ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Evaiwpnpa vdbpo&etdiov apyitAiov 6% w/v
Aluminium hydroxide 6% w/v suspension

CGR-BR-013 * Ekboan / Version 4.0 « 10.09.2026

MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

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

IZTTOPIKH EKAOZH MHIMHZ — anoatte{tatl avtimapaBoAn pe tTnv toxvovoa £€kdoaon mpwv and xprion.
HISTORICAL SOURCE EDITION — compare with the current edition before use.

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Rev. 02 — superseded

AeAtio Tekunplwong mPo¢ TomLk emoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anodéopevong napTidag.

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

dappakoTeXVIKN popen / Dosage form
MNéaoLuo evalpnua

Oral suspension

AAAeg ovopaoieg / Other names

ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edicdo, Revisdo 02 (2012)

Zuvvtayn / Master formula

Bdon unoAoylopo0 / Formula basis: 100 mL

A/  ZvoTaTiko / Ingredient MoooétTnTa Movabéa
A Quantity Unit

No

1 Y6po&eidlo apytiiov 6 g

Aluminium hydroxide

2 Takyapivn vatplodxog 10 mg
Sodium saccharin

3 BevCoikd vatpLo 0.525 g
Sodium benzoate

4 KopueAAGTn vatplovyog vwnAoL LEWE0oug 1 g
High-viscosity sodium carmellose

5 FAVKEPSOAN 2.5 mL
Glycerol

6 Apwpatikr ovala q.s. —
Flavour

7 KekaBappévo 0dwp g.s. ad 100 mL

Purified water

compounding.gr CGR-BR-013 | 1



Mnyn o0vBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpPL TEALKS oOvoAo. Agv 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

Néowo evalwpnua: Evalwpnua vdpoEeldiov apytiiov 6% w/v. Mpdodeta KpLTAPLA EHPAVIONG BEV
TEKUNPLWYVOVTAL 0TO e€eTaoBéV €1B61KS Kelpevo. [1]

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

Apaon kaiL xpAon / Action and use
AvTiégvo. [1]
Antacid.

Mpoblaypagéc / Specifications
Agv TEKUNPLWVETAL €OLKO oTOoLXE(O OTLG TINYEC oL €EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéaov elval Kp{OLWo yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

ZuvOnKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY §EV cLUVLOTOOY PEAETN 0TABEPOTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUOVEL «OTABEPO» 1] «AOPAAEC».

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

EvaioOnoia oto @wg / Light

MNa 1o TeEAkd okebaopa N Ny oplCeL:
ABLaQavéG MAAOTIKO 1] KEXPLUMOPOXPWHO YUEALWO doxelo, KaAQ KAELopévo, MpooTaoia and pwc,
Beppokpacia 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 TeKUNPLWveTal 81K otolyel{o oTLg INYEC ov e€eTdoTnKOv. AtatTte(Tal CUPNARPWON TPV ATd TOTILKA
€yKplon, epbdoov 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.
EvaioOnoia oto vepo / Water

H yAukepOAN avautyvieTal He vepd. AuTd 6ev kaBopl(Tel UikpoBLoAoyikr] oTaBePdTNTA TOL OKEVACUATOC.
[2]

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

EvaioOnoia otnv vypacia / Humidity
Yypookorikr YAUKEPOAN- meplopioTte €kBeon NG MPWTNG VANG oTNV vypaaia. [2]

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

EvaioOnoia otn Osppokpacia / Temperature

Agv TeKUNPLWvEeTaL £L61KS otolyelo 0TI NYEC Tov e€eTdoTnKOv. ANatTe(TAl CUPNAPWON TPV ATO TOTILKA
€ykplon, epbdoov elval Kp(olo yla Tn oLYKEKPLUEVN apaokevy. [1]

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

Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC OV €EeTAOTNKOV. AMALTE(TAL CUUTIAI PWON TPV ATO TOTILKN
€ykpLon, epoéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

AAAec aovppBatoTnteg / Other incompatibilities
FALKEPSOAN: emkivbuvn avtidpaon He LoxLPd 0EBWTIKA. [2]

Glycerol: hazardous reaction with strong oxidising agents.

El81kég mMAnpogopiec ovoTaTikwy / Ingredient-specific information

Glycerol: Yypookotikr YAUKEPOAN: TieploploTe €kBeON TNG MPWTNG DANG OTNV LYpPaoia.
MpoKeLTAL YA EMAEYUEVQ OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: Ol OYXETLKEG evalabnaleg Kat
aovpBatdTNTEG €€eldilkebovTal oTta avtioTolya nedla. Asv anoteAel MARPEC SDS OAWY TWVY 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 MapaokevhG / Preparation conditions

TnpoovTal n oelpd mPoaodrikng, N BepUoKpacia Kat oL xpdvol ov avaeépovtal oTn Aladikaoia
MopaokeLAc. H 61K povoypagio 6ev amoTteAel MARPN HEAETN KATOAANASTNTAC TOU TOTILKOV
XWpov/eEomAlopo. [1]

Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

MpoguAad&eilg mpoowmnikoL / Staff precautions

Agv ipoodlopiCovtal mAfjpn MAT yla tTn ouyKeKPLévn OpHoLAa. EmAEETE yavTLa, MpooTacia 0pOaAUWY
KoL HETPQ TIEPLOPLOMOD €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TN TomkA ekT{nnon Kwdovou.
ZUUMANPWHATLKS YEVIKS Aa{olo AEMPS: kaBapr HOKPLUAVLIKN epyaoTnplakr evBupaaoia, KAALYN MAAALWY
KOL QMOKAELOTIKA vTtodripata/modovdpla. Ze XELPLOPS KOVLWVY amnattoivTal KaTdAANAN npootacia
HATLOV/0vamvonc: Ta YavTia aAAdlouv pe dpaoctnpdtnta i} Bopd. H emAoyri TOMOL/VALKOD yiveTal amnd
SDS kat ekt{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 yla avaivon kivéovou / Risk-assessment inputs

Agv TeEKUNPLWVETAL MAAPNG €WBLKA Tagvdunaon Kwdovou yla auth Thn eOpuUovAa. EEeTdote SpaoTikdTNTA,
okévn/agpdAvua, aAAepyloyéva, SLAAOTEC, HIKPORBLOAOYLKO K{vbBuvo Kat empudAvvon Bdoesl Twv
TMPAYUATLKWY LAWY Kat Tng dladikaaiag. H anovoia emworpavong v anuaivel anovaia kwwdovou. [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.

Tekpnpiwon diudpkelag xpRong / Evidence for beyond-use period

AEV TEKUNPLWVETAL £8LKO oTOoLXE(DO OTLG INYEC oL €EeTdoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KPIOLo YL TN OLUYKEKPLHEVN TTAPAOKELH.

H dudpkela Ttng mNyric agopd tnv akplBr cbvBeon, nEBodo Kal ouokevaaoia Tng. Asv eival nuepounvia
AENG avTAC TNG MapTibag o0TE HETAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H mMpayua Tk nueEpopnvia
vnoAoy(Cetatl 0To KEVO QUAAO eKTEAEONG. [1]
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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.

ESapTwpeveG Baocelc / Required bases

Agv op(Cetal xwploth eEapTtwpevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdY EUMOPLKE
oxAunaTo/o0vOeTa €KBoYa TNG oLVTAYAG. [1]

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

EvdelkTIKOC eEomALOMOG / Indicative equipment

EvBelKTIKOG KaTdAoYyOG oL MPoKOTTEL and Tn KEB0OO: ZuydG KATAAANANG SLAKPLTIKAG LkavdTnTOG,
MepLéKTeC KAl Opyava avautEng ocupBaTd pe Ta VALKKA. H emAoyr/KataAAnAdtnta opiletal 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

Awaomie(pete KOPUEAAGTN 0T YAUKEPOAN Kal pocBéoTte UEPog Tov DdaToC. EvowuaTwoTe TaA
KOOKWIOPEVa LOPOEe(Bla o opoloyevr AoTa. AlAADOTE XWPLOTA cakyapivn, BEV(oikd vATPLO KL ApWHA
og VBwp. EvwoTe Kot cupnAnpwote dyko avadebovtag. [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.

Mapatnpnoelg / Notes

Avakivnon mpw tn xprion. Anatteltal To grade vywnAoL LEWE0LG TNG KAPUEAASTNG. Agv dlvovTal eldLkd
APLOUNTIKA KPLTAPL avadlaomopdc i avaAuTikol eAEyyov. [1]

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

Zvokevaoia kat bALka / Packaging and materials

ABLOPAVEG TAXOTLKO 1 KEXPLUTAPOXPWHO YUdALWO Soxelo, KaAd kAelouévo, mpootacia and ewg,
Bepuokpacio dwuatiov. [1]

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

Ynodewtypa eTikétag / Label specimen

Evalwpnua vdpogeldiov apytAiov 6% w/v

MeplekTikOTNTO/MAPAAAQYH: Moogétnta:
MNoptiba: Noapaokevn: Xprion éwc:
Ané touv otéuatog / Oral use

Aocoloyla/odnyleg:

DOAaEN: ASLa@avég MAAOTIKS 1] KEXPLUNAPOXPWHO YUAALVvo Hoxelo, KaAd KAELOUEVO, TTpooTao(a and pwg,
Beppokpacia dwuatiov.
Avakiote npw and tn xprion. [11]

Aluminium hydroxide 6% w/v suspension

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ano Ttov otépaTog / Oral use

Dose/directions:

Storage: Well-closed opaque plastic or amber glass, protected from light, room temperature.
Shake before use.
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M£0obol eAéyxou / Quality-control methods
Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC OV €EeTAOTNKOV. AMALTE(TAL CUUTIAI PWON TPV ATO TOTILKN
€ykpLon, epoéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

®0AaEn / Storage conditions
ABLaQavéC MAAOTIKO 1] KEXPLUMOPOXPWHO YUEALWO doxelo, KaAd KAelopévo, pooTacia and pwc,
Beppokpacia dwuatiov. [1]

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

El8i1kég 0bnyiec 61aBeong / Dispensing instructions
Agv TeKUNpLvovTal emnAéov el6Lkég 0bnylec mépa amnd tnv 066, TN EUAAEN Kal TIG MAPATNPHAOELC TNG
nnNyng. ZuunAnpwvovtatl aagbevrig, dogoAoyia kal odnyieg ocOPWvVa Ye TN ouvTayn. [1]

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

BiBAloypagikég avagpopécg / References

[1] ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edi¢do, Revisdo 02 (2012). 2012, 2nd ed., Rev. 02 —
superseded PDF pp. 84. A2. EAeyxoc / 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. Awabéoiuo keipevo / Retrieved text PDF pp. 1-2. ALl. 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

Ol avoALTIKECG HéBOBOL auvoyiCovTal. MNa ekTéEAETN amalTOOVTOL TA TARPN MOPATEUNOMEVA KEQEALA,
AT paoTAPLO KL KPLTAPLA KATAAANASTNTAC CLOTAUATOG.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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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

®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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