ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Kpépna caAtkuALKoO 0€€0G 5% Kal akeTovidiov
TPLAMKLVOAOVYNG 0,1%

Salicylic acid 5% and triamcinolone acetonide 0.1%
cream

CGR-ES-071 * Ekboaon / Version 5.0 « 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.

Tekunplwévn BLBALOYpAQLKH TPOCBrKN: amatTe(l TOMLKY EMOTNMOVLKY £€yKpLan TP amnd Xprion wg KOpLo
deAtio mopaokeLAC.
Documented bibliographic addition; requires local scientific approval before use as a master formulation record.

Mnyrj / Source: FN/2003/FMT/004 ACIDO SALICILICO Y TRIAMCINOLONA ACETONIDO, CREMA DE * Al — en{onun
eappakomotia / cuvtayoAdylo ¢« FN/2003/FMT/004

AeATio Tekunplwong MPoC TomLkr emoTNUOVIKA £yKplon. Aev anoteAel emkupwpévn odnyia
anobdéauevong nopTidac.

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

dapuakoTeEXVIKH Hoper / Dosage form
Kpépa, yaAdktwua O/W

Cream, O/W emulsion

AAAeg ovopaoieg / Other names

Agv HNAWVETAL dLAPOPETIKO GUVWIVLIO OTNY TINYH.

No different synonym is stated by the source.
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 g

A/ ZvoTaTiKO / Ingredient
A
No
1 ZAALKLUALKO 0ED
Salicylic acid
2 AKETOV(BLO TPLOUKLVOASYNG

Triamcinolone acetonide

3 MpomuAevoyALKAOAN
Propylene glycol

4 AVLOVIKOS YOAdKTWHa O/W EX007
Anionic O/W emulsion EX007

MoooétTnTa
Quantity

0.1

g.s. ad 100

Movada
Unit

Mnyn oOvBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL 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.

Meplypagn okevdopatog / Preparation description
NA€LKN KPEUa UE OLVEKTIKA LPR. [1]

White cream with a firm consistency.

Apaon kaiL xpAon / Action and use

H AEMPS mepLypd@el CUUMTWHATIKNA OVTILETWILON SEPUATIKWY BAABWY Ywplaong. ZaAKUALKS 0ED:

KEPATOALTLKA dpdon. TPLoPKIVOASYN: KOPTIKOOTEPOELDEG UE AVTLPAEYHOVWEN Hpdon. [1]

AEMPS describes symptomatic treatment of psoriatic skin lesions. Salicylic acid is keratolytic; triamcinolone is

an anti-inflammatory corticosteroid.

Mpodlaypagéic / Specifications

AELVKA KPEUA PE CLVEKTLKA LEN. MoocOTNTEG/MOLOTNTA MPWTWY LAWY KATA §3. Aev apEXETAL ELBLKO

aPLOUNTLKG 6pLo TEPLEKTIKATNTAG TEALKOU TpoidvToc. [1]

White cream with a firm consistency. Quantities/raw-material quality follow §3. No specific numerical

finished-product assay limit is provided.

ZuvOnKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY §gv cLUVLOTOOY PEAETN 0TABEPOTNTAG 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”.

EvaioOnoia oto @wg / Light

To teAkS okebaopa QUAGCOETOL TIPOCTATEVHUEVO aTd QWG KATA TN Hovoypagia. [1]

The finished preparation is stored protected from light under the monograph.

EvaioOnoia otov aépa / Air

A&V TeEKUNPLWVETAL £L6LKO oTolye(o yia To TeEAKS okebaopa oTIC eEeTaobeloeg nnyéG. Anatte{Tat

OLUMANPWHATLKA Tekpunpiwan mpv oplabel mpodiaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required

before defining a specification.
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EvaioOnoia oto vepo / Water
To oaAtkuALkd 0ED elval Alyo 6LaAvTd oTo vEPS KAl ELBLAALTO oTNY ABavoAn katd PA033. [4]

Salicylic acid is slightly soluble in water and freely soluble in ethanol under PA033.

EvaioOnoia otnv vypacia / Humidity

Agv TEKUNPLWVETAL €L6LKO oTolxe(o Yo To TeAKS okebaopa oTL eEeTaobeloeg nnyéC. Anate{Tat
OLUMANPWHATIKA Tekunplwan mpvy oploBel mpodlaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaloOnoia otn Osppokpacia / Temperature

dOAAEN TEALKOL IpoidvTOoC: MpooTtaoia and ewe, kdtw and 30°C. H enegepyacia akoAovOel TIG ELOLKEG
Bepuokpaciec TNG ueBBGoL. [1]

Finished-product storage: Protect from light; below 30°C. Processing follows the method-specific temperatures.

EvaioOnoia oc pH / pH

A&V TeEKUNPLWVETAL €L6LKO oTolye(o yia To TeEAKS okebaopa aTic eEeTaobeloeg nnyéc. Anate{Tat
OUUMANPWHATIKA TeKUNplwaon npwv oploBel mpodiaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

AAAec aovpfBatoTnTeg / Other incompatibilities

ZAALKLALKG 0ED: aoLpBoTdTNTEG ME aAKAALa, dAaTa Fe/Pb kat twdio. Mdvw and 2% unopel va dnuiovpyel
TMPOBAAHATA OE LN LOVIKE YAAQKTWHOTA. [4]

Salicylic acid: incompatibilities with alkalis, Fe/Pb salts and iodine. Above 2%, problems may occur in nonionic
emulsions.

Eld1kég mMAnpogopieg cvoTaTtikwy / Ingredient-specific information

AkpBeilc TavTdTNTEG: ZaAKLALKS 0ED / Salicylic acid; Aketovidlo TplapkvoAdévng / Triamcinolone
acetonide; MpomuAevoyAukdAn / Propylene glycol; Avioviké yoAdktwua O/W EX007 / Anionic O/W
emulsion EX007. XpnoomoLodvTal paPUOKOTOWAKEG TIPWTEC DAEC TNC Mapaneunduevns ékdoong, Ue
enaAfifevon CoA. Asv aAAdTeL avBaipeTa dAag, evuddTwon n neplekTikdTNTA. H moodtnTQ Q.5.
KataypdeeTal otnv nopTida. [1]

Exact identities: ZaAlkuAikd oED / Salicylic acid; Aketovidlo TplaukivoAdvng / Triamcinolone acetonide;
MpomuAevoyAukOAn / Propylene glycol; Aviovikd yaAdkTwua O/W EX007 / Anionic O/W emulsion EX007. Use
pharmacopoeial raw materials of the referenced edition, with CoA verification. Do not arbitrarily change salt,
hydration state or strength. Record the actual gq.s. amount in the batch.

ZuvOnkec mapaockevng / Preparation conditions

Epyaotnplakd neptBaAAov katd tov nopaneunduevo AEMPS PN: 25+5°C kot oxeTikr vypacia =60%,
EKTOC av n €161k o0vBeon anattel dLapopeTikd. H Bepuokpaacia nmeptBdArovtog Slagépel and tn
Beppokpaocia eneEepyacioc. [2]

Laboratory environment under the referenced AEMPS procedure: 25+5°C and relative humidity =60%, unless
the specific formulation requires otherwise. Room temperature differs from processing temperature.

Mpo@uAd&eic mpoowmnikoL / Staff precautions

KaBapn npootateu Tk evbupuacia Kot KAALUUA KEQAANC Katd AEMPS PN/L/PG/002/00. Omou unidpyxet
nmbavoTnTa EMoPG, KATAAANAQ YavTia: mpooTacia avamnvorG/ogBaAlwyY 6oL 0 XELPLOUOS akdvNG TO
amattel. To akplBEg LALKS yavTLoU, 0 agploddg Kal n npootacia avamnvonc kabopi{Covtal and SDS Kat
TomLKNA ekTi{unon ékBeonc.

YOALKUALKS 0ED: amo@OyeTe okdvn, eloTvor] Kal enagr e pdtia/BAsvvoydvous: npootacia opOaAuwy. [3,
4]
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Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

Salicylic acid: avoid dust, inhalation and eye/mucosal contact; use eye protection.

ZTolXeia yia avaivon kKivéovou / Risk-assessment inputs

KopTlkooTEPOELBEC O€ XaUNA MeEpLlekTIKOTNTA: Kplown n akp(Bela COylong Kat n opoloyévela. H mnyn
QVAQPEPEL CLOTNUATLKH TOEKOTNTA O HEYAAEG empdveleg/vPnAéG B6aeLg, 16{wG o€ MaLdLd KAl O VEQPLKA
| nrmoatky avendpkela. [1]

Low-concentration corticosteroid: weighing accuracy and homogeneity are critical. The source reports systemic
toxicity with large areas/high doses, especially in children and renal or hepatic impairment.

Tekpunpiwon diudpkelag xpRong / Evidence for beyond-use period

H €61kr povoypagia avagépel 3 uAveG umd TG KaBoplopéveg ouvBrKkeg. MpdkeLtal yla neplodo TG
nnyng, oxL yla avegdptnto emPBeRatwpévn otabepdTnTa TNG TOTKAG MopTidag. Anatte{tal avtiotolyion
gbvBeonc, oLVTNPNTLKOL, MEPLEKTN Kal QUAAENG, EAEYXOC TWVY LOXLOVOWY ATALTACEWY KAl £YKPLoN
ueLBOVOL. H mMpayua Tk NUEpopnvia pével kevn. [1]

The specific monograph states 3 months under its specified conditions. This is a source period, not
independently verified stability of the local batch. Match composition, preservative, container and storage,
check applicable requirements and obtain responsible approval. The actual date remains blank.

EEapTtwpeveg Baocelg / Required bases

CGR-ES-043 — Avioviké yoAdkTwpa O/W EX007 / Anionic O/W emulsion EX007
OL BdoeLg mov avagépovTtal nepAauBdvovtal 0To MOKETO: EAEYETE Kal TIG eEapTAOELG TouG. [1, 5]

CGR-ES-043 — Avioviké yaAdktwua O/W EX007 / Anionic O/W emulsion EX007
Referenced bases are included in the package; also check their dependencies.

EvdelkTiIKOC eEomALOMOG / Indicative equipment

Zuy0G KaTAAANANG BLAKPLTLIKAG LKAvOTNTAG, YOUd{/omdTovAQ, KATAAANAOL TEPLEKTEG AVAULENG KOL TEALKO
boyelo. MpooBéoTte OYKOUETPLKA yia ML, EAeyxOuevo vEaTAAOLTPO OTIOL N UEB0BOC MPOoPBAETEL THEN KAl
KaTtdAAnAo @iATpo 6mov gnteltatl. AVaALTIKOG €EOTMALOUOG OOUQWYA HE TG DOKLPEG EAEYXOUL. [2]

Balance with suitable resolution, mortar/spatula, suitable mixing vessels and final container. Add volumetric

equipment for mL, a controlled water bath where melting is specified and a suitable filter where required.
Analytical equipment follows the QC methods.

Aladikaoia mapaockevic / Preparation procedure

1. NapaokevdoTte Kot EAEYETE TO AVIOVIKS YOAAKTWa EX007.

2. AelotpBriote Kat avaulEte KaAd tig 600 dpaoTikéC oTo youdl.

3. Awaoneipete otnv eAdyLoTn avaykalo mPoTLVAEVOYAUKOAN WOTE va oxnuaTioBel opoloyevAg mdota.

4. NpooBéote oTtadlakd tTnv yuxpr Baon, avadedovtag Ye TO £UBOAO. ZUUMANPWOTE UE BAon HéEXPL
OLUVOALKH H&Ca 100 g kKot opoyevomoltioTe. [1, 2]

1. Prepare and check anionic emulsion EX007.

2. Finely triturate and mix both actives in a mortar.

3. Disperse in the minimum necessary propylene glycol to form a uniform paste.

4. Add the cooled base gradually while mixing with the pestle. Make up to a total mass of 100 g with base and
homogenise.

Mapatnpnoelg / Notes

H ouvtayr anattel aviovikry Bdon EX007. Aev avtikabioTaTtal avdaipeTa Ue N LOVIKA KPEUQ, WBlwC PE
OQALKUALKS 08D 5%. [1]

The formula requires anionic base EX007. Do not arbitrarily substitute a nonionic cream, particularly with 5%
salicylic acid.
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Zuokevaoia kaL VALKa / Packaging and materials
AdLagavég Balo ) mMAaoTikd cwAnvdapro. [1]

Opaque jar or plastic tube.

Ynodeiypa eTikétag / Label specimen

Kpéua oaAtkLALKOU 0E£0G 5% Katl akeTovdiov TplapukivoAdvng 0,1%

MNoodtnta: - Moaptida: - Mapaokevri: - Xpron €éwg:

Mdévo eEwTepLkn xprion. POAAEN: MpooTtacia and ewe, KaTtw and 30°C.
AcBevrig/doooloyia 1§ epyaotnplakn xprion: - dappokelo/tTnNAépwvo:
Ynéoelyua npog mpooapuoyr and Tov opPoKoTold: Oyt TEAKH EyKEKPLUEVN ETIKETA. [1]

Salicylic acid 5% and triamcinolone acetonide 0.1% cream

Quantity: - Batch: - Prepared: - Use by:
External use only. Storage: Protect from light; below 30°C.
Patient/directions or laboratory use: - Pharmacy/telephone:

Specimen for pharmacist adaptation; not a final approved label.

M£0obolL eAéyyxou / Quality-control methods

Katd AEMPS: o0pyovoANmTIKA XOPAKTNPELOTIKA Kot TEALKH Hdla. Ze mapaywyh mopTidwy emmnAéov
ektaolpéTnTO PN/L/CP/003/00, TUTOG YaAaKTWHOTOG PN/L/CP/002/00, pH yia O/W katd PN/L/CP/001/00
Kol JLKPOBLOAOYLKOG éAeyxoC RFE 5.1.4. Agv opi(CovTtal £6wW £161Kkd dpLa mePLEKTIKOTNTAC HPATTIKWY 1| pH:
amnattolvTal TOTKA KpLThApLla Py TNy anodéopevon. [1, 2]

Under AEMPS: organoleptic properties and final mass. Batch production additionally requires spreadability
PN/L/CP/003/00, emulsion type PN/L/CP/002/00, pH for O/W under PN/L/CP/001/00 and microbiological testing
under RFE 5.1.4. No formula-specific active-assay or pH limits are specified here; local release criteria are
required.

®OAa&n / Storage conditions
Mpootaoia and ewg, kdtw and 30°C. [1]
Protect from light; below 30°C.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

H ninyn avagépel 1-3 epapuoyEg/nueépa otnv npooBeBAnuévn, kabapr kat oteyvr neploxr. Oyt KATW Twv
2 €TWV, 0€ aAAepy(a OAALKUALKWV/KOPTIKOOTEPOELBWY, 0 BAevvoydvoug 1 SlaBpwuévo 6€épua. Oyt
anéepagn Xwpig LaTPLIKA EVTOAN. ATOQUYETE EKTETAPEVN/MAPATETAMEVN XPON KOl CLVOLACUS HE GAAQ
KEPATOALTIKA. [1]

The source gives 1-3 applications/day to clean, dry affected skin. Do not use under age 2, with
salicylate/corticosteroid allergy, on mucosa or eroded skin. No occlusion without medical direction. Avoid
extensive/prolonged use and combination with other keratolytics.

MpoéAsvon KalL emavaypnotipomnoinon / Provenance and reuse

Mnyr: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional.
MpwTtdTunn eAAnvikA/ayyAkr anddoon kat avadldpbpwaon: EAAnvikd Formulary Sikalias, Ztaowdg Xp.
ZkaALldg, compounding.gr. Bdon enavaypnotuonoinong: aviso legal AEMPS kat RD 1495/2011, dpbpa
7-10/MNapdptnua. AlatnpriBnkav covBeon Kal PovAdEG: MPOCTEONKAY TIAPATIOUNES, DLAKPLTEG CUVTOKTLKEG
ONUELWOELG KoL KeEVE Tedla mapTidag. Aev vmodnAwveTtal éykplan tng AEMPS. Kwbdikdg €kdoong otnv
avo@opd- NIPO 134-20-002-3 / 090-22-245-5. AKpLBA¢ nueEpounvia eoWTEPIKAG avaBewpnong dev
dnAwveTal ota PDF. EAcyxog npéoBaong 10.09.2026.

Source: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional. Original
Greek/English rendering and restructuring: Greek Formulary Sikalias, Stasinos Chr. Sikalias, compounding.gr.
Reuse basis: AEMPS legal notice and RD 1495/2011, Articles 7-10/Annex. Composition and units retained;
references, distinct editorial notes and blank batch fields added. AEMPS endorsement is not implied. Edition
code appears in the reference; NIPO 134-20-002-3 / 090-22-245-5. The PDFs do not state an exact internal
revision date. Access checked 10 September 2026.
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BiBAloypagikég avagpopécg / References

[1] FN/2003/FMT/004 ACIDO SALICILICO Y TRIAMCINOLONA ACETONIDO, CREMA DE. FN/2003/FMT/004 Master formula §§3-4;
packaging/storage §5; description §6; period §7; use/precautions §§8-12 and patient leaflet. Al official formulary. EAeyyoc /
Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_004.pdf

[2] PN/L/FF/002/00 ELABORACION DE EMULSIONES. PN/L/FF/002/00 §4.3 environment; §4.4 method; §4.6 controls. A2 official
technical guidance. EAgyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff_002_00.pdf

[3]1 PN/L/PG/002/00 INDUMENTARIA. PN/L/PG/002/00 Clothing and protective equipment. A2 official technical guidance.
‘EAeyyoc / Checked 2026-09-10.

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

[4] FN/2003/PA/033 SALICILICO, ACIDO. FN/2003/PA/033 Raw-material properties, handling and incompatibilities. Al official
formulary. EAeyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_033.pdf

[5] FN/2003/EX/007 EMULSION O/A ANIONICA. FN/2003/EX/007 PDF pp. 1-2. Al official formulary. EAeyxog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_007.pdf

[6] AEMPS — Aviso legal. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical evidence. EAgyxog /
Checked 2026-09-10.

https://www.aemps.gob.es/aviso-legal/

[7] BOE — Real Decreto 1495/2011, articulos 7-10 y anexo. Policy checked 2026-09-10 Reuse conditions. Rights policy, not
clinical evidence. EAeyxog / Checked 2026-09-10.

https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

Ol avaALTIKEG HEBO0DOL cuvoyiCovTal. MNa eKTEAETN AMALTOOVTAL T AR PN TMAPATIEUMOPEVA KEPAALQ,
avTdpaoTrpLa Kot 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/formulas-magistrales-tipificadas/fn_2003_fmt_004.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_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-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_033.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_007.pdf
https://www.aemps.gob.es/aviso-legal/
https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

®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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