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F€AN oaALKUALKOD 0E€0C 6% Kal aKeTovidiov
TPLAMKLVOAOVYNG 0,1%

Salicylic acid 6% and triamcinolone acetonide 0.1% gel

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: 100 g tTeAlkol okevdopatog - mogoatd m/m / 100 g finished preparation; strengths w/w

ZvoTaTtiko / Ingredient Moooétnta / Quantity

TOALKUALKO OED 69
Salicylic acid

AKETOVIBLO TPLAUKLVOASYNG 0.1g
Triamcinolone acetonide

MpPomMuAEVOYAUKOAN 60 g
Propylene glycol

Y6p0oEUTPOTMLALWUEVO KOUL YKOLAP 29
Hydroxypropyl guar gum

ABavOAn 96% 649
Ethanol 96%

KekaBapuévo 0Bwp g.s.ad 100 g
Purified water

Meplypa@n okevaopatog / Preparation description

2xed6v dLavyng, dyxpwun, LEWONG YEAN. K&Be 1 g meptéxel 60 mg oaAltkuALKOU 0E€0G Kat 1 mg akeTovidlov
TPLAUKLVOASYNG.

Nearly transparent, colourless viscous gel. Each 1 g supplies 60 mg salicylic acid and 1 mg triamcinolone
acetonide.

References: [1]
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Apaon kai xpAon / Action and use

2LVOLAOUOC KEPATOAVTLKOD KOL KOPTIKOOTEPOELSOUC YLO TIC EVTOTILOUEVEG YWPLAOLKEG BAGBEC/EepuaTiTida
TPLXWTOL oL ava@épel n nnyr. H éktaon, dldpkela kat cuxvéTnTa Kabopiovtal and Tov ouvTayoypd®o - n LoxVg
TOL TEALKOD OXAMATOC HEV EEOUOLWVETAL UE EUTIOPLKI] KPEUQL.

Keratolytic/corticosteroid combination for the localised psoriatic lesions/scalp dermatitis described by the source.
Prescriber defines site, duration and frequency; finished-vehicle potency is not equated with a commercial cream.

References: [11], [2]

Mpodiaypagic / Specifications

TavtédTnNTo/MOCOTNTEG MPWTWY LAWY, TEAKA Hdla 100 g, dxpwpn oxedov Slavyng YEAN Xwpig opaTtolg
KPLOTAAAOUG 1} avopoloyévela. Agv dnuoaotebovTtal dpLa MPoadloplopol SpacTIKWY, LEWSoLC, HkpoBLakol popTiov
r} TEALkoL pH oTo ouykeKpLuévo deATio.

Verify raw-material identities/amounts, final mass 100 g and nearly clear colourless gel without visible crystals or
heterogeneity. This monograph supplies no numeric APl assay, viscosity, microbial or finished-pH limits.

References: [1]

®wg / Light

ABLa@avrc MEPLEKTNG Kal pooTaoia and ewe Katd tn eUAagEN. H odnyla npootaciog 6ev anoteAel mMOCOTLKNA
pwTooTaBepdTNTA.

Use opaque packaging and protect during storage; this storage instruction is not a quantitative photostability
study.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

MNeplopiote avolkTd Xpdvo Kat MayldoeLUévo aépa: To MTNTIKO owdnveLa Pnopel va amopakpuvOel, aAAGovTag
HACa/BLHALTIKA LKOVOTNTA. AEV TEKUNPLWVETAL avaykn adpavolg agpiov.

Limit open handling and entrained air: volatile solvent loss can change mass and solvent capacity. No inert-gas
requirement is established.

References: [1], [3]

Nepo kat dtaAvtéTnTa / Water and solubility

To 06wp elval cLOTATIKG EVLEATWONG TOL TOAVHEPOLC, OXL TTPOALPETIKS APALWTIKS. XPNOLUOTOLHOTE KEKaBapUévo
0BWP KAL CUUTMANPWOTE KATA HATa - OXL AVTIKATAOTOON MPOTIVAEVOYAUKOANG UE vEPD.

Water hydrates the polymer; it is not an optional diluent. Use purified water and make up by mass; do not replace
propylene glycol with water.

References: [1]

Yypaoia / Humidity

KAeLotA @OAAEN TNG MPOTILAEVOYAVLKOANG KoL TOL ENpol MOAVKEPODC Yo OVATIOPAYWYLHOTNTA
C0ylong/evuddtwong. H mnyr 6ev B€tel aplBunTtikd dplo oxeTIKAC vypaaoiag yla avTrh TN YEAN.

Keep propylene glycol and dry polymer closed to maintain reproducible weighing/hydration. No numeric
room-humidity limit is given for this gel.

References: [1]
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Osppokpacia / Temperature

ALdAvon oaALKLUALKOD 0EE0C Kol TIAPAOKELH AAKOOALKOU SLAAVMATOG TOL 0TEPOELS00C aToug 50 °C oe vbatdAovTpo
onw¢ opiCel n mnyr. Mévo KatdAAnAo cloTnUa XWpPI{c TNyl avAEAEENG yia eOQAEKTOLC aTHOUC. POAaEN < 30 °C.

Source specifies 50 °C water-bath steps for salicylic acid dissolution and the steroid alcoholic solution. Use
equipment suitable for flammable vapours with ignition sources excluded. Store below 30 °C.

References: [1], [3]

pH kaiL cupBatoéoTnta / pH and compatibility

Aev KaBopi(Cetal TeAkd pH. H mnyr avagépel oTayoveg YOAAKTIKOD 0E€0C Hdvov dTav 6ev oxNUATLO0el YEAN peETA
12 wpeg, xwpic moodtnta fj otd)Xo pH. Mn yilvel avbaipetn o&lvion: un amodektr YEAN BeoueVETAL YL
dlepebvnon/emikpwon MPooapuUoyniG.

No final pH is specified. Source mentions lactic acid drops only if gel has not formed after 12 hours, without dose
or target pH. Do not acidify empirically: quarantine failed gel for investigation and validation of any adjustment.

References: [1]

AAAec aAAnAenibpaoclg / Other interactions

H napdAAnAn e@appoyr] AAAWY KEPATOAVTIKWV/EPEBLOTIKWY av§dvel Tnv Tomky emBdpuvon. loxvpd ogedWTIKA
MPETEL VAL ATIOOVWVOVTOL amd Thy atBavOAn oTo epyacTrplo. Agv €xel TeKUNPLWOEl oupBatdTnTa pe MPSoBeTEG
dpaoTIKEG.

Concurrent keratolytics/irritants increase local irritation. Segregate ethanol from strong oxidisers during
processing. Compatibility with additional actives has not been established.

References: [1], [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Xpnotuomotle{tal akeTovidlo TplapkvoAdvng, éxL SLapopeTIKO AAAC/HoPPr] TPLAUKIVOAGYNG, KAl
LOPOELTIPOTMLALWHEVO YKOLEP, XL KapBopepé i} LBpoEunporivAokuTTAP(VN. H TIPOTILAEVOYAUKOAN 60% amoTeAE(
0LOLWOHEC TLVBLAALTLKG - eV amodelkviel and pévn tng aw < 0,60.

Use triamcinolone acetonide, not another triamcinolone form, and hydroxypropyl guar rather than carbomer or
hydroxypropyl cellulose. Propylene glycol 60% is an essential cosolvent; its presence alone does not establish aw
< 0.60.

References: [11], [4]

Mpootacia epyalopévwy / Staff protection

MpooTtaTeuTIKA MOdLA, YavTia KATAAANAQ yia Ta LALKA Kal mpootacia ogBaAuwy. MNeploptopdg okévng Katd Tn
C0ylon 100 mg otepoeldolc - Tomikr anaywyr Katd tn 8€puavon atBavdAng, anopuyr eAGyac/omvirpwy Kot
dlaotavpolduevng emudAvvong.

Use coat, material-compatible gloves and eye protection. Contain powder when weighing 100 mg steroid; use
local vapour extraction for warmed ethanol, exclude flames/sparks and prevent cross-contamination.

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

EKTipnon kKivéovovu / Risk assessment

Kplowa onueia: 6eKadLKO TEAAUA OTO OTEPOELDEC, aMWAELX alBavdAng Kat anotuy{a mNKTwHatonolnong.
ZOALKUALKO/0TEPOELBEG Uopel va amoppo@nBolv MeEPLocOHTEPO amd HEYAAN, GAEYUEVOLOO H ATIOPPAYUEVN
EMEAVELD - aLENUEVN TadlaTtplkr evatodnaia, atpogia kat kKataoToAf d§ova HPA. Kdtw Twy 2 £€TWY
avtevdelkvuTal aTnv mnyn.
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Critical points are steroid decimal error, ethanol loss and failed gelation. Large, inflamed or occluded areas
increase systemic exposure; children are particularly susceptible to steroid effects including atrophy and HPA
suppression. Source contraindicates use below 2 years.

References: [11], [2]

Zuvonkec mapaockevnG / Compounding conditions

AveEdpTtnTtog éAeyxoc COylong 0,100 g otepoeldolC. MNa kA{paka k moAAanAactdlovtal OAEG oL KABOPLOUEVEC
MACec Kot To BBWP cupnAnpPwvel 100 k g. Xwplc mpoalpeTikd 0EL, BewpnTIKA MoodTnTA vEPOL 25,9 g - Hev
QyVoOoUVTOL ATWAELEG TITNTIKWVY.

Independently check 0.100 g steroid weighing. Scale fixed masses by k and make up to 100 k g with water.
Without optional acid, theoretical water is 25.9 g; volatile losses must be controlled, not ignored.

References: [1]

Tekpunpiwon BUD / BUD rationale

H AEMPS &ivel 3 urjveg e mpootaoia and gwc Kat < 30 °C. Q¢ avwTtaTto dplo ava@opdc emAéyovtal 89 nuUépeg
Kot MAvTwe éxL mépa and 3 nuePoAoyLaKoUG MAVES, Hbvo UE akplBr abvBean, cupBaTO MEPLEKTN KAl armodoxr amnd
To TomKé oOoTNUA MOLdTNTAC. AV BPEONKE aveEApTNTN HEAETN Yia aLTO AKPLBWC TO YKovdp/Oxnua o0Tte aw/AET
- 8ev xapaktnp{Cetal emkupwuévo épLo USP. Mikpdtepn AREN ocuoTtaTtikol 1§ aotoyia YEANG ueployVeL. EKBoTIKA
oOuBaon: Ta pnviaia épla TNG MNYAS MAPAPEVOLY NUEPOAOYLAKA: TO aPLBUNTLKO OpLlo HETATPOTAC elval 28 NuEPEG
ywa évav piva ] 89 yla TpeLlg: Tuxov xwplotd emAeypévo Bpax0Tepo dplo eEakoAovBel va vmeploylet. MpdkeLTat
yla oLV TNENTLKA HETATPOMH, dXL aLTOAEEE( OpLo TNG TNYrC.

AEMPS assigns 3 months below 30 °C and protected from light. Reference ceiling is 89 days and no later than 3
calendar months, conditional on exact formulation, suitable container and local quality-system adoption. No
independent matched guar/vehicle stability study or aw/AET data were retrieved; this is not a validated USP limit.
Earlier ingredient expiry or gel failure overrides it. Editorial convention: calendar-month source periods are
retained as calendar periods; the calendar-period conversion ceiling is 28 days for one month or 89 days for three
months; a separately selected shorter ceiling still governs. It is a conservative conversion, not a source quotation.

References: [11], [4]

MpoanaiTtobpeva / Prerequisites

Agv anatteltatl €Tolun Bdon. To yaAakTiké 00 tnG evdexduevng 616pBwong 6ev mMPooT{BeTAL AVTOUATWG OTOV
nivaka - xpeldeTal eyKekpLuévn otk odnyla kat kataypaer edv xpnotuonotnoel.

No premade base. Contingent lactic-acid adjustment is not automatically added to the formula; any use needs an
approved local instruction and a recorded quantity.

References: [1]

E€omAlopog / Equipment

Zuyo6¢ KatdAAnAov eAdylotou Bdpoug yla 100 mg, vdaTdAoUTPO/BEPUSUETPO, KATAAANAQ TTOTHPLA, PdREOC
Amog avadevTrpag Kat eEoMALOUOC AR PpWoNS cwAnvapiov. MpoalpeTikh péTpnon pH yla E0WTEPLKNA
avanapaywyudTnTa, éxL avinapkto 6plo anodéauevong.

Balance with suitable minimum weight for 100 mg, water bath/thermometer, vessels, gentle stirrer and
tube-filling equipment. Optional pH trending supports local consistency, not an invented release limit.

References: [1]
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M£00b0¢ mapaokevng / Compounding method

1. Awaone{peTe TO YKOLAP 0TO VBWP Kal Mpoobéote 30 g MPOMUAEVOYAVUKOANG. 2. AlaADOTE 6 g CAALKLALKOU 0E€0C
ota vnéAotna 30 g mpomuAevoyALKOANG otoug 50 °C. EvoOwHaTWoTE Ao 0TOo MPWTO Miypa. 3. AtaAbote 0,1 g
0TEPOELBOVGC 0Ta 6 g ABavOANG 96% mov BeppaivovTal COPPWYA HE TNV TINYH 0TOLG 50 °C He EAEYXO ATHWVY.
Evowpatwote XwpilG puoaAideg. 4. EAEyETe pafa/opoloyEvela Kat TNKTwatonolnon. Anotuyia otig 12 wpeg
anattel Slepebivnon P TNV anodEopevon.

1. Disperse guar in the water and add 30 g propylene glycol. 2. Dissolve 6 g salicylic acid in the remaining 30 g
propylene glycol at 50 °C and gently combine. 3. Dissolve 0.1 g steroid in 6 g ethanol 96% using the source 50 °C
step with vapour control, then incorporate without aeration. 4. Check mass, uniformity and gelation. Failure to gel
by 12 hours requires investigation before release.

References: [1], [3]

Napatnpnoclg / Observations

OL ovykevTpwaoelg elvat 60 mg/g kat 1 mg/g, 6xt mg/mL. Kataypdyte mpayuaTikéG moodTnTeG, Bepokpaoieg Kat
QMWAELEG OTNY MOPTBa. AveEEAEYKTN POOBKkN vEPOL f 0&€og dnuovpyel GAAN odvBean.

Strengths are 60 mg/g and 1 mg/g, not mg/mL. Record actual amounts, temperatures and losses in the batch
record. Uncontrolled extra water or acid produces a different formulation.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

AdLagavécg doyxelo } cLUUPBATO MAACTIKO CWANVAEPLO OTIWG GTNY TINYH, ME ATMIOTEAECHATIKO TIWHA. TEKUNPLWOTE
ouuBaATATNTA UE TO LOPOYAVKOALKO/AAKOOALKS OYNnuUa.

Opaque jar or compatible plastic tube as specified by the source, with effective closure. Document compatibility
with the hydroalcoholic/glycol vehicle.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

EAeyxoG aveEdpTNTWY LUMIOAOYLONWY, TEALKAG H&lag, SltdAvong/amnovoiag KPUOTAAAWY, OUOLOYEVELAG, GLUOAA(BWY
KoL akepaldTnTag NEPLEKTN. MoooTkdG MPOadLOPLONEG HPaoTIKWV/HIkpoBLakh a§LloAdynon e EMKUPWHEVN
HEBOBO dTav amatTtobvTaL amnd To TOMKO oX£GL0 - Hev anmoTeAolv O eKTEAEOUEVOUG EAEYXOULG.

Verify calculations, final mass, dissolution/no visible crystals, uniformity, bubbles and container integrity. Use
validated assay/microbial methods where required by the local plan; none were performed for this compilation.

References: [1]

®0Aain / Storage

KAeLot6, mpootatevpévo amnd gwe, Katw 30 °C. Agv TEKPUNPLWVETAL dlaTthApnon KatdywuEng fj evaAiayr UE YOEN yia
auTA TN YEAN.

Keep closed, light-protected and below 30 °C. Freezing or alternating refrigerated storage is not established for
this gel.

References: [1]

A1aOeon / Dispensing

Mdévo otnv KaBoplopévn dEpUATIKA TEPLOXA Kal yla TNV KaBoplopévn Sldpkela. Oxt opBaApol/BAevvoydvot,
avbaipetn andepagn f epappoyr 0Tov HaoTO KAT& OnAacud. latplkh emavektipnon og Aoluwén, £€vtovo epebLond
] CUUMTWHUATO CAALKUALOMOO.
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Use only on the prescribed skin site for the specified course. Avoid eyes/mucosa, unprescribed occlusion and
breast application during nursing. Seek review for infection, marked irritation or salicylate-toxicity symptoms.

References: [1]

EmioApavon / Labelling

ZAALKUALKS 08D 6% + akeTov{6Lo TPLaUKIVOASYNG 0,1% - AEPMATIKH XPHZH. Mogdtnta/odnyieg: . ®OAagn < 30
°C, HaKpL& amd gwg Kat motdld. Maptida_ /Moapaockevr_ /XpAon €wG_ .

Salicylic acid 6% + triamcinolone acetonide 0.1% - FOR SKIN USE. Quantity/directions:__. Store below 30 °C,
protected from light and children. Batch__/Prepared__ /Use by__.

References: [1]

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elval pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6IKEC MpolmoBéaelg. Aev €xel
oplotel BUD npaypaTtikig naptidag kat dev £xouv napaxOel petprioelg aw. H akpprig abvbeon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 5ev
napovoldfovtal WG EAANVIKA vopobeaoia.

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 KoL mapanmopumnég / Sources and references

[1] AEMPS - Formulario Nacional - FN/2003/FMT/005 ACIDO SALICILICO Y TRIAMCINOLONA ACETONIDO, GEL DE

Current AEMPS standalone PDF; code FN/2003/FMT/005 | PDF p 2 §§3-7; subsequent safety and patient information | Exact formulation,
process, source shelf life and formulation-specific precautions; independent factual compilation, not official translation. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_005.pdf
[2] DailyMed - Triamcinolone acetonide cream USP 0.1%, NuCare label

Retrieved 13 October 2026 | Clinical pharmacology; precautions/general and paediatric use | Active-class dermal absorption and steroid
toxicity. Commercial cream is not the AEMPS gel; potency or BUD is not transferred. | 2026-10-13

https://dailymed.nIm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=dff0403f-1c0c-3333-e053-2a95a90a4c09
[3] CDC/NIOSH Pocket Guide - Ethyl alcohol

Page reviewed 30 October 2019; retrieved 13 October 2026 | Flammability, incompatibilities and personal protection | Ethanol raw-material
handling; not a measured flash point or hazard classification of the finished mixture. | 2026-10-13

https://www.cdc.gov/niosh/npg/npgd0262.html
[4] USP - Compounding Standards and Beyond-Use Dates

November 2022 USP publication, public copy hosted by Mississippi Board | p 2 nonsterile comparison table | General category limits only; not
product-specific stability, antimicrobial effectiveness or Greek law. | 2026-10-13

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[5] 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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