ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Evaiwpnpa vdbpo&eildiov apyiAiov 6% kKaL payvnoiov
4% w/v

Aluminium hydroxide 6% and magnesium hydroxide
4% w/v suspension

CGR-BR-014 « Ekboon / Version 4.0 * 10.09.2026
MpwTtoBouvAia CUAAOYAC LALKOD amd £YKLPEG TINYEC, WG Bdon yia Tn dnuiovpyia EAANVIKOO formulary.
2TaoWwoC Xp. ZIKAALLG.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

IZTOPIKH EKAOZH MHMHZ — anotte{tat avtinapaBoAr ye Tnv toyxbovoa ékdoaon mpw and xprion.
HISTORICAL SOURCE EDITION — compare with the current edition before use.

Mnyn / Source: ANVISA — Formuldrio Nacional da Farmacopeia Brasileira, 22 edicao, Revisdo 02 (2012) « A2 « 2012, 2nd ed.,
Rev. 02 — superseded

AgATtio Tekpunplwong mpog Tomikn emoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anobéopevong napTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dapupakoTeXVIKN popen / Dosage form

MNéoo evalwpnua

Oral suspension

AAAec ovopaaoieg / Other names

ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edicao, Revisao 02 (2012)
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 mL

A/ ZuoTaTiko / Ingredient MoooétnTa Movaba
A Quantity Unit

No

1 Y6poEeidlo apytAiov 6 g

Aluminium hydroxide

2 Y6poEe(dlo payvnaoiov 4 g
Magnesium hydroxide

3 Takyapivn vatplodyog 10 mg
Sodium saccharin

4 BevZoiko6 vaTpLo 0.525 g
Sodium benzoate

5 KapueAAGTn vatplovyog bwnAoL LEWE0oug 1 g
High-viscosity sodium carmellose

6 FAVKEPOAN 2.5 mL
Glycerol

7 ApwpaTikr ovala q.s. —
Flavour

8 KekaBappévo 0dwp g.s. ad 100 mL

Purified water
Mnyn o0vBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpPL TEALKS oOvoAo. Aev peTaTpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meprypagn okevaopatog / Preparation description

Néoo evalwpnua: Evalwpnua vdpoEetdiov apytAiov 6% kat payvnoiov 4% w/v. MNpdabsta KpLTrpLa
EMPAVIONG BeV TEKUNPLWVOVTAL 0TO eEETaOOEY 1BLKS Kel{pevo. [1]

Oral suspension: Aluminium hydroxide 6% and magnesium hydroxide 4% w/v suspension. Additional
appearance criteria are not established by the specific text reviewed.

Apdon kaiL xpon / Action and use
AvTtiéEvo. [1]
Antacid.

Mpobiaypagég / Specifications
Agv TeKUNPLWveTal 81K otolyel{o oTLg INYEC ov e€eTdoTnKOv. AtatTte(Tal CUPNARPWON TPV ATd TOTILKA
€yKplon, epdoov elval Kp(olo yLa TN OLYKEKPLUEVN apaokeLh. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

ZuvOnkKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8gV cLVLOTOOY PEAETN 0TABEPSTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» §EV onuaivel «oTaBepd» 1 «aTPAAES>.

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.
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EvaioOnoia oto owg / Light

Mo to teAtkd okebaopa n nmnyr oplCeL:
ABLOPAVEG TAXOTLKO 1 KEXPLUTOPOXPWHO YUdAWo Soxelo, KaAd kAelouévo, mpootacia and ewg,
Bepuokpacio dwuatiov. [1]

For the finished product the source specifies:
Well-closed opaque plastic or amber glass, protected from light, room temperature.

EvaioOnoia otov aépa / Air

Agv TeKUNPLWvEeTAL €L81KS oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTd TOTILKA
éykplon, epbéoov elval Kp(oo yla Tn ouyKeKpPLUévn napaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia oto vepo / Water

H yAukepdAn avaptyvoetal e vepd. Autd 6ev kaBoplCel HikpoBLloAoyLkr oTaBepdTNTA TOU OKEVAGUATOC.
[2]

Glycerol is miscible with water. This does not establish product microbiological stability.

EvaioOnoia otnv vypacia / Humidity
YypooKoTILKH YAUKEPOAN- teplopioTe €kBeaN TNG MPWTNG OANG oTNV Lypacia. [2]

Glycerol is hygroscopic; limit raw-material exposure to moisture.

EvaloOnoia otn Osppokpacia / Temperature

Agv TEKUNPLWIVETAL €LOLKO oToLXElo OTLG TINYEG oL €EeTdoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
€yKkplon, epéoov slval KpIoHo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia oe pH / pH

Agv TEKUNPLWVETAL €L8IKS oToLyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TPV aTO TOTILKA
éykplon, epbéoov elval KPIOo yla Tn oLuyKeEKPLUEvN mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

AAAec aovppatéTnTeg / Other incompatibilities
FAvKePOAN: emkivbuvn avtidpaon pe Loxvpd oEeldwWTIKG. [2]

Glycerol: hazardous reaction with strong oxidising agents.

Eldi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Glycerol: Yypookotikr YAUKEPOAN: TieploploTe €kBean TNG MPWTNS DANG oTNV LYpaoia.
MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATLIKWY: OL OYXETLKEG evalabnoleg Kat
aovuBatoTnTEG €€EldikebovTAL oTa avTioTolya nedia. Aev anoteAel MARpPeg SDS dAwWY Twv LAWVY. [2]

Glycerol: Glycerol is hygroscopic; limit raw-material exposure to moisture.
These are selected facts for identified ingredients; relevant sensitivities and incompatibilities are detailed in the
corresponding fields. This is not a complete SDS for every material.

ZuvOnkec mapackevng / Preparation conditions

TnpolvTal n oelpd mPoodrikng, N BepuoKpacia Kat oL xpdvol ov avagépovtal oTn Atadikaoia
Napookevng. H eldlkA povoypagia dev anoteAel mAApN HEAETN KATOAAANASOTNTAG TOU TOTILKOD
XWpov/eEomAlopoo. [1]
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Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

Mpo@uAad&eilg mpoowmnikoL / Staff precautions

Agv ipoodlopiCovtal mAjpn MAT yla tTn ouyKekPLévn OppoLAa. EmAEETe yavTLa, mpooTtacia 0pOaAUWY
Kal JETpa EPLOPLOUOD €KBeoNnG amd Ta SDS Twv akPLBWY LAWY Kal TNV TOMLKA EKT{UNCON KWwEOVOoU.
ZUUMANPWHATLKO YEVIKS TAa{olo AEMPS: kaBapr HoKPLUAVLIKN epyaoTnpLlakr evBupaaoia, KEAALYN MAAALWY
KOL OMOKAELOTIKA vTtodrpata/modovdpla. Ze XELPLOPS KOVLWVY amalttoivTal KaTdAANAN npootacia
HATLOV/avamvonc: Ta YavTia aAAdlouv pe dpaoctnpidtnta i} Bopd. H emAoyr TOMOL/VALKOD yiveTal amnd
SDS kat ektTi{unon kwdovou. [1, 3]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.

ZTolxeia yia avaivon kivéovou / Risk-assessment inputs

Agv TeKUNPLVETAL MARPNC €8k Ta&véunon kKwdivou yia auth TtTn eépuovAa. EEsTtdoTte SpaoTtikdTnTA,
okévn/agpdAvua, aAAepyloyéva, SLAAOTEC, HIKPORBLOAOYLKS K{vbuvo Kal emudAvvon Bdosl Twv
TMPAYHATIKWY LAWY Kat TNG Sladikaoiag. H amovoia emoruavong 6gv onuaivel anovaoia kwdovou. [1]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,
solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpunpiwon diudpkelag xpRong / Evidence for beyond-use period

Agv TEKUNPLWVETAL £L8IKS oToLye(o 0TI MNYEC TTOL €EETAOTNKOV. ANALTE(TAL CUUTIAI PWON TIPLY ATO TOTILKI
€ykpLon, epoécov elval KP{OLO YLO TN OLUYKEKPLUEVN TIOPATKELH.

H 8ldpkela tng mnyng agopd tnv akplBr obvbeon, uéBodo Katl cuokevaoia tnG. Agv e{val nuepounvia
AENG avTAC TNG MapTibag o0Te HETAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H mMpayua Tk NuUEpopnvia
vnoAoy({Cetal 0to KEVO UAAO EKTEAEONG. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

EEapTwpeveG Baocelg / Required bases
Agv opiTetal xwploth eEaptwpevn Bdon otov nivaka eEaptrioewv. EAEyETe TUXOV EUMOPLIKE
oxrfuato/cbvOsTa ékdoxa TnNG ouvvtayric. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.

EvdelkTIKOC eEomALOMOG / Indicative equipment

EvOELKTIKOG KOTAAOYOG TIOL POKOTTEL aTd TN HEB0B0: ZLYOC KATAAANANG BLOKPLTIKAC LKAVOTNTAC,
MeplékTeg Kal dpyava avauLlENG ouuBaTd Ye Ta LALKA. H emAoyri/kataAAnAdtnta oplCetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials. Selection/qualification is defined locally.

Aladikaoia mapaockevic / Preparation procedure

Aloonelpete KapUeEAAGTN aTn YAUKEPOAN Kot PooBéaTe WEPoC Tov 0BATOC. EVOWUATWOTE TA
KOOKWIOHEVa LOPOEe(Bla o opoloyevr TadoTa. AlaADOTE XWPLOTE cakyapivn, BEv(oikéd vaATPLO KL dpwHa
og 0O6Wp. EvoTte Kol ouumAnpwWaoTe dyko avadsebovtac. [1]

Disperse carmellose in glycerol and add some water. Incorporate sieved hydroxide powders into a uniform

paste. Separately dissolve saccharin, sodium benzoate and flavour in water; combine and make to volume with
stirring.
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Mapatnpnoelg / Notes

Avakivnon mpw tn xprion. Anatte{tatl To grade vywnAoL LEWE0LC TNG KOPUEAASTNG. Agv dlvovTal eldLkd
aPLBUNTIKA KpLTHPLa avadlaomopdg f avaAvTikol eA€yxou. [1]

Shake before use. Qualify high-viscosity carmellose grade. No numerical redispersion or assay criteria specified.

ZuokKevaoia kaL VALKa / Packaging and materials

ABLaQAVEC TTAQCTIKO ] KEXPLUTTOPOXPWHUO YUEALWVO doxelo, KaAd KAELOUEVO, TpooTacia and Pwc,
Bepuokpacia dwuatiov. [1]

Well-closed opaque plastic or amber glass, protected from light, room temperature.

Ynodeiypa eTikétag / Label specimen

Evawwpnua udpogetdiov apytAiov 6% kat payvnaiov 4% w/v

MNeplekTikOTNTO/MAPAAAQYH: Moagétnta:
NoapTida: Napaokevn: Xprion €wg:
Amné touv otéuatog / Oral use

AocoAoyla/odnyleg:

®OAaEN: ASLa@avég MAAOTIKS 1] KEXPLUNIAPOXPWHO YUAALVO Soxelo, KaAd KAELOUEVO, TTpooTao(a and ewg,
Beppokpaocia dwuatiov.

AvakvioTe npwv and tn xprion. [11]

Aluminium hydroxide 6% and magnesium hydroxide 4% w/v suspension

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ané Ttov otépatog / Oral use

Dose/directions:

Storage: Well-closed opaque plastic or amber glass, protected from light, room temperature.

Shake before use.

M£00o6oL eAéyyou / Quality-control methods
AEV TEKUNPLWVETAL £BLKO oTOLXE(DO OTLG TINYEC oL €EeTAoTNKAVY. AatTe(TOL CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

®0Aa&n / Storage conditions
ABLaQavEC MAAOTIKO 1] KEXPLUMOPOXPWHO YUAALWO doxelo, KAAQ KAELOMEVO, pooTaoia and pwc,
Bepuokpacia dwuatiov. [1]

Well-closed opaque plastic or amber glass, protected from light, room temperature.

Elb1kég 0bnyiec 61aBeong / Dispensing instructions
Agv TeEKUNPLWVoVTOL ETILMAEOV LOLKEG 0ONyleg mépa amd TNV 086, TN EUAAEN KoL TG MapaTNPEACELG TNG
MNYAC. ZuPNAnpwvovTal acbevic, doooAoyia kal 0dnyiec ocOpewva pe tn ovvtayn. [1]

No additional special directions are established beyond the source route, storage and notes. Complete patient
details, dose and directions from the prescription.

BiBAloypag@ikég avagpopéc / References

[1] ANVISA — Formuldrio Nacional da Farmacopeia Brasileira, 22 edi¢do, Revisdo 02 (2012). 2012, 2nd ed., Rev. 02 —
superseded PDF pp. 86. A2. EAeyxog / Checked 2026-09-10.

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file
[2] FN/2003/PA/013 GLICEROL. Alabéoiuo keipevo / Retrieved text PDF pp. 1-2. Al. EAeyyog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

[3] PN/L/PG/002/00 INDUMENTARIA. AwaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf
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https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf

Ol avaAuTikég uéBodol ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN TMAPATIEUNMOPEVA KEPAALA,
avTIdpaoTAPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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