ZeNTIVA

Howmep ceprudukara npousBoauresis cepuu Ne 1216

Ha3zeanue npenapama 3oxak ®

Homep npenapama 11009379 0053 Cepusa LIMS HV 1700206

Howmep cepuu 3511121 Obpaszey HV 5745394

Jo3zuposka 10 MI’ Cepus LIMS MZP 1687506

Jlexapcmeennas ¢popma TaOJIeTKH, TOKPBIThIC ICHOYHOI Obpasey MZP 5691245
000J104KOI

Pasmep ynaxoexu 30 TabneToK, MOKPHITHIX INICHOYHOU Buinywennoe xonuuecmseo 120 300 IAYEK
000J104KOI

Tun ynaxosxu KOHTYPHAS SYEMKOBAS Cmpana-umnopmep Poccus

YITAKOBKA 3 X 10

Jama npoussoocmea 29.11.2021
Jlama ucmeuenus cpoka 31.10.2024
200HOCMU

Cneyughuxayus

HATINO013867/01-150212

Pezucmpayuonnoe yoocmogepenue Ne: T1 N013867/01

IJICHOYHOW 000JIOUKOM, C pUCKOH JIIIst

BpeMﬂ YACPKUBAHUA OCHOBHOT'O ITHUKaA

BPEMCHH yACPKUBAHUA OCHOBHOT'O ITUKaA

XpOMaTorpaMMe HCIIBITYyEMOTO pacTBopa
JIOJKEH COOTBETCTBOBATh Y D-criekTpy

CTaHAapTHOI'O pacTBOPA LHECTUPU3HNHA
Ha6J'IIO[[a€TC$[ OpaHXEBOC OKpallBaHUC

Munanmansao 75 % (Q) oT 3asBIIEHHOTO

Toxazamenu Pezynomameor Hopmwbi
Onucanue
Omnmcanne
OTIMCaHHE COOTBETCTBYET IIPOAONTOBATEIE OEI0TO WITH ITOYTH
0eoro mBeTa TabJIETKH, IOKPHITHIE
JIEJICHUS
HopnnuHOCTHL
LUETHPU3UHA JUTHUAPOXIOPUT — COOTBETCTBYET
UCTBITaHuE A Ha XpOMaTOTIPaMME UCTIBITYEMOTO
pacTBOpa J0JHDKHO COOTBETCTBOBATh
Ha XpoMaToTrpaMMe CTaHAapPTHOTO
pacTBopa IeTHPHU3NHA
LHETHPU3NHA JUTHUAPOXIOPUT — COOTBETCTBYET Y®-cniekTp OCHOBHOTO MUK Ha
ucnelTadue B
OCHOBHOTO ITHKa Ha XpOMaTOTrpaMMe
TUTaHA JUOKCHUJT COOTBETCTBYET
Pacnanaemocts 7 MUH He 6onee 15 mun
PacTtBOopenne
PactBopenue
cpeHee 3HaUCHHe 102 %
KOJIMYECTBO 00pa3IoB 6
MUH. 100 %
Maxc. 105 %
OIICHKa COOTBETCTBYET
KOJINYECTBA IETUPHU3HHA
quruapoxnopuaa yepes 20 MuH
IHocToponnne npumecu
npoaykrt pasnoxenus (RRT 0,62) 0,1 % He 6omnee 0,3 %
€IMHUYHbIC UICHTU(}. TPUMECH 0,1% He 6omnee 0,2 %

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

Jakub Matusik 15-03-2022
/Tonnucs/

Crpanuna 1 u3 2

i «3entuBa, K.c.» Y
Kabenosusr 130 102
i 37 Ipara 10 Jonbhu
i Mexoumyrsl

PacneanaH:oz 15.03.2022
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ZeNTIVA

Howmep ceprudukara npousBoauresis cepuu Ne 1216

Ha3zeanue npenapama 3oxak ®

Howmep npenapama 11009379_0053

Howmep cepuu 3511121

Jo3zuposka 10 MI

Jlexapcmeennas gopma Ta0JIETKH, TOKPBITHIC IVICHOYHOIT
000J104KOI

Pasmep ynaxosku 30 TabneToK, MOKPHITHIX INICHOYHOU
000J104KOI

Tun ynaxosxu KOHTYPHAS SYEMKOBAS
VYITAKOBKA 3 X 10

Jama npoussoocmea 29.11.2021

Jlama ucmeuenus cpoka 31.10.2024

200HOCMU

Cneyughuxayus HI ITN013867/01-150212

Peaucmpayuonnoe yoocmosepenue No: TIN013867/01

Cepus LIMS HV 1700206
Obpaszey HV 5745394
Cepus LIMS MZP 1687506
Obpasey MZP 5691245

Buinywennoe xonuuecmseo 120 300 IAYEK

Cmpana-umnopmep Poccus

eIMHUYHBIC HeUIeHTH (). IpuMecH
CyMMa npuMecen

Mukpoouoiornyeckas YHCTOTa
MukpoOHoIOrHyIecKast Y4NCToTa

HEBOJHBIX MIPENIApPaToB /Ul PHEMa BHYTPb

Oo01ee ymcio aspoOHBIX
MHKPOOPraHH3MOB

O011ee YKCIo IPOXKIKEBBIX U
IUICCHEBBIX TPUOOB

OtcyrcrBue Escherichia coli

OTHOPOTHOCTH JJO3UPOBAHUS
KoanyecTBeHHOE ompeesieHne

LETUPU3UHA AUTHAPOXIJIOPHIA B OIHOU
TabJIeTKe, MOKPHITOM IJICHOYHOW 000JI0UKOM

<0,05 %
0,1 %

0 KOE/r
0 KOE/r
COOTBETCTBYET

COOTBETCTBYCT

10,0 mr

He 6oiee 0,1 %
He 6oiee 0,7 %

He 6onee 10° KOE/r
He 6onee 10> KOE/r
orcytcTByIoT (1 1)

AV <150

ot 9,5 mr go 10,5 mr

Nudopmanus o Beiycke

3AKJIFOYEHHUE: CooTBeTcTBHE cieupUKAIIHU.
Cepusi cootrBercTByeT TpeOoBanusiMm HopmatmBHoii JlokyMeHTanmmm, 3aperMcTPHMPOBAHHON B
Poccuiickoii @enepanum B HacTosIIee BpeMs 110 MepeYHCJIeHHBIM MTOKa3aTeJIAM KadecTBa.

«3eHTHBA K.C.» (0QUIHANBHEIN IPEeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009)

Y Kab6enosus! 130, 102 37, IIpara 10, Jonsau Mexonynsl, Yenickas Pecyonuka

OJOBPEHO J1JIA BBIITY CKA
IIpon3BoauTe b M KOHTPOJIb Ka4ecTBa:

Ten: +420 267 241 111

Howmep munensun Ha npousBonctso: 25473/2/INS/98 (nocnennee nzmenerune 260389/2020)
Ceprudukar GMP Ne 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631/2019

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

Jakub Matusik 15-03-2022 Z@N'HVA
/Tonnucs/
Crpanuna 2 u3 2 PacneanaH:o

Daxc: +420 267 243 627

i «3entuBa, K.c.» Y
Kabenosusr 130 102
i 37 Ipara 10 Jonbhu
i Mexoumyrsl

: 15.03.2022



ZENTIVA

Manufacturer batch certificate No. 1247

Name of product Zodac ®

Product number 11009379 _0053 Batch LIMS HV 1700207

e o Sample HV 5745397

Dosage form film-coated tablets Batch LIMS MZP 1687507

Package size 30 tbl fim Sample MZP 5691246

Package type BLI3X 10 Released quantity 121200 PACKS
Manufacture date 29.11.2021 I . / .

Expiry date 31.10.2024 mporting country  Russia
Specification ND P N013867/01-150212

Marketing authorisation No. P N013867/01

Test Results Limits
Appereance
Appearance
appearance 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 obtained with the
standard solution of cetirizine

titanium dioxide complies orange colour observed
Disintegration 6 min NMT 15 min
Dissolution test

Dissolution test

average amount 103 %
number of samples 6
min 100 %
max 104 %
evaluation complies At least 75 % (Q) of the declared
amount of cetirizine dihydrochloride
after 20 min
Purity test
degradation product (RRT 0.62) 0.1% NMT 0.3 %
other known impurities individually 0.1 % NMT 0.2 %
Jakub Matusik 10-03- 12 Z@NTIVA | e
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P Zentiva, k.s.
Approved by QP Zentiva, k.s & t/ W\é ! Doln Macholupy
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ZENTIVA

Manufacturer batch certificate No. 1247

Name of product Zodac ®

Product number  11009379_0053 Batch LIMS HV 1700207
Batch number 3521121 Sample HV 5745397
Strength 10 MG

Dosage form film-coated tablets Batch LIMS MZP 1687507
Package size 30 tbl fim Sample MZP 5691246
Package type BLI3 X 10 Released quantity 121200 PACKS
Manufacture date  29.11.2021 I /i ¢ Russi
Expiry date 31.10.2024 mporting couniry ussia
Specification ND P N013867/01-150212

Marketing authorisation No. P N013867/01

unknown impurities individually <0.05 % NMT 0.1 %

sum of all impurities 0.1 % 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
film-coated tablet

9.5 mg to 10.5 mg

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

Tel: +420267 241 111
Fax: +420 267 243 627
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ZENTIVA GROUP, a.s. - Readquarters - U Kabelovny 130 - 102 37 Prague 10 - Czech Republic
Tel: (+420) 267 241 111 - Fax: (+420) 272 702 402 - E-mail. zentivaa zcntina com — wwaw zentiva.com - 1D No. 28446640 - VAT No - CZ28446640
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NPUIOXXEHUE K CEPTUGUKATY AHAJIU3A (conposoauTtesibHOE NUCLMO)

Product name / Haumenosanue npogykrta: Zodac®, film-coated tablets, 10 mg, 10x3/ 3opak®,
Tabnerkn, NOKpbITLIE NAEHOYHOK 060n0uKoH, 10 Mr, 10x3

GMID: 725663

Batch number / Homep cepum: 3521121

Manufacturing date / lata npoussoacrea: 29.11.2021

Expiry date / loaex po: 31.10.2024

Reference number to MA registered in Russia / Homep PY, 3apeructpuposaHHoro 8 Poccuu: I N013867/01
ND number / Homep HA: N N013867/01-150212, variations 1-7 / M N013867/01-150212, uaMmeHeHus 1-2

Bbie 25 °C

Shelf-life / Cpok roaHocTu: 3 years / 3 roga

API name / HaumeHosaHne A®W: cetirizine dihydrochloride / uetupuauna avruapoxnopua
API manufacturer / NMpoussoautens A®W: Ipca Laboratories Limited / Unka flaGopaTopus SiuMuTe )
API manufacturer ‘s address / Aapec npoussoautens A®U: P.O. Sejavta, District Ratlam 457 002, Madiy
Pradesh, India

API batch number / Homep cepun A®U: 19020CZ6RII

Packaging / YnakoBka:
10 tablets in a PVC/PVDC/AI blister. 3 blisters of 10 tablets along with a package insert in a carton pack. /
Mo 10 tabnetok B PVC/PVDC/Al 6nuctep. Mo 3 6nuctepa no 10 Tabnetok BMecTe C WHCTPYyKUMen no

NPUMEHEHUIO B KAPTOHHYIO NaYKy.

Labelling / Mapxuposxa:

The following information should be indicated on the blister in Russian: trade name of the medicinal product
with a warning label ®, international nonproprietary name, dosage, dosage form, company’s logotype (in Latin
letters), batch number, shelf life (expiry date). Existence of local digital or bar-code codes of the company is
possible. /

Ha Onncrepe Ha pycckoM sA3eike yKa3aHO: TOPrOBOE HaWMEHOBaHME NeKapCTBEHHOro npenapata ¢
npeaynpeauTentHON  MapkupoBkoi ®, MeXAyHapOAHOE HEMaTEHTOBAHHOE HAMMEHOBaHWe, [AO3UPOBKY,
nekapcTBeHHylo (opMy, NIOroTUN KOMNaHUK (NAaTUHCKUM WPUGTOM), HOMEp CepuM, CPOK FrOAHOCTH (rogex po).

Bo3MOXXHO Hanuuune BHYTPEHHWUX LlMCprBbIX MNU WTPUXOBBIX NPOU3BOACTBEHHbIX KOAOB KOMMNAaHUW.

| register d by the M pal Court in Praguc - Secuon B - Eniny 14570
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The following information should be indicated on the carton pack in Russian: name of the medicinal product

with a warning label ®, international nonproprietary name, dosage form, dosage, the composition with the
names and content of the active ingredient in 1 tablet and list of excipients, “To take orally”, dispensing
conditions, the number of tablets in the carton pack, “Against allergy", “since 6 years old’, “The effect of the
medicinal product may begin after 20 minutes", “Reliefs the symptoms of urticaria**, allergic rhinitis and
conjunctivitis: nasal congestion Sneezing Runny nose Pruritus Tearing”, «** Chronic idiopathic urticaria», “1
tablet per day*”, «*For children from 6 to 12 years 5 mg (1/2 tablet) 2 times a day.», " Before administration,
be sure to read the instructions", storage conditions, «Keep out of reach of children», batch number, shelf life
(expiry date:), date of manufacturing, company’s logotype (in Latin letters), name and dosage of the drug in
Braille, name and country of the manufacturer, thematical image, marketing authorization number, bar-code.
Existence of local digital or bar-code codes, 2D-code of the company is possible. Additionally, it may appear an
information of monitor of moving from manufacturer to consumer. /

Ha KapToHHOW NayKe Ha pyCCKOM S3bIKE YKa3bIBAOT: TOPrOBOE HaUMEHOBaHNe NlexapcTBEHHOro NpenapaTa C
npeaynpeanTensHoN MapKUpoBKOM ®, MeXAyHapOAHOE HenaTeHTOBaHHoe HauMeHoBaHWe, NeKapCTBEHHYIO
¢opMy, AO3MPOBKY, COCTaB C yKa3aHWEM Ha3BaHWS M KONMWYECTBA aKTUBHOMO Bewectea 8 1 Tabnetke u
nepeyHeM BCNOMOraTeNbHbIX BelWwecTs, «[na npueMa BHYTPb», YCNOBUS OTMYCKA, KONMYECTBO TabneTok B
YNaKoBKe, «OT anneprum», «C 6 ner», «aeicTame MOXKET HauaTbCs Yepes 20 MUHYT», «OBneryaeT CUMNTOMBI
KpanuBHUUBI**, annepruyeckoro puUHWTA M KOHBIOHKTMBMTA: 3aN0XEHHOCTb HOCa YuxaHue Hacmopk 3ya
CnesoTeueHne», «**XpoHuyeckas navonaTmueckas kpanueHuLa», <1 Tabnetka B CyTKU*», «*[Inn peten ot 6
Ao 12 net no 5 mr (1/2 Tabnetku) 2 pasa B geHb.», «lepes NPUMEHEHWEM 06A3aTENbHO O3HAKOMBLTECH C
WHCTPYKUMEN», YCIIOBUA XPaHEHUS!, «XPaHWTb B HEAOCTYNHOM ANs AeTeil MecTe, HOMep cepuu, CPOK roAHOCTH
(Fomen po:), pata NpousBOACTBa, NOrOTMN KOMMaHWW (NATUHCKWUM WwpuPTOM), HaMMEHOBAHWUE U AO3UPOBKA
npenapata wpugToM bpaiing, Ha3saHue GUPMbI-NPOM3BOAMTENN W CTpaHy NPOU3BOACTBA, TeMaTU4eckue
PUCYHKM, HOMED PErucTpauUMOHHONO YAOCTOBEPEHUS, WTPHX-KOA. BO3MOXHO Hanuume BHYTPEHHWUX LIM(pPOBLIX
WM WITPUXOBLIX NPOU3BOACTBEHHbLIX KOAOB KoMnaHvuy, 2D-koaa. [ONOAHUTENbHO MOXET 6biTh HaHeceHa
WHGOPMaLMS AN MOHUTOPUHIA ABUXEHUS NEKAapPCTBEHHBIX NPENapaToB OT Npon3soanTenst A0 KOHEYHOro
notpeburens.

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of
Regulatory dossier) currently registered in Russian Federation on the listed quality parameters. /

HacTosmMmM noaTBepxAaeTcs, YTo 3Ta NapTUsi COOTBETCTBYET BCeM TpeGoBaHusM, YKa3aHHbIM B HOPMaTUBHOM
AOKyMeHTauun (4acTu perucTpaLMOHHOTO AOCLE), 3aperncTpUPOBaHHONO B HaCToAWee epema B Poccuiickon
®enepaunu, NO NEPEYUCNEHHBIM KPUTEPUAM KauecTBa.

d n the
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It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of
Normative Document currently registered in Russian Federation. /

HacToswmMm noateepxaaeTcs, Y70 3Ta NapTUs COOTBETCTBYET TPeGOBAaHWAM pasfenosB <«YnakoBka» M
«MapknpoBka» CneuM@uKaLuMm HOPMaTMBHOrO [OKYMEHTA, 3apernCTpUpOBaHHOMO B HacTosulee Bpems B
Poccuiickoi ®egepaumn.

h
Signature / Moanuce: M/M\Z

Date / fata: 16 -03- ;-]:2

Printed name / Ums nevathbimi 6ykeamn:  Jakub MGtUéik

Title / BomxHoctb: Qualified Person / YnonHoMoueHHoe nnwo ZGNTWA
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	725663_3511121
	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:

	725663-3521121

