ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

ZaALKUALKO éAalo 5% xwpic aitBavoin PO004
Salicylic oil 5% without ethanol PO004

CGR-ES-062 * 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/PO/004 ACEITE SALICILADO SIN ALCOHOL « Al ¢ FN/2003 * nAeKTpovlkd Keipevo 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

AgppaTIKS dLdALuQ

Cutaneous solution

AAAeg ovopaoieg / Other names
FN/2003/PO/004 ACEITE SALICILADO SIN ALCOHOL

Zuvvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 100 g

A/  ZvoTaTiko / Ingredient MoooéTnTa Movabéa
A Quantity Unit

No

1 ZaALKUALKS 080 5 g

Salicylic acid

2 MapB£vo KaoTopEAQLO 50 g
Virgin castor oil

3 MNapBévo eAatdéAado g.s. ad 100 g
Virgin olive oil

Mnyr obvBeong: [1]. g.s. = enapkri¢ moodTnTa - ad = PéXPL TEALKS oOVOAO. 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.

Meprypagn okevaopatog / Preparation description

Ala@avég KiTtpvomnpdovo eAatwdeg dtdAvpa. [1]

Transparent yellow-green oily solution.

Apaon kaiL xpRaon / Action and use
YTEPKEPATWOLKEG BAGRBEC TPpXWTOL o€ ounyuatoppoikr depuatitida/ywplaon katd tTnv inyn. [1]

Hyperkeratotic scalp lesions in seborrhoeic dermatitis/psoriasis according to the source.
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MpodiLaypagécg / Specifications
Ala@avég KLTpvonpdaovo eAatwdeg dldAvpa. [1]

Transparent yellow-green oily solution.

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

NapBévo KaoTopéAaLo: MpooTaoia and ewg.

MNopBévo eAatdAado: npootaaia and ewc.

Mo to teAkd okebaopa n Ny oplCeL:

Kaotavéypwun eLdAn, npootaocia and gwg/vypacia, <25°C. [1, 2, 3]
Protect virgin castor oil from light.

Protect virgin olive oil from light.

For the finished product the source specifies:

Amber bottle, protect from light/moisture, <25°C.

EvaioOnoia otov aépa / Air

KoaotopéAalo: mbavr ofeldwTikA TdyyLon.
NopBévo eAatdAado: oEelbwveTal: N MPWTN VAN PUAGCOETAL O MARPN, KOAG KAELOTO MEPLEKTN. [2, 3]

Castor oil can undergo oxidative rancidity.
Virgin olive oil is oxidisable; store the raw material in a full, well-closed container.

EvaioOnoia oto vepo6 / Water

Agv TeEKUNPLWVETAL €L8IKS oToLyelo oTLG 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 mnyr oplCeL:
Kaotavéypwun @LaAn, npootacia and pwc/vypacia, <25°C. [1]

For the finished product the source specifies:
Amber bottle, protect from light/moisture, <25°C.

EvaioOnoia otn Osppokpacia / Temperature

MpwTn OAN NapPBEvoL KaoTopéAalov: <25°C katd PA031. H Bepuokpacia napaokevnc kabopileTal
XWPLOTAE and TN guvTayA.

MoapBévo eAatdAado we mpwtTn UAN: =25°C. To dpLo anobrikevong dev aAA&TEL TIC BEPULKEG CLUVORKEG
MOPAOKELVAC TNG ELBLKAC POPOVAQG.

MNa 1o TeEAkd okebaopa N TNy oplCeL:

Kaotavoypwun @LaAn, npootacia and pwc/vypaaia, <25°C. [1, 2, 3]

Virgin castor oil raw material: =25°C in PA031. The formula separately specifies processing temperature.
Virgin olive oil raw material: =25°C. This storage limit does not change the specific formula’s processing
temperatures.

For the finished product the source specifies:

Amber bottle, protect from light/moisture, <25°C.
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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

ZAALKLUALKG 0ED: aoLpBoTdTNTEG ME aAKAALa, dAaTa Fe/Pb kat twdio. Mdvw and 2% unopel va dnuiovpyel
MPORBAAMATA OE UN LOVIKA YAAOKTWHATA. [4]

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

El81kég mMAnpogopiec ovoTaTikwy / Ingredient-specific information

Salicylic acid: ZaAlKLUALKG 0EV: aoLpBaTOTNTEG LE aAKAALa, GAaTa Fe/Pb kat twdio. Mdvw and 2% umnopel
va dnulovpyel mpoBAAUATA OE N LOVIKA YOAOKTWUATA.

Virgin castor oil: KaotopéAaio: mbavr oEeldwTikr Tdyylon.

Virgin olive oil: MapBévo eAatdAado: ofeldbwvetal n mpwtn VAN UAdGcCoeTaL OE AN PN, KAAX KAELOTO
MEPLEKTN.

MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATLIKWY: OL OYXETLKEG evalabnoleg Kat
aovpuBatoTnTeC e€elbikebovTal ota avtiotolya nedla. Asv anoteAel mAfpec SDS 6AwWY Twv LAWV. [2, 3, 4]

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

Virgin castor oil: Castor oil can undergo oxidative rancidity.

Virgin olive oil: Virgin olive oil is oxidisable; store the raw material in a full, well-closed container.

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 mapackevng / Preparation conditions

To avtiotolyo PN AEMPS opiCel Beppokpacia xwpov 25 + 5°C Kal oxeTkr vypaoia =60%, EKTOG av n
€L0IKA @OpuovAa amattel dAAa. MpdkeLtal yia mepBAAAov epyaoiag, dxt yia Bepuokpacia B€ppavong n
QLAAENG.

TnpolvTal n oelpd mPoodrikng, n Bepuokpacia Kat oL xpdvol ov avagépovtal oTn Atadikaoia
Noapookevng. H elBlkA povoypagpia dev anoteAel mAApN HEAETN KATOAAANASTNTAG TOUL TOTILKOD
XWpov/eEomAlouov. [1, 6]

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.

MpoguAad&eilc mpoowmnikoL / Staff precautions

YOALKUALKO 0ED: amo@OyeTe okdvn, ELOTIVON Kal ENMOQr] ME LA TLa/BAgvvoydvouG: MpooTacia OPOAAUWY.
ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HoaKPLUEVLIKN epyaoTnplakr evbupaoia, KEAALYN LAAALWY
KOL QTMOKAELOTLKE vrodrpaTa/modovdpLa. Z& XELPLOUS KOVIWVY amattodvTal KATAAANAN mpooTtacia
HOTIV/avanvorig: Ta yavtia aAAdlouvv pe Spaoctnpiétnta fj gOopd. H emAoyr) TOMov/vALlkoD yiveTtal amnd
SDS kat ekT{pnon kwdovov. [4, 5]

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

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 kivéovoo / Risk-assessment inputs

Agv TekPNpLveTal MARPNG €8k Tagvéunon kwdivou yia avth TtTn PopuovAa. EEeTtdoTte SpaoTtikdTNTA,
okévn/agpdAvua, aAAepyloyoéva, SLAADTEC, HLKPOPBLOAOYLKO K{vBuvo Kat emudAvvon Baoel Twv
TMPAYUATIKWY LAWY Kal Tng dladikaaiag. H anovaia entoruavong 6ev anuaivel anovoia kwwdovou. [11]
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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

3 MAVEG LG TG GUVBAKEG TNG TNYAC.

H Sldpkela tng mnyric agopd tnv akpLBr) cbvbeon, néBodo Kal ovokevaaoia tng. Asv elval nuepounvia
MENG avTAG NG MapTidag olTe peTAPEPETAL O AANO €kBoyo/mEPLEKTIKOTNTA. H paypaTikA nLEPOUnvia
vroAoy(Cetatl 0To KeEVO QUAAO ekTEAEONG. [1]

3 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.

ESapTwpeveG Baocelc / Required bases

Agv opiCetal xwploth eEaptwpevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdV EUMOPLKE
oxAunaTo/o0vOeTa €KBoY 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 KaTdAoyog 1oL mMPokKOTTEL and Tn KUEB0SO: ZuydG KATAAANANG SLAKPLTIKAG LkavdTnTOg,
MepléKTeC Kal dpyava avapLlENG ouUBaTA UE TA LALKQ, lydio kat Omepocg, EAeyxduevn B€puavan Kat
BepudueTpo. H emAoyri/kKataAAnAdtnta opifeTat TomKka. [11]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials, Mortar and pestle, Controlled heating and thermometer. Selection/qualification is
defined locally.

Aladikaoia mapaockevic / Preparation procedure

NAeloTtpBriote To GAALKLALKS 0ED epbaov YpeldleTal. ALKAVOTE 0TO KAOTOPEAALO o€ LB TOHAOLTPO TEP(TIOL
50°C. NpooBéate eAatdAad0o, opoyevOTIOLNOTE e avddevon Katl POETE. [1, 6]

Triturate salicylic acid if necessary. Dissolve in castor oil in a water bath at about 50°C. Add olive oil,
homogenise by stirring and cool.
Mapatnpnoelg / Notes

AEV TEKUNPLWVETAL £BLKO oTOLXE(DO OTLG INYEC oL €EeTdoTNKAVY. AatTe(Tol CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval Kp(oo yla TN oLYKEKPLUEVN apaokevr. [1]

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

Zuokevaoia kaL VALKa / Packaging and materials

Kaotavoypwun @LaAn, npootacia and pwc/vypaaoia, <25°C. [1]

Amber bottle, protect from light/moisture, <25°C.

Ynodeiypa eTikétag / Label specimen

ZOALKUALKS éAato 5% xwpic atBavéAin PO004

MNeplekTikOTNTO/MAPAAAQYT: Moogétnta:
NoapTida: Napaokevn: Xprion €wg:
EEwTepkn xprion / External use

AocoAoyla/odnyleg:

®OAagN: Kaotavdéxpwun eLédAn, npootaoia and ewc/vypacia, <25°C.

Oyt og aAAepyla CAALKUALKWY 1 KATW TWY 2 €TWV. Anoglyete pdTia/BAevvoydvoug Kat nepideon xwplc
Latptkr odnyila. H mnyr npoBAénel vukTepr e@apuoyn Kat agaipeon To nmpwi pe Ao caumnovdv. EAEyETe
ouvyxoprynon GAAWY CAALKUALKWY/KEPATOAVTIKWY. [1]
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Salicylic oil 5% without ethanol PO004

Strength/variant: Quantity:

Batch: Prepared: Use by:

EEwTepkr xprion / External use

Dose/directions:

Storage: Amber bottle, protect from light/moisture, <25°C.

Not for salicylate allergy or under 2 years. Avoid eyes/mucosa and occlusion without medical direction. The
source directs night application and removal in the morning with mild shampoo. Check concurrent
salicylates/keratolytics.

M£00oboL eAéyyov / Quality-control methods

ALLQAVEG KLTPLVOTIPAOLVO EAALWOEC BLdAvua.

ZopnAnpwpotikol EAgyyxol Touv PN mov mopaméumnel n nnyn:

Epgedvion kat paco/dykoc. MNa gelpéc maptidwy: xpwua, dtadyela/onaAlonds, oxETIKN TKVOTNTA, pH Kal
MIKPOBLOAOYLKAG éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delyua xwpilc npoeneEepyaoia, ekTdC €dLkri¢ 0bnylag. MNa
aKkpBr HETpnon epapudéleTal MOTEVOLOMETPLKNA LEB0SOC RFE 2.2.3- oL Tawvieg neplopiCovtal e eAEYXOLG
nov 6gv amattoby bynAr akpiBela. [1, 6, 7]

Transparent yellow-green oily solution.

Additional tests from the referenced SOP:

Appearance and mass/volume. For batches: colour, clarity/opalescence, relative density, 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.

®0Aa&n / Storage conditions
KaoTtavéypwun LdAn, npootaoia and gwc/vypacia, <25°C. [1]

Amber bottle, protect from light/moisture, <25°C.

Eldikég 0bnyiec 61aOeong / Dispensing instructions

Oyt gg aAAepyio CAALKLUALKWY A KATW TWY 2 €TWY. AnoglyeTte PaTLa/BAevwoydvoug Kat mepibeon xwplc
Latpikn odnyla. H nnyA mpoPBAénel vuktepvr epappoyr kat agaipeon to npwi He AMo coumnovdv. EAEYETE
guyxopriynon dAAwY GoALKUALKWY/KEPATOAVTIKWY. [1]

Not for salicylate allergy or under 2 years. Avoid eyes/mucosa and occlusion without medical direction. The

source directs night application and removal in the morning with mild shampoo. Check concurrent
salicylates/keratolytics.

BiBAloypagikég avagpopécg / References

[1] FN/2003/PO/004 ACEITE SALICILADO SIN ALCOHOL. FN/2003 * nAektpovikd kelpevo pe NIPO 2020/2022 / electronic text
with NIPO 2020/2022 PDF pp. 2-4. Al. EAeyxoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_004.pdf

[2] FN/2003/PA/031 RICINO, ACEITE VIRGEN DE. AwaB¢aoipo kelpevo / Retrieved text PDF pp. 1-2. Al. EAgyxoc / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_031.pdf

[3]1 FN/2003/PA/027 OLIVA, ACEITE VIRGEN DE. Ala0éotpo ke{pevo / Retrieved text PDF pp. 1-2. Al. EAeyyog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_027.pdf

[4] FN/2003/PA/033 SALICILICO, ACIDO. Awa®éoiuo kelpuevo / Retrieved text PDF pp. 1-2. Al. EAeyyoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_033.pdf

[5] 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

[6] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. Ata8éotuo keiuevo / Retrieved text PDF pp. 1-6. AL. 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 007_00.pdf
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_004.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_031.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_027.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/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_007_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_007_00.pdf

[7] PN/L/CP/001/00 DETERMINACION DE PH. Ata®éoiuo keipuevo / Retrieved text PDF pp. 1-5. Al. EAsyyxoc / 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

OL avaALTIKEC PHéEBOBOL cuvoyiCovTal. MNa ekTEAETN amALTOOVTOL TA TARPN MOPATEUNTOPEVA KEQAALA,
avTBpaoThpLa Kol 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/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

®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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