ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY

EAANviIKO6 Formulary Sikalias

ZaALKDALKO éAalo 5% pe at®@avoAin PO003
Salicylic oil 5% with ethanol PO003

CGR-ES-061 « Exboon / 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/P0O/003 ACEITE SALICILADO CON ALCOHOL ¢ Al ¢ 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

AgppaTIKS dLdALuQ

Cutaneous solution

AAAeg ovopaoieg / Other names
FN/2003/PO/003 ACEITE SALICILADO CON 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 Avubpn atbavoAin 15 g
Anhydrous ethanol

3 MNapBévo eAatdAado 80 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
Alavyég nuIdLapavég Kitpvo dldAvpa. [1]

Clear translucent yellow 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
Alavyég nudLapavéc Kitpvo dldAvpa. [1]

Clear translucent yellow 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

MNopBévo eAatdAado: pootacia and ewg.
Mo to teAkd okebaopa n nnyr oplCeL:
Kaotavoypwun yudAwn @udAn, npootacia and ewc/vypaocia, <25°C. [1, 2]

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

EvaioOnoia otov aépa / Air
MopBévo eAatdAado: oEeldwveTal: N MPWTN VAN QUAGCSOETAL € MAAPN, KAAd KAELOTO TEPLEKTN. [2]

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

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:
Kaotavéypwpun yudAwn @LdAn, npootacia and ewc/vypaaoia, <25°C. [1]

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

EvaioOnoia otn Osppokpacia / Temperature

NoapBévo eAatdAado we mpwTn DAN: =25°C. To épLo amnobrikevang 6ev aAAATEL TIC BEPULKEC OLVOKEC
MOPAOKELAG TNG EWOLKAG POPLOVAQG.

Ma 1o TeAkd okevaoua n nyr op{CeL:

Kaotavéypwun yudAwn @udAn, npootacia and ewc/vypaocia, <25°C. [1, 2]

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

EvaioOnoia oe pH / pH

Agv TeKUNPLWvEeTaL £L61KS otolyelo 0TI NYyEC Tov e€eTdoTnKav. AnatTe(TAl CUPNARPWON TPV ATd TOTILKA
€yKkplon, epbdoov elval Kp(oo yLla TN oLYKEKPLUEVN apaokevh. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
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AAAec aovppBatoTnTeg / Other incompatibilities

ZAALKLALKG 0ED: aoLpBaTOTNTEG ME aAKAALa, dAaTa Fe/Pb kat twdio. Mdvw and 2% unopel va dnuiovpyel
MPOBAAHATA OF LN LOVIKE YOAQKTWHOTA.

ALBavOAN: aoLUBATOTNTA UE LOXLPA OEEWBWTIKG. [3, 4]

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

emulsions.
Ethanol is incompatible with strong oxidants.

Eldikég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Salicylic acid: ZaAtkuALkd 0E0: aocvuBaTédTNTEG ME aAKAALa, dAaTa Fe/Pb kot wdlo. Mdvw amnd 2% unopel
va dnuLovpyel MTPOBAAHATA OE UN LOVIKA YOAQKTWUATA.

Anhydrous ethanol: AlBavdAn: eOPAeKTOL aTUOo(: AMOPAKPLYON TINYWY AVAPAEENC KL KATAAANAOG
aePLOUOG. H TeAKA Tagwépnon eEaptdtal and cuyKEVTPWan/Uiyua.

Virgin olive oil: MapBévo eAatdAado: ofeldwveTal: n npwtn OAN QUAGooeTal 0 MARPN, KAA& KAELOTO
MEPLEKTN.

MpdKeltal ya EMAEYUEVA OTOLXE(Q TWY TOVTOMOLNUEVWY CUOTATIKWY: OL OXETLKEG evaLaBOnoieg Kat
aovpBatdTNTEG €€eldilkebovTal oTta avtioTolya nedla. Asv anoteAel MARPeC SDS OAWY TWVY LAWV. [2, 3, 4]

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

Anhydrous ethanol: Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final
classification depends on concentration/mixture.

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 mMapaokevnG / Preparation conditions

To avtiotolyo PN AEMPS op(CeL Bepuokpaaia xwpou 25 = 5°C Kol oXETIKA bypaoia =60%, EKTOG av N
€LOLKA @OpuovAa amattel dAAa. MpdkeLtal yia mepLBAAAov epyaoiag, éxL yia Bepuokpaoia B€puavong A
QLAAENG.

TnpoolvTal n oelpd mPoaodrikng, N BepUokpacia Kat oL xpdvol ov avagépovtal oTn Atadikaoia
MNopaokevng. H l61KA povoypagio dev amoteAel MARPN HEAETN KATOAANAOTNTAG TOU TOTILKOV
XWpov/eEomALopo0. [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.

Mpo@uAd&eic mpoowmnikovL / Staff precautions

ZaALKLALKG 0ED: amo@lyeTe okdvn, elomvor] Kot enar e pdtio/BAevvoydvous: npootacia oQpOaAUWVY.
ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HaKpLUEVLKN epyaoTnplakr evBupaoia, KAALYN LAAALWY
KOL OTOKAELOTIKA vTtodripata/modovdpla. Ze XELPLOPO KOVLWVY amnalttoivTal KaTtdAANAN npootacia
HOTLWV/avamvorig: Ta yavtia aAAdlouvv pe Spaoctnplétnta rj gOopd. H emAoyr] TOMou/vALlkoL yiveTtal amnd
SDS kat ekT{pnon kwdvvov. [3, 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 kKivéovou / Risk-assessment inputs

ALBaVOAN: eVEAEKTOL aTHO(: aMOdKPLYON TINYWY AVAPAEENG Kal KATAAANAOG agplouds. H TeALKA
ToEwéunon eEaptdTtal and guykévtpwan/uiyua. [4]

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification
depends on concentration/mixture.
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Texkpnpiwon duapkeilag xpRong / Evidence for beyond-use period

3 Uveg vnd TIC oLVOAKEG TNG MNYAC.

H 8udpkela tng mnyrnig agopd tnv akplBr oovbeon, néBodo Kat cuokevaoia TnG. Agv elval nuepounvia
AMENC auTAg NG MapTidac olTe HETAPEPETAL O GANO €KBoYO/MEPLEKTIKOTNTA. H MpayHaTIKA NUEPOoUnvia
vnoAoy(Cetatl 0To KEVO QUAANO ekTéAEONG. [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.

EEapTtwpeveg Baocelg / Required bases

Agv op(Cetal xwploth eEaptwpevn Bdon otov nivaka eEapTAoEWY. EAEYETE TLUYXOV EUMOPLKA
oxfnato/ocbvOsTa ékdoyxa TnNG ouvvtaynic. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.
EvbelkTIKOC eEomALOMOG / Indicative equipment

EvBelKTIKOG KaTdAoyoc mou mpokOTTeL and tn HéBodo: Zuydc KATAAANANG SLOKPLTIKAC LkavdTnTa ,
MeplékTeg Kl dpyava avdpLENG ovuBaTd Ye Ta LALKA. H emAoyri/KataAAnAdtnta oplCetal 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.
Aladikaoia mapaockevig / Preparation procedure

ALaADOTE OAALKUALKO 0ED 0TNV andAuTtn atbavoAn. Mpoobéate eAatdAado Kal avauiEte évtova. [1, 6]

Dissolve salicylic acid in absolute ethanol. Add olive oil and mix vigorously.

Mapatnpnoelg / Notes

Agv TeKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTdoTNKOV. ANALTE(TAL CUPTAPWON TPV ATO TOTILKA
€ykpLon, epoécov elval KP{OLO YL TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

Zuokevaoia kat VALKa / Packaging and materials

Kaotavéypwpun yudAwn @LdAn, npootacia and ewc/vypaaoia, <25°C. [1]

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

Ynodelypa eTikétag / Label specimen
ZOALKUALKS éAato 5% pe atBavéAn PO003

MepLeKTIKOTNTA/MAPAAAQYH: Moodétnta:
Naptida: Napoaokevn: XprAon éwg:
EEwTepwkn xprion / External use

Aocoioyla/odnylec:

dOAAEN: KaoTavdoxpwun YudAwn @LdAn, mpootaoia and gwg/vypacia, <25°C.

Oyt gg aAAepy(a CAALKLUALKWY A KATW TWY 2 €TWY. AnoglyeTte pdTia/BAevwoydvoug kat mepibeon xwplc
Latpkr 0dnyla. H nnyr mpoBAénel vuktepvr epappoyr kat agaipeon to npwi He AMo coumnovdv. EAEYETE
guyxoprynon dAAwY GoALKUALKWY/KEPATOAVTIKWY. [1]

Salicylic oil 5% with ethanol PO003

Strength/variant: Quantity:

Batch: Prepared: Use by:

EEwTepkr xprion / External use

Dose/directions:

Storage: Amber glass 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
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salicylates/keratolytics.

M£006o1 eAéyyovu / Quality-control methods

AlavyEC nUIdLapavéC KiTpvo dLdAvpa.

ZuounAnpwiaTikol €Aeyyol Tou PN 1o MapaméuneL n nnyn:

Epgdvion kat pdo/éykog. MNa oelpég napTidwy: xpwua, dladyelo/onaAlonds, oxeTkA MUKVOTNTA, pH Kat
HLKpoBLoAoyLkdC éAeyxoc RFE 5.1.4.

pH katd PN/CP/001: katd Kavéva pétpnon oto delypa xwpic npoenegepyaocia, eKkTtdg €8Ik 0dnyilag. MNa
aKpLBA HETPNON £QaPUOCETAL TOTEVOLOMETPLKN MEB0DBOC RFE 2.2.3: oL Tawieg meploplCovtal oe eAEYYOLC
mov Sev amattovv vynAr akpiBela. [1, 6, 7]

Clear translucent yellow 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.

®0AaEn / Storage conditions
Kaotavoypwpun yudAwn @LudAn, npootacia and ewc/vypaaoia, <25°C. [1]

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

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

OxL og aAAepY{d CAALKUALKWIV 1 KATW TWy 2 €TWV. AoeuyeTe pdtia/BAsvvoydvoug kat mepideon xwplg
Latpikr odnyla. H nmnyr mpoBAénel vukTeEPLVH €@apuoyr Kal agaipeon To mpwi YE AMO caumovdv. EAEYETE
ouvyxopriynon GAAWY OAALKUALKWVY/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.

BiBAloypa@ikéc avagpopéc / References

[1] FN/2003/PO/003 ACEITE SALICILADO CON 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_003.pdf

[2] FN/2003/PA/027 OLIVA, ACEITE VIRGEN DE. Awa6éotpo 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

[31 FN/2003/PA/033 SALICILICO, ACIDO. AtaBéctuo keipevo / Retrieved text PDF pp. 1-2. Al. EAeyxo¢ / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_033.pdf

[4] niosh_ethanol. AwaBéoo kelpevo / Retrieved text Official reference. Al. EAeyyog / Checked 2026-09-10.
https://www.cdc.gov/niosh/npg/npgd0262.html

[5] PN/L/PG/002/00 INDUMENTARIA. Awa®¢otpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_00
2 00.pdf

[6] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. Ata@é0tuo keipevo / 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 007_00.pdf

[7] PN/L/CP/001/00 DETERMINACION DE PH. Ata®éoiuo keipevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_|_cp_001_00.pdf

Ol avaALTIKEG HEBO0DOL cuvoyiCovTal. MNa eKTEAETN AMALTOOVTAL T A PN TAPATIEUMOPEVA KEPAALQ,
avTdpaoThpLa 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/preparados-oficinales/fn_2003_po_003.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.cdc.gov/niosh/npg/npgd0262.html
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
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

compounding.gr CGR-ES-061 | 7



