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Cepruduxkar anaausa /

AHAJIMTHYECKHUN MACIIOPT CEPUM

Opella Healthcare Poland Sp. z o0.o0.

Oddzial w Rzeszowie

V. Jwbenbka 52, Xewyr, 35-233, Ilojbma

Tey.: +48 17 850 25 00

Homep aBTopmzaumm: 167/0190/15
Cceumka Ha HoMmep EBponGMP: 149094

Opella.

e OVHMNLL

- MaKCHMaJIbHOE OONYyCTUMOE
3HauveHme (L1)

- OOHOPOOHOCTL mosupoBanusa 30
enMHULL

He 6Gojiee 15,0 %

COOTBETCTBYET

HasBaHMe npogmykTa: B00AK
Homep cepum: AR567G IosmpoBKa : 10 mr
Kom GMID: 887268 Crpaha: Poccusa
Jlex. dopma: TabyeTky, [OKPHTHE IIJIEHOUHOM IlaTa OPOM3BOICTEA: 04/11/2025
0DOO0JIOUKOM
YnakoBka: 10 TabyneTox B OsmcTepe CpOK TOOHOCTM: OKT-2028
YCIJIOBUS XPaHEHUS: [Ipy Temneparype He Beme 25 0C
Homep PV: JII-Ne (002631) = (PT'-RU)
HUCIIBITAHUSA CIHEIU®OUKALINHN PE3YJIBTATBI
OnmcaHue [IpomosiroBaTo GOpPME TabJIeTKM, MNOKPHTHE COOTBETCTBYET
[IJIEHOYHOM OOOJIOUKOM, Oejioro UM NOYUTH
0eJjioro LBeTa, C PUCKOM Ojisd IOeJIeHUs, C
OOHOM CTOPOHEL.
CpemHsas mMacca 1 TabneTkwy, 0,119 - 0,131 © 0,124 o
IIOKPEITOM IIJIEHOYHOM OBOOJIOUKOM
OODHOPOOHOCTE MAacCCH CoorBeTcTBYyeT EBp.O®. COOTBETCTBYET
ODHOPOIOHOCTH MACCH COCTAaBHHX CoorBeTcTByeT EBpP.d. COOTBETCTBYET
yacrTen
PacnamaemocThb He Gomee 15 MuH. 5 MUH.
NpenTndmxarms :
leTrpnsmu
- BOXX - BpeMsa yInepXubaHUA CoOTBETCTBME BPEMEH yIOEpPXMBaHUA COOTBETCTBYET
- BOXX - Yo cnekTp CooTBeTCTBUE CIIEKTPOB COOTBETCTBYET
TMTaHa OMOKCHUI IIBeTHasa peaxkuusa COOTBETCTBYET
KonmuecTBEeHHOE oONpenesieHue 9,5 - 10.5 mMr / TabieTka 9,82 Mr
LEeTUPU3MHE OUTUIOPOXIIOPUIA
OOHOPOJHOCTE HOBMPOBAHMUSI — IIO
ONHOPOIHOCTM COHIEPXKaHMS :
- MaKCHUMaJIbHOE HOOIIYyCTMMOE He Gomee 15,0 % 6,8 %
3HaueHue (L1)
- OIOHOPOIHOCTL noszupoBanusa 10 COOTBETCTBYET COOTBETCTBYET

He IIpVMMEHMMO

He IIPpVMEHNMMO
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CepTudukar anaausa /
AHAJIMTHYECKHUN MACIIOPT CEPUM

Opella.

Opella Healthcare Poland Sp. z o0.o0.

Oddzial w Rzeszowie

V. Jwbenbka 52, Xewyr, 35-233, Ilojbma
Ten.: +48 17 850 25 00
Homep aBTopmzaumm: 167/0190/15
Cceumka Ha HoMmep EBponGMP: 149094
HasBauMe npoxykTa: B00AK
Homep cepum: AR567G IosmpoBKa : 10 mr
Kom GMID: 887268 Crpaha: Poccusa
Jlek. dopma: TaBJyeTky, [IOKPEITHE I[IJIEHOUYHOM JaTa HOpOM3BOIACTBA: 04/11/2025
0BOJIOUKOM

YnakoBKa: 10 rabyeTox B OnmucTepe CpOK TOOHOCTMU: OKT-2028
YCIJIOBUS XPaHEHUS: [Ipy Temneparype He Beme 25 0C
Homep PVY: JII-N (002631) - (PT'-RU)
HUCIIBITAHUSA CIHEIU®OUKALINHN PE3YJIBTATBI
PacrBopenme — 20 mmuH. (Q=75)
- MMHMMAaJIbHOE 3HaudeHMre us 6 He menee 80 % 100 %
eIVIHULL
- MMHMMAaJIbHOE 3HaueHre us 12 He meHee 60 % HEe MNPYMEeHVMO
eIVIHULL
- CcpenHee 3HAUYeHMre u3 12 enmHNIL He menee 75 % HEe [PYMEHMMO
- MMHMMAaJIbHOE 3HaueHMue us 24 He meHee 50 % He [PUMEHNMO
€IVIHULL
- cpepnHee 3HaueHMe U3 24 enuHMI] He menee 75 % He MPUMEeHUMO
- KOJIMUECTBO eIuHUI] MeHee Q-15 He Gojee 2 He IIPUMEHMUMO
PoncTBEeHHEE [IPUMMECH:
- llpymMecs A He Gojee 0,2 % < 0,05 %
- llpomykTH pacrnana He Gojiee 0,1 % 0,1 %
- JpyTve enuMHUYHHE He Gojee 0,1 % 0,1 %
UOEHTUQMUUPOBAHHEE MPUMECHU
- EmvHuuHbBle HeumeHTuoMUMpoBaHHEIE He 6Gomee 0,1 % < 0,05 %
npyMecu
- CyMMa opumecemn He Gojee 0,4 % 0,2 %
Muxpo6uosniorndyeckass 4MCTOTA:
(5 mepBHX NPOM3BOINCTBEHHHEIX
cepuit, 3areMm kaxnmas 10-a cepwus,
He MeHee 1 pasa B Ton)

OBmee dYMCIIO al®POOHHIX He 6ojgiee 1000 (KOE/r1) He IPUMEHYMO
MMKPOOPTaHU3MOB

Obumee UYMCIJIO OPOXXKEBEIX / He 6osiee 100 (KOE/T) HE IPUMEHYIMO

[JIECHEBHX IpuboB B 1 T

Echerichia Coli OrcyTrcTByeT B 1 T

He IIPVMIMEHVMO

JaHHEIM NOAOTBEpXOawn,
cooTBeTCTBUM C TpeboraHuaMM GMP EC u TpebOoBaHMAMU PeTrMCTPALMOHHOTO (BIX)
Ha3HaUeHMA.

YIOCTOBEPEeHUs (1i1)

UTO BCe CTaImm IIpOoM3BOILCTBa IaHHOM cepuM I'OTOBOT'O INPOOYKTAa OBLIIM BBIIIOJIHEHBEI B I1OJIHOM

CTpaHH/CTpaH

rap_coa_resultats v4

Page 2 / 3




Internal

CepTudukar anaausa /

Opella.

AHAJIMTHYECKHUN MACIIOPT CEPUM

Opella Healthcare Poland Sp. z o0.o0.
Oddzial w Rzeszowie

V. Jwbenbka 52, Xewyr, 35-233, Ilojbma
Ten.: +48 17 850 25 00

Homep aBTopmzaumm: 167/0190/15
Cceumka Ha HoMmep EBponGMP: 149094

HasBauMe npoxykTa: B00AK

Homep cepum: AR567G IosmpoBKa : 10 mr

Kom GMID: 887268 Crpaha: Poccusa

Jlek. dopma: TaBJyeTky, [IOKPEITHE I[IJIEHOUYHOM JaTa HOpOM3BOIACTBA: 04/11/2025
0BOJIOUKOM

YnakoBKa: 10 rabyeTox B OnmucTepe CpOK TOOHOCTMU: OKT-2028

YCIJIOBUS XPaHEHUS: [Ipy Temneparype He Beme 25 0C

Homep PVY: JII-N (002631) - (PT'-RU)

Pewenne OnobpeHo

Hara: 28-54HB-2026 13:12:30.00

YIIOJIHOMOYEHHOE JIMLO WMIN A. Chmiel

IpenCTaBUTeNE :

IaHHED CepTUdMKAT aHaaM3a MNOANMCAH DJIEKTPOHHO MNPpKM MNOMOWM BalMIMPOBAHHOM cucTeMel JIVMMC.
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Certificate of Analysis /

Opella Healthcare Poland Sp. z o.o.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw,
Tel. +48 17 850 25 00

Poland

167/0190/15
EudraGMDP Reference Number: 149094

Authorisation Number:

Batch Certificate

O pella.

Product Name: ZODAC

Batch No.: AR567G Strength: 10MG

GMID Code: 887268 Country: Russian Federation
Dosage Form: Coated tablets Manufacturing Date: 04/11/2025
Packaging: 10x Tablets in blister Expiry Date: OCT-2028

Storage: Store at a temperature not exceeding 25°C

Marketing Auth. No.: LP -N(002631) - (RMS-RU)

TESTS SPECIFICATIONS RESULTS
Appearance white to off-white oblong film-coated complies

Average mass of 1 film-coated tablet

Uniformity of mass

Uniformity of mass of subdivided parts

Disintegration time

Identification:
Cetirizine

— HPLC - retention time
— HPLC - UV spectrum

Titanium dioxide in coating layer

Assay of cetirizine dihydrochloride

Uniformity of dosage units -

by content uniformity:
- maximum allowed acceptance value

(L1)
— uniformity of 10 dosage units
— maximum allowed acceptance value (L1)

— uniformity of 30 dosage units

tablets with a halving score on one side

0.119 - 0.131 [g]

complies with Ph.Eur.

complies with Ph.Eur.

not more than 15 [min]

correspondence of RT
correspondence of spectra
colour reaction

9.5 - 10.5 [mg/tbl]

not more than 15.0

[5]

complies

not more than 15.0

[5]

complies

0.124 g

complies

complies

5 min

complies
complies

complies

9.82 mg

complies

not applicable
not applicable
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Certificate of Analysis /

Batch Certificate O pella.

Opella Healthcare Poland Sp. z o.o.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw,
Tel. +48 17 850 25 00

Poland

Authorisation Number: 167/0190/15

EudraGMDP Reference Number:

149094

Product Name: ZODAC

Batch No.: AR567G Strength: 10MG

GMID Code: 887268 Country: Russian Federation
Dosage Form: Coated tablets Manufacturing Date: 04/11/2025
Packaging: 10x Tablets in blister Expiry Date: OCT-2028

Storage: Store at a temperature not exceeding 25°C

Marketing Auth. No.: LP -N(002631) - (RMS-RU)
. v

3

TESTS SPECIFICATIONS RESULTS
Dissolution test - 20 min (Q=75):

— minimum value of the 6 units not less than 80 [%] 100 %

— minimum value of the 12 units not less than 60 [%] not applicable

— average value of the 12 units not less than 75 [%] not applicable

— minimum value of the 24 units not less than 50 [%] not applicable

— average value of the 24 units not less than 75 [%] not applicable

— number of units below Q - 15 not more than 2 not applicable
Purity test:

— Impurity A not more than 0.2 [%] <0.05 %

— Degradation product (RRT 0.62) not more than 0.1 [%] 0.1 %

— Other known impurities individually not more than 0.1 [%] 0.1 %

— Unknown impurities individually not more than 0.1 [%] <0.05 %

— Total impurities not more than 0.4 [%] 0.2 %
Microbiological quality:

(5 first production batches and then

every 10th batch, at least once per year)

— Total aerobic microbial count (TAMC) not more than 1000 [CFU/g] not applicable

- Total combined yeasts / modulds count not more than 100 [CFU/g] not applicable
(TYMC) w 1lg

— Escherichia coli absence in 1lg not applicable

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in
full compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation (S)

of the destination country/countries
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Certificate of Analysis /

Batch Certificate O pella.

Opella Healthcare Poland Sp. z o.o.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdéw, Poland
Tel. +48 17 850 25 00

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 149094

Product Name: ZODAC

Batch No.: AR567G Strength: 10MG

GMID Code: 887268 Country: Russian Federation
Dosage Form: Coated tablets Manufacturing Date: 04/11/2025
Packaging: 10x Tablets in blister Expiry Date: OCT-2028

Storage: Store at a temperature not exceeding 25°C

Marketing Auth. No.: LP -N(002631) - (RMS-RU)

Qualified Person Decision

Status of Decision:

Date of Decision (UTC+1):

Qualified Person:

Released

28-JAN-2026 13:12:30.00

A. Chmiel

\.

This Certificate of Analysis has been electronically signed from a validated LIMS

rap_coa_resultats v5 Page 3 / 3



	887268-AR567G
	Cover Letter_Zodac 10x1_887268_AR567G

