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Cepruduxkar anaausa /

Opella.

AHAJIMTHYECKHUH NACTIOPT CepPUH

Opella Healthcare Poland Sp. z o.0.

Oddzial w Rzeszowie

V. Jowbenbka 52, Xemyr, 35-233, Ilosbma

Tes.: +48 17 850 25 00

Homep aBropmzaumm: 167/0190/15
Ccruika Ha HoMep EBponGMP: 149094

S OVMHNIL

- MaxkcCuMaJibHOE OOIYyCTUMOEe
3HaueHue (L1)

- OIOHOPOIHOCTL nozuporanHus 30
€ IVIHULL

He 6Gojee 15,0 %

COOTBETCTBYET

HasBaHMe npoxykKTa: B00AK
Homep cepum: AR56AE Jo3upoBKa : 10 mT
Konm GMID: 887273 CrpaHa: Poccus
Jlex. dopwma: TabjieTky, [OOKPHTHE IIJIEHOUYHOM IaTa HOPOMBBOACTEA: 08/12/2025
0B0JIOUKOM
YrnakoBKa: 30 rabyneTox B OimcTepax CpoK TOOHOCTM: HOA-2028
YcIoBMsa XpaHEeHUA: llpu TeMmneparType He Bome 25 OC
Homep PVY: JII-Ne (002631) = (PT'-RU)
HUCIHBITAHUS CIHEHIU®OUKALIUHN PE3YJIBTATBI
OnmcaHme [IpomoynroBaTor GOpMeEl TabJIETKM, ITOKPEITHE COOTBETCTBYET
IJIEHOYHOY 0OO0JIOUuKOM, OeJioT0 MM [NOYUTH
feyloro LBeTa, C PUCKOM OJsa IOeJIeHus, C
OIIHOY CTOPOHEL.
CpenHsas Macca 1 Tabrnerkwu, 0,119 - 0,131 0,124 o
IOKPEITOM IJIEHOYHOM OBOOJIOUKOM
OOHOPOOHOCTE MAaCCH CoorBeTcTBYyeT EBpP.®. COOTBETCTBYET
OOHOPOOHOCTE MAaCCH COCTaBHBIX CoorBeTcTBYyeT EBpP.®. COOTBETCTBYET
yacrTen
PacnamaeMoCcTb He 6Gojyee 15 MuH. 6 MUH.
UnenTnomkanms :
HeTrpusmH
- BOXX - BpeMmsa yIepXuBaHUS COOTBETCTBME BPEMEH yIOEepPXMBaAHUSA COOTBETCTBYET
- BOXX - Y@ cnexkTp COOTBETCTBME CIEKTPOB COOTBETCTBYET
TuTaHa OUOKCUI IBeTHass peakLus COOTBETCTBYET
KonmuecTBeHHOE oNpelesieHue 9,5 - 10.5 mMr / TabiuerTka 9,91 mr
LEeTUPU3UHA OUTUIPOXJIOPUIA
OOHOPOAHOCTE NOBMPOBaHMSI — IIO
ONHOPOIHOCTM COLEPXaHMS :
- MaKCHMAaJIbHOE OONYyCTUMOE He 6Gojiee 15,0 % 2,6 %
3HaueHue (L1)
- OOHOPOIHOCTBL nos3mupoBaHms 10 COOTBETCTBYET COOTBETCTBYET

He IIPpVMEHNMMO

He I[NPVIMEHVIMO
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Cepruduxkar anaausa /
AHAJIMTHYECKHUH NACTIOPT CepPUH

Internal

Opella Healthcare Poland Sp. z o.0.
Oddzial w Rzeszowie

Opella.

Yn. Jiobensxa 52, Kemys, 35-233, Monema

Tes.: +48 17 850 25 00

Homep aBTopmzaumm: 167/0190/15

Ccruika Ha HoMep EBponGMP: 149094

HasBaHMe npoxykKTa: B00AK

Homep cepum: AR56AE Jo3upoBKa : 10 mT

Konm GMID: 887273 CrpaHa: Poccus

Jlex. dopwma: TabjieTky, [OOKPHTHE IIJIEHOUYHOM IaTa HOPOMBBOACTEA: 08/12/2025
0B0JIOUKOM

YrnakoBKa: 30 rabyneTox B OimcTepax CpoK TOOHOCTM: HOA-2028

llpu TeMmneparType He Bome 25 OC
JII-N (002631) - (PT'-RU)

YCJIOBMA XPaHEeHUA:

Homep PVY:

HNCIIBITAHUSA CIIEIlUPUKALIUN

PE3YJIBTATBI

PacTBopenme - 20 mmH. (Q=75)
- MMHMMAJIbHOE 3HaueHue m3 6 He menee 80 % 100 %
eVHUL]
- MMHMMAaJIbHOE 3HaueHue us 12 He menHee 60 % He IIPUMEHYMO
eMHUL]
- CcpeIHee 3HAauYeHMe M3 12 enuHMI] He menee 75 % He IIPUMEHYIMO
- MMHMMAaJIbHOE 3HaueHue us 24 He menee 50 % He IMPUMEHMMO
eIMHUILL
- cpepnHee 3HaudeHMe U3 24 enuHMIL He menee 75 % He IPUMEHMMO
- KOJIMUECTBO eIMHMI] MeHee (Q-15 He Gojee 2 He IIPUMEHYMO
PonCcTBEHHEIE NPUMECH:
- IlpyMecb A He Gojee 0,2 % < 0,05 %
- IlpomyxTe pacnaza (RRT 0.62) He Gojiee 0,1 % 0,1 %
- JIpyTue enMHUYHHE He Gojee 0,1 % < 0,05 %
UOEHTUQULMPOBAHHEE IPUMECHU
- EmuHuuHble HeymeHTuoMumMpoBaHHEIE He 6Gomee 0,1 % 0,1 %
npuMecu
- CyMMa Ipumecem He Gojiee 0,4 % 0,2 %
Mukpo6uosiormyeckass 4mMcTOTA :
(5 mepBEIX NPOMBBOINCTBEHHHX
cepuyt, 3areMm kaxzas 10-sa cepwus,
He MeHee 1 pasa B ron)

Obumee UMCIIO a’POOHEIX He 6Gojiee 1000 (KOE/r) He [IPUMEHYIMO
MMKPOOPTaHU3MOB

OBlee UMCIIO OPOXXEBHX / He 6ojee 100 (KOE/r) HE [PUMEHUMO

JIECHEBHX TI'puboB B 1 T

Echerichia Coli OrcyTcTBYyeT B 1 T He IIPUMEHYMO

JaHHEIM [OOTBEPXOAalko,
COoOTBeTCTBUM C TpeboBaHusaMu GMP EC u TpeboBaHMAMU PeTIMCTPAalMOHHOTO (bBIX) YILOCTOBEpPeHMS (Mif)
Ha3HAUYEHUS .

UTO BCe CTaluM IIpOoM3BOIOCTBAa IaHHOM cepurm I'OTOBOTO INpPOOyKTa OBLIM BBIIIOJIHEHEL B IIOJIHOM

CTpaHH/CTpaH
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Internal

Cepruduxkar anaausa /

Opella.

AHAJMTHYECKUI MACIIOPT CEPUM

Opella Healthcare Poland Sp. z 0.0.
Oddzial w Rzeszowie

V. Jowbenbka 52, Xemyr, 35-233, Ilosbma
Tes.: +48 17 850 25 00

Homep aBTopmzaumm: 167/0190/15
Ccruika Ha HoMep EBponGMP: 149094

HasBaHMe mnpomykTa: B0IAK

Homep cepum: AR56AE Io3MpOBKaA : 10 mr

Kom GMID: 887273 CrpaHa: Poccus

Jlex. dopwma: TabjieTky, [OOKPHTHE IIJIEHOUYHOM IaTa HOPOMBBOACTEA: 08/12/2025
0BO0JIOUKOM

YrnakoBka: 30 rabyneTox B OimcTepax CpoK TOOHOCTM: HOs1-2028

YcIoBMsa XpaHEeHUA: llpu TeMmneparType He Bome 25 OC

Homep PV: JII-N(002631) = (PT'-RU)

Pemenne OnoBpeHo

HOaTa: 5-0EB-2026 12:57:16.00

YIIOJIHOMOYEHHOe JIMLIO WM J. Jurek

npeACTaBUTENE :

JaHHB cepTudMkaT aHauM3a [NOANMCAH BJIEKTPOHHO MNPM I[IOMOWY BaJIMOMPOBAHHOM cucTeMel JIMMC.
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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.: AR56AE Strength: 10MG

GMID Code: 887273 Country: Russian Federation
Dosage Form: coated tablets Manufacturing Date: 08/12/2025
Packaging: 30x Tablets in blisters Expiry Date: NOV-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

6 min

complies
complies

complies

9.91 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.: AR56AE Strength: 10MG

GMID Code: 887273 Country: Russian Federation
Dosage Form: coated tablets Manufacturing Date: 08/12/2025
Packaging: 30x Tablets in blisters Expiry Date: NOV-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 [%] <0.05 %

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

— 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

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

O pella.

Product Name: ZODAC
Batch No.: ARS56AE
GMID Code: 887273

Dosage Form: coated tablets
Packaging:

Storage:

30x Tablets in blisters

Strength:

Country:

Manufacturing Date:

Store at a temperature not exceeding 25°C

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

Expiry Date:

10MG

Russian Federation

08/12/2025
NOV-2028

Qualified Person Decision

Status of Decision:
Date of Decision (UTC+1):

Qualified Person:

\.

Released

5-FEB-2026 12:57:16.00

J. Jurek

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