ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Maypa pmevtovitn 5% EX023
Bentonite magma 5% EX023

CGR-ES-057 * Ekboaon / 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.

AEATIO MPOZ TONIKH EFKPIZH — n avBevtia Tng mnyAg 6gv vmokaBloTtd Tnv €yKplon tng naptidag.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

Mnyn / Source: FN/2003/EX/023 MAGMA DE BENTONITA ¢ A1 ¢ FN/2003 ¢ nAekTpovikd kelpevo pe NIPO 2020/2022 /
electronic text with NIPO 2020/2022

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
Bd&on yéAng

Gel base

AAAeg ovopaoieg / Other names
FN/2003/EX/023 MAGMA DE BENTONITA

Zuvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 100 g

A/  ZuoTatiko / Ingredient MoootTnTa Movada

A Quantity Unit

No

1 Mnevtovitng 5 s
Bentonite

2 Zuvtnpnuévo vepd AEMPS EX001 g.s. ad 100 g

Preserved water AEMPS EX001

Mnyr obvBeong: [1]. g.s. = enapkri¢ moodTnTaA - ad = PéXPL TEALKO oUVOAO. Agv peTaTpénovtal avbaipeta g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.

MepLypagn okevaopatog / Preparation description
FéAN evubdtwong Pe epedvion evalwpriuatog. [1]

Hydration gel with a suspension-like appearance.

Apaon kaiL xpRaon / Action and use

Bdon i BonBnTikd €KB0YO yla MEPALTEPW MAPOOKEVEG. Agv vloBeTe(Tal To (6o BUD uetd mpoobrikn
dpaotikig. [1]

Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.
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MpodiLaypagécg / Specifications
FéAN evubdTwong Pe epedvion evalwpriuatog. [1]

Hydration gel with a suspension-like appearance.

ZuvOnkeg kat mpo@uAdagelg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 6V cLVLOTOOY HEAETN 0TABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» OEV ONUAVEL «OTABEPS» I «OOPAAEC>.

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

EvaioOnoia oto @wg / Light

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC OV €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.

EvaioOnoia otov aépa / Air

Agv TEKUNPLWVETAL €LOLKO oToLXE(O OTLG TINYEG oL €EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPLY aTd TOTILKA
€yKkplon, epbéoov slval KPIoo yla Tn ouyKeKPLUEvn mapaokevr. [1]

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

EvaioOnoia oto vepo / Water

Agv TeEKUNPLWVETAL €L8IKS oToLxelo 0TLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY 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.

EvaioOnoia otnv vypacia / Humidity

Ma 1o TeAkd okevaoua n nyr op{CeL:
Ablagavég Balo, npootaoia and vypacia, <25°C. [1]

For the finished product the source specifies:
Opaque jar, protect from moisture, <25°C.

EvaioOnoia otn Osppokpacia / Temperature

Mo to teAlkd okebaopa n nmnyr oplCeL:
AdLapavég BAo, mpootacia and vypacia, <25°C. [1]

For the finished product the source specifies:
Opaque jar, protect from moisture, <25°C.

EvaioOnoia oe pH / pH

Agv TeKuNPLWveTal el61Kkd otolyelo 0TI NYyEC Tov eEeTdoTnKav. ANaLTe(TAL CUPNARPWON TPV ATd TOTILKA
€yKkplon, epbdoov elval Kp(olo yla Tn oLYKEKPLUEVN apaokevh. [1]

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

AAAec aovppaTtoTnTeG / Other incompatibilities

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC oL €EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéoov elval Kp{OLWo yLa TN OLYKEKPLUEVN TtapacKkeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
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Eldi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information

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.

ZuvoOnkec mapackevng / Preparation conditions

To avti{otolyo PN AEMPS opiCet Beppokpacia xwpov 25 + 5°C Kat oxeTkr vypaocia =60%, kTG av n
€10k} pdpuovAa amottel dAAa. Mpdkeltal yia neptBdAiov epyaciag, éxL yia Bepuokpaaia B€puavons i
QLAOENG.

TnpoovTal n oelpd mPoodrikng, N BepUoKpacia Kat oL xpdvol ov avagépovTtal oTn Atadikaoia
Mapaokevnc. H 6K povoypagia 6ev amoTteAel mMARpN HEAETN KATAAANASTNTAC TOU TOTLKOV
XWpov/eEomAlouov. [1, 4]

The corresponding AEMPS SOP specifies room temperature 25 + 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
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 mpoowmnikoD / Staff precautions

Agv ipoodlopiCovtal mAjpn MAT yla tTn ouyKeKPLévn OpPoLAa. EmAEETE yavTLa, mpooTacia 0pOaAUWY
Kal JETpa EPLOPLOUOD €KBeonG amd Ta SDS Twv aKPLBWY LAWY Kol TNV TOTLKA EKT{UNON KWwEOVOoU.
ZUUMANPWHATLKO YEVIKS Aa{olo AEMPS: kaBapr HOKPLUAVLIKN epyaoTnplakr evBupaaoia, KAALYN MAAALWY
KOL OMOKAELOTIKA vTtodripata/modovdpla. Ze XELPLOPS KOVLWY amalttoivTal KaTtdAANAN npootacia
HATLOV/avamvonc: Ta YavTia aAAdlouv pe dpaoctnpidtnta i 9Bopd. H emAoyr TOMou/vALKoL yiveTal amnd
SDS kat ekti{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 Kwdivou yia auth TtTn eépuoLAa. EEsTtdoTte SpaoTtikdTnTA,
okévn/agpdAvua, aAepyloyéva, SLAADTEC, HIKPORBLOAOYLKS K{vbBuvo Kal empudAvvon Bdosl Twv
TMPAYHATIKWY LAWY Kat TNG Sladikaciag. H amovaia 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.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

6 UAVEG LTS TLG GUVBAKEG TNG TNYAC.

H 8udpkela tng mnyrnig agopd tnv akplBr odvbeon, néBodo Kat cuokevaoia TNG. Agv elval nuepounvia
AAENG avTrig NG maptidag ovte peTapépeTal o AANo €kboxo/meplekTIKGTNTA. H MPpaypa Tk nuepopnvia
vnoAoy(Cetatl 0To KEVO QUAAO ekTEAEONG. [1]

6 months under the source conditions.

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
AEMPS EX001 Preserved water » CGR-ES-018 [1, 2]
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EvbelkTIKOG eEomALOMOG / Indicative equipment

EvBelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB060: ZLYOG KATAAANANG BLAKPLTIKAC LKAvOTNTOAC,
MNepLékTeg Kat Opyava avaptEnG ocupBotd pe T VAKKA. H emAoyh/kataAAnAdTnTta opifetal 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.

Awadikaoia mapaokevng / Preparation procedure

Emundote otadliokd pnevtovitn oe 80 mL tov vepol TnG obvBeanc, Beppol nepinov otoug 70°C. Apriote
24 h ue neplotaolakn avddevon. NMpocbéote to LOAOLTIO VEPS UEXPL TN dNAWMEVN TEALKA PMATa Kol
opoyevomolfoTe. [1, 4]

Gradually sprinkle bentonite over 80 mL of the formulation water at about 70°C. Rest 24 h with occasional
stirring. Add remaining water to the stated final mass and homogenise.

Mapatnpnoelg / Notes

H obvBeon opi(lel cuvTnpnuUévo vePS Kal TeALKO glvoAo 100 g. Ta 80 mL tng nebddou elval apyikn
vnonocdtnTa, )L TEALKOG OyKoG. [1]

Composition specifies preserved water and a 100 g total. The method’s 80 mL is an initial portion, not a final
volume.

Zuokevaoia kaL VALKa / Packaging and materials

Adlagavéc Balo, mpootaoia and vypaoia, <25°C. [1]

Opaque jar, protect from moisture, <25°C.

Ynodewypa eTikétag / Label specimen

Mdéyua pnevtovitn 5% EX023

MNeplekTikKOTNTO/MAPAAAQYH: Moogétnta:

NoapTida: Noapaokevn: Xprion €wg:

MNa epyaoctnplakn evowpdtwon / For incorporation during compounding
AoocoAoyla/odnyleg:

®dOAaEN: AdLagavég Balo, mpootaoia and vypaoia, <25°C. [1]
Bentonite magma 5% EX023

Strength/variant: Quantity:

Batch: Prepared: Use by:

MNa epyaotnplakn evowudtwon / For incorporation during compounding
Dose/directions:

Storage: Opaque jar, protect from moisture, <25°C.

M£0oboL eAéyyou / Quality-control methods

FéAN evubdTwong Pe epedvion evalwpiuaTog.

ZopnAnpwpotikol EAgyyxol Touv PN mou mopaméunel n nnyn:

Epgdvion kat pdca. Mo oetpéc noaptidwy: ektaoiudtnta, pH Kot pikpoBLloAoytkdc éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc npoenegepyacia, ekToG €0LkriG 0dnylag. MNa
akpBr] Hétpnon epapudéleTal MoTEVOLOMETPLKNA HEB0S0C RFE 2.2.3: oL tawvieg neplopiCovtal oe eAEYXOLC
mov Sev anattoly vynAr akpiBeLa.

Exktaoiuétnta PN/CP/003: otabepr] noogdtnta delypatog HETAED LAAWVWY TACKWY, Sladoxtkd Bdpn Kat
Xpévol KaBoplopévol TomKkA: JeTpovvTal 800 BLEPETPOL Kt cuyKpiveTal em@dvela évavtL popTiov.
Mpoteivetal Beppokpaotakn petaBoAr £0,5°C. H nnyr 6ev 6{vel kaBoAlkd dplo amnodoyric: avtd
TEKUNPLWVETAL TOoTKA. [1, 4, 5, 6]

Hydration gel with a suspension-like appearance.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability, pH and microbiological testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
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times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested.
The source gives no universal acceptance limit; establish it locally.

®0AaEn / Storage conditions
Adlagavég Balo, mpootaoia and vypaoia, <25°C. [1]

Opaque jar, protect from moisture, <25°C.

Elb1kég 0bnyiec 61aBeong / Dispensing instructions

Agv TeEKPNPLWVovTOL ETLMAEOV LOLKEG 0ONyleg mépa amnd TNV 086, TN EUAAEN KoL TG MapaTNPEACELS TNG
nnyrg. ZuunAnpwvovtatl agbevrig, doooAoyia kat 0dnyleg ocOUPWvVa Ye TN cuvtayn. [1]

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

BiBAloypa@ikéc avagpopéc / References

[1] FN/2003/EX/023 MAGMA DE BENTONITA. FN/2003 * nAekTpovikd Kel{uevo pe NIPO 2020/2022 / electronic text with NIPO
2020/2022 PDF pp. 2. AL. EAeyyoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_023.pdf

[2] AEMPS EX001 Preserved water. See exact source Complete base monograph. Al. EAeyxoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_001.pdf

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

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

[4] PN/L/FF/003/00 ELABORACION DE GELES. Ata®éotuo keiuevo / Retrieved text PDF pp. 1-6. Al. EAeyxog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff 003_00.pdf

[5] PN/L/CP/001/00 DETERMINACION DE PH. Ata®éaiuo ke{pevo / Retrieved text PDF pp. 1-5. Al. EAsyyoc / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_l_cp_001_00.pdf

[6] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD. Ata®éowuo ke{uevo / Retrieved text PDF pp. 1-6. Al. EAeyyoc /
Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_|_cp_003_00.pdf

OL avaAUTIKEG EBODBOL cuvoyiCovTal. MNa eKTEAETN amALTOOVTOL TA TARPN TOPATEUTOMEVA KEQAALQ,
avTBpaoTAPLO KOl KPLTAPLA KATAAANASTNTAC CLOTAUATOC.

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/excipientes/fn_2003_ex_001.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
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_003_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_003_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_001_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_001_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_003_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_003_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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