CEPTUDPUKAT AHAJIU3A

Opella Healthcare Italy S.r.l
Viale Europa, 11

21040 Origgio (VA)

Tes. +39 02 96.10.1

®akxc +39 02 96.73.05.35

Opella.

[IpOM3BOOCTBEHHAA IJIOWAanKa :

Origgio

ORI 866347
MAAJIOKC 8.75/+ cycn. BT1 CHC M36 RU
ApTUKYJ 3aKas3uuka: MAAJIOKC 8.75/+ cycn. BTl CHC M36 RU N cepum: 61021
aTa HNPOM3BOLACTEBA: 15-AlIP-2026 00:00:00.00 Cpox 31-MAP-2029 00:00:00.00
TOOHOCTN
IlaTa HIOBTOPHOI'O 31-MAP-2029 00:00:00.00 KommuecTBO: 38 328.000
KOHTPOJIA :
TeXHOJIOTUYECKUM 3aKas: N MeTOoOMKMK ORI 866347A1
KOHTPOJIS
Bepcus: 1 Ccrutka AP CO-OPE-0017752 c.e.
N ceprudmuxaTa aHammza: ORI 866347 Bepcus 1
cepTudpmraTa
aHaumsa:
HUCIIBITAHUA CIIEHUDOUKALINA PE3YJIBTATBI
[Iocye HnepeMemMBaHUA IOOJIKHA OOPa30BHBATHLCS
OIIMCAHVE COOTBETCTBYET
Oejylags T'OMOT'€HHAas CYyCIEeH3US
VneHTrOMKaUMA: AJIOMMHUN IomxeH oOpaszs0BHIBATLCSA OeJiblii XeJleoOpasHBIN
COOTBETCTBYET
ocalok
NnenTudmraumg: MaTHUMN IOorkeH OOpasOBEIBATHCS CJIeTKa
onajleCLUMPyKRIMM OCaIOK C NOCJeIy MM
e A _ AYIoH . COOTBETCTBYET
npeobpas30BaHMEM B OeJbl KPUCTaJIJIMdeCKUM
OCaIoK
NnenTupmkaumsa: noMudpeHa OpoMmI Bpemsa ynepxmBaHUA nuka noMmubpeHa OpomMmma Ha  COOTBETCTBYET
XpoMaToTpaMMe MCIBETYEMOT'O pacTBoOpa He
IOOJDXKHO OTKJIOHATBHCS OT BPEMEHU YIEePXMBaHUSI
nuka nomudpeHa OpoMMIa Ha XpoMaToIpaMMme
CTaHIAPTHOTO pacTBOopa Oojiee ueMm Ha +10 %.
pH 715 - 815 8,1
KuciioToHenTpanmMayoma g > =24.3 mMBke HC1l IN/10 mx 24,9
CIIOCOOHOCTB
Bomopolla mnepokcun <= 0,022 /100 mx 0,017
BA3KOCTH 300-2000 mIa-c 521 cll
CergyMeHTALMOHHAS YyCTOMUMBOCTH He mMmeHee 15 MmHYT COOTBETCTRBYET
V3BIeKaeMel OO0BEM He menee 250 mx COOTBETCTBYET
KolmuecTBEeHHOE oONpelesyieHue 3,2-3,9 /100 M 3,4
AJIOMMHYS TUOPOKCUIA
KonmuecTBeHHOE oIpelesyieHue 3,6-4,4 /100 mx 4,1
MaTHMS TUIOPOKCHIA
HoMubeHa OGpoMmun 3,80-4,64 mr/100 mut 4,19
Oflmee KOJIMUECTBO aspOOHEIX
He Gosee 100 KOE/rT 0
MUKpOOPpTaHmu3Moe (TAMC)
Oflmee KOJMUECTBO OPOXKEBEIX M
He 6osiee 10 KOE/rT 0
JIeCHEBEX TI'pubor (TYMC)
E. Coli OTCYTCTBUE/T COOTBETCTBYET
KOHTpPOJIE yHakKOBKU COOTBETCTBYET COOTBETCTBYET
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CEPTU®UKAT AHAJIM3A
Opella.

[Ipou3BOICTBEeHHasa mjomanka: Origgio

Opella Healthcare Italy S.r.l
Viale Europa, 11

21040 Origgio (VA)

Tes. +39 02 96.10.1

®akxc +39 02 96.73.05.35

ORI 866347
MAAJIOKC 8.75/+ cycn. BT1 CHC M36 RU

ApTUKYJ 3aKas3uuka: MAAJIOKC 8.75/+ cycn. BTl CHC M36 RU N cepum: 61021
aTa HNPOM3BOLACTEBA: 15-AlIP-2026 00:00:00.00 Cpox 31-MAP-2029 00:00:00.00
TOOHOCTM
IlaTa HIOBTOPHOI'O 31-MAP-2029 00:00:00.00 KommuecTBO: 38 328.000
KOHTPOJIA &
TexHOJIOTUYECKUM 3akKas: Nt MeTOoOUKM ORI 866347A1
KOHTPOJIA
Bepcus: 1 Ccrutka AP CO-OPE-0017752 c.e.
N ceprudmuxaTa aHammza: ORI 866347 Bepcus 1
cepTudpmraTa
aHamsa:

N HopMaTmBHOM nokyMeHTaumm JIII-N(007590) - (PT'-RU) -081124

INanHas cepus Oblla NpPOM3BeIeHa B COOTBETCTBUM C IeMCTByUMMM TpeOoBaHMAMM Hamjexamel NPOM3BOINCTBEHHOM
npakTuky (cGMP) m cooTBeTCTByeT crneuudpmkaumMsaM COOTBETCTBYWIETO PerMCTPalMOHHOTO YyINOCTOBEPEHMUI.
3anmcy o MIPOM3BOICTBY, YIaKOBKe M aHalM3y cepui OBUIM NPOBEPEeHH UM NPM3HAHL COOTBETCTBYOUMMU
TpeboBaHMUAM npasuil GMP.

PemeHue : BrImymeHoO
HOaTa: 8-MAA-2026 16:38:17.00
Jmio, yTBepmMBlIee pemeHue : Milano Walter (MeHemKep 10 Ka4eCTBY M YIOJIHOMOUYCHHOE JIUIIO)

HNaHHEM cepTud®MKAT aHaIM3a [NOONMCAH 2JIEKTPOHHOM MONNMCHI Yepes BalMAMPOBAHHYI0D cucTeMmy LIMS
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Opella Healthcare Italy S.r.1l.

Certificate of analysis

Opella.

Viale Europa 11 Plant origgio
21040 Origgio (VA) - Italy
Tel. +39 02.96.10.1
Fax +39 02.96.73.05.35
ORI_866347
MAALOX 8.75G/+ SUSP BTl CHC M36 RU
Customer article MAALOX 8.75G/+ SUSP BT1 CHC M36 Batch number 6I021
Manufacturing date 15-APR-2026 00:00:00.00 Expiry date: 31-MAR-2029 00:00:00.00
Retest date 31-MAR~2029 00:00:00.00 Quantity 38328.000

Process Order

Control Method n.

ORI_866347A1

Version 1 Reference of AP CO-OPE-0017752 c.e.
CoA Master n. ORI_B866347 CoA version 1
— ——
TESTS SPECIFICATIONS RESULTS
Appearance A white homogeneous suspension should Conf
form after shaking.
Identification: aluminium A white gelatinous precipitate should Conf
form.
Identification: magnesium A slightly opalescent precipitate Conf
should Fform, with subsequent
transformation to a white
crystalline precipitate.
Identification: domiphen bromide The retention time of the domiphen Conf
bromide peak in the chromatogram
obtained with the test solution should
not deviate from the retention time of
the domiphen bromide peak in the
chromatogram obtained with the
standard sample solution by more
than * 10 %,
pH 7= B 8.1
Acid neutralizing capacity Not less than 24.3 meg of 1 N 24.9
hydrochloric acid solution per 10 mL of
the drug product
Hydrogen peroxide content The content of hydrogen peroxide should 0.017
be not more than 0.022 g per 100 mL of
the drug product.
Viscosity 300 - 2000 mPa*s 521 cps
Sedimentation stability Not less than 15 minutes Conf
Extractable volume Not less than 250 ml. Conf
Aluminium hydroxide assay From 3.2 to 3.9 g per 100 ml of the drug 3.4
product.
Magnesium hydroxide assay From 3.6 to 4.4 g per 100 ml of the drug 4.1
product.
Domiphen bromide From 3.80 to 4.64 mg per 100 ml of the 4.19
drug product,
TAMC Not more than 100 CFU/ml 0
TYMC Not more than 10 CFU/ml 0
E. coli Absent /ml Conf
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Certificate of analysis

Opella.

Opella Healthcare Iﬁaly S.r.l.

Viale Europa 11 Plant : Origgio
21040 Origgio (VA) - Italy

Tel. +39 02.96.10.1

Fax +39 02.96.73.05.35

ORI_866347
MAALOX 8.75G/+ SUSP BT1 CHC M36 RU
Customer article : MAALOX 8.75G/+ SUSP BTl CHC M36 Batch number : 61021
Manufacturing date 15-APR-2026 00:00:00.00 Expiry date: 31-MAR-2029 00:00:00.00
Retest date 31-MAR-2029 00:00:00.00 Quantity : 38328.000
Process Order Control Method n. ORI_866347A1
Version 1 Reference of AP CO-OPE-0017752 c.e.
CoA Master n. ORI_866347 CoA version 1
TESTS SPECIFICATIONS RESULTS
Packaging control Complies Conf

Ref.: Normative Document JO-N(007590)-(Pr~RU)~-08.11.2024

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
the relevant Marketing Authorisation.

The batch processing, packaging and analysis records were reviewed to be in compliance with cGMP.

BATCH DECISION
Decision Released
Decision date 8-MAY-2026 16:38:17.00
Decision operator Milano Walter (QA Manager & Deputy Qualified Person)

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

OPELLA HEALTHCARE ITALY Surl,

Stabilimento di Origgio
Simonetta ROLANDO
Persona Qualificata

SR o
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