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EAQLOEC SLAALMA YOUEVOANG 2% M/M Yl SEPUATIKA
Xpnon

Gomenol 2% w/w cutaneous oil solution

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 /100 g

ZvoTaTtiko / Ingredient Moooétnta / Quantity

FOMEVOAN, PAPUAKELTIKA TPWTN DAN 249
Gomenol, pharmaceutical raw material

MapBévo eAatdrado 98 g
Virgin olive oil

MNeprypa@n okevaopatog / Preparation description

OpoyevEG EAALWOEC BLAALUA PE TO XPWHA TOL aPBEVOL eAatoAddou. H ouykévtpwon ival 2 g youevoAng avd 100
g TeAko0 plypatog, éxt 2 g/100 mL.

Homogeneous oil solution with the colour of virgin olive oil. Strength is 2 g gomenol per 100 g mixture, not 2 g per
100 mL.

References: [1]

Apaon kaiL xpAon / Action and use

H womnaviki mnyn 1o mepLlypd@el WG GEPUATLKO MOPAOKEDAOTUA Yia TTANYEG, OepUaTITIOEG, EYKAOUATA Kal €AKN, UE
600 epappoyéc nuepnoiwg. H avagopd kataypd@el TNV €vdeElEn TNC MNYHAG: BEV TEKUNPLWVEL GUYKPLTIKNA
QMOTEAEOUATIKOTNTA 00TE EMTPEMEL PLIKA A amtd Tov aTépaTog Xpran. H xprion o ekteTapéveg BAGBEG
XpeLdleTal EEATOMLKEVPEVN KALVLKA amdé@aon.

The Spanish source describes cutaneous use for wounds, dermatitis, burns and ulcers, with twice-daily
application. This records its source indication, not comparative efficacy evidence or permission for nasal or oral
administration. Extensive lesions require an individual clinical decision.

References: [1], [2]
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Mpobiaypagéc / Specifications

AnattodvTol N TAVTHTNTA KAl TO MOTOMONTIKG avdAuong TG YouevOAng kat nmapBévo eAatdAado tng
avaeepduevne povoypagiag RFE 0518. H nnyr opi{fel w¢ TEALKS XapaKTNPELOTIKS TO XPWHA ToL eAatoAddov, byt
apLBPNTIKA 6pla Tepmeviwy, pH f 6paoTikdTNTAC. TOMKAG €AEYXOG: OUOLOYEVELX KOl amovoia SlaywpeLauoy.

Verify gomenol identity/CoA and virgin olive oil meeting the cited RFE 0518 standard. The source gives olive-oil
colour as a finished characteristic; it supplies no terpene assay, pH or potency limits. Local checks should include
homogeneity and absence of separation.

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

®wg / Light

Xpron eatok{tTpvng eLEANG Kal nmpootaoia and To pw¢ cOUPWvA Pe TNV TNYA. H anaitnon agopd to TeAKS éAalo-
dev amoteAel mogoTikOMOINWEVN HEAETN GWTOOTABEPSTNTAG.

Use an amber bottle and protect from light as specified by the master. This is a storage requirement for the oil,
not a quantitative photostability result.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

H ninyr} Zntel KaAd KAeLOUEVEG, YEUATEG QLAAEG. EAEETE péyeBog mov mepLlop(Cel Tov KEVO XWPO Kol KAE(veETE
OHEOWC PMETA TNV AVAULEN, XWPI(C vepMARpwWOon Tov eunodifel ao@aAéc KAE(aLpO.

The source specifies full, tightly closed bottles. Select a size that limits headspace and close promptly after
mixing, without overfilling that impairs safe closure.

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

Agv mpooTiBeTaL vEPS. XPNOLUOTOLAOTE OTEYVA OKEDN KOL UNY APALWVETE PE VEPO: TO amoTEAETUa Ba elvat
SlagopeTikd, HuvNTIKE dLPaoLkd MaPacKeLDACTUA. AEV UTIAPXEL LETPNIEVN aW TIOV VA EMLTPEMEL ALTOUATN
Katnyopia 180 nuUeEPWv.

No water is added. Use dry equipment and do not dilute with water, which creates a different, potentially biphasic
preparation. No measured aw supports automatic use of a 180-day category.

References: [11], [3], [4]

Yypaocia / Humidity

H yevikr dladikaoia SlaAvpdTwy avaeépel oxeTIkA vypaoia €éwg 60% oTov XWPOo. Acv SlveTal €l6LKA HEAETN
vypaolog yla To TEALKS éAato: mpoAapBAaveTal n €(0o60¢ vepol KaTd Tt COYLON Kol MARPWon.

The general solutions procedure specifies room relative humidity at or below 60%. No formulation-specific
humidity study is provided; prevent water entry during weighing and filling.

References: [1], [3]

Oeppokpacia / Temperature

Noapaokevn pe anAfi avddevan, xwpic mpoPAenduevo otddlo Béppavong. Alatripnon K&tw amnd 25 °C. H nnyrj dev
TEKUNPLWVEL YOEN, KATAWPLEN 1} KOKAOLC BEPUOKPAOIOC WG LOOBOVAUEG OLVORKEC.

Prepare by simple mixing; no heating step is specified. Store below 25 °C. Refrigeration, freezing and temperature
cycling have not been established as equivalent conditions by this source.

References: [1]
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pH kai ovpBatétnta / pH and compatibility
Agv op(Cetal pH oto pn LOATIKS EAALWOEC gOOTNUA. ApBUNTKA T pH 1} LBaTkA ekYOALON Yo PéTpnar Tou dev
anoTeAel mpoblaypaer TNG CLYKEKPLUEVNG Hovoypaelag.

No pH is specified for this nonaqueous oil system. Neither a numerical pH nor an aqueous-extraction pH
procedure is a specification of this monograph.

References: [1]

AAAeG aAAnAembpaoclg / Other interactions

Mnv avTIKOOLOTATE TN YOUEVOAN UE atBEPLo EAaLo EVKAADTITOUL 1] TEIGOEVTPOL. To YOAALKS pvikd @ApUaKo TTEPLEXEL
€AaLo niaouli kat emmnAéov €kdoyo- dev anoteAel LoOSOVaUN MPWTN VAN A TEKUAPLO oupBaTtdTNTAG/OTABEPOTNTAC
yla autr Tn obvBeaon.

Do not substitute eucalyptus or tea-tree oil for gomenol. The French nasal medicine contains niaouli oil and an
additional excipient; it is neither an equivalent raw material nor stability/compatibility evidence for this formula.

References: [11], [2]

Elbika otowxeia ovotatikwy / Ingredient-specific information

H wonavikr mnyr dev opiCet Botavikr TavtdTnTa TNG YOREVOANG. To emionuo yaAAlké SmPC tavTtomnolel To €AaLo
YOHEVOANG WG atBéplo éAato Melaleuca quinquenervia (Cav.) S.T.Blake. Anatte{tat avtiotoixlon Tng ayopacuévng
MPWTNG OANG HE ALTH TN PAPHAKEVTIKA TaLTOTNTA KAl TN dnAwpévn obaotaor Tng, éxL vnéBeon BAoEL EUNMOPLKIC
ovopaoiag. To eAatdAado anoteAel Tov Atnapd popéa.

The Spanish master does not state gomenol botanical identity. The official French SmPC identifies gomenol oil as
Melaleuca quinquenervia (Cav.) S.T.Blake essential oil. Match the purchased pharmaceutical raw material to its
documented identity and composition rather than relying on a trade name. Olive oil is the lipid vehicle.

References: [1], [2]

MpooTtacia epyalopévwy / Staff protection

Katd tn COylon ToL CUUMULKVWHEVOL atBEpLov EAa{oL XPNOLHOTIOLHOTE YAVTLIA KATAAANAQ Yla TN OLUYKEKPLUEVN
mPWTN VAN, MpooTacio 0POAAUWY Kal EAEYXOUEVO aePLOPS. AMOPUYETE amnevBelag emaQr, EKVEQWHUATA KoL dOKLUA
0OUAG and To doxelo. H emAoyr yovTlod Kot Tuxdv TOTLKAG anaywyr¢ Tekunpuwvetal and to SDS tn¢ naptidac.

When weighing the concentrated essential oil, use gloves compatible with that material, eye protection and
controlled ventilation. Avoid direct contact, aerosol generation and sniffing the container. Select glove material
and any local extraction from the supplier SDS for the actual raw material.

References: [1], [2], [3]

EKTipnon kKwvéovovu / Risk assessment

Koplot kivBuvol e{vat epeBLONOG Kol aAAEPYLKESG avTIOPdOELg, 16lwg o€ matdLld. To cuykpLTikdé SMPC emonuaivet
VELPOTOELKS K{vBLVO TepTEVIWY OE LTTEPRBOALKH EKOBEDN BEV HETAPEPOVTAL ALTOUATA OL PLVIKEG BOCELG 1] NALKLOKA
6pla otn deppatiky edépUovAa. Mnv epapudletal oTov HaoTd KaTd tn yadovyia. AElohoyrote nAwkia, éKTOON KAl
KaTdoToon 6£PUATOG, LOTOPLKS OTIOHWY Kot TBavdTNTA KA TAMOOoNG.

Principal risks are irritation and allergic reactions, particularly in children. The comparator SmPC identifies terpene
neurotoxicity with excessive exposure; its nasal doses and age limits cannot simply be transferred to this
cutaneous formula. Do not apply to the breast during lactation. Assess age, treated surface, skin integrity, seizure
history and accidental ingestion risk.

References: [1], [2]
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ZuvOnkec mapaockevng / Compounding conditions

EAéyETe TaLTOHTNTA KOl OKEPALOTNTA TWY 600 LAWVY. ZuyloTe 2,00 g yopevdAng kat 98,00 g eAatoAddou yia 100 g-
yla dAAo péyeboc epapudoTe Tov (6lo ouvteAeoTH Kal aTLc 600 pAlec. Xpnaolonotjote ateyvd, kabapd okeln o€
XWPOo 255 °C, pe teAkS mpoidy ndvtote K&dTw and 25 °C Katd tTn eOAAEN.

Verify identity and condition of both materials. Weigh 2.00 g gomenol and 98.00 g oil for 100 g; apply the same
scaling factor to both masses. Use clean dry equipment in the general procedure environment of 25+5 °C, with
finished-product storage consistently below 25 °C.

References: [1], [3]

Tekpnpiwon BUD / BUD rationale

H ninyr amnod(del 1 prva o€ yePATn, KAA& KAeLOUEVN @alok{Tpvn QLAAN, mpooTaTteLPEVn amd W, KATw amd 25 °C.
Agv gvtomniotnke MAPNG HEAETN oTaBepdTNTAG TNG AKPLBOUG 0UVBeonG/mpwTNG UANG. Q¢ Sladpoun €LOLKAG
MNYAG, HETA TEKUNPLWHEVN TOTILKH LIOBETNON Kal EAEYX0 MPWTWY LAWY/CLOKELAT(ag, XpNOLUOoToLE{TaL TO
MIKPOTEPO TWVY 28 NUEPWY, EVAC NUEPOAOYLAKOD UAVA KL TOL UTIOAELTOPEVOL 0p{0L TWVY LAWVY. MpdKeLTAL YA
opo@n TNS MNYNAG, OXL emKupwévo anoTtéAeopa i katnyopla USP Bdoel aw. EkdoTikr) cOpBaon: ta pnviaia épla
NG MNYAC MAPAPEVOLY NUEPOAOYLAKE: TO aPLBUNTLKO OpLlo HeTATPOTAC elval 28 NuépPEG yLa évav uAva f 89 yla
TPELG: TUXOV XWPLOTA eTAEYEVO BpaxOTEPO Oplo eEakoAoLOE( va bTtepLloyVEL. MPAOKELTAL YO oLVTNPNTIKA
peTatpomn, 6xt avtoAegel 6pLo TNG MNYAG.

The master allows one month in full, tightly closed amber bottles, protected from light below 25 °C. No complete
stability study for the exact formula/raw material was identified. Under a documented local source-specific
adoption with material and packaging controls, use the earliest of 28 days, one calendar month and remaining
ingredient limits. This is a source ceiling, not validated experimental evidence or an aw-based USP category.
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]

MpoanaiTobpeva / Prerequisites

Agv anatteltot evdldpueon Bdon. AnottoOvTal EYKEKPLUEVN TTpodlaypa@r YouevOANG, apBEévo eAatdAado katd tnv
nnyn, dtadikaoia SLOAVPATWY Kal TEKUNPLWHEVO oOaTNUA EMLOAUavonG/anodéouevong.

No intermediate base is required. Dependencies are an approved gomenol raw-material specification,
source-compliant virgin olive oil, the solutions procedure and documented labelling/release procedures.

References: [1], [3]

E€omAlopog / Equipment

KatdAAnAog Quydg yia 2 g, oteyvd YudAwo noTthpL, ondtovAa i avadevtipag XaunAnig Stdtunong kot gatoki{tpvn
QLAAN e oLUBaTd Mwa. Aev Xpeldletal eEonALOPOC B€ppavong f anooTte{pwonc.

Balance suitable for a 2 g charge, dry glass beaker, spatula or low-shear stirrer, and amber bottle with compatible
closure. No heating or sterilisation equipment is required by the method.

References: [11], [3]

M£00o60¢ mapaokevnc / Compounding method

1. Zuylote xwpLotd Ta 600 cvoTaTiKE. 2. MpooBéaTte TN YOUeVOAN oTo TaPBEVO eAatdAado. 3. AvadeloTe £€wC
opoloyévela xwplc etoaywyn vepoL ) dokomo agplopd. 4. EAEyETte eppdvion kat udla, yeplote tn QLAAN Kol
kAelote apéowg. H mnyr 6ev mpoBAénet apaiwan, 8€ppavon f dtidnon.

1. Weigh the two ingredients separately. 2. Add gomenol to virgin olive oil. 3. Mix until homogeneous without
introducing water or unnecessary aeration. 4. Check appearance and mass, fill and close promptly. The master
specifies no dilution, heating or filtration.
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References: [11], [3]

Napatnpnoelg / Observations

H ovopaoia «yopgvoAolxo éAato» and pévn tng 6ev mpoadlopiCel 066 xopriynong. To napdv deAtio agopd
QTMOKAELOTLIKA TNV LOTOVLKY dEpuaTik obvBeon 2/98 m/m. Agv MPOKOTTEL CUYKEVTPWON CUYKEKPLUEVOL TEPTEVIOL
XwPI(g avdAvon Tng mMPWTNG VANG.

The name gomenolated oil does not by itself determine route. This record covers only the Spanish 2/98 w/w
cutaneous composition. The concentration of an individual terpene cannot be calculated without the raw-material
composition.

References: [11], [2]

MeplékTnG KaL ovokevaoia / Container and packaging

dalokiTpvn eLEAN, KaA& KAELOPEVN KoLl 600 yiveTal TARPNG COUPWYA PE TNV TINYH, ME MWHX CUPBATO HE aBépLa
Kat Atmapd éAata. To oTOULO KL N ETIKETA TIPEMEL VO SNAWVOLY SEPPATIKA XPrioN Kal va aAmoTPEMOLY oOYXLON HUE
PLWIKEC OTaYOVEG.

Amber bottle, tightly closed and appropriately full as specified, with a closure compatible with essential and fixed
oils. The presentation and label must make cutaneous use clear and avoid confusion with nasal drops.

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

MowoTikOG éAeyxocg / Quality control

EnaAnbebote kataypaer Cuyloewv, TeAkA pdla, opoloyevr epedvion Kat Xpwua eAatoAddou. H yevikr dladikaaoia
poBAEMEL ELPVTEPOUG EAEYXOULC TTaPTIBAC 6oL e@apudlouy: 6w dev oplovTal APLBUNTLKA MEPLEKTIKOTNTA
TeEpMEVIWY, PkpoPlakr anodéopevon i épla pH. Kataypdyte Ta MPayPaTIKA anmoTEAEOUATA KOTE TNV EKTEAEDN.

Verify weights, final mass, uniform appearance and olive-oil colour. The general procedure includes additional
batch checks where applicable; this master gives no terpene assay range, microbiological release result or pH
limits. Enter actual test results during execution.

References: [1], [3]

®0Aain / Storage

Kdtw ané 25 °C, npootaTteLévo amd To we, o€ KAA& KAELOPEVN ELAAN. Mnv xpnotuonote{tal JETE TNV
€YKeKPLUEVN nuepopnvia xpriong i av epgavioTel dlaywplopds/ueTaBoAr ooung B dyng. Ot TeAevTaieg HETABOAEG
elvat Adyol dlepebivnang, oyt dokiur mov amnodelkviel otabepdTnTa.

Store below 25 °C, protected from light, tightly closed. Do not use after the authorised use-by date or if separation

or altered odour/appearance occurs. These observations trigger investigation; their absence does not prove
stability.

References: [1], [3]

Awa0eon / Dispensing

AldBeon e HeppaTIKr €vOELEN Kal eEaTOUIKEVUEVEG 0OnYiec. EmBeRatwoTe nAwkia, aAAepyiec kal éktaon BAGBNG:
AMOPUYETE HOOTOUG 0TN YaAovxia Kot emagr pe paTtia/BAevvoydvous. Evnuepwiote 6Tt Hev elvat pLvikd @AapUaKo
KoL 8ev KaTamniveTal.

Dispense with a cutaneous indication and individual directions. Check age, allergies and lesion extent; avoid
breasts during lactation and contact with eyes/mucosa. Explain that it is not a nasal medicine and must not be
swallowed.

References: [1], [2]
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Enmionpavon / Labelling

FopevoAn 2% m/m oe napBévo eAatdAado - pévo yia deppatikn xprion. Eeapuoyn: cOpewva e tTn cuvtayr. Na
pNnv katanivetat. Oxt pwikr xprion. Kdtw and 25 °C, npootacia and ewg, KaAd KAELoUEVO. MakpLd amnd natdid.
Noptiba / mogdTnTa / NUEPOUNVIX MAPATKEVNAG / EYKEKPLUEVN NUEPOUNVIa XPHONG: GUUMANPWYOVTAL KATA TNV
EKTEAEON.

Gomenol 2% w/w in virgin olive oil - cutaneous use only. Apply as prescribed. Do not swallow. Not for nasal use.
Store below 25 °C, protected from light, tightly closed. Keep away from children. Batch / quantity / preparation
date / authorised use-by date: complete during execution.

References: [1], [2]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio elvat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIpoDTOBETELG. Agv €XEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPEMEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Eeapudletal To GLUVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKELOG HETA TO dvolyua. Ta dplta USP glval texvikd mAaiolo kot dev
nopovatdfovtal WG EAANVLKN vouobeaia.

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 ka1 mapanopunég / Sources and references

[1] AEMPS, Formulario Nacional - ACEITE GOMENOLADO (FN/2003/PO/002)

FN/2003 source identifier; current standalone official PDF accessed 2026-10-13 | PDF pp. 2-3; composition, specific method, storage, validity
and patient leaflet | Master composition, preparation and source-specific conditions. Independently written factual adaptation; not an official
translation or endorsement. No laboratory testing performed for this document. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_002.pdf
[2] French public medicines database - HUILE GOMENOLEE 2 POUR CENT, solution pour instillation nasale, SmPC

SmPC 17 February 2026; page accessed 13 October 2026 | Sections 2, 4.3-4.6, 6.1 | Identification of pharmaceutical niaouli essential oil
(Melaleuca quinquenervia) and terpene-related hazards. This nasal medicine has an additional excipient and is not the Spanish cutaneous
formula; its doses, age limit and shelf life are not transferred. | 2026-10-13

https://base-donnees-publique.medicaments.gouv.fr/medicament/66633017/extrait
[3]1 AEMPS - Elaboracién de soluciones (PN/L/FF/007/00)

Official FN procedure, version 00, accessed 2026-10-13 | Sections 5-6: environment, preparation, packaging, finished-product checks | Official
general dosage-form procedure; exact formula method takes precedence; batch-level tests are distinct from tests actually performed. |
2026-10-13

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_007_00.pdf

[4] USP - Compounding Standards and Beyond-Use Dates

November 2022 update, official USP fact sheet hosted by Mississippi Board of Pharmacy | Nonsterile preparation BUD overview and category
table | General BUD framework; an AEMPS source period is not automatically a USP-NF monograph exception, and no measured water activity
is implied. | 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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