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PakepmlKA pevOOANn 1% m/m o0& TAAKN

Racemic menthol 1% w/w in talc

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

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 TeAlkol poidvtocg /100 g final product

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Pakeukr nevbdAn 19
Racemic menthol

TA&AKNG g.s.ad 100 g
Talc

MNeprypag@n okevaopatog / Preparation description

AevKA Atmapr otnv o KOVLG, He oour] HeEVOOANG. Meptéxel 1 g paKEULKAG HEVOOANG avd 100 g TeALkoD
npoiévTog:1% m/m 1} 10 mg/g. O TdAKNG elvat o popéag.

White powder with a greasy feel and menthol odour. Contains 1 g racemic menthol per 100 g final product:1%
w/w or 10 mg/g. Talc is the carrier.

References: [1]

Apaon kat xpAon / Action and use

ZOUMTWHATLKA avakoOeLan kvnouol, dAyoug f Kaboou amd Ao SepuaTikd epeOLOUS/TOUNANATA, OTWG
neplypdeet n nnyrj. Mévo o€ dBIkTo 6€pua, Oyt yia Bepaneia AolpwENC i epapuoyr oe BAevwoydvouc. H avdykn
KOvewg agloAoyeltal évavTt EVOAAAKTLIKAG XWPIG eLonvedpuevn okdvn.

Symptomatic relief of itching, pain or burning from mild skin irritation/insect bites as described by the source. For
intact skin only, not infection treatment or mucosal application. Assess the need for a powder against a
non-dusting alternative.

References: [1]

Mpobiaypagéc / Specifications

TeAkA pdla 100 g Kot MEPLEKTIKOTNTA 1% m/m, TEKUNPLWHEVN amnd TOUG MOCOTIKOUG MVOKEG TNG TPEXOVOAG
nmnNyng kat tnv enionun €kdoan 2019 [1,3]. Opotdpop®n Acvkr kéVIG XWPI(G 0PATA KPUOTAAALKE CUCOWUATWHATA.
Agv 6{vovTtal aplBuntikd épla assay fj CWHATE{WY.
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Final mass 100 g and strength 1% w/w, supported by current quantitative tables and the official 2019 edition
[1,3]. Require uniform white powder without visible crystalline aggregates. No numerical assay or particle-size
limits are given.

References: [11], [3]

®wg / Light

Mpootaoia and ewg oto KAELOTO doyxelo eninaong. Agv vnidpxeLl KABOPLOPEVOC XPOVOC avToXAG O AuEDN
QWTOoEKBEDN 1 avdyKn EWTOYXNUIKOVU TECT GTN Hovoypaeia.

Protect from light in the closed powder dispenser. The monograph defines no allowable direct-light exposure or
photochemical test.

References: [1]

Aépac kalL oEeidbwon / Air and oxidation

H pevBOAn elval mTNTIKG GUOTATIKG: BLATNPAOTE TOV MEPLEKTN KAELOTO, EAAXLOTOMOLAGTE TNV AVOLKTH avdpgn Kat
anopUyeTE OKOMLUO aepLlaud. Agv xpnotpomnole{tal adpavég aéplo.

Menthol is a volatile component; keep the container closed, minimise open mixing and avoid intentional airing. No
inert gas is used.

References: [1], [2]

Nepo kat SuaAvtoTtnTa / Water and solubility

Aev npooTtiBeTal vepd i LBATIKAOG BLAADTNC. H pakeULKA HEVOOAN elval mpaKkTIKE adldAvtn oto vepd [2] n
npoaBrikn Tou dev elval TpdMoC opoyevonoinong. Aev LTTAPXEL LETPNEVO aw TEALKIG KOVEWC.

No water or aqueous solvent is added. Racemic menthol is practically insoluble in water [2], so adding water is not
a homogenisation method. No finished-powder aw measurement is available.

References: [11], [2]

Yypaoia / Humidity

®OAaEN pootatevévn amnd vypaoia. Xprion oteyvol eEo0MALOHOL KoL EAeyX0G cLOOWHAETWONCG/PoAC. H nyr 6ev
npoodlopifel aplBUNTIKS 6pLo oxXeTIKAG Lypaaoiag | MEPLEKTIKOTNTAC OE vEPD.

Protect from moisture; use dry equipment and check caking/flow. The source gives no numerical relative-humidity
or water-content limit.

References: [1]

Oeppokpacia / Temperature

H pakepikr pevBoAn triketal mepinov otouvg 34 °C [2]. Anoglyete vnepBEpuavon amnd AstotpiBnon kat Bepun
anoBrikevon. MNa 1o napdv SeAtio emAéyeTaL 5pooepdc eAEYXOUEVOC XWPOC €W 25 °C WG ouvTnNPENTLKS YETPOo: BEV
elval peTpnuévo 6pLo oTabepdTNTAC TNG KOVEWC.

Racemic menthol melts at approximately 34 °C [2]. Avoid frictional overheating and hot storage. A cool controlled
area no higher than 25 °C is selected here as a conservative handling condition, not a measured powder-stability
limit.

References: [11], [2]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetat anevbelag pH NG KOVEWC Kat bev ypeldleTal mpoabrkn o&€oc/Bdaoncg. Av vloBetnBel éAeyyog
LOATIKOU eKYLAlOHATOC, XpELAleTal XWPLOTH HEBODOC Kal TEKUNPLWUEVO dpLo.

Sikalias Greek Formulary | Reference documentation 2



compounding.gr | 10.0 | 2026-10-14

The powder has no directly defined pH; no acid/base is added. Any aqueous-extract test requires a separate
method and justified limit.

References: [1]

AAAeG aAAnAemiibpaoclg / Other interactions

H pevBoAn pmnopel va oxnuatioel EVTNKTIKE PiypoTa YE Kapgopd, BuudAn Kat GAAX cuoTaTIKG: e{val acOuBaTn e
0EeBWTIKA [2]. Mn ouvdudlete pe moddokovn BLUOANG 1} GAAN aPUAKODXO KOVL XWPI(G HEAETN.

Menthol can form eutectic mixtures with camphor, thymol and other substances and is incompatible with
oxidisers [2]. Do not combine with thymol foot powder or another medicated powder without assessment.

References: [2]

Ewbikd otolxeia ovotatikwyv / Ingredient-specific information

Anottel{tal pakeutki evBOAn katd RFE 0623, 6yt avtépatn avtikatdotaon pe AeBouevBOAn f éAato pévtacg. O
TAAKNG XpeldleTal papuakonowakr moldtnta Kot Tekunpiwon nmpoouel§ewy: yevikd MOTOMOINTIKO KAAALVTLKOD
npotévtog 6ev anodetkviel Tnv naptida [2,5].

Use racemic menthol meeting RFE 0623; do not automatically substitute levomenthol or peppermint oil. Talc
requires pharmacopoeial quality and impurity documentation; a generic cosmetic-product certificate does not
qualify the batch [2,5].

References: [1], [2], [5]

Mpootacia epyalopévwy / Staff protection

Zuylote/avapiETe e Tomkn anaywyr, yavtia Kol mpooTtacio 09BaAUWY. ATOQUYETE OXNUATIONS ELOTVEDCLUNG
oKévNG Kal KaBaplopd pe nemeouévo agpa. H NIOSH TEKUNPLWVEL TIVELIOVIKOUG KLwdOvouG amd emayyeEAUATIKA
ékBeon otov TAAKN [6].

Weigh/mix under local extraction with gloves and eye protection. Avoid respirable dust and compressed-air
cleaning. NIOSH documents pulmonary hazards from occupational talc exposure [6].

References: [2], [6]

EKTipnon kKivdéovovu / Risk assessment

KoOptot kivbuvol: etomvor] TAAKN, AavBaopévn MEPLEKTIKOTNTA, EQAPUOYH KOVTA aTn HOTh/UdTIor Kot Xprion o€
HKpd maudLd. H mnyr avtevdeikvuel Tn xprion o€ natdld KATW Twv 2 €Twv. H IARC tagopel Tov TdAkn wg Group
2A: auth n Tagwéunaon Kwdbvou dev anoteAel moooTikA MPSBAEYn Kapkivov yLa ouykekpLuévn Bpaxela xprion [4].
ATMOQUYETE YEVWNTIKA/MEPLVETKY EQapuoyr WG ToTkd HETPO MEPLOPLOPOD LN avayKaiog €ékBeanc.

Key risks are talc inhalation, wrong strength, application near nose/eyes and use in young children. The source
contraindicates use under 2 years. IARC classifies talc as Group 2A; hazard classification does not quantify cancer
risk for a particular short use [4]. Avoid genital/perineal application as a local measure against unnecessary
exposure.

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

ZuvOnkec mapaokevns / Compounding conditions

Mo teAkn pdloM g: pevBoAn 0,01 M g kat TAAKNG £wWGM g. EAéyETe aveEdpTnTa dekadikd/mocootiaia Bdon. Ztn
BewpnTikA mapTida 100 g avtiotolyovv 1 g uevbdAng kat 99 g TAAKN MPLY ATIWAELEG.

For final massM g: menthol 0.01 M g and talc toM g. Independently verify decimal and percentage basis. The
theoretical 100 g batch contains 1 g menthol and 99 g talc before losses.

References: [1], [3]

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

Tekpunpiwon BUD / BUD rationale

H ninyr 6{vel 3 HAVEG PE KAELOTO MEPLEKTN KoL TpooTacia and ewc/vypaaoia. Eeapuéletal To vwplitepo 89
NUEPWY/3 NUEPOAOYLAKWY UNVWY, METE amnd Tomkr vtoBéTnon PeBdEoL/MEPLEKTN KL TIPOYEVEDTEPWY AREEWVY.
MpooTtiBeTal cLVTNPENTLKH dpocepr PUAAEN €wG 25 °C Adyw TNG PAKEULKAG HEVOOANC [2]. Aev BpEOnKE TavTLOUEVN
HEAETN 1} aw: dev epapudleTal avtopata 180 Auepn yevikr dldpkela. Ekdotikr obuBacn: Ta unviaia épla TG
MNYAC MAPAUEVOLY NUEPOAOYLAKE: TO aPLBUNTLKO 6plo HeTATPOMAC elval 28 NUEPEC yLa évav PAva f 89 yla TPELG:
TUYOV XWPLOTA eTAEYEVO BpaxiTepo bpLo e§akoAovBel va vreployVeL. MPASKELTAL YL CUVTNPENTIKA LETATPOTH,
Ot avtoAeEel 6plo TnC MNyAG.

The source gives 3 months closed and protected from light/moisture. Use the earlier of 89 days/3 calendar
months after local adoption of method/container and earlier material expiries. Conservative cool storage no
higher than 25 °C is added because of racemic menthol [2]. No matched study or aw data were found; a generic
180-day period is not adopted. 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]

MpoanaitTobpeva / Prerequisites

Kauia obvBetn Bdon i dLaAvTikd péco. MEvo pakeplkh HEVOOAN Kot gappakomnouakds TdAknG. AlatnpAote
TLOTOMOLNTIKA Kat TavTédTNTA NMPopunBevTh avd naptida.

No compounded base or solvent is required. Use only racemic menthol and pharmacopoeial talc, with supplier
identity and certificates retained by lot.

References: [1], [2]

E€omAlopog / Equipment

Zuyég KaTtdAANANG akpiBeLag, Ltydlo/Omepog, ondtovAa Kat KATAAANAO Soxelo KOVEWY. O AVAULKTAPAG TPEMEL VO
Aettovpyel xwplc onuavTikh 6€puavan Kat va neplop(fel anwAELEC SpaaTikold/aokévnc.

Suitable accurate balance, mortar/pestle, spatula and powder container. Any mixer must avoid appreciable
heating and limit drug/powder losses.

References: [11], [2]

M£00o60¢ mapaokevnc / Compounding method

Koviomnolote TN paKeULKA HEVOOAN aTo Lydlo. EVOWPATWOTE TOV TAAKN MPo0deLTIKE Ue AstoTp(Bnon Kat
avddevon wote va SlaveunBel opoldpopea to 1 g 6pactikol. EAEYETe TEAKA HATa Kal amovoio opaTwyY
OLOOWHATWHETWY: OCUOKELAOTE AUECWG. Agv TPoBAENETAL TIPOOOAKN AAKOOANG.

Pulverise racemic menthol in the mortar. Progressively incorporate talc with trituration/mixing to distribute the 1 g
drug uniformly. Check final mass and absence of visible aggregates, then pack promptly. No alcohol addition is
specified.

References: [1]

Napatnpnoclg / Observations

To 6eAtio meplypd@el amOKAELOTIKA TN obvBeon 1 g/100 g. H YEWUETPLKE evowudTtwon elval mpakTikd HETPO
KQTAVOUAC TOU PLIKPOU OLOTATIKOU: 6EV avTIKaBLoTd aEloAdynon opolopopiag. H kévic Hev elval anootelpwévn
Kat 6ev nmpoopl{feTal yla TpaduaTa.

This sheet covers only the 1 g/100 g composition. Progressive geometric incorporation distributes the minor
ingredient but does not replace uniformity assessment. The powder is nonsterile and not intended for wounds.

References: [1], [3]
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MNeplékTNG KaL ovokevaoia / Container and packaging

Aoxelo enimaong mouv kAe{vel kaAd kat mpooTatelel and pwg/uypaoia. EMAEETE 0TOULO EAEYXOUEVNG POAG WOTE va
MNY dnuovpyeltal VEQOG. AEV TEKUNPLWVETAL CUYKEKPLUEVO LALKS MEPLEKTN amd TNV mNyH.

Use a tightly closable powder dispenser protecting from light/moisture. Choose a controlled-flow outlet to avoid
clouds. The source does not specify a particular container material.

References: [1]

MoloTikO¢ éAeyxoc / Quality control

EAeyxo¢ napTdwy Kat TauTtdTNTAC PAKEULKAG HEVOSANG, UTIOAOYLOUOU 1%, TEAKAC HATAC KAl OOLOYEVODC
EUQAVIONG/PONAG. ATOQUYETE €LoTVON YL EKTIMNGN 0OUNG. M0COTIKAG EAEYYOG OUOLOUOPPIOG KAl EAEYXOG
npoopelEewv xpeldlovtal KATAAANAEC HEBSBOLG: BeV EKTEAECTNKAV £6W.

Check lots and racemic identity,1% calculation, final mass and uniform appearance/flow. Do not inhale to assess
odour. Quantitative uniformity and impurity testing require suitable methods and were not performed here.

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

®0Aagn / Storage

KAgwotd, npootateupévo and eweg Kat vypaoia, o 5pocepd XWPOo £wg 25 °C wg nMPOoHeTO TOMKS PETPO.
Ano@UyeTte Bepud avtokivnTo A LYPS undvio. Makpld amd madLd.

Keep closed, protected from light/moisture, in a cool area no higher than 25 °C as an additional local precaution.
Avoid hot vehicles and humid bathrooms. Keep away from children.

References: [1], [2]

AwaOeon / Dispensing

Mikpr} moodtnTa ge Kabapd oTeyvd ABLKTO BEPUQ, E AMOPLYH TIPOCWTIOL/HOTNG, HATLWY, BAEVVOYOVWY Kal
elonvoriG. OxL o avolktd Tpaduata, AolpwEn f eEWBpwPATIKA SepuaTiTida. KATW TWy 2 £€TWY avTtevdeikvutal:
konon/yaAovyia petd and watpkry CUPBOLARA. AlakdyTe av eppavioTel epeBLOUOG. AvtevdelkvuTal o€
vnepevaloOnoia og onolodAMoTE CLOTATIKOS.

Apply a small amount to clean, dry intact skin, avoiding face/nose, eyes, mucosa and inhalation. Do not use on
open wounds, infection or exudative dermatitis. Contraindicated under 2 years; pregnancy/breastfeeding requires
medical advice. Stop if irritation occurs. Contraindicated in hypersensitivity to any ingredient.

References: [1]

EmioApavon / Labelling

PAKEMIKH MEN©OAH 1% m/m XE TAAKH - MONO AEPMATIKH XPHZH. Mnv swonvéete/katamnivete. Oyl og madLd
KETW TWY 2 €TWY, MANYEG | BAevvoydvoug. Obnyla: . Naptida/mapaokevi/xprion éwg: . KAewotd, dpoaepd,
npoataoia and ewc/uypacia.

RACEMIC MENTHOL 1% w/w IN TALC - CUTANEOUS USE ONLY. Do not inhale/swallow. Not for children under 2
years, wounds or mucosa. Directions: ___. Batch/prepared/use by: . Keep closed, cool, protected from
light/moisture.

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal wg eAANVIKY 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 koL mapanopnég / Sources and references

[1] AEMPS - Formulario Nacional: TALCO MENTOLADO (FN/2003/P0O/028)

2003 source code; current standalone PDF accessed 2026 | PDF pp.2-3, §83-12 and patient leaflet | Exact formula, process, finished
appearance, source dating and route-specific precautions. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_028.pdf
[2] AEMPS - FN/2003/PA/021: Mentol racémico

2003 source code; current standalone PDF | PDF p.2 §§3-10 | Racemic identity, approximately 34 °C melting point, solubility, eutectic
incompatibilities and avoidance of nasal/mucosal contact. | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_021.pdf
[3]1 AEMPS/BOE - Formulario Nacional, second edition, October 2019 update

October 2019 | Printed p.515 (PDF 529); patient leaflet p.517 (PDF 531) | Historical factual corroboration only: talco mentolado explicitly 1%,
menthol 1 g/talc to 100 g. No protected layout or prose reproduced. | 2026-10-14

https://www.boe.es/biblioteca_juridica/abrir_pdf.php?id=PUB-NT-2019-112
[4]1 IARC - Volume 136: evaluation of talc and acrylonitrile

5 July 2024 | pp.1-3, talc evaluation | Talc Group 2A hazard evaluation; separate from asbestos-containing talc. Hazard classification is not an
individual dose-risk estimate. | 2026-10-13

https://www.iarc.who.int/wp-content/uploads/2024/07/pr352_E.pdf
[5] FDA - Talc

Current page accessed 13 October 2026 | Asbestos: what it is and how to prevent its occurrence; testing summaries | Potential asbestos
contamination and importance of material selection/testing. Cosmetic surveillance does not validate a pharmaceutical batch. | 2026-10-13

https://www.fda.gov/cosmetics/cosmetic-ingredients/talc
[6] CDC/NIOSH - Talc, containing no asbestos and less than 1% quartz

Pocket Guide page accessed 13 October 2026 | Exposure routes, symptoms, target organs, prevention | Occupational respirable-dust hazard;
not NIOSH hazardous-drug classification. | 2026-10-13

https://www.cdc.gov/niosh/npg/npgd0584.html
[7]1 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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