ZSeNTIVA

Homep ceprudurara npoussoaureas cepuu Ne 1133

Haszeanue
npenapama
Homep npenapama
Howmep cepuu
Jo3zuposka
Jlexapcmeennas
Gopma

Pasmep ynaxosku

Tun ynaxosku
Jama npoussoocmea

Jama ucmeuernus
cpoka 200HOCmU

3o1ak ®

11009378_0052 Cepuss LIMS HV 1433649
3661119 Obpaszey HV 5255025
10 MI' Cepusi LIMS MZP 1429295
TaOJICTKH, MIOKPBITHIC TUICHOYHOU Obpaszey MZP 5233069
00071049KOH

10 TabyIeTOK, MOKPHITHIX TUICHOYHOM Buinywennoe xoauuecmeo 236 845 TAYEK
00071049KOH

KOHTYPHAS SSYUEMKOBAS Cmpana-umnopmep Poccus
YITAKOBKA 1 X 10

29.11.2019

31.10.2022

Cneyughuxayus HIATINO013867/01-150212
Pezucmpayuonnoe
yoocmogeperue No. TTIN013867/01
Tlokaszamenu Pesyromamul Hopmwi
Onucanue
Ornucanue
OTIMCaHHE COOTBETCTBYET MPOJONTOBaTEIe OEJI0ro WM ITOYTH
Oemoro 1BeTa TAaOJETKH, MOKPHITHIC
IUICHOYHOU 00O0JIOYKOM, ¢ PUCKOM Juist
JICIICHUS
HoaauHHOCTH
LUETHPU3UHA JUTHUAPOXIOPUT — COOTBETCTBYET Bpems yaep:kuBaHHMs OCHOBHOTO KA
UCTBITaHUE A HAa XpOMAarorpaMMme  HCIBITYyeMOTO
pacTBopa JIOJDKHO COOTBETCTBOBATh
BPEMEHH YACP)KUBAaHUS OCHOBHOTO
MKa Ha XpomaTorpaMme
CTaHIAPTHOTO PAaCTBOPA HETHPHU3NHA
LHETHPU3NHA TUTHUAPOXIOPUT — COOTBETCTBYET YO-criekTp OCHOBHOTO TIMKa Ha
nucneITanne B XpomarorpaMme HCIBITYEMOTO
pacTBOpa [ODKEH COOTBETCTBOBATH
Y®-cniekTpy OCHOBHOIO IHKAa Ha
XpoMarorpaMme CTaHJAPTHOTO
pacTBOpa LETUPHU3HHA
TUTaHA JUOKCHUJT COOTBETCTBYET HAOIIOIAaeTCs OPAHKEBOE
OKpAaIlIMBaHUE
Cpennsist macca 1 TaGIeTKH, TOKPBITOM 0,1236r 0,119-0,131 1 (0,125 r £ 5%)
IJICHOYHOH 000JI0UKOM
OJIHOPOJHOCTL MACCHI COOTBETCTBYET 18/20 - ne bomee £ 7,5%
2/20 - e Gonee + 15%5
OJIHOPOIHOCTH MaCcChl Pa3/IeeHHBIX COOTBETCTBYET 85% - 115% h}}::/
TabIIeTOK CpeHs Macca ,;;f WS
PacnianaeMocTb 8 MuH He Gonee 15 muny f
PacTBopenne Hafl.C
PactBopenue : T,
cpeEHee KOJIMYECTBO 100 % nofi Russia
KOJIMYeCTBO 00pasIoB 6
MMH. 98 %
MakKc. 102 %
OIICHKA COOTBETCTBYCT KB ™.
T

ol
3asIBJICHHOTO KOJIMYECTBA LIETHUPH
Juruapoxyopuaa uepes 20 MuH

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

13-03-2020

Eva Matoulkova
/Tlommucs/

Crpanuna 1 u3 2

«3eHTuBa, K.C.» Y
Ka6enosusr 130 102
i 37 Ipara 10 JosnbHu
i Mexomymst

Pacneuarano: 13.3.2020
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ZSeNTIVA

Homep ceprudurara npoussoaurtesas cepuu Ne 1133

Haseanue 3opak ®
npenapama
Homep npenapama 11009378 0052 Cepusa LIMS HV 1433649
Howmep cepuu 3661119 Obpazey HV 5255025
Jo3zuposka 10 MI' Cepus LIMS MZP 1429295
Jlexapcmeennas TaOJICTKH, MIOKPBITHIC TUICHOYHOU Obpaszey MZP 5233069
Gopma 000JI09KOH
Pasmep ynaxosku 10 TabyIeTOK, MOKPHITHIX TUICHOYHOM Buinywennoe xoauuecmeo 236 845 ITAYEK
00071049KOH
Tun ynaxosku KOHTYPHASI STYEMKOBASI Cmpana-umnopmep Poccus
VIIAKOBKA 1 X 10
Jama npoussoocmea  29.11.2019
Jama ucmeuernus 31.10.2022
cpoka 200HOCmU
Cneyughuxayus HIATINO013867/01-150212
Pezucmpayuonnoe
yoocmogeperue No. TTIN013867/01
ITocToponHue npuMecu
mpoaykt pasioxenus (RRT 0,62) <0,05% He 6omee 0,3%
€IMHUYHBIC UACHTH(]. IpUMECH <0,05% He 6omee 0,2%
€IMHUYHbIC HEUJCHTHU ). PUMECH <0,05% He 6oiee 0,1%
cyMMa npumecei <0,05% He 6onee 0,7%
MuxkpoOuonoruyeckas YucToTa
MukpoOHOIOTHYECKAST YUCTOTA
HEBOJIHBIX MIPENapaToB Uil IpueMa
BHYTpb
Oo1ee yrcio a3poOHBIX 0 KOE/r He 6onee 10° KOE/r
MHUKpPOOPTraHU3MOB
OO61Iee 9uCIio TPONKIKEBBIX U 0 KOE/r He 6omee 102> KOE/r
IJICCHEBBIX TPHOOB
OrcytcrBue Escherichia coli COOTBETCTBYET oTcyTCTBYIOT (1 T)
OJHOPOJHOCTH JO3HPOBAHHS COOTBETCTBYET AV <150
KonuyecTBeHHOe onpeeneHue 10,0 mr ot 9,5 mr 10 10,5 mr
LETUPU3UHA TUTHIPOXJIOPHUIA B OJTHOM
TabieTKe, MOKPHITOH IIEHOYHON
000I1109KO#

HNnudopmanus o BbIMyCcKe

3AKIFOYEHHUE: CooTBercTBHE cienupuKALNN.
Cepusi coorBercTByerT TpeGoBaHussM HopmaTuBHoii lokyMeHTammu, 3aperucTpHMpPOBAHHOH B
Poccuiickoii @enepanuu B HacTosIIee BpeMs 110 MepeYHCJIeHHBIM MTOKa3aTeJIAM KadecTBa.

OJOBPEHO JJIs1 BBIITY CKA

HpOI/BBOZ[l/ITeJlb M KOHTPOJIb KavyecTBa:
«3eHTHBA K.C.» (0QUIHANBHEIN IPEeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009)

YV Kabenosus! 130, 102 37, Ipara 10, Joasuu Mexounymnsl, Yenickas Pecry6mmka
Homep munensun Ha npou3BoacTBo: 25473/2/INS/98 (mocnennee nzmenenue 166942/2019)

Ceptudukar GMP Ne 25416/2017, 342333/2018, 352900/2018

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

13-03-2020

Eva Matoulkova
/Tlommucs/

Crtpanuna 2 u3 2
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ZSNTIVA

Manufacturer batch certificate No. 1133

Name of product  Zodac ®

Product number 11009378 _0051 Batch LIMS 11V 1433649

Batch number 3661119 Sample 11V 5255025

Strength 10 MG o )

Dosage form film-coated tablets Batch LIMS MZP 1429295

Package size 10 tbl fim Sample MZP 5233069

Package type BLITX 10 Released quantity 236 845 PACKS
Manufacture date - 29.11.2019 Importing countr Russia

Expiry date 31.10.2022 / 8 4 Uss

Specification ND P NO13867/01-150212

Marketing authorisation No. P N013867/01

Test Results Limits
—;\ppércaltcc » - / ” i
Appearance
appearance complics 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 obtained with the
standard solution of cetirizine

titanium dioxide complies orange colour observed
Average mass of 1 film-coated tablet 0.1236 g 0.119-0.131g (0.125 g+ 5 %)
Uniformity of mass complies 18 /20 - NMT +7.5%
2/20~NMT + 15 % S
Uniformity of mass of subdivided tablets complies 85%- 115% 55 ’
average weight
Disintegration 8 min NMT 15 min

Dissolution test
Dissolution test

average amount 100 %
number of samples 6

min 98 %
max 102 %

. HED Zentiva, k.
Approved by QP Zentiva, k.s. + 1, 13 -0 ~ONTIVA 10537 '3"};"33
iahe 1
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ZSNTIVA

Manufacturer batch certificate No. 1133

Name of product  Zodac ®

Product mumber 11009378 _0051 Batch LIMS 11V 1433649

g(” "'h””“"'b‘" ' ?g’&l(l 19 Sample 1V 5255025

Strength 7 . Vg

Dosage form film-coated tablets Batch LIMS MZP 1429295

Package size 10 th] fim Sample MZP 5233069

Package type BLLTX 10 Released quantity 236 845 PACKS
Manufacture date - 29.11.2019 / "1ing countr Russi

Lxpiry date 31.10.2022 mporling country ussia
Specification ND P NO13867/01-150212

Marketing authorisation No. P N013867/01

cvaluation complics At least 75 % (Q) of the declared
amount of cetirizine 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 impurities <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 <= 15,0
Assay of cetirizine dihydrochloride in 1 10.0 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 166942/2019)
GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018
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ZENTIVA

Manufacturer batch certificate No. 1133

Name of product  Lodae ®

Batch number 3661119

Strength 10 MG

Dosage form film-coated tablets
Package size 10 tb! fim
Package type BLITX 10
Manufacture date 29.11.2019
LExpiry date 31.10.2022
Specification ND P NO13867/01

Product number 11009378 _0051

-150212

Marketing authorisation No. P NO13867/01

Batch LIMS 1V
Sample HV

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1433649
5255025
1429295
5233069
236 845 PACKS
Russia

Approved by QP Zentiva, k.s.
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	Информация о выпуске
	ЗАКЛЮЧЕНИЕ: Соответствие спецификации.
	Серия соответствует требованиям Нормативной Документации, зарегистрированной в Российской Федерации в настоящее время по перечисленным показателям качества.
	ОДОБРЕНО ДЛЯ ВЫПУСКА
	Производитель и контроль качества:

	COA Batch 3661119

