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AvaAynNTiKA KPEUa CAALKVALKOD peOuAiov 1%, pevOOANng
3% Kol KOp@opPac 2,5% m/m

Methyl salicylate 1%, menthol 3% and camphor 2.5%
w/w analgesic cream

BLBAloypagik avagopd - Anatte{tal Tomkr vioBétnon / Reference document - Local adoption required

MpoéAsvon kKatL 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 avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL 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 TeAlkAC Kpéuag / final cream

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

ZaALKUALKS HEBDALO 19
Methyl salicylate

MevOOAN pPaKeULKN 39
Racemic menthol

Koupopd pakeuULKA 259
Racemic camphor

ABavioAn 96% 1mL
Ethanol 96%

Mn wovikr kp€uaO/W 2, FN/2003/EX/011 / CGR-ES-020 g.s.ad 100 g
Nonionic O/W emulsion 2, FN/2003/EX/011 / CGR-ES-020

MpoanaiToVpeva / Prerequisites
CGR-ES-020 Nonionic O/W Emulsion 2 EX011

Meplypa@n okevaopatog / Preparation description

YOAELKN APWUATIKA KPEUOO/W e 1 g OOALKUALKOD pEBLALOL,3 g paKEUIKAG HEVOOANG KAl 2,5 g PAKEULKAG
Kap@opdc avd 100 g [1]. O gopéac 2 elval CUYKEKPLUEVN UN LOVIKEA BAon He vdaTikA @daon, éxtL anAr BaleAivn [2].

Whitish aromatic O/W cream containing 1 g methyl salicylate,3 g racemic menthol and 2.5 g racemic camphor per
100 g [1]. Vehicle 2 is a specific nonionic base with an aqueous phase, not plain petrolatum [2].

References: [11], [2]
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Apaon kai xpAon / Action and use

MNyA: CUMMTWHPATLIKA TOTILKH avaKoOELON HUTKWY/APOPLKWY EVOXANUATWY. KAWLIKA KATAAANASTNTA Kol SLdpKELa
npoablop(CovTtal EEATOMLKEVUEVD: BEV TEKHA{PETAL LGOBUVAUN dpdan pe EUMOPLKE TPOIOVTA GAAWY LOYXOWV.
2oBapdcg mévog, PAEYHOVH 1 TPAVHATIONOC 6EV KAADTITOVTAL JE AKPLTN EMAVAAQUBAVOUEYN XPrON.

Source: symptomatic topical relief of muscle/joint discomfort. Determine clinical suitability and duration
individually; equivalent efficacy to other-strength commercial products is not assumed. Severe pain, inflammation
or injury should not be masked by indiscriminate repeated application.

References: [1], [3]

Mpobiaypagéc / Specifications

Mnyn: LMOAELKN KPEUD, XOPAKTNPLOTIKA apwuaTikh oour. EAéyxovtal opoloyévela, amnovaia
KPUOTEAAAWY/BLaXxwPLopol Kat TEAKA pdla. Agv divovtal aptOunTtiképH, 1§wdeg, aw | AET Tou TeALKOU TPoidvTog.
H oour 6gv anodelkvieL dlatripnon Twv mTNTkwy API.

Source: whitish cream with characteristic aromatic odour. Check uniformity, absence of crystals/separation and
final mass. No numerical pH, viscosity, aw or final-product AET is supplied. Odour does not demonstrate retention
of volatile APIs.

References: [11], [2], [7]

®wg / Light

Adlagavric ovokevaaoia kat mpootaocia and wc/BepudTnTa, dnwc N nnyn. Aev napatelvetatl n nuepounvia xpriong
EMELSA MAPAPEVEL N XOPAKTNPLOTIKA 00U 1] TO XPWHA.

Use opaque packaging and protect from light/heat as specified. Retained characteristic odour/colour does not
extend the use-by date.

References: [1]

Aépac kKal oeidbwon / Air and oxidation

Ta doxela kAelvovTal GueTa yla MEPLOPLOUS AMWAELAG KaU@opdc/at®OavoAng [4,5]. H avauEn 6ev agplfetatl
OKOMLUA Yl AMOUdKpUYON SLaADTN. AMWAELA TTNTIKWY 0AA&LEL Tn o0vBeon Kat Hev avanAnpwveTal pue avbaipetn
POCOAKN.

Close vessels promptly to limit camphor/ethanol loss [4,5]. Do not deliberately aerate mixing to remove solvent.
Volatile loss changes composition and is not corrected by arbitrary addition.

References: [1], [4], [5]

Nepo kat SuaAvtoTtnTa / Water and solubility

Yowp eloépyeTal Héow TNG BAongEX 011. Aev mpootiBeTal emmnAéov yia pelwaon EWdoug. To ouvtnpnTikéd
o0oTNUA TNG BAONG APALWVETAL/TPOTOTOLE{TAL HE TNV EVOWHATWON 6paoTIKWY: 6gv Looduvapel HeAET TG
TEAKAC Kpéuag [2].

Water enters throughEX 011. Do not add more to reduce viscosity. Incorporating the actives dilutes/modifies the
base’s preservation system; this is not equivalent to AET of the finished cream [2].

References: [1], [2]

Yypaoia / Humidity

KaAd kAelotd doxelo wote va neploplletal apuddtwaon LBATIKAC PAong Kat empdAvvon. H Bdon opiCel nmpooTtaocia
and vypaocia [2], xwplc va napéxel aplOunTikiaw. Xpnotidonotolvtal oteyvd kabapd epyaieia katd evowpdTwon.

Keep tightly closed to limit aqueous-phase drying and contamination. The base specifies moisture protection [2]
without numericalaw. Use clean dry incorporation tools.
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References: [11], [2], [7]

Oeppokpacia / Temperature

K&tw Ttwv 30 °C. OL 60-65 °C agpopolv Thv §exwpLloTh napackev TnG Bdong [2], éxL BEppavon Tov TeALkoD
M{yHOTOG MTNTIKWY 8pa0TIKWY. H evowpdtwon yivetal oe KatdAAnAa yuxBeloa/eAeyuévn Bdon, Hokpld amnd
avAaQAeEN [4,5].

Below 30 °C. The 60-65 °C step concerns separate base preparation [2], not heating the final volatile-active
mixture. Incorporate into suitably cooled/checked base away from ignition sources [4,5].

References: [11], [2], [4], [5]

pH kaiL cupBatoéoTnTa / pH and compatibility

H povoypagia dev opifel TeAtkdpH. Av mapakoAovBeitatl, xpnotponote{tat uéBodoc KatdAANAN yia KpéuaO/W Kat
Kataypdeetal xwplg emvonuévo 6pLo. Aev npootiBetal 0§0/Bdon: unopel va aAAAEEL YOAAKTWUA, HPACTIKA KAl
oboTnua cuvtipPNong.

No final pH is specified. If monitored, use an appropriate O/W-cream method and record without an invented limit.
Do not add acid/base, which may alter emulsion, actives and preservation.

References: [11], [2], [7]

AAAec aAAnAenibpaoclg / Other interactions

AmnoeelyeTal TALTOXPOVN EQAPHOYH GAAWY TOTKWY £PEOLOTIKWY. Oeppopdpeg/eEwTePIKA BEpUSTNTA KOL OTEYAVH
anéepagn dev ypnotponotodvtat [3,6]. Ta CUUMUKVWUEVA GLOTATIKA PUAGCOOVTAL XWPLOTA and Loxvpd
0EcldWTIKA KaTA Ta SDS' 6ev TekpaipeTal ouuBaTdTNTA UE KABE MAdOTIKS [1].

Avoid co-application of other local irritants. Do not use heating pads/external heat or tight occlusion [3,6]. Store
concentrates separately from strong oxidants under their SDSs; compatibility with every plastic is not assumed
[1].

References: [11], [3], [4], [5], [6]

Eld1ka otolxeia ocvotaTikwy / Ingredient-specific information

ZOALKUALKS HEBOALORFE 0230, pevboAn paketk\RFE 0623 kat kapgopd pakedltkARFE 0655. H atbavdAn 96%
peTpdTalt 1 mL, 6xt 1 g. H B&onEX 011 meplAapBAvel KETOOTEAPLALKH AAKOOAN 18%, vypr apaeivn 12%,
moAvcopPikéd 80 2,5%, MPOMUAEVOYAUKOAN 5% Kal ouvtnenuévo D8wPQ.s. [2]- oL TEALKEG OLUYKEVTPLWIOELG
eEapTwvTaL and TN mpaypaTiki pdla Bdong.

Use methyl salicylateRFE 0230, racemic mentholRFE 0623 and racemic camphorRFE 0655. Measure 96% ethanol
as 1 mL, not 1 g. EX 011 contains 18% cetearyl alcohol,12% liquid paraffin,2.5% polysorbate 80, 5% propylene
glycol and preserved waterq.s. [2]; final concentrations depend on actual base mass.

References: [1], [2]

Mpootacia epyalopévwy / Staff protection

Favtia oLUPBATA pe HPATTIKA/OLAADTN, MPOCTAC(X 0OPBAAUWY Kol EAEYXOC OKOVNG KAUPOPAG/UEVOOANC. Katd tn
dldAvon eEaopaAiletal KATAAANAOC aeplopndg Kat amovoia pAdyac/omveripwv. O k{ivbuvog
KA TATOONG/VELPOTOEIKOTNTAG KAUPOPAG apopd Kal un ao@aAn epyaotnplakn dwaxeipion [4,5].

Use gloves compatible with actives/solvent, eye protection and camphor/menthol dust control. Provide suitable
ventilation and exclude flames/sparks during dissolution. Camphor ingestion/neurotoxicity hazards also require
safe laboratory handling [4,5].

References: [4], [5], [7]
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ExTtipnon kivdovov / Risk assessment

KAwLKE: Bavéc epedlopdc/aoBapd éykavua pe pevBoAn [3], vmepevatabnoia o€ CAALKUALKA/MZAD Kot
ToElkéTNTA TLXa(OG KaTdmoong [1,4]. Oxt TpavpaTiopévo/Kapévo 6€pua, opBaipol i BAevvoydvol. Maldlatpiki
xprion, kbnon kat 6NAaopoc amnattodv 6tk agloAdynan, éxL avtéuatn anodoxr and naAald NALKLOKA TPOPOAAEN.
Epyoaotnplakd: nmAfpng 6LtdAvon, KPLOTAAAWGN, SLdomaon YOAAKTWHUATOC Kol AKX TAAANAOG TIEPLEKTNG.

Clinical risks include irritation/serious burns with menthol [3], salicylate/NSAID hypersensitivity and
accidental-ingestion toxicity [1,4]. Avoid damaged/burned skin, eyes and mucosa. Paediatric use, pregnancy and
breastfeeding require specific review, not automatic clearance from a historical age caution. Process risks include
incomplete dissolution, crystallisation, emulsion breakdown and unsuitable packaging.

References: [11], [3], [4], [6], [7]

ZuvOnkec mapaockevng / Compounding conditions

Mo M g:0,01 M g 0aALKUALKG HEBVAL0,0,03 M g uevBoAn,0,025 M g kapgopd,0,01 M mL atBavéAn 96%, Baon péxpL
M g. H paa touv 1 mL atBavdéAng nepthapBavetal otnv TeAKr {0ylon: 6gv vmoAoyi(Cetatl Bdon 93,5 g ayvowvTac
Tov HLaAvTN.

For M g:0.01 M g methyl salicylate,0.03 M g menthol,0.025 M g camphor,0.01 M mL 96% ethanol and base to M g.
Include the mass of 1 mL ethanol in final weighing; do not calculate 93.5 g base while ignoring solvent mass.

References: [11], [2], [7]

Tekpnpiwon BUD / BUD rationale

Mnyn:3 pAveg K&tw Twv 30 °C oe KATAAANAN adlagavr cuokevaoia [1]. Aev evtomnioBnKe MARPNC MPWTOYEVHG
MEAETN TNG akpLBoUG obvBeoNnG 1%/3%/2,5% otn BAONEX 011 AAET/aw. AvToTo 6pLlo ava@opdG 89 NUEPWV
KOL=<3 NUEPOAOYLAKWY UNVWY HOVO HE TEKUNPLWHEVN TOTIKH LLOBETNON SLadikaoiag, meEPLEKTN KAl EAEyXwv. H
€€dunvn nepiodoc tng Bdong dev petagépetal [2]. ATEAAG dLdALoN/KPLOTAAAWGON 1} aAAayr] alBavOAnG eumodi(Tel
epappoyr Tou oplov. MikpdTtepNn AREN LALKOD vIepLoyVEL. EkdoTikA oluBaon: Ta pnviaia épla ThG mNyrg
TOPAUEVOLY NUEPOAOYLOKA: TO apLlOUNTIKG 6plo peTaTpotmrc eival 28 nuépec yia évav priva f; 89 yia Tpelg: tuxdv
XWPLOTA emAeYHEVO BpaybTePO Oplo eEakoAouBel va uteployVeL. MpoKELTAL yla cLVTNPENTLKY HeETATPOMH, O)L
avTtoAeEel 6plo TNG MNyAC.

Source:3 months below 30 °C in suitable opaque packaging [1]. No full primary study of the exact 1%/3%/2.5%
composition inEX 011 orAET/aw evidence was identified. The reference ceiling is 89 days and=3 calendar months
only with documented local adoption of process, container and controls. The base’s 6-month period does not
transfer [2]. Incomplete dissolution/crystallisation or altered ethanol prevents applying this period. Earlier
material expiry prevails. 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], [2], [7]

MpoanaiToVpeva / Prerequisites

CGR-ES-020 / FN/2003/EX/011, pn wovikr BaonO/W 2. EmBeBatwveTal cuvtnpnTtiké 06wp Kat MARPNG
obvBeon/naptida Bdong. Aev unokaBiotatal pe B&onO/W 1, anAr evudaTtiky f dvudpn aAoler. XwpLoTh
nopaockevr Baong nmponye{tal TNG EVOWPATWONG SPACTIKWVY.

CGR-ES-020 / FN/2003/EX/011 nonionicO/W base 2. Verify preserved water and full base composition/batch. Do
not substituteO/W base 1, a general moisturiser or anhydrous ointment. Prepare the base separately before active
incorporation.

References: [1], [2]
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EEomAlopoGg / Equipment

KatdAANAN Cuyapld, oyKoUETPIKO 1 mL, pikpd KAELoTA Soxela dLAALONG, KOVvIOUa/aVOULKTAPAG KPEUAG Kal
adlaeavic ouppatrh ovokevaaoia. EEonAloudc emtpénel emPBeRBaiwaon SLOAVUATWY Kal EAEYXO UIKPWY KPUOTAAAWY
xwplc dokur oTo 6€pua MPOCWILKOD.

Suitable balance,1 mL volumetric measure, small covered dissolution vessels, mortar/cream mixer and
compatible opaque packaging. Equipment must allow checking solutions and small crystals without testing on
staff skin.

References: [11], [7]

M£0060¢ mapaokevng / Compounding method

1. AldAvon pevBOANg oto CaALKLALKS PHEBDALO 6TiwG N TiNYH. 2. Xwploth 6ldAuvon Kaueopdc otnv npoBAendUevn
alBavoAn. 3. Zuvévwan Katl evowpdtwaon otn BAonO/W 2 pe otadlakn opoyevonoinan. 4. Bdon péxpt teAtkd 100
g, éAeyxoc¢ Kot cuokevaola. H nnyr ypdeel «eAdyltotn atbavéAn» atn nébodo kat 1 mL otov mivaka: av ue tTnv
KaBopLopévn nmocdtnTa 6ev entevyOel N anattoduevn dtdAvon, n Sladikaoia oTAUATA Yo EYKEKPLUEVN
a&LoAdynan: dev nmpootibetal avbaipeTa emmnAéov dlaAdTNC.

1. Dissolve menthol in methyl salicylate as specified. 2. Separately dissolve camphor in the stated ethanol. 3.

Combine and progressively incorporate intoO/W base 2. 4. Add base to final 100 g, inspect and package. The

method says “minimum ethanol” while the table fixes 1 mL: if the prescribed amount cannot achieve required
dissolution, stop for approved assessment rather than adding extra solvent arbitrarily.

References: [11], [2], [7]

Napatnpnoelg / Observations

OvopaoTikd avdg:10 mg oaAtkuALKS HEBOALO0,30 mg peVBAAN,25 mg kap@opd. H MAAPNG MPOEVOWHATWTIKA
S8LdAvon kat n amovoio EMAVaKPLOTAAAWGONG TPETEL va eMaAnNBevBolY 0TN ouyKeKPLEVn dLadikaoia. Agv
vrokaB{otatal n anai{tnon pe LoxLPLOUS 6TL N OO AMOBELKVOEL OOLOYEVELQL.

Nominal per g:10 mg methyl salicylate,30 mg menthol and 25 mg camphor. Verify complete pre-incorporation
dissolution and absence of recrystallisation in the actual process. Odour does not replace proof of uniformity.

References: [1], [7]

MepLékTnG KalL cvokevaoia / Container and packaging

AdLa@avic, KaAd KAELoPEvn ouoKevaoia e amodedELYHEVN TLUBATOTNTA HE HEVOOAN/KAUPOPE/TAALKVALKS
HEBVALO. H mnyn emonuaivel 6Tl oplopéva MAAOTIKAE 6ev elval KATAAANAQ. Agv eMMAEYETAL MAAOTIKOC TTEPLEKTNG
Hévo amd tnv euedvior Tov.

Use opaque tight packaging with demonstrated compatibility with menthol/camphor/methyl salicylate. The source
warns that some plastics are unsuitable. Do not select a plastic container solely by appearance.

References: [11], [7]

MowoTikO6¢ éAeyxoG / Quality control

EAeyxoG akplBwv pagwv/éykou dlaAdTn, TARpoug dldAvang ota evdLldueoa, TeEAKAG H&lag, opoloyEvELag Kal
anovo{ag KPLOTAAAWY/BLaXwWPLOUOD. OTTLIKAG €AEYX0G 0 AETTH eM{OTPWON KAl KATAAANASTNTA MEPLEKTN.
MoooTIkdC EAEYXOC MTNTIKWY/ULKpoRLoAoyia dmov mpoBAEneTaLl amd EYKEKPLUEVO OYEDLO: BEV HnAwvovTal
QVOTIAPKTA AMOTEAEOUATA.

Check exact weights/solvent volume, complete intermediate dissolution, final mass, uniformity and absence of
crystals/separation. Inspect a thin smear and container suitability. Perform volatile-component assay/microbiology
where required by the approved plan; no unperformed results are claimed.

References: [11], [2], [7]
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®0Aa&n / Storage

Kdtw twv 30 °C, adlagavég KaAd KAeLouévo doxelo, npootaaoia and BepudTnTa. OXL BepuoPdpa YIO EQAPUOYH. ZE
Slaxwplopd, KpLaTdAAwaon f duoavdAoyn HeETABOAR LENC TO TPOLSY amopovWVETAL. Makpld and madLd.

Below 30 °C in an opaque tightly closed container, protected from heat. Do not use a heating pad during
application. Quarantine separation, crystallisation or significant texture change. Keep away from children.

References: [1], [3], [6]

Awa0eon / Dispensing

EEwTEPLIKA £Qapuoyr HOVo ag oudewvnuévn meploxr aképatov 6€puatoc. Oxt pdtia/BAevvoyodvol, BepudtnTa i
oTeyavoc enideopoc. MAVGOLPO XEPLWVY PETE Xprion. Atakomnh Kat dueon aEloAdynon av egeaviotoldv évtovog névoc,
o{dbnua § puoaAibec [3]. AopaAric eOAAEN Adyw KwdLOVOL KaTAdmoong.

External application only to the agreed intact-skin area. Avoid eyes/mucosa, heat and tight bandaging. Wash
hands after use. Stop and obtain prompt assessment for severe pain, swelling or blistering [3]. Store securely
because ingestion is hazardous.

References: [11], [3], [4], [6]

EmioApavon / Labelling

YAALKUALKS LEBOALO 1% / HEVOSAN 3% / kappopd 2,5% - KPEMA. Mévo eEwteptkr xprion. Odnyleg: . Oyt o€
MANYEG, MaTia j BAevvoybvouc. OxL Bepuogdpa/oteyavr KdAvyn. Alakomnt o€ évo, oldnua } puoaAi(bec. Kdtw Twv
30 °C, kaAd kAeLouévo, pakpld and madid. Naptida: . Mapaokevr: . XpAon éwg: . compounding.gr.

Methyl salicylate 1% / menthol 3% / camphor 2.5% - CREAM. External use only. Directions: __. Avoid wounds, eyes
and mucosa. No heating pads/tight occlusion. Stop for pain, swelling or blistering. Below 30 °C, tightly closed,
away from children. Batch: __. Prepared: __. Use by: __. compounding.gr.

References: [11], [3], [6], [7]

v9_controls / v9_controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc umd TIC e6LIKEC MpolmoBéaelg. Aev €xel
oplotel BUD mpaypaTtikig naptidag kat dev £€xouv napaxOel petprjoelg aw. H akplprig abvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyOU TIPETEL VO EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GLUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 6ev
napovoldfovtal WG EAANVIKA 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.

Mnyéc ka1 mapanopunég / Sources and references

[1] AEMPS - Formulario Nacional: CREMA ANALGESICA DE SALICILATO DE METILO, MENTOL Y ALCANFOR

FN/2006/PO/037; current standalone PDF | PDF p.2 formula/method/container/BUD; subsequent patient and safety sections | Master formula;
independently adapted, not an official translation | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_037.pdf
[2] AEMPS - FN/2003/EX/011 Emulsién O/A no iénica 2

Current standalone source | PDFp.2 entire base formula | Exact cetearyl alcohol/liquid paraffin/polysorbate 80/propylene
glycol/preserved-water base; not finished analgesic preservation validation | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_011.pdf

[3] Health Canada - Safety review of menthol/methyl salicylate/capsaicin topical pain relievers and serious skin burns
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13 February 2017; page 4 May 2017 | Key messages and conclusions | Class safety signal for menthol-containing topical products; no
frequency or efficacy claim for this exact formula | 2026-10-13

https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews/summary-safety-review-pain-relie
vers-containing-menthol-methyl-salicylate-capsaicin-risk-serious-skin-surns.html

[4] ILO/WHO - ICSC1021 Camphor

July 2003; current official card retrieved 2026 | Properties, handling and health effects; note on racemic form | Camphor volatility/limited
water solubility and ingestion/exposure hazards, not formulation stability | 2026-10-13

https://chemicalsafety.ilo.org/dyn/icsc/showcard.display?p_card_id=1021&p_lang=en&p_version=2
[5] ILO/WHO - ICSC0044 Ethanol (anhydrous)

May 2018 | Fire/explosion; handling; chemical incompatibilities | Raw ethanol hazards; numerical anhydrous flash point is not assigned to
finished mixtures | 2026-10-13

https://chemicalsafety.ilo.org/dyn/icsc/showcard.display?p_card_id=0044&p_lang=en&p_version=2
[6] FDA - Clinical Review NDA22029/S-012 Salonpas

20 February 2013 | Section 8 postmarketing experience; heat/burn discussion | Heat-associated topical salicylate/menthol harm; patch
composition/efficacy and age authorisation do not transfer | 2026-10-13

https://www.fda.gov/media/93206/download
[7] Ministerio de Sanidad - Guia de buenas préacticas de preparaciéon de medicamentos en servicios de farmacia hospitalaria

June 2014; official AEMPS copy | Annexes 3-4, PDF pp.51-58 | Nonsterile preparation risk assessment, equipment, packaging and quality
controls; not Greek legislation | 2026-10-13

https://www.aemps.gob.es/productosSanitarios/docs/2024/GuiaBPP-JUNIO-2014-VF.PDF
[8] 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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