ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AvaAynTiK} aAol@ REVOOANG 10% Kal CaALKLDALKOD
REOULALOL 15%

Menthol 10% and methyl salicylate 15% analgesic
ointment

CGR-ES-074 » 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.

Mnyri / Source: FN/2003/P0/022 POMADA ANALGESICA DE MENTOL Y SALICILATO DE METILO * Al — enionun gapuokonota /
guvtayoAdyto ¢ FN/2003/P0O/022

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
Agpuatikr adower / Bdon aAolprig

Cutaneous ointment / ointment base

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/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 PakeULKr LEVOOAN 10 g

Racemic menthol

2 TAALKUALKO pEBVALO 15 g
Methyl salicylate

3 Kitpwoc knpdg HeALOOWY 10 g
Yellow beeswax

4 AavoAivn 65 g
Lanolin
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
Kitpwwnd, Autapr otnv agrf aAolr He XapaKTNPLOTIKA oour. [1]

Yellowish, greasy ointment with a characteristic odour.

Apaon kaiL xpAon / Action and use
JOUMTWHATLKA TOMKHA avaKoO@LaN HUAAYLWY KoL apBpaAylwv katd tTnv AEMPS. [1]

Symptomatic topical relief of muscle and joint pain according to AEMPS.

Mpodlaypagéic / Specifications

Kitpwwnd, Autapr otnv agf aAolr He XapaKTNPELoTik oopur. MoodtnTteg/moldTNTA MPWTWY LAWY KOTA
§3. Agv MapEXETOL ELGLKO aplOUNTLIKG OPLO MEPLEKTLKOTNTAG TEALKOD Tpoidvtog. [1]

Yellowish, greasy ointment with a characteristic odour. Quantities/raw-material quality follow §3. No specific
numerical finished-product assay limit is provided.
ZuvOnkKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8gV cLUVLOTOOY PEAETN 0TABEPSTNTAG 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 okebaoua 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 oTolxe(o yia To TeEAKS okebaopa oTIC eEeTaobeloeg nnyéG. Anate{Tat
OLUMANPWHATLKA Tekunplwan TPy oplabel mpodiaypaen. [1]

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

EvaioOnoia oto vepod / Water

H pakeuikry HevOOAN e{vat MPaKTIKA adldAvTn 0To vepd Kal MOAD SlaAuTr otnv atbavoAn katd PA021. [4]
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Racemic menthol is practically insoluble in water and very soluble in ethanol under PA0O21.

EvaloOnoia otnv vypacia / Humidity
Agv TeKUNplwveTal £161kd otoxelo yia To TeAKS okebaoua oTiG eEeTaoBe{oeg mNyEc. AnattelTal
OLUMANPWHATLKA TeKuNPiwan TPy oploBel mpodiaypaen. [1]

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

EvaioOnoia otn Osppokpacia / Temperature
DOAAEN TEALKOD PoidvToC: KadTw amnd 25°C kal nmpoatacia and gwe. H ene€epyaocia akoAovbel TG el6LKEC
Bepuokpaciec TnG puedddoL. [1]

Finished-product storage: Below 25°C; protect from light. Processing follows the method-specific temperatures.

EvaioOnoia o pH / pH

Agv TEKUNPLWVETAL ELBLKO oToLxe(o Yo TO TeEAKS okebaopa oTL eEeTaobeloeg nnNyEG. Anate{Tat
OLUNMANPWHOTIKA TeKUNpPlwan npwv oploBel mpoblaypaen. [1]

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

AAAec aovppBatoTnTeG / Other incompatibilities
MevBOAN: e0TNKTA PiyHOTOA PHE KAUQPOPA/OUUOAN- aovUBaTOTNTA UE LOXLPE OEEWOWTIKAE. [4]

Menthol forms eutectic mixtures with camphor/thymol; incompatible with strong oxidants.

Eld1kéc MAnpogopicc ovoTaTtikWy / Ingredient-specific information

AkpBelc TavTtdTnTEG: Pakeuikr HEVOOAN / Racemic menthol; ZaAlkuAlkd pebvAwo / Methyl salicylate;
Ki{tpwocg knpdg peAtoowv / Yellow beeswax; AavoAivn / Lanolin. Xpnoluomnotodvtal papUoKOTOWAKES
MPWTEG DAEG TNG Mopamneundépevng €kdoong, pe emaAnBevon CoA. Aev aAAGZeL avBaipeTa dAag,
evuddtwon f neplektikdTnTO. H moodtnta g.s. Kataypdeetal atny naptida. [1]

Exact identities: Pakeulkr) pevbdAn / Racemic menthol; ZaAlkuAkd peOOAL0 / Methyl salicylate; K{tpwvog knpdg
MEALOOWVY / Yellow beeswax; AavoAivn / Lanolin. Use pharmacopoeial raw materials of the referenced edition,
with CoA verification. Do not arbitrarily change salt, hydration state or strength. Record the actual g.s. amount
in the batch.

Zuvonkec mapaockevng / Preparation conditions

Epyaotnplakd neptBaAArov katd tov nopaneunduevo AEMPS PN: 25+5°C kot oxeTikr vypacia =60%,
EKTOC av n €161k o0vBeon anattel dLapopeTikd. H Bepuokpacia 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

KaBapr npootateu Tk evbupuacia Kot KAALUUA KEQAANC Katd AEMPS PN/L/PG/002/00. Omou unidpyxet
mbavoTnTa eMoPG, KATAAANAQ YAvTia: MpooTacia avanvor/o@BaAlwyY 6oL 0 XELPLOUOS akdvNG TO
amattel. To akplBEg LALKS yavTLoU, 0 agplondg Kal n npootacia avamnvong kabopi{Covtal and SDS Kat
TomLKNA eKkTi{unon ékBeonc.

MevBdAN: mpooTtacio 0POAAUWY Kal amo@LYH ENMAEHC/ELOTVORNG okévnc. [3, 4]

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.

Menthol: eye protection and prevention of contact/dust inhalation.
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ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs

YOALKUALKO HEBVALO 15%: emaveIANUUEVN EQAPMOYH OE JEYAAN EMPAVELX Unopel va 0BnynoEL o€
ovoTnUaTKA ToEKOTNTA. AAAEPY( 0E OAALKUALKA 1] GAAQ CLUOTATLKA.

ZAALKLUALKG HEBVALO: oLGTNUATIKA TOELKOTNTA OE PHEYAAN €kTaon epappoync/unepékBeon. [1, 5]

Methyl salicylate 15%: repeated application over a large area can cause systemic toxicity. Consider allergy to

salicylates or other ingredients.
Methyl salicylate: systemic toxicity with extensive application/overexposure.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

H B8k povoypagia avagépel 3 prveg umd TG kKaboplopéveg auvBnikeg. Mpdkeltal yia nepiodo TG
MNYAG, OxL Yo aveEdptnTta emBeBatwpévn otabepdTnTa TNG TOMKAC NMapT{dag. Anatte{tal avtiotoiyxion
olvOEDNC, CLYTNPENTLKOD, MEPLEKTN Kal QUAAENG, EAEYXOC TWV LOYXLOVOWY ATALTHTEWY KoL £yKpLon
vrevBovouL. H mpayuatiky nuepopnvia pével kevrj. [11]

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
Agv anotte(tal xwploth obvBetn Bdon otn pntr obvbeon. [1]

No separate compound base is required in the explicit formula.

EvbelKTIKOC eEomALOMOG / Indicative equipment

Zuy06¢ KaTdAANANG SLaKPLTIKAG LkavdTNTAC, Youdl/ondtovAa, KATAAANAOL TEPLEKTEG AVAMLENG KOL TEALKO
boyelo. MpooBéoTte OYKOUETPLKA Yo ML, eAeyxOuevo voatdAovTPO 1oL N HEB0BOC PoPBAETEL THEN KAl
KaTdAANAo @iAtpo émov Inteltal. AVaALTIKOG €EOTMALOUSC OUUQWYA HE TLG BoKLPEG EAEyyov. [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.

Awadikaoia mapaokevng / Preparation procedure

. TAEte kiTpvo knNpd Kat AavoAivn oe vdatdédAovtpo 50-70°C.

. WOETe umd avddevon péXpL va amokTAOEL UOTOON KL LETAPEPETE OE YOoudl.
. \elotpLBrioTte tn HEVOSAN Kol BLOADOTE TN 0TO CAALKUALKS pEBDALO.

. Evowpatwote otadlakd to StdAvpa otn Bdon pe ouvexh avddevon. [1, 2]

. Melt yellow beeswax and lanolin in a 50-70°C water bath.

. Cool while stirring until a consistency develops and transfer to a mortar.
. Triturate menthol and dissolve it in methyl salicylate.

. Incorporate the solution gradually into the base with continuous mixing.

AP WNEFE MDWNR

MapatnpiRoscilc / Notes
Agv TauTiCeTal ue TN povoypagia BP yia aAotpr] pévo oaAtkuALKOO peBLAlov. [1]

Distinct from the BP methyl-salicylate-only ointment.

Zvokevaoia kat bALka / Packaging and materials

ZWANVAPLO KAGOLTEPOL KATE TNV TINYH- Sla@opeTikd LALKS XpeldleTtal éAeyyxo cupBatétnTog. [1]

Tin tube as specified by the source; a different material requires compatibility assessment.
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Ynodewypa eTikétag / Label specimen

AvaAynTikA aAolgr nevBOANG 10% Kot 0aALKUALKOD HeBUAloL 15%

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

Mévo eEwTteptkr xprion. POAAEN: K&Ttw amnd 25°C kat npootacia and pwg.
AacBevric/6oooAoyia i epyaotnplakn xprion: - dappokelo/TNAépwvo:
YnddeLya mPoG Mpooapuoyr] and Tov QopHoKoToLd: OxL TEALKH EYKEKPLUEVN ETIKETA. [1]

Menthol 10% and methyl salicylate 15% analgesic ointment

Quantity: - Batch: - Prepared: - Use by:
External use only. Storage: Below 25°C; protect from light.
Patient/directions or laboratory use: - Pharmacy/telephone:

Specimen for pharmacist adaptation; not a final approved label.

M£0obol eAéyxou / Quality-control methods

Katd AEMPS: opyavoAnNTITIKA XAPAKTNELOTIKA Kot TeEAKH p&la. Ze napaywyr napTtidwv emmnAéov
ektaoiuéTnTa PN/L/CP/003/00 Kat pikpoPLoAoyilkég EAeyxog RFE 5.1.4. H nnyn dev kaBopiCeL €161kO
MO0OTIKO MPOGSLoPLOPS SPaCTIKWY. H opoloyevig own poévn Tng 6ev amnodelkviel opolopopeia
neplekTikéTNTOC. [1, 2]

Under AEMPS: organoleptic properties and final mass. Batch production additionally requires spreadability
PN/L/CP/003/00 and microbiological testing under RFE 5.1.4. The source does not specify a formula-specific
active assay. Uniform appearance alone does not establish content uniformity.

®OAa&n / Storage conditions
Kdtw amnd 25°C kat npootaoia and ewc. [1]

Below 25°C; protect from light.

El81kéc 0bnyiec 61aOeonc / Dispensing instructions

H nnyn avagépel 2-3 epapuoyég/nuépa oe kabapr, ateyvr neploxf xwpeic évtovn TPLRA. OXL KATW Twv 7
€TWV, o€ pdTLa, BAgvvoydvoug f Tpadpota. Avtevdelkvutal o aAAepyla AALKLALKWY. EAEyETE
guyxopriynon dAAwvY GaALKLUALKWY, eyKupoolvn Kat OnAacud. [1]

The source gives 2-3 applications/day to clean, dry skin without vigorous rubbing. Do not use under age 7 or on
eyes, mucosa or wounds. Contraindicated with salicylate allergy. Review concomitant salicylates, pregnancy
and breastfeeding.

MpoéAevon Kal emavaypnolpomnoinon / Provenance and reuse

Mnyr: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional.
MpwTtdTunn eAAnVIkA/ayyALkr anédoon kat avadldpbpwaon: EAAnvikd Formulary Sikalias, Ztaowdg Xp.
2kaALldg, compounding.gr. Bdon enavaypnotuonoinong: aviso legal AEMPS kat RD 1495/2011, dpbpa
7-10/MNapdptnua. Alatnpri®nkav ocovBeon Kal PovASEG- MPOCTEONKAY TIAPATIOUTES, SLAKPLTEG CUVTOKTLKEG
ONUELWOELC Kol KeEVE medla mapTidag. Aev vmodnAwveTtal éykplan tng AEMPS. Kwbdikdg ékdoong otnv
ava@opd- NIPO 134-20-002-3 / 090-22-245-5. AkpBri¢ nuepounvia eowTePLKAC avabewpnaong dev
dnAwvetal ota PDF. EAeyyoc npdécoBaong 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.

BiBAloypag@ikég avagpopéc / References

[1] FN/2003/PO/022 POMADA ANALGESICA DE MENTOL Y SALICILATO DE METILO. FN/2003/P0O/022 Master formula §§3-4;
packaging/storage §5; description §6; period §7; use/precautions §§8-12 and patient leaflet. Al official formulary. EAeyyog /
Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_022.pdf
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_022.pdf

[2] PN/L/FF/006/00 ELABORACION DE POMADAS. PN/L/FF/006/00 §4.3 environment; §4.4 method; §4.6 controls. A2 official
technical guidance. 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_006_00.pdf

[3] PN/L/PG/002/00 INDUMENTARIA. PN/L/PG/002/00 Clothing and protective equipment. A2 official technical guidance.
EAeyxog / 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/021 MENTOL RACEMICO. FN/2003/PA/021 Raw-material properties, handling and incompatibilities. Al official
formulary. EAgyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_021.pdf

[5] FN/2003/PA/032 SALICILATO DE METILO. FN/2003/PA/032 Raw-material properties, handling and incompatibilities. A1
official formulary. EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_032.pdf

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

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

[7]1 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 avaAuTikéG uéBodoL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN MAPATIEUNMOPEVA KEPAALA,
avTIdpaoTAPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

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-elaboracion-de-formas-farmaceuticas/pn_l_ff_006_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_006_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_021.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_032.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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