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AAoL@n oaALKUVALKOD o&€oc 1-50% Ph. Fr.
Salicylic acid ointment 1-50% Ph. Fr.

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

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.

Z0vOeon avagopdc / Reference formula

Bdon / Basis: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

ZaALKUALKS 0ED 1-50¢g
Salicylic acid

Aevkn BageAivn g.s.ad 100 g
White soft paraffin

MNeprypag@n okevaopatog / Preparation description
NAeLKHA aAoLeh.

White ointment.

References: [1]

Apdaon kaL xpRon / Action and use
KepaTOAUTLKA/HUPUNKLOKTOVOG XpAoN: eEapTdTal amnd TNV EMAEYUEVN TIEPLEKTIKOTNTA.

Keratolytic/verrucidal use, depending on the selected strength.

References: [1]

Mpobiaypagéc / Specifications
90-110% 6NAWHEVNG MTEPLEKTIKOTNTOG: OPOLOYEVELQ, XWPIG 0paTolC KPLOTAAAOULC.
90-110% of stated content; homogeneous, without visible crystals.

References: [1]

®wg / Light

Aev mapéxeTal 61K pwTooTABEPOTNTA TOL TEALKOD TIPOldVTOC. H amattolduevn pwTonpootacia Tov MEPLEKTN,
€pboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.
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References: [1]

Aépac kal o&eidbwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTabepdTNTAG TOL TEALKOU UiypaTog o0TE anaitnan adpavoldg atudoealpag.
Tnpeltal o mepLéKTNG TNG MNYHAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

Aevkr BageAivn: n avtioTtowxn kabapr MEWTN VAN KATA JP elvat MPpakTikd adtdAuTn aTo vePS.
ZAALKUALKG 0ED: Alyo SlaAvtd og vepd: anueio THENC mMpwTNG OANG 158-161 °C.

White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.
Salicylic acid is slightly soluble in water; raw-material melting range 158-161 °C.

References: [2], [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikig vypaciag yla To TeAkO okeDaopa. ATtogebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETOPOPA CUUMUKVWHAETWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

A€V TEKUNPLWVETOL EMLTPENTH Beppokpaatakh andkAlan i KOKAOG KaTtdywugng/andyuéng. OL Beppokpaoieg
MOPACKEVAC Kol QUAAENC avapépovTal oTa avtioTolya nedla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kaiL cupBatoTnta / pH and compatibility

Aev op(CeTal €1dké €0pog pH TOL TEALKOD OKELAOTUATOG. Agv TipooTiBeTaL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr TnG obvBeanc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAeG aAAnAemibpaoclg / Other interactions

ZAALKUALKS 0ED: aoupuBaTtdTNTEG ME aAKAALa, dAaTa Fe/Pb kat 1woto. Mdvw and 2% umnopel va dnpiovpyel
TMPORBAAHATA O UN LOVIKA YOAQKTWUATA.

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

References: [2]

Ewdikd otowxeia ovotatikwyv / Ingredient-specific information

Aevkn BaleAlvn: mpwTN VAN UE XAPAKTNPELOUS HLOALTOTNTAC OTO VEPS «TIPAKTIKA adldAvTn» Katd JP.

Sikalias Greek Formulary | Reference documentation 2



compounding.gr | 10.0 | 2026-10-14

White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

References: [4]

Mpootacia epyalopévwy / Staff protection

ZaALKLALKO 0ED: amo@UyeTE okdvn, Lamvor] Kot emo@r He pdtio/BAevvoydvouc: npootacia oQOaAUWY.

Kabapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KAaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

Xelplotelte TN COyLoN Kot AstotpiBnon o xwWpo/dldtagn nov neplopi(Cel Sraomopd Koviwy, e pootacia
0POAANWY: 0 TUTOG AVATVELOTLKAG TpooTaciag kabopifetal and Tn cuyKeKPLEVn £KOeON.

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

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

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

EKTipnon kKivéovovu / Risk assessment

YuykekpLuévn naptida avagopdc: 100 g. MpwTo oLOTATIKG: ZAALKUALKS 0ED, 1-50 g. EAéyETe aveEdpTnTa TN
XNULKA HOP®H, TG HOVADEC Kal K&Be KALMAKwon Tipv and Joylon.

EAEyETe opoldpopen Slaomopd ThG SPAOTIKAG KAl AnMouo(o CUCCWHATWHATWY PETE TNV YOEN. YiepBEppavaon,
eloaywyn vepoL i aAAayr Bdong LeTaBAAAOLY TO MPOPIA TNG MAPACKEVAG: KATAYPAYTE MpayuaTik anédoon Kat
QMWAELEG METAPOPEG.

KataypdyTte yla TNV Tomkr avdAvon moagdtnta avd mapaokevr, ouxvotnTa £pyaciag, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela elcdbouv
NG aloAdynong- 6ev amnodibetal MPooYNUATIKOG TEAKOC BaBUdC KlwbOvou.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHUATA, KPUOTEAAOUG, TOTILKEG BLAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc naptidag Kol MPAYHATIKEG
BEPUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Reference batch: 100 g. First ingredient: Salicylic acid, 1-50 g. Independently check chemical form, units and
every scale conversion before weighing.

Check uniform active distribution and absence of aggregates after cooling. Overheating, water ingress or a
changed base alter the preparation; record actual yield and transfer losses.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [11], [8], [10]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopenC Kal apTidag kABe cuoTATIKOD, KaTaypapr BEWPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd mpoabrikng elval auTéG TNG
nopakdTw dladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [5]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EmAeyEVOG YEVIKOG Kavovag: éwg 180 nuépeg atoug 20-25 °C yla oteper | 1IN LOATIKA PN MOOLUN HoPPH, UE
TEKUNPLWHEVN aw <0,6. H apxikh modtnta/vypaoia, n mpootacia and e(codo vepol Kat N eLOLKA KATAAANASTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

Huepopnvia xpriong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MPWTWY
VAWV KoL TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVI{X CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUG EAEYXOULC.

O yevikdG kKavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOvBeon, TN oLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MOooaTS VEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnoluonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Altevkpivion USP: dev anatte{tal pétpnon aw yia kdBe pn otel{pa napaokevr. H katnyopla pnopel va TeKuNPLwOEel
and TNV akpLBr obvBeon Kal KATAAANAQ AVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon elvat aBéRain
oplaKr, MPOTIHATOL EL6LIKNA UETPNON HE KATAAANAN LUéBO0BO. ZTNY napoloa ékboan Hev umdpyel HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela Tou TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamopévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdleTtal €dikr attioAdynon 6TL 6ev
eNMNPEAZeTAL BUOHEVWIG N GUOLKH, XNHLKA A LikpoBLloAoyLkr moldTnta. KataypdyTte xwplotd TeAkd 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MIPAYHATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Selected general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.
Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [11], [7], [9], [11]

Mpoamaitovpeva / Prerequisites

Agv anatteltol ywplotrh Bdon HE KWOLKO uNTPWou. Tuxdv eUTopPLKd OYXNUA TIAPAUEVEL TO OKPLBEC KATOVOUOTOUEVO
npoidv tou mivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav vndpyel O€ppavaon, dpyava oyKopéTPNoNnG yla noodtnteg mL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
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References: [1]

M£0060¢ mapaokevng / Compounding method

EmAEETe pla neplekTikdTNTA. AcLoTpLBrioTe Aemtr dpaoTikh pe oTadlakég noadtnteg BageAivng, xwpig vnépBaan
30 °C.

Select one strength. Triturate fine active with incremental petrolatum without exceeding 30 °C.

References: [1]

Napatnpnioelg / Observations
To €0pog CLYKEVTPWOEWY dev amoteAel odnyla emAoyrig 6daong 1 emedvelag eQapuoyrg.
The concentration range does not guide dose or application-area selection.

References: [1]

MNepLéKTNG KaL ovokevaoia / Container and packaging
AgpooTeYAC MEPLEKTNG.
Airtight container.

References: [1]

MowoTikOG éAeyxocg / Quality control

MNepimnov 0,2 g HETOED 600 AVTIKELLEVOPOPWY: XWPIC AeLKOUC KPLOTAAAOUG. OyKoPETPNON KATAAANANG TOCAHTNTAC
(mlvakacg mnyng) oe npoeEovdeTepWUEVO Uiy atBavoAng/dixyAwpopedaviov 50+50 mL pe NaOH 0,1
M/@aworopBaAeivn: 1 mL = 13,81 mg oaAtkuAtkol oE£€o¢.

H néBobdog, to dplo amodoyrg, N MPAyUaTIKA THA KoL 0 EAEYKTAG KaTaypdgovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

About 0.2 g between glass slides: no white crystals. Titrate the appropriate sample mass (source table) in
pre-neutralised ethanol/dichloromethane 50+50 mL using 0.1 M NaOH/phenolphthalein; 1 mL equals 13.81 mg
salicylic acid.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [11], [10]

®0AaEn / Storage

AgpooTEYAC EPLEKTNG.
lNa 6ldpkela mov anodidetal and yevikd Kavéva, epapudletal emmAéov n Bepuokpacia TNG eMAEYHEVNC
katnyoplag oto nedlo BUD. H nnyr dev tekunplwvel avbaipeteg aAAayEg Beppokpaciog.

Airtight container.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [1], [6]

AwaOeon / Dispensing

AldBeon pe oaer 066 xpriong, mMePLeKTIKOTNTA Kot nuepounvia xpriong. H moodtnta avd epapuoyr Kot n
oLYXVOTNTA CUUMANPWYOVTOL COUPWVA UE TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.
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References: [1]

Enmionpavon / Labelling

AMoLpr) 0aALKLUALKOD 0E€oG 1-50% Ph. Fr.

EEwTepkn xprion

MNoodétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviig / 660on / ouxvéTnTO:

DOAaEN: AepooTEYAC TTEPLEKTNG.

©eppokpaoia yla To BUD autAg tng naptidag:

Salicylic acid ointment 1-50% Ph. Fr.
External use

Quantity: _ Batch:

Prepared:  Useby:

Patient / dose / frequency:
Storage: Airtight container.
Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uTd TLG £LOLKEG TIPODTIOBETELG. AEv €XEL
optotel BUD nmpaypaTikig mapTtidacg kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val YKPLOODY YL TH CUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeLOG HETA TO dvolyua. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA 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.

AVEEGPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpuevng nmnyng. Aev anoteAel enlonun petdepaon fi €ykplon tTov
€KOOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

MNnyéc kaL mapanopumnég / Sources and references

[1] Pommade a I'acide salicylique (2007) (15/02/2012)

2007 | PDF pp. 1-2 | master formula | 2026-10-14
https://ansm.sante.fr/uploads/2020/10/23/pommade-a-l-acide-salicylique.pdf

[2] FN/2003/PA/033 SALICILICO, ACIDO

Awabéoipo kel{pevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_033.pdf

[3] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[4] MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
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https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf
[6] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[71 Illinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[8] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[9] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[10] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[11] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 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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