ZeNTIVA

Homep cepruduxara npoussoauresas cepuu Ne 2491

Ha3zeanue npenapama 3oaak ®
Howmep npenapama 11009378_0053
Howmep cepuu 3090322 Cepus LIMS HV 270747
Josuposka 10 MI' Cepus LIMS MZP 261585
Jlexapcmeennas gpopma TaOJIeTKH, TOKPBIThIC ICHOYHOI Buinywennoe xonuuecmseo 349 200 IAYEK
000109KOI
Tun ynaxosxu KOHTYPHA I SUEUKOBASI Cmpana-umnopmep Poccus
YITIAKOBKA 1 X 10 Pecucmpayuonnoe
yoocmogepenue No: ITNO013867/01
Jama npoussoocmea 24.03.2022
Jama ucmeuenus cpoka coonocmu  28.02.2025
Cneyughuxayus HATTIN013867/01-150212
Tlokazamenu Hopmwi Pesynemamol
Onucanue Hpononrosarsie 6en0ro WM MOYTH OEIOTO LBETA CooTBeTcTBYET
TaOJICTKH, IOKPBITHIC TUICHOYHOH 000JI0UKOH, C PUCKOH
U1 ACTIEHUS
HoaauHHOCTH
LeTupHu3nHa quruapoxiaopua BOXKX — Bpewmst ynepxuBaHis OCHOBHOTO IIMKA Ha XpOMaTOrpaMMe CoO0TBETCTBYET
Bpewms ynepxuBanus UCTIBITYEMOTO PACTBOPA AOJKHO COOTBETCTBOBATH
BPEMEHH yICPKUBAHUS OCHOBHOTO MTHKA HA
XpOMaTOrpaMMe CTaHIAPTHOTO PACTBOPA IICTUPU3NHA
neTupu3nHa auruapoxiopus BOXX — V®-criekTp OCHOBHOT'O MHKa HA XpoMaTorpaMmme CooTBeTCTBYET
YO criextp HCIIBITYEMOI'0 pacTBOpA JIOJDKEH COOTBETCTBOBATH Y -
CIEKTPY OCHOBHOTI'O MHKa Ha XpoMaTrorpamme
CTaHAAPTHOTO PACTBOPA LIETUPU3UHA
TUTaHA TUOKCHUJL Habnronaercs opaHxeBoe OKpaIlnBaHHe CoO0TBETCTBYET
Pacmamaemocts He 6onee 15 mun 7 MuH
PacrBopenne
Koym4ectBo 06pa3mos 6
Cpennee 3HaueHue He menee 75 % 99 %
Mun 96 %
Maxkc 103 %
Ornenka Mununmansao 75 % (Q) oT 3asBIEHHOTO KOINYECTBA CoO0TBETCTBYET
LHETHUPU3HMHA AUTHIpOXJIopuaa yepes 20 MUH
[ocTropoHHue npumecu
npoxykt paznoxkenus (RRT 0,62) He 6omnee 0,3 % 0,1 %
CAMHUYHBIC UACHTH(]. TpUMECH He 6o1ee 0,2 % <0,05 %
CAMHUYHBIC HEUJICHTU(}. TPUMECH He 6omee 0,1 % 0,1 %
CyMMa TIpuMecel He 6omee 0,7 % 0,1 %
Muxkpo6uoJoruieckas YHCTOTa
OO0111ee 9MCI0 KU3HECTTOCOOHBIX He Gonee 103 KOE/r 0 KOE/r
adpoOHbIX Mukpooprann3moB (TAMC)
O0111e€ YUCITO APOKIKEBBIX U He 6onee 10° KOE/r 0 KOE/r
miecHeBbIX rpubos (TYMC)
Escherichia coli Ortcyrcraue (1 1) CooTBeTCTBYET
OaHOPOIHOCTD A03MPOBAHUS
Cpennee coaepxaHue AV <150 CooTBeTCTBYET
AV <150 5,1
KoJsimyecTBeHHOE onpeaesieHHe
LIETUPU3UHA TUTHIPOXIIOPU/IA B OJTHOM 9,5-
TabJaeTKe, MOKPHITON TUICHOYHOMN 10,5 mr 9,9 Mr
0005109KOM

3AKJIFOYEHMUE: CooTBeTcTBHE cCieUpUKAIIMU.

Bemymeno: Matusik Jakub
JHara: 30.05.2022

Crpanuna 1 u3 2

CoA Hacrpoiika: EN_COFA |

Jara neuatu: 30-masn-2022 16:18
Oryer 6e3omackoctr ID: 12 833 |

basa mannbix: LIMS ELP PROD V8 |




ZeNTIVA

Homep cepruduxara npoussoaurteas cepuu Ne 2491

Ha3zeanue npenapama 3oaak ®
Howmep npenapama 11009378_0053
Howmep cepuu 3090322 Cepus LIMS HV 270747
Josuposka 10 MI' Cepus LIMS MZP 261585
Jlexapcmeennas gpopma TaOJIeTKH, TOKPBIThIC ICHOYHOI Buinywennoe xonuuecmseo 349 200 IAYEK
000J104KOI
Tun ynaxosxu KOHTYPHA I SUEUKOBASI Cmpana-umnopmep Poccus
YITIAKOBKA 1 X 10 Pecucmpayuonnoe
yoocmogepenue No: ITNO013867/01
Jama npoussoocmea 24.03.2022
Jama ucmeuenus cpoka coonocmu  28.02.2025
Cneyughuxayus HATTIN013867/01-150212

Cepusi cootrBercTBYeT TpeGoBaHusiM HopmaTuBHoii lokyMeHTanmu, 3aperucTpUpoOBaHHON B
Poccuiickoii @enepanun B HACTOsI1Iee BPeMsl M0 NMEePEeYNCIEHHBIM MOKA3aTe/IsIM KauyecTBa.

OJOBPEHO JJIs1 BBIITY CKA
IIpousBoauTe/Ib H KOHTPOJIb Ka4ecTBa:
«3eHTHBa K.C.» (OQHIHANBHEIA TpeeMHNK «3eHTHBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
V Kabenosus 130, 102 37, IIpara 10, Jonsan Mexomnymnsl, Yemckas PecryGnuka Daxc: +420 267 243 627

Homep nuiien3nn Ha pou3sBoacTBo: 25473/2/INS/98 (nocnennee m3menenue 1245/2022)
Ceprudpuxar GMP Ne cocr. 252740/2020

YTBep>KJEHO yIOJIHOMOYECHHBIM JIMLO 3€HTHUBA, K.C.
JlaHHBIN cepTudUKAT aHaNU3a MOANUCAH 3JIEKTPOHHOH moanuceio B cucteme LIMS.

Beimymieno: Jakub Matusik Hara Beimycka: 30.05.2022

Bemymeno: Matusik Jakub CoA Hacrpoiika: EN_COFA |
JHara: 30.05.2022 Jara neuatu: 30-masn-2022 16:18
Ortuer Gezonacuocru ID: 12 833 |

basa mannbix: LIMS ELP PROD V8 |

Crpanuna 2 u3 2




ZeNTIVA

Manufacturer batch certificate No. 2491

Name: Zodac ®

Product number: 11009378_0053

Batch: 3090322 . 270747

Strength: 10 MG Batch LIMS HV:

Dosage form: Film-coated tablet Batch LIMS MZP: 261585

Package type: BLI1X 10 Lot quant. released: 349200  PAC

Manyfucture Date: 24.03,2022 Importing couniry: Russia

Expliry date: 28.02.2025 Marketing authorisation No. P N013867/01

Specification: ND P N013867/01-150212

Test Specification Result

Description White to off-white oblong coated tablets with a halving Complics

score on one side
Identification

Cetrizinc: HPLC - Retention time The retention time of the principal peak in the Complics
chromatogram obtained with the sample solution must
correspond (o the retention time of the principal peak in
the chromatogram obtained with the standard solution of
cetirizine
Cetrizine: HPL.C — UV spectrum The principal peak UV spectrum of the chromatogram Complics
obtained with the sample solution must correspond to the
UV spectrum of the main peak in the chromatogram
obtained with the standard solution of cetirizine

Titanium dioxide in coating laycr Orange colour observed Complies
Disintegration <= 15 Minute 7 Minute
Dissolution

Number of samples 6

Average amount >=75% 99 %

Min 96 %

Max 103 %

Evaluation At least 75 % (Q) of the declarcd amount of cetirizine Complics

dihydrochloride after 20 min
Related substances

Degradation product (RRT 0.62) <=0,3% 0,1 %
Other known impurities individually <=0,2% <0,05 %
Unknown impurities individually <=0,1% 0,1%
Total impuritics <=0,7% 0,1%
Microbiological quality
Total acrobic microbial count (TAMC) NMT 10° CFU/g 0 CFU/g
Total yeasts/moulds count (TYMC) NMT 10? CFU/g 0 CFU/g
Escherichia coli Absence (1 g) Complies
Uniformity of dosage units
Content uniformity AV<15.0 Complies
AV <=15,0 5,1
Assay of cetirizine dihydrochloride in 1 9,5 - 99 mg
film-coated tablet 10,5 mg
Issued By: Matudik Jakub CoA Setup:  EN_COFA
Date: 30.05.2022 Page 1 of 2 Pk Dotz 30-100-2022 1608

Secure report ID; 12 633
Databze: LIMS_ELP_PROD_V8



Z@NTIVA

Manufacturer batch certificate No. 2491

Name: Zodac ®

Product number: 11009378_0053

gfe’,fg','" e Batch LIMS HV: 270747
Dosage form: Film-coated tablet Butch LIMS MZP: 261585
Package type: BLIIX 10 Lot quant. released: 349200 PAC
Manyfacture Date: 24.03.2022 Importing country: Russin

Expiry date: 28.02.2025 Marketing authorisation No. P N013867/01
Specification: ND P N013867/01-150212

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: Tel: +420 267 241 111

Zentiva k.s. (lcgal successor of Zentiva a.s. as of 1.1.2009) Fax: +420 267 243 627

U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacturc Autorization Number :25473/2/INS/98 ( last change sukls21245/2022)

GMP Certificate No.sukls 252740/2020

Approved by QP Zentiva, k.s.

This CoA was signed electronically in LIMS system.

Released by: Matuiik Jakub Release Date: 30.05.2022
Issued By: Matusfk Jakub CoA Setuxr  E4.COFA
Date: 30.05,2022 Page 2 of 2 Pt Date 30460202 1618

Secure report I0; 12 833
Databize: LIMS_ELP_PROD_ VB
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NPUIOXEHME K CEPTUGUKATY AHAJIM3A (conposogutensHoe NUCbMO)

Product name / HaumeHosanvne npoaykta: Zodac®, film-coated tablets, 10 mg, 10x1/ 3opak®,
Tabnerku, NOKpuLITLie NAeHouHoH 060104Koi, 10 MF, 10x1

GMID: 725660

Batch number / Homep cepun: 3090322

Manufacturing date / [lata npoussoacTea: 24.03.2022

Expiry date / NogeH po: 28.02,2025

Reference number to MA registered in Russia / Homep PY, 3apeructpuposantoro B Poccuu: M N013867/01
ND number / Homep HA: N N013867/01-150212, variations 1-7 / N N013867/01-150212, uameHenus 1-7
Storage condition / Ycnosus xpaHetun: Store at temperatures not exceeding 25 °C / MNpu TeMnepaType He
sbitue 25 °C

Shelf-life / Cpok roaHoctu: 3 years / 3 ropa

API name / HaumeHosaH1e AQU: cetirizine dihydrochloride / UETUPU3UHA ArMgpoxnopua

API manufacturer / Npon3asoautens A®W: Ipca Laboratories Limited / Unka Naboparopna Numurten
API manufacturer s address / Aapec npoussoautens ADU:

P.O. Sejavta, District Ratlam 457 002, Madhya Pradesh, India

API batch number / Homep cepun A®W: 20008CZ6RI]

Packaging / Ynakoska:

10 tablets in a PVC/PVDC/AI blister. 1 blister of 10 tablets along with a package insert in a carton pack. /

Mo 10 vabnetok 8 PVC/PVDC/AlI 6auctep. Mo 1 6Gnuctepy no 10 Tabnetok smecre c MHCTPYKUWelW no
NPUMEHEHNIO B KAPTOHHYIO Nauky.

Labelling / Mapkuposka:

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_Onmcrepe Ha _pycckoM A3bike _yKka3aHo: TOProBoe HauMeHoBaHMe nekapcTeeHHOro npenapara c
NPefynpeauTensHoil  MapkupoBKOH ®, MeX/yHapOAHOE HenaTeHTOBaHHOe HauMeHoBaHue, A03KPOBKY,
nexapcTeeHHyio GopMy, N0roTun KoMNaHM (NaTMHCKUM WpKUPTOM), HOMEP Cepum, CPOK FOAHOCTH (FoAeH 0).
BO3MOXHO Hanuuue BHYTPEHHMX UMGPOBLIX MW WTPUXOBLIX MPOM3BOACTBEHHBIX KOAOB KOMNAHMY.




an: name of the medicinal product

with a warning label ®, international nonproprictary name, dosage form, dosage, the composition with the
names and content of the active ingredient In 1 tablet and list of exciplents, “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 urticarla**, 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 § 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
Braifle, 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 KapToHHOA NauKe HA DYCCKOM A3LIKE YKAILIBAIOT. TOPrOBOE HAUMEHOBAHNE NIEKAPCTBEHHOrO npenapara ¢
npeaynpeauTenHoi MapkMpoBkoit ®, MeXAYHapOAHOE HENaTeHTOBAHHOE HauMeHOBaHWe, neKapcTBeHHyo
(hopMy, RO3UPOBKY, COCTAB C yKAa3aHWEM HA3BaHMSi U KONWMUECTBA aKTUBHOrO Bewlectea 8 1 Tabnerke w
NepeyHeM BCNOMOraTenbHbIX BEWECTB, «[nA npuema BHYTPL®, YCMOBWA OTNYCKA, KOAWYECTBO Tabnerok B
YNaKoBKe, «OT annepruu», «C 6 ner», «aeicrene MOXeT HauaTbes yepes 20 MUHYT», «OBNeryaeT CUMNTOMDI
KpanuBHULILI**, annepruueckoro pUHUTa W KOHBIOHKTMBUTA: 3anOXeHHOCTb Hoca Ynxanue HacMopk 3ya
Cne3soteueHue», «**XpoHUyecKan MAMONATUYECKaN KpanueHUUa», «1 Tabnerka B CyTku*», «*flna perei ot 6
20 12 ner no 5 mr (1/2 Tabnerkun) 2 pasa B geHb.», «llepen npumeHeHWeM 06S3aTENbHO O3HAKOMbTECH C
MHCTDYKUMEI», YCNOBUS XPaHEHUS, «XPaHWTL B HEAOCTYNHOM ANS AETEl MECTe», HOMEp CepUM, CPOK FOAHOCTH
(FoneH po:), AaTa NpoM3BOACTBA, NOTOTUM KOMMAHMK (NATUHCKUM WPHGTOM), HaUMEHOBaHWE W A03UPOBKa
npenapata wpudToM Bpaiing, HassaHve (UPMLI-NPON3BOAUTENS M CTPaHy NPOM3BOACTBA, TeMaTM4eckue
PUCYHKW, HOMEP PEruCTPaunoHHOrO YAOCTOBEPEHUA, WTPHX-KOA. BOIMOXHO Hanuuue BHYTPEHHNX UWGpPOBLIX
WNK WTPUXOBbLIX NPOM3BOACTBEHHLIX KOAOB KOMNaHuK, 2D-kopa. [lononHUTENbHO MOXET 6biTh HaHeceHa
UHGDOPMALMA ANS MOHMTOPUHIA ABMXXEHUS NEKAPCTBEHHbIX NPenapaToB OT NPON3BOAUTENA A0 KOHEUHOrO
notpebutens.

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. /

HacTosumm noaTBEpXXA3ETCH, YTO 3T NAPTUA COOTBETCTBYET BCEM TPEGOBAHUAM, YKA3aHHLIM B HOPMATUBHOI
ROKYMEHTaUWK (4acTi PerucTpaLMOHHOrO fI0Cke), 3aperncTpUPOBAaHHOrO B HAaCTOALLEE BpeMs B Poccuickoil
Defepaumnn, NO NEPEUUCSIEHHBIM KPUTEPUSIM KauecTBa.
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ZENTIVA

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

HacrosumM noaveepkaaertcs, 4vo 31a NapTMs COOTBETCTBYET TpeGODaHWAM pa3fenon «Ynakoska» u
«MapkupoBka» cneunduKauMM HOPMaTMBHOFO AOKYMEHTa, 3épemcrpuponaunoro 8 Hactoswee ppeMa B
Poccuiickoit Degepauun.

_ /,
Signature / Noanwce: W

Date / fata: 10 -05 012

Printed name / UMa neyatHbiMu Gykaamu: JakUb MatU§fk

N'“‘[ Zentiva, ke,

Title / formkHoctb: Qualified Person / YnonHoMoueHHoe nuuo ze A Uhhm'm
10297 0
Dainf Micholupy
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	ЗАКЛЮЧЕНИЕ: Соответствие спецификации.
	Серия соответствует требованиям Нормативной Документации, зарегистрированной в Российской Федерации в настоящее время по перечисленным показателям качества.
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	Производитель и контроль качества:
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