CEPTUDUKAT AHAJIN3A

Opella Healthcare Italy S.r.1l
Viale Europa, 11

21040 Origgio (VA)

Ten. +39 02 96.10.1

daxc +39 02 96.73.05.35

Opella.

HpOMSBO,Z[CTBeHHaH IJjomanka :

Origgio

ORI 866347

MAAJIOKC 8.75/+ cycm.

BT1 CHC M36 RU

ApTHKYJI 3aKa3dMKa: MAAJIOKC 8.75/+ cycnm. BTl CHC M36 RU N cepumn: 61008
IaTa HPOM3BOLCTBA: 1-®EB-2026 00:00:00.00 Cpoxk 31-54HB-2029 00:00:00.00
TOOHOCTM :
IlaTa MIOBTOPHOTO 31-4AHB-2029 00:00:00.00 KonmmuecTBO: 37 887.000
KOHTPOJIA :
TeXHOJIOTUMUYECKMM 3aKas: Nt MeTOOMKM ORI 866347A1
KOHTPOJISA
Bepcus: 1 Ccruika AP CO-OPE-0017752 c.e.
N ceprudurkaTa aHammsza: ORI 866347 Bepcus 1
cepTudmraTa
aHanmsa:
HUCIBITAHUSA CIIEIIN®OUKAIIUHA PE3YJIBTATHI
CycneH3usa 0eJioTo LiBeTa I'OMOT'€HHAas IIOCJIe
OIIMICAHVE COOTBETCTBYET
BCTPSAXUBAHUI
VDeHTUdMKALMA . aJIIOMUHUN JoimxkeH OOpas30BEIBATBECA OeJibll XeJleOOpasHBI
COOTBETCTBYET
ocamok
UnenTuomraums: MaTHUN IomwxeH oOpaszs0OBHIBATLCS CJleT'Ka
onajiecUMpyRIMUY OCaIOoK C I[I0CJIEIYI MMM
. A . AYIOH . COOTBETCTBYET
npeobpas30BaHMEM B OeJbl KPpUCTaJlJIMdeCKUN
ocamok
NnenTupmkaumsa: noMmmpeHa OpoMmI Bpemsa ynepxmBaHUA nuka noMmubpeHa OpomMmma Ha  COOTBETCTBYET
XpoMaToTpaMMe MCHOEITYEeMOTO pacTBOpa He
IOOJIDXHO OTKJIOHATBCS OT BPEMEHU yIepPXMBAHUSI
nuka noMmbpeHa OpoMmMIa Ha XpoMaToTpaMMme
CTAaHOAPTHOTO pacTBopa Oojee ueM Ha +10 %.
PH 7,5 - 8,5 8,2
KucnoroHenTpanmusayomas > =24.3 MOkxB HC1l IN/10 wmn 25,2
CIIOCOBOHOCTB
Bormopola MNepOKCHUI <= 0,022 /100 mx 0,017
Bsa3KoCTb 300 - 2000 wmIa-c 490 cII
CenmMMeHTalMOHHAS YyCTOMUMBOCTD He mMenee 15 MmMHYT COOTBETCTBYET
JI3BJIEKAEME OOBEM He menee 250 wmn COOTBETCTBYET
KonmuecTBeHHOE onpelesieHue 3,2 - 3,9 ©/100 mu 3,3
QJIOMUHYS TUOPOKCUIA
KonmuecTBEeHHOE oONpenesieHue 3,6 - 4,4 v/100 mu 3,9
MarHMS TUIOPOKCUIA
IOommubpeHna Opommn 3,80 - 4,64 mMr/100 wmx 4,18
OBmee KOJMYECTBO aAB3POOHBIX
He 6Gosee 100 KOE/r 0
MMKpoOopraHmusMoB (TAMC)
Ofumee KOJIMUECTBO HOPOXXKEBEX U
He Gosee 10 KOE/T 0
njecHeBEX I'pubos (TYMC)
E. Coli OTCYTCTBUE/T COOTBETCTBYET
KoHTpoOJIb yHNaKOBKU COOTBETCTBYET COOTBETCTBYET
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CEPTU®UKAT AHAJIM3A
Opella.

[lpousBOACTBeHHasa mnjomanka: Origgio

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

21040 Origgio (VA)

Ten. +39 02 96.10.1

daxc +39 02 96.73.05.35

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

ApTHKYJI 3aKa3dMKa: MAAJIOKC 8.75/+ cycnm. BTl CHC M36 RU N cepumn: 61008
IaTa HPOM3BOLCTBA: 1-®EB-2026 00:00:00.00 Cpoxk 31-54HB-2029 00:00:00.00
TOOHOCTHU:
IlaTa HOBTOPHOTO 31-5HB-2029 00:00:00.00 KommuecTBO!: 37 887.000
KOHTPOJIA
TexXHOJIOTMYECKUM 3akKas: N MeTOoOMKM ORI 866347A1
KOHTPOJISA
Bepcus: 1 Ccruika AP CO-OPE-0017752 c.e.
' ceprudmxaTra aHammza: ORI 866347 Bepcus 1
cepTudmraTa
aHanmsa:

N HopMaTuBHOM pokyMeHTaumm JIII-N(007590) - (PT'-RU)-081124

IaHHasa cepus Obla NPOM3BENEeHa B COOTBETCTBUM C HOEeMCTByOUMMM TpebOoBaHMaAMM Hamjexamel NOPpOM3BONCTBEHHOM
npakTuky (cGMP) M CcoOTBeTCTBYEeT cleumdpmraluMsM COOTBETCTBYKIEIO PerMCcTpalMOHHOTO YyIOOCTOBEPEeHMHI.
3anmcyu Mo HnpoMs3BONCTBY, YyINaKOBKE M aHalM3y Cepul ObUIM NPOBEPEHH M IIPMBHAHE COOTBETCTBYOUVMMA
TpeboBaHuAM npaBuy GMP.

PemweHnue: BrIYIIEHO
Jara: 20-9EB-2026 15:07:02.00
Jluuo, yTBepmyuBuee peleHMe : Milano Walter (MeHemKep 110 KA4ECTBY U YHOJIHOMOYEHHOE JIMIIO)

IaHHBI CepTM@MKaT aHajJjim3a IHoAgnmcaH SHeKTpOHHOﬁ IIOAONNVICBEI0 Wepe3 BaJIMIOMPOBAHHYI CUCTEMY LIMS
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Certificate of analysis

Opella Healthcare Italy $.r.l.

via;e'ﬁuropa i1 Plant Qriggic
‘21040 Origgioc (VAT - Iraly !
Tel. +39 02.96.10.1

Fax +39 62.96.73:05.35

ORI_866347

‘MBALOX B.75G/+ SUSP BT1 CHC.M36 RU
fuskomer afticle : ‘MAALOX §.75G/+ SUSP' BTL CHC M36Batch number : 61008
Manufacturing: date 1-FEB-2026 00:00:00.00 Expiry date: 31-JAN-2028 00:00 :_o:b_._o_o
Retest date 31-JAN-2029 00:00:00.00 Quantity : 37887..000
Process order Control Method n. ‘ORI_866347A1 ;
vérsisn 1 Refarence of AP CO-OPE-0017752. c.e.!
Cod Master n. ORI_866347 CoR version 1

Bppearanceé
Identification: aluminium

Ydentification: maghezium

Identification: domiphen bromide

.pi-]
Acid meutralizing capacity

.Hydrogen peroxide content

Viscosity
Sedimebtation stability
Extractable walume

,AlUminium'hydroxide'assay
‘Magnesiuni-hydroxide assay
‘Demiphen bromide

TAMG

TYMC

E. &6l
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Certificate of analysis
Opella.

Opella Healthcare Italy 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_B866347
MAALOX 8.75G/+ SUSP BTl CHC M36 RU
Customer article : MAALOX 8.75G/+ SUSP BT1 CHC M36Batch number : 61008
Manufacturing date 1-FEB-2026 00:00:00.00 Expiry date: 31-JAN-2029 00:00:00.00
Retest date 31-JAN-2029 00:00:00.00 Quantity : 37887.000
Process QOrder Contrel Method n. ORI_B86634741
Version 1 Reference of AP CO-QPE-0017752 c.e.
CoA Master n. ORI_866347 CoA wversion 1
TESTS SPECIFICATIONS RESULTS
Packaging control Complies Conf

Ref.: Normative Document JN-®(007590)- (PT-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 cGMPE.

BATCH DECISION
Decision Released
Decision date 20-FEB-2026 15:07:02.00
Decision operator Milano Walter (QA Manager & Deputy Qualified Person)

i

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

OPELLA HEALTHCARE [TALY S.rl.
Origgio Site
Waltar Milano
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