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FAVKEPOAN ME GHLAO giToL, SeppaTik YEANn 90/10/10 g

Glycerol-wheat starch cutaneous gel, 90/10/10 g
formula

BiBAloypagiki avagopd - Anatte{tal TomknA vioBétnon / Reference document - Local adoption required

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTONOoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwToTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0v0eon avagopadg / Reference formula

Bdon / Basis: 110 g apytkri o0vBeon / 110 g reference charge

ZvoTaTtiko / Ingredient Moooétnta / Quantity

FALKEPOAN 90 g
Glycerol
ApvAo oitou 1049

Wheat starch

KekaBappévo 08wp 109
Purified water

Meplypa@n okevaopatog / Preparation description

MaAakn, Atmapr otnv o, NUdL@avAg CeAaTvwdng pala and duvAo oitov, YALKEPSOAN Kal vepd. OL popTioeLg
aBpoiCouv 110 g- 6ev avaypdeetal g.s. ad 100 g oOTe enmTpéneTal owwnnpen agaipeon vepol yia aAAayr Bdong.

Soft, greasy-feeling, translucent gelatinous mass of wheat starch, glycerol and water. Charges total 110 g; the
formula is not g.s. ad 100 g and water must not be silently removed to change the batch basis.

References: [11], [2], [3]

Apaon kaL xpron / Action and use

MPOoOTATEVTIKG KAl HOAAKTIKG dEPUATIKS MOPAOKEDATUA YIa €KTEPQ KOl AMOAETLON, WBlaitepa oTa xépLa,
oOpewva pe tnv nnyr. Eeapuoyr 6co xpetdletal oto MAA{oL0 EEATOULKEVHEVNG PPOVTIBAC: BeV EPLEYEL
KOPTLKOOTEPOELBEG 1 AVTLULKPOPLAKS BPATTLKS.

The source describes a protective/emollient cutaneous preparation for eczema and scaling, particularly of the
hands. Apply as needed within individual care; it contains no corticosteroid or antimicrobial active.

References: [1], [2], [3]
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Mpobiaypagéc / Specifications

ApuvAo oitouv RFE 0359 kat yAukepdAn RFE 0496, ue TEAKS XapaKTNPELOTIKO opoloyevh nuidlagavy yéEAn. Agv
blvetal aplBunTkS LEWdEC, pH f dplo pikpoBLakol eAEyyou €lBIké yia Tn obvBean. EAEyETe amovoia oBWAWY Kal
Koy{paTog.

Use wheat starch RFE 0359 and glycerol RFE 0496; finished appearance should be a homogeneous translucent
gel. No formula-specific viscosity, pH or microbiological acceptance limit is given. Check for lumps and scorching.

References: [11], [2], [3], [5]

®wg / Light

Agv ipoBAENETAL EBIKA QwTOoMpooTacia and Tnv nnyH. PLAGCCETAL OTO EYKEKPLHMEVO KAELOTO doyelo, pakpLd amd
dpeoo jALo mov unopel va aveBdoetl tn Bepuokpacia mdvw amnd 25 °C- 6ev GNAWVETAL TEKUNPLWHEVN
ewTooTtabepdTNTA.

The source does not specify special light protection. Keep in the approved closed container away from direct
sunlight that could raise temperature above 25 °C; photostability is not claimed.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

KAelote petd tnv Yogn Kat mAfjpwon, Kot HETE K&Be xprion. H em@dvela unopel va HETABAAAETOL PE
AMWAELa/MPOTANYN vEPOD Kal empdAvvan: n nyr dev {ntel adpavr atudopatpa.

Close after cooling/filling and after every use. Water loss/uptake and contamination can alter the surface; the
master does not require an inert atmosphere.

References: [11], [3], [4], [5]

Nepo kat SuaAvtotnTa / Water and solubility

Ta 10 g vepoD xpnotgomolodvTal yia apxLkr Sltacrnopd apdAov. To duuAo elval MPaKTIKA adldAuTo o KpLo vePS: N
dlepyaoia B€puavaong dnuovpyel Tn YEAN. Aev pootiBetal vepd HeTd TN BEpUavan yia avanAfpwon xwpic
eyKeKpLUévn dladbikaolia, eneldr n mnyn dev poBAéneL Té€Tolo q.s.

The 10 g water charge initially disperses the starch. Starch is practically insoluble in cold water; heating develops
the gel. Do not add water after heating to compensate losses without an approved process, because the source
provides no such g.s. instruction.

References: [11], [2]

Yypaoia / Humidity

H yAukepdAn eivatl vypookomikr. H nnyr anattel npootacia and vypacia Kat MEPBAAAOY MAPAOKEVAG UE OXETIKNA
vypacio =60%. AMOQOYETE AVOLKTH MAPAHOVH MPWTNG VANG Kal TEALKAG YEANG.

Glycerol is hygroscopic. The source requires protection from moisture and preparation-room relative humidity
=60%. Avoid prolonged open exposure of raw glycerol and finished gel.

References: [11], [3], [4], [5]

Oeppokpacia / Temperature

MpoBepudveTe TN YALKEPSAN oTouc 90 °C dnwc oplTel n mnyr Kot cuvex(oTe TNV eAeyxOUEVN BEpUavan UéEXPL
opoloyevH nUIdLagdvela. Ano@lyeTe TomKH LEPBEpUavan: BepULk amoobvBean YALKEPOANG Hopel va mapdyet
€PEBLOTIKA aKPOAEVN. POAAEN TOL TPOIGVTOC K&ATW amd 25 °C.

Preheat glycerol to the source-specified 90 °C and continue controlled heating until homogeneous/translucent.
Prevent hot spots: thermal decomposition of glycerol can produce irritating acrolein. Store the product below 25
o

C.
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References: [11], [4]

pH kai oupBatotnta / pH and compatibility

Agv op{CeTtat TeAkd pH o0te pLBULOTIKS ovoTaTikd. H yevikA Sladikaaia TNKTWY avagépel pH wg mbavd EAeyyxo
nopTidac, aAAd 6ev apéxel anodektd e0poc yia avTh TN YEAN. Anatte{tal Tomkr TeEKUNPLwUévn LéBodog edv
emAeyel o éAeyxog.

No final pH or buffer is specified. The general gels procedure includes pH as a possible batch check but gives no
acceptance range for this gel. Any selected pH test needs a documented local method.

References: [1], [5]

AAAeG aAAnAembpaoclg / Other interactions

H yAUKEPOAN Bev €pxeTal O€ EMAQP PE LOXUPA OEEBWTIKA, BIWG LEPUAYYAVIKO KAALO, AOYW KLwBOvou
nupKayLdg/évtovng avtidpaons. H mpooBrikn aAKoOANG, atépLwy eAaiwy | paPUAKWY PETATPENEL TN Bdon ot
&AAN obvBeon kat anattel Eexwploth Tekunplwon.

Do not contact glycerol with strong oxidisers, particularly potassium permanganate, because of
fire/violent-reaction risk. Adding alcohol, essential oils or drugs creates a different formula requiring separate
evidence.

References: [3], [4]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

To duuAo mpoépyetat and oito Triticum aestivum (ouv. T. vulgare) kat dev avTikabiotatal avbaipeta pe GULAO
apaBoaitou. H yALKEPOAN elval QAPUAKEVTIKA MPWTN OAN TNG CUYKEKPLUEVNG Hovoypaplag, XL TPOAPALWUEVO
SldAvpa 85%. OL moodtnTEG HilvovTal OAEG o€ g.

The starch is from wheat, Triticum aestivum (syn. T. vulgare), and must not be arbitrarily replaced with maize
starch. Use the pharmaceutical glycerol of the cited monograph, not a prediluted 85% solution. All quantities are
in grams.

References: [11], [2], [3]

MpooTtacia epyalopévwy / Staff protection

F&vtia, modld kat yoaAld katd tn C0ywon/avAauEn: HéTpa ouykpdtnong okdévng apdAov. MNa ta otddla otoug 90 °C
anattobvtal otabepd okeDOG, BEPUOAVOEKTIKA HETa XELPLOPOU Kat poaTtaaia amnd mtoAlopata. XpnowonotaTe
eAeyxOuUEVN NAEKTPLKA B€puavaon Xwp(g avolkTh eAdya Kol EMOPKA aePLOd.

Use gloves, coat and eye protection during weighing/mixing and contain starch dust. The 90 °C stages require a
stable vessel, heat-resistant handling aids and splash protection. Use controlled electric heating without an open
flame and adequate ventilation.

References: [1], [4], [5]

EKTipnon kKwvéovovu / Risk assessment

KOptot k{vduvol mapaokevAG: OepuLkd eykadpaTa, LEPOEpUAVON/KaPUaTa, avouoldpuopen Slaomopd Kot
MIKpoBLakA empOALYON HETE YOEN. AnAWoTE GPULAO oltou Kal EAEyETE LoToPLlkS aAAepyiag. H mpoeldonoinon
KOLALOKAKNG TNG TNYNAS apopd kKatd AdBo¢ Katdmnoon AOyw mBavig YAouTévng: 6ev amodelkviel 4TL N SEPUATLKA
€kBeon npokaAel Tnv (Bla avtidpaon.

Main process risks are burns, overheating/scorching, nonuniform dispersion and contamination after cooling.
Declare wheat starch and check allergy history. The source coeliac warning concerns accidental ingestion of
potentially gluten-containing material; it does not establish the same reaction from skin exposure.

References: [1], [2], [4]
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ZuvOnkec mapaockevng / Compounding conditions

Bdon vmoAoylopol 110 g: 90/110=81,82% yAukepdAn kot 10/110=9,09% kaBéva duvAo/vepd mpv dlepyaaia. O
vroAoylopol 6ev elval avdAvon TeALKAG andédoong peTd Bépuavon. Kataypdyte Bepuokpaaia, xpdvo, eupavian
Kol anmWAeLa H&Zag xwpeic aveEEAEYKTN avamApwan.

On the 110 g input basis, glycerol is 90/110=81.82% and starch/water each 10/110=9.09%. These calculations
are not an assay of final yield after heating. Record temperature, time, appearance and mass loss without
uncontrolled topping up.

References: [1], [5]

Tekpnpiwon BUD / BUD rationale

H ninyr opi{Cel pla eB6opdda, k&dTtw and 25 °C kat pe npootacia and vypacia. YioBeTeltal avTATO 6pLO0 7 NUEPWV
L6 ALTEG TLG CLVOAKEG, ) ouvTopdTEPO €4V tepLop(Couv oL MPWTEG DAEG/N MoldTnTa. Agv evTomi{oTNKE PEAETN TNG
aKPLBOLG o0vBeong 1 peTpNUéVN aw: N bwnArf avaioyla yYAukepdAnG Sev dikatoAoyel napdtaon og 90 § 180
NHEPEG.

The source specifies one week, below 25 °C and protected from moisture. Use a ceiling of 7 days under these

conditions, shortened by ingredient or quality limits. No exact-formula study or measured aw was found; the high
glycerol proportion does not justify extension to 90 or 180 days.

References: [1], [6]

Mpoamaitovpeva / Prerequisites

Anattobvtal n Stadikacia MNKTWY, MPocdLloplauévo duvAo olTou Kal TomkA KaTayeypauuévn Bepuikn dlepyaoia.
Agv ypnotgomole{tal w¢ Lwodivaun n dlagope Tk YaAAk ¢dpuovAa 86,8/6,6/6,6 g avd 100 g.

Dependencies are the gels procedure, identified wheat starch and a locally documented heating process. The
different French 86.8/6.6/6.6 g per 100 g formula is not interchangeable.

References: [11], [2], [5]

EEomAlopog / Equipment

Zuyég, avBekTikd oTn B€ppavan okeDOG, NAEKTPLKA MAGKA LE EAEYXO0, KATEAAANAO BEPUOUETPO, LOXLPNA
ondtovAa/avadeutripag Kat Kabapdc owAnvac i Bdlo. EEonAlopdc npénel va enmttpénel ouvexég EVOLUO
TOLXWHATWY yla MEPLOPLOUS TOTILKAC LnEPBEpuavonc.

Balance, heat-resistant vessel, controlled electric hotplate, suitable thermometer, robust spatula/stirrer and clean
tube or jar. Equipment must permit continuous wall scraping to reduce local overheating.

References: [1], [4], [5]

M£0060¢ mapaokevng / Compounding method

1. Awaonei{pete 10 g apdAov ota 10 g vepol xwpic oBwAouc. 2. Mpobepudvete Ta 90 g YALKEPOANG aToug 90 °C
Kal pocBéote Ta oTn Slaomopd. 3. OepudveTe UE ouveXH avddevon HéXPL opoloyevr nuwbLagavy pdla, ue
eAeyxduevn NAeKTPLKA TINYA Kol Xwplg KapapeAonolinan/kdyiuo. 4. Zuvexiote avddevon €wg Bepuokpaaia
dwpaTtiov, eAéyETe Kol ouokeLdOoTE. H BepULK KAUMOAN KOTOYPAPETAL TOTILKA.

1. Disperse 10 g starch in the 10 g water without lumps. 2. Preheat the 90 g glycerol to 90 °C and add to the
dispersion. 3. Heat with continuous stirring to a homogeneous translucent mass using controlled electric heat,
avoiding caramelisation/scorching. 4. Continue stirring to room temperature, check and package. Record the local
temperature profile.

References: [1], [4], [5]

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

Napatnpioelg / Observations

To ouyKeKPLUEVO piypa €xel 110 g apyik pala. AnwAgla vepol KaTd Tn Bépuavan HeTABAAAEL TN oboTaon: eV
KQAOTITETAL PE TUPAR avaywyr o€ 100 g. Mn peTa@épeTe auTdPaTa TN Sldpkela Xpriong o€ BAoelg ue GAAo duuAo
1} 0000 Td YAUKEPOANC.

This mixture has a 110 g input mass. Water loss during heating changes composition and cannot be hidden by
simply relabelling as 100 g. Do not transfer its use period to bases with different starch or glycerol proportions.

References: [1], [5]

MeplékTnG KaL ovokevaoia / Container and packaging

ZwARvag A BaZo katd TNV Ny, KaAd KAELOTO Kal Ye mpootaoia and vypacia. O CWARVAG HELWVEL TNV
enavaAauBavouevn enaeri XEPLWY HE TN H&la aAAG dev amoTeAe( TeKUAPLO UIKPORBLOAOYIKAC EMKOPWONG.

Use a tube or jar as specified, tightly closed and protected from moisture. A tube reduces repeated hand contact
with the bulk but does not constitute microbiological validation.

References: [11], [5]

MowoTikO6¢ éAeyxoG / Quality control

EAEyETe opoloyévela, nudLa@dvela, paAakh CeAaTvwdn adotaon, anovoia oRWAWY/UALPLOPEVWY oNPE{WY Kal
TEAKH Hala. MNa mopaywyn napTidwy n yevikh dladikaaoia npoBAénel katd neplntwon ekTaowdédTnTA, PH Kot
MLIkpoBLakd éAeyyo. Aev kaTaxwp{CovTal MAACUATIKA anoTteAéopaTa ) dpLa LEWEOUC.

Check uniformity, translucency, soft gelatinous consistency, absence of lumps/scorched spots and final mass. For
batches, the general procedure includes applicable spreadability, pH and microbiological tests. Do not enter
invented results or viscosity limits.

References: [1], [5]

®0AaEn / Storage

KaAd kAelopévo, mpooTaTtevévo amnd vypaoia Kat Kdtw amnd 25 °C, yia €wg 7 NUEPEG. MNnv MOV PNOLOTIOLE(TE
LTMOAELYUA TTPONYOLHEVNG TIAPTIBAC KoL UNv MPooBéTteTe vePS av n YEAN HETABAAEL obaoTaON.

Keep tightly closed, protected from moisture and below 25 °C, for no more than 7 days. Do not reuse remnants of
a previous batch or add water if consistency changes.

References: [11], [5]

AwaOeon / Dispensing

Agppatikr xprion os kabapd dépua pe Kabapd epapuootr, 600 xpeldletal cOPPWYA HE TNV 0dnyla. AnAWGCTE
duuAo oitov, anotpéyte KaTtdmnoon Kat {NTHOTE LaTPLKA odnyla mpLv epappoyr oTov HooTtd Katd Tn yaAovyia.
MiKpEG MOoOTNTEC OLUUPBATEG E TO OPLO TWY 7 NUEPWV.

Use on clean skin with a clean applicator as directed. Declare wheat starch, prevent swallowing and obtain clinical
advice before breast application during lactation. Dispense quantities compatible with the 7-day limit.

References: [1], [2]

EmioApavon / Labelling

FALKEPOAN-GULAO altov, SepuaTikr YEAN. Meptéxel duuAo ZITOY. MOvo yla dEPUATIKA XPAON - va UNV KaTamni{veTal.
Kdtw ané 25 °C, kaAd KAelouévo, npootaoia and vypacia. Avwtatn Stdpkela 7 NUEPEG amd TNV MAPACTKELH.
Moogétnta, mapT{da KAl MPAYUATIKEG NUEPOUNVIES: CUUMANPWVYOVTAL GTNY EKTEAEDN.

Glycerol-wheat starch cutaneous gel. Contains WHEAT starch. Cutaneous use only - do not swallow. Store below
25 °C, tightly closed, protected from moisture. Maximum 7 days from preparation. Complete quantity, batch and
actual dates during execution.
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References: [1], [2]

v9_controls / v9_controls

To apBunTiké 6plo oto apxelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdG UTd TIC £LOLKEG TPODTIOBETELG. Agv €YEL
optotel BUD nmpaypaTikig mapTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrg obvbean, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GLVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyY0 BLAPKELAC HETA TO Gvolypa. Ta dpla USP elval Texviké mAaiolo Kat 5ev
nopovaldfovtal WG EAANVLKN vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

Mnyéc ka1 mapanopunég / Sources and references

[1] AEMPS, Formulario Nacional - GLICEROLADO DE ALMIDON (FN/2003/P0O/016)

FN/2003 source identifier; current standalone official PDF accessed 2026-10-13 | PDF pp. 2-3; composition, specific method, storage, validity
and patient leaflet | Master composition, preparation and source-specific conditions. Independently written factual adaptation; not an official
translation or endorsement. No laboratory testing performed for this document. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_016.pdf
[2] AEMPS - Almiddn de trigo (FN/2003/PA/004)

FN/2003; standalone official PDF accessed 2026-10-13 | PDF p. 2 | Raw-material identity, physical properties, incompatibilities and
route-specific precautions; raw-material assay limits are not finished-product specifications. | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_004.pdf
[3] AEMPS - Glicerol (FN/2003/PA/013)

FN/2003; standalone official PDF accessed 2026-10-13 | PDF p. 2 | Raw-material identity, physical properties, incompatibilities and
route-specific precautions; raw-material assay limits are not finished-product specifications. | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf
[4] ILO/WHO International Chemical Safety Card 0624 - Glycerol

April 2006 | Identity; hazards/prevention; physical properties; chemical dangers; notes | Occupational hazards of the identified raw material.
Neat-material flash points and toxicity are not measured finished-mixture properties. | 2026-10-13

https://inchem.org/documents/icsc/icsc/eics0624.htm
[5] AEMPS - Elaboracién de geles (PN/L/FF/003/00)

Official FN procedure, version 00, accessed 2026-10-13 | Sections 5-6: environment, preparation, packaging, finished-product checks | Official
general dosage-form procedure; exact formula method takes precedence; batch-level tests are distinct from tests actually performed. |
2026-10-13

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff 003_00.pdf

[6] USP - Compounding Standards and Beyond-Use Dates

November 2022 update, official USP fact sheet hosted by Mississippi Board of Pharmacy | Nonsterile preparation BUD overview and category
table | General BUD framework; an AEMPS source period is not automatically a USP-NF monograph exception, and no measured water activity
is implied. | 2026-10-13

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[7]1 USP - General Chapter <795> Frequently Asked Questions

November 1, 2023 FAQ; rechecked 14 October 2026 | Questions 52, 54-56, 61, 64-66 | General category/extension rules only; not
exact-product stability evidence. | 2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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