ZeNTIVA

Howmep ceprudukara npousBoauresis cepuu Ne 'y

Ha3zeanue npenapama 3oaak ®
Howmep npenapama 11009379_0053
Howmep cepuu 3110322 Cepus LIMS HV 273323
Jozuposka 10 MI' Cepus LIMS MZP 261587
Jlexapcmeennas gpopma TaOJIeTKH, TOKPBIThIC IUICHOYHOI Buinywennoe xonuuecmseo 117 205 HAYEK
000109KOI
Tun ynaxosxu KOHTYPHA I SUEUKOBASI Cmpana-umnopmep Poccus
YITIAKOBKA 3 X 10 Pecucmpayuonnoe
yoocmogepenue No: ITNO013867/01
Jama npoussoocmea 28.03.2022
Jama ucmeuenus cpoxa coonocmu  28.02.2025
Cneyughuxayus HIA ITN013867/01-150212
Tlokaszamenu Hopmwi Pesynomamol
Onucanue IIpomonroBaTeie 6EMOro WK MOYTH OENOTro 1BETa CooTBeTcTBYET
TaOJICTKH, IOKPBITHIC TUIEHOYHOW 000JI0UKOH, C PUCKOH
U1 ACTIEHUS
HopauHHOCTH
LHeTupHu3nHa quruapoxiaopua BOXKX — Bpewmst ynepxuBaHus OCHOBHOTO IIMKA Ha XpOMaTOrpaMMe CoO0TBETCTBYET
Bpewms ynepxuBaHus HCTBITYEMOTO PacTBOpa JOJDKHO COOTBETCTBOBATH
BPEMEHH yICPKUBAHUS OCHOBHOTO ITUKA Ha
XpOMaTOrpaMMe CTaHIAPTHOTO PACTBOPA IIETUPU3NHA
neTupu3nHa auruapoxiopug BOXX — V®-criekTp OCHOBHOT'O MHKa HA XpoMaTorpaMmme CooTBeTCTBYET
YO cniextp HCIIBITYEMOT0 PAacCTBOPA JOJIKEH COOTBETCTBOBATh Y D-
CIEKTPY OCHOBHOTI'O MHKa Ha XpoMaTorpamme
CTaHAAPTHOT'O PACTBOPA LIETUPU3UHA
TUTaHA TUOKCHUJL HaGuonaercst opamkeBoe OKpaliiBaHUue CoO0TBETCTBYET
Pacnagaemocth He 6omee 15 mun 6 MUH
PacrBopenne
Koym4ectBo 06pa3mos 6
Cpennee 3HaueHue He menee 75 % 97 %
Musn 95 %
Makc 101 %
Ornenka Mununmansao 75 % (Q) oT 3asBIEHHOTO KOINYECTBA CoO0TBETCTBYET
LEeTUPU3NHA JUTHIpoXIopuaa yepe3 20 MuH
Iocroponnue npumecu
nponykt paznoxkenus (RRT 0,62) He 6omnee 0,3 % <0,05 %
CAMHUYHBIC UACHTU(]. TpUMECH He 6o1ee 0,2 % <0,05 %
CAMHUYHBIC HEUJICHTU(}. TPUMECH He 6omee 0,1 % 0,1 %
CyMMa TIpuMecer He 6omee 0,7 % 0,1 %
MuxkpoouoJoruyeckasi YHCTOTA
OO0111ee 9nCI0 KU3HECTTOCOOHBIX He Gonee 10° KOE/r 0 KOE/r
adpoOHbIX Mukpooprann3moB (TAMC)
OO0111ee YMCII0 IPONOKEBBIX U He Gonee 10° KOE/r 0 KOE/r
recHeBbIX rpuboB (TYMC)
Escherichia coli Ortcyrcraue (1 1) CooTBeTCTBYET
OaHOPOIHOCTD A03HPOBAHUS
Cpennee coaepxaHue AV <150 CooTBeTCTBYET
AV <150 4,8
KoJsimyecTBeHHOE onpenesieHHe
LIETUPU3UHA TUTHAPOXIIOPU/IA B OJTHOM 9,5-
TabJeTKe, MOKPHITON MIIEHOYHOM 10,5 mr 10,1 mr
obonoukoit

Bemymeno: Matusik Jakub
JHara: 30.05.2022

CoA Hacrpoiika: EN_COFA |

Jara neuatu: 30-masn-2022 16:20
Oryer 6e3omachoctr ID: 12 834 |

basa mannbix: LIMS ELP PROD V8 |
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ZeNTIVA

Homep cepruduxara npousBoaurtesas cepuu Ne 2492

Ha3zeanue npenapama 3oaak ®
Howmep npenapama 11009379_0053
Howmep cepuu 3110322 Cepus LIMS HV 273323
Jozuposka 10 MI' Cepus LIMS MZP 261587
Jlexapcmeennas gpopma TaOJIeTKH, TOKPBIThIC IUICHOYHOI Buinywennoe xonuuecmseo 117 205 HAYEK
000J104KOI
Tun ynaxosxu KOHTYPHA I SUEUKOBASI Cmpana-umnopmep Poccus
YITIAKOBKA 3 X 10 Pecucmpayuonnoe
yoocmogepenue No: ITNO013867/01
Jama npoussoocmea 28.03.2022
Jama ucmeuenus cpoxa coonocmu  28.02.2025
Cneyughuxayus HIA ITN013867/01-150212

3AKVIFOYEHMUE: CooTBercTBHE cienupUKANN.

Cepusi coorBercTByeT TpeGoBaHussM HopmaTupHoii lokyMeHTanmu, 3aperucTpUMpOBAHHOH B
Poccuiickoii @enepanun B HacTosIIee BpeMs 110 MepPeYHCJIeHHBIM MTOKa3aTeJIAM KadecTBa.

OAOBPEHO JJ151 BBIITYCKA
IIpou3BoauTe/b H KOHTPOJIb Ka4yecTBa:
«3enTHBa K.C.» (0pHIHaNbHbIA peeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
YV Ka6enosusr 130, 102 37, IIpara 10, loneau Mexomnymsl, Yemickas Pecry6mika ®dakc: +420 267 243 627

Howmep nmumensnn Ha mponsBoacTBo: 25473/2/INS/98 (nmociennee mMenenue 21245/2022)
Ceptudpurar GMP Ne coct. 252740/2020

YTBepKIEHO YIMOTHOMOYEHHBIM JHI0 3€HTHBA, K.C.
JlaHHEBIH cepTrdUKAT aHaIHM3a ITOIIHCAH YIEKTPOHHON oAnHchio B cucteme LIMS.

Brmmymeno: Jakub Matusik Jara Bbimycka: 30.05.2022

Bemymeno: Matusik Jakub CoA Hacrpoiika: EN_COFA |
JHara: 30.05.2022 Jara neuatu: 30-masn-2022 16:20
Oryer 6e3omachoctr ID: 12 834 |

basa mannbix: LIMS ELP PROD V8 |
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ZeNTIVA

Manufacturer batch certificate No. 2492

Name: Zodac ®
Product number: 11009379_0053
Batch: 3110322 . 273323
Strength: 10 MG Lokl
Dosage form: Film-coated tablet Batch LIMS MZP: 261587
Package type: BLI3X 10 Lot quant. released: 117205 PAC
Manufacture Date: 28.03.2022 Importing country: Russia
Expiry date: 28.02.2025 Markeling 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 Complies

score on one side
identification
Cetrizinc: HPLC - Retention time The retention time of the principal peak in the Complies
chromatogram obtained with the sample solution must
correspond to the rctention time of the principal peak in
the chromatogram obtaincd with the standard solution of
cetirizine
Cetrizine: HPLC - UV spectrum The principal pcak UV spectrum of the chromatogram Complies
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 obscrved Complies
Disintegration <= 15 Minutc 6 Minute
Dissolution

Number of samples 6

Average amount >=75% 97 %

Min 95%

Max 101 %

Evaluation At least 75 % (Q) of the declared amount of cetirizine Complies

dihydrochloride after 20 min

Related substances

Degradation product (RRT 0.62) <=0,3% <0,05 %

Other known impurities individually <=0,2% <0,05 %

Unknown impurities individually <=0,1% 0,1 %

Total impuritics <=0,7% 0,1 %
Microblological quality

Total aerobic microbial count (TAMC) NMT 10° CFU/g 0 CFU/g

Total yeasts/moulds count (TYMC) NMT 102 CFU/g 0 CFU/g

Escherichia coli Absence (1 g) Complies
Uniformity of dosage units

Content uniformity AV<150 Complies

AV <=15,0 48
Assay of cetirizine dihydrochloride in 1 9,5- 10,1 mg
film-coated tablet 10,5 mg

Issued By: Matusik Jakub RS e cOin
Date: 30,05.2022 Page 1 of 2 Print Date: 30400-2022 1620

Secure report ID: 12 834
Datsblze: LIMS_ELP_PROD_VS



ZeNTIVA

Manufacturer batch certificate No. 2492

Name: Zodac ®

Product number: 11009379_0053

ﬁz‘:;’,h 3410322 Batch LIMS 11V 273323
Dosage form: Film-coated tablet Batch LIMS MZP: 261587
Package type: BLI3X 10 Lot quant. released: 117205 PAC
Manufacture Dato: 28.03.2022 Importing country: Russia

Explry 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. (legal 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
Manufacture 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: Matugik Jakub Release Date: 30.05.2022
Issued By: Matudik Jakub CoA Setup. EN_COFA
Date: 30.05.2022 Page 2 of 2 Peiat Oair;;30-00-2002 1620

Secwe report I 12 834
Databize: UMS_ELP_PROD_VS
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LENTIVA

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NPUJTOXKEHUE K CEPTUDUKATY AHAJIU3A (conposoautensHoe NUCbLMO)

Product name / HauMenosatue npoaykra: Zodac®, film-coated tablets, 10 mg, 10x3/ 3oaak®,
Tabnerku, nokpuiTeie NneHouxoit o6onouroit, 10 Mr, 10x3

GMID: 725663

Batch number / Homep cepuu: 3110322

Manufacturing date / flata nponssoacrsa; 28.03.2022

Expiry date / logex po: 28.02.2025

Reference number to MA registered in Russia / Homep PY, 3aperucrpuposanHoro 8 Poccvu: 1N N013867/01
ND number / Homep HA: N NO13867/01-150212, varlations 1-7 / N N013867/01-150212, namexenuns 1-7
Storage condition / Ycnosus xpatenns: Store at temperatures not exceeding 25 °C / Mpu TemMneparype He
Bbilwe 25 °C

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

API name / HaumeHosaHue A®W: cetirizine dihydrochloride / uetupmanta avruapoxnopua

API manufacturer / Nponssoautens AOW: Ipca Laboratories Limited / Unka Na6opartopus Numuren

API manufacturer ‘s address / Anpec npoussoautens A®U: P.O. Sejavta, District Ratlam 457 002, Madhya
Pradesh, India

API batch number / Homep cepun A®U: 20008CZ6RI1

Packaging / Ynakoska:

10 tablets in a PVC/PVDC/AI blister. 3 blisters of 10 tablets along with a package insert in a carton pack. /

flo 10 Tabnerok B PVC/PVDC/Al 6nucrep. Mo 3 6nucrepa no 10 Tabnetok BMecte C UHCTPYKUMe 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 nonproprieiary 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 6/mcrepe Ha DYCCKOM Si3biKe YK33HO: TOProBOE HAMMEHOBAHWE NEKapCTBEHHOro npenapata ¢
npeAynpeauTencHoil  MapkupoBkoli ®, MeXAYHapOAHOE HENaTeHTOBAaHHOE HaUMeHOoBaHue, A03MPOBKY,
NekapcTaeHnyto GopMy, OrOTHN KOMNAHUM (NaTUHCKUM WPHETOM), HOMEP CepUM, CPOK FOAHOCTY (FoaeH 40).
BO3MOXHO Hanuuue BHYTPEHHNX LUM(POBbIX AN LWITPUXOBLIX NPON3BOACTBEHHBIX KOAOB KOMNaHWH.




C2-Internal

Z@NTWA

with a warning label ®, international nonproprietary name, dosage form, dosage, the composition with the

an: name of the medicinal product
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, “Agalnst allergy”, “since 6 years old’, “The effect of the
medicinal product may begin after 20 minutes"”, “Reliefs the symptoms of urticaria**, allerglc rhinitls 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
Brallle, name and country of the manufacturer, thematical image, marketing authorization number, bar-code.
Existence of loca! 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. /

ayKe H KOM A3bIKE YKA3bIBAOT. TOPrOBOE HAWMEHOBAHWE NEKAPCTBEHHOro Npenaparta C
npeaynpeanTeNtHON MAapKUpOBKOK ®, MeX/yHapOAHO® HENaTeHTOBAHHOE HauMeHOBAHWE, NEKapCTBEHHYIO
¢opMy, A03MPOBKY, COCTaB C yKa3aHMEeM Ha3BaHWA U KONMYECTBA aKTUBHOrO Bewecrsa 8 1 Tabnerke u
nepeuHeM BCRIOMOraTeNbHuIX BelWecTs, «[1na npuema BHYTPb», YCIOBMS OTNYCKA, KOAMUECTBO TabneToK B
YRaKoBKe, «OT anneprun», «c 6 ner», «aeicTane MOXET HauaTbcs Yepes 20 MUHYT», «OBneryaeT CUMNTOMbI
KPanuBHULLI**, annepruyeckoro puHNTa W KOHLIOHKTMBMTA: 3af0MEHHOCTb Hoca “uxaHue Hacmopk 3yn
Cne3oteuenue», «**XpoHuueckas MAMONATHURCKAs KpanusHuLa», «1 Tabnetka s cytkn*», «*fing nevei or 6
Ao 12 net no 5 Mr (1/2 vabnevku) 2 pa3a B AeHb.», «epes NpuMeHeHWeM 06A3aTeNbHO O3HAKOMLTECH C
WHCTPYKUMEI», YCNOBUS XPaHEHNS, «XPaHNTb B HEAOCTYNHOM ANS AETEN MECTe», HOMep cepuy, CPOK FOAHOCTY
(FoneH po:), pata NPOWU3BOACTBA, MOrOTHN KOMNAHWM (NATUHCKUM wpudToM), HaUMeHOBaHWE W AO3WUPOBKA
npenapata wpndTom Bpaiing, Hassanve MPMLI-NPOU3BOAUTENS M CTPaHy NPOM3BOACTBA, TeMaTuueckue
PUCYHKW, HOMED PerucTpauMoHHOTO YAOCTOBEPEHUS, WTPNX-KOA. BO3MOXHO HanUuMe BHYTPEHHWUX UNDPOBbIX
VK WTPUXOBBIX NPOU3BOACTBEHHLIX KOAOB koMnawuu, 2D-kopa. JlONONHUTENbHO MOXEeT GLITb HaHeceHa
UHGDOPMAUMA ANA MOHMTOPUHIA ABWXEHWUA NEKapCTBEHHbIX NPEeNnapaToB OT NPOW3BOAUTENS A0 KOHEYHOro
norpeburens.

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. /

HacToswwmMM noaTBEPKAGETCA, UTO 3Ta NAPTUA COOTBETCTBYET BCEM TPeBOBAHUAM, YKa3aHHBIM B HOPMATUBHOI
AOKYMEHTaUWU (HacTit PerucrpauMoHHOro AOCHE), 3aPErUCTPUPOBAHHONO B HACTOALICE BPEMA B POCCHIICKO
®epepaumnmn, NO NEPEYNCNEHHLIM KDUTEPUAM KayecTsa.
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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 Russlan Federation, /

HacroswuM noATeep¥aaercs, WTO 3Ta NApTMA COOTBETCTBYET TPeGOBaHWAM pa3fencs «Ynakopka» W
«Mapkupopka» cneuMdnkauuu HOPMaTUBHOrO AOKYMEHTA, 3aPCrUCTPUPOBAHHOFO B HACTOAWEe BPEMA B

Poccuitckoit deaepaumn,

7
Signature / Moanuce: /Z(,M&V\-«

Date / faTa: 3 -05- 1022

Printed name / Uma nevatnomm 6ykeamn: — Jakub Matusik

Title / BonkHocTb: Qualified Person / YnonHoMoueHHoe nuLo ZG A U kabet "4"

ZENTIV A LROL P
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