO61Iee 9uCIio TPONKIKEBBIX U 0 KOE/r He 60mee 102 KOE/r
IUICCHEBBIX ITPHOOB
OrtcytcrBue Escherichia coli COOTBETCTBYET oTcyTcTBYIOT (1 T)
OJAHOPOJHOCTBH AO3UPOBAHUS COOTBETCTBYET AV <150
KonuyecTBeHHOe onpeaeneHue 10,0 mr ot 9,5 mr 10 10,5 mr
LETUPU3UHA AUTHAPOXIJIOPHIA B OIHOU
Ta0JIeTKE, MOKPBITON IIICHOYHOM
00010uKOit

HNnudopmanus o BeIMyCcKe

3AKJIFOYEHHUE: CooTBeTcTBHE cienupUKAIIMU.
Cepusi coorBercTByeT TpeOoBanusiMm HopmatmBHoO#i JlokyMeHTanmmM, 3aperMcTPHMPOBAHHON B
Poccuiickoii @eepanuu B HACTOSIIIEE BPEMS 110 MEPEYMCIEHHBIM IMOKA3ATEIANITL TR,

OJIOBPEHO JJIA BBIITY CKA &
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HpOI/BBOZ[l/ITeJlb H KOHTPOJb Ka4yecTBa: i © < We
«3eHTHBA K.C.» (0QUIHANBHEIN IPeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Te i T‘Fr/fé(r) 267241 111 W
Y Kab6enosus! 130, 102 37, IIpara 10, Jonsau Mexonynsl, Yenickas Pecybnuka D [F420~ r'%fbj 629CCusa» |

Howmep nuueHsnu Ha npousBoacTBo: 25473/2/INS/98 (nocienuee n3menenune 166942/2019)
Ceprudukar GMP Ne 25416/2017, 342333/2018, 352900/2018

E'T(.I:I;a _fC)) v
ogetsner 130 102
i 37 Ilpara 10 Jlonsun
i Mexomymst
PacneuaTtano: 24.7.2020

Jakub Matusik
/Tlommucs/
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ZSNTIVA

Manufacturer batch certificate No. 3154

Batch LIMS 11V
Sample 11V

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1454840
5353592
1447827
5321260

118 631 PACKS
Russia

Limits

score

white to almost white film-coated
tablets of the oblong shape with halving

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

Name of product  Zodac ®
Product number 11009379 0052
Batch number 3320420
Strength 10 MG
Dosage form film-coated tablets
Package size 30 bl fim
Package type BLI3ZX 10
Manufacture date 30.04.2020
Expiry date 31.03.2023
Specification ND P NO13867/01-150212
Marketing authorisation No. P N013867/01
Test Results
Appereance
Appearance
appearance complics
Identification
cetirizine dihydrochloride - test A complies
cetirizine dihydrochloride - test B complics
titanium dioxide complies
Average mass of | film-coated tablet 0.1244 g
Uniformity of mass complies
Uniformity of mass of subdivided tablets complies
Disintegration 9 min
Dissolution test
Dissolution test
average amount 101 %
number of samples 6
min 99 %
max 102 %

standard solution of cetirizine

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
orange colour observed

0.119 - 0.131g (0.125 g :: 5 %)
18/20 - NMT +7.5%
2/20 -~ NMT + 15 %

85% - 115%

average weight

NMT IS min

Approved by QP Zentiva, k.s.

Jakub Matugik 24 -07- 22
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ZSNTIVA

Manufacturer batch certificate No. 3154

Name of product  Zodac ®

Product number 11009379 0052 Batch LIMS 11V 1454840
gf"vh”""""’w‘ ]‘:ﬂ'(‘?z" Sample 1V 5353592

Strength ) . Vg

Dosuage form film-coated tablets Batch LIMS MZP 1447827

Package size 30 ol fim Sample MZP 5321260

Package type BLI3 X 10 Released quantity 118 631 PACKS
Manufacture date 30.04.2020 / ‘ding country ol

Expiry date 31.03.2023 mporting couniry - Russia
Specification ND P NOI3867/01-150212

Marketing authorisation No. P NO13867/01

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

degradation product (RR'T 0.62) 0.1 % NMT 0.3 %

other known impurities individually <0.05 % NMT 0.2 %

unknown impurities individually 0.1 % NMT 0.1 %

sum of all impurities 0.1 % NMT 0.7 %

Microbiological quality
Microbiological quality of non-aqucous
preparations for oral use

total viable acrobic count 0 CFU/g NMT 10* CFU/g

Total combined ycast / moulds count 0 CFU/g NMT 102 CFU/g

Absence of Escherichia coli complics absence (lg)
content uniformity complies AV <=15,0
Assay of cetirizine dihydrochloride in 1 10.0 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)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change 166942/2019)
GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018

Approved by QP Zentiva, k.s.
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ZSNTIVA

Manufacturer batch certificate No. 3154

Name of product  Zodac ®

Product number 11009379 _0052 Batch LIMS 11V 1454840
Batch number 3320420

o o ME: Sample 11V 5353592

Strength j X s

Dosage form film-coated tablets Batch LIMS MZ1 1447827

Package size 301b1 N Sample MZP 5321260

Package type BLI3IX 10 Released quantity 118631 PACKS
Manufacture date 30.04.2020 In ting ¢ /" Russi:

Expiry date 31.03.2023 mporting country uSsid
Specification ND P NOI3867/01-150212

Marketing anthorisation No. P NO13867/01

Jakub Matusik 74 .- Z@NTIVA | zmmss,

102 37 Preha 10
Approved by QP Zentiva, k.s. 4:4 é - ’Z Dedn Macholupy .
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