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Mobddéokovn BopLlko 0E£0G/TaAVVIKOD 0E£0G E OLUOAN

Boric acid/tannic acid foot powder with thymol

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

Boptkd oE0 1049
Boric acid

Tavvikd 0E0 59
Tannic acid

BapO¢ kaoAivng 15¢

Heavy kaolin

OEe{6lo yevdapyLpou 209
Zinc oxide

OUuUOAN 1g
Thymol

AlOavéAn 96% 1mL

Ethanol 96%

TA&AKNG g.s.ad 100 g
Talc

Meplypa@n okevaopatog / Preparation description

Mmel 6epPaTIKA KOVLC e ATiia oopr] BudAng. Avd 100 g meptéxel Bopikd 10 g, Tavvikd 5 g, kaoAivn 15 g, ZnO 20
g Kot BupdéAn 1 g, pe 1 mL aBavOéAng 96% Kot TAAKN €wg TeAKr péala.

Beige cutaneous powder with a slight thymol odour. Per 100 g it contains boric acid 10 g, tannic acid 5 g, kaolin
15 g, Zn0O 20 g and thymol 1 g, with 1 mL ethanol 96% and talc to final mass.

References: [1]
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Apaon kai xpAon / Action and use

H nnyr} avagépel meApatiaio unepdpwaoia. MPAOKELTAL YLO OCUYKEKPLUEVN LOTOPLKEA ATOPPOPNTLKA/COTUTITIKN
obvBean, éxL Tekunpiwaon nmpwtng emAoyric r Bepansiag pukntiaong. H emAoyr anattel obyypovn aEloAdynon
Bopiov, akepatdTNTAG dEPUATOC KAl EVOAAAKTIKWY [2,8].

The source indication is plantar hyperhidrosis. This is a defined historical absorbent/astringent formula, not
evidence of first-line status or treatment of fungal infection. Selection requires current boron, skin-integrity and
alternative-treatment appraisal [2,8].

References: [11], [2], [8]

Mpobiaypagéc / Specifications

TeAkn pala 100 g, opotdpopen unel okévn xwPI(G opaTEG LYPEC TIEPLOXEG ] CLOCWHATWHATA. Boptkd 10% Kat
BuuOAN 1% m/m. Agv divovtal anodektd dpla cwuaTdiwy, vypaociag f LIOAEUPATIKAG alBavdAng: onTikég
EAEYXOC BEV amodeLlkVOEL opolopop@ia MEPLEKTIKOTNTOG.

Final mass 100 g; uniform beige powder without visible wet pockets or aggregates. Boric acid 10% and thymol 1%
w/w. Particle size, moisture and residual ethanol limits are not supplied; visual inspection does not prove content
uniformity.

References: [1]

®wg / Light

Mpootaoia and ewe Kat BepudTnTa Katd To QUAAGSLO TNC MNYAG. MPOTIUACTE KAELOTO QWTOMPOCTATEVTLKS
doyelo pe 6ldtagn eAeyxduevng eninaong.

The source leaflet requires protection from light and heat. Use a closed light-protective container with controlled
powder dispensing.

References: [1]

Aépac kKal oeidbwon / Air and oxidation

KAglveTe HETA TN XPAON YO MEPLOPLOPO AMWAELXG TTTNTLKWY Kal Slacmopdc okévng. Aev mpoBAENeTAl AEPLOUOC yia
egdTuon aBaviéAng- anogeldysTal onolodrnote avbaipeto oTddL0 EApavong.

Close after use to limit volatile loss and airborne powder. The source does not prescribe airing to evaporate
ethanol; do not introduce an arbitrary drying stage.

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv nmpooTiBeTal XWPLoTA vEPS, OAAA N atBavdAn 96% nepléxel vepd. H alvBean dev yapaktnp(leTal LETPNUEVT
avudpn A XapnAoL aw. Yypd okeldn A vwnd MEAQATA Unopoly va 06Ny oouvy o€ GUCCWHAETWON.

No separate water is added, but ethanol 96% contains water. The formula is not demonstrated anhydrous or
low-aw. Wet equipment or damp feet can cause agglomeration.

References: [1]

Yypaoia / Humidity

H nnyr} anoattel mpootaoia and vypaoia. Kpatriote Ta Soxela KAELOTA Kal Ta oKEON OTEYVA. EAéyETE
porj/ovcowudTwon mpLv and dldbson: dev vtdpxel aplOUNTIKS dpLo LYPACIaG TEALKOD TMPOIOVTOG.

The source requires moisture protection. Keep containers closed and equipment dry. Check flow/caking before
release; there is no numerical finished-moisture limit.

References: [1]
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Osppokpacia / Temperature

®OA0EN K&TW amd 30 °C. MNapaokev xwWpic Bépuavan: N BUPOAN SLaADeTAL 0TN OLYKEKPLEVN TToogdTNTA
aBavéAnG. AMoUaKkpOVETE INYEC avadPAEENC oTo oTddlo Xpriong tng aBavoAing [5].

Store below 30 °C. Prepare without heating, dissolving thymol in the specified ethanol. Remove ignition sources
during ethanol handling [5].

References: [1], [5]

pH kaiL cupBatoéoTnta / pH and compatibility

Agv vndpyxel dueon mpodlaypaer pH ENpric kGvewc. Tavvlkd kat Boptkd oD dev GikatoAoyolv aptdunTiké pH
Xwp(c oplopévn vdatikr dlaomopd. Mnv PocbéTeTE €EO0LOETEPWTIKS 1| PUOULOTLKO.

No direct pH specification exists for the powder. Tannic and boric acids do not define a numerical pH without a
specified aqueous dispersion. Do not add neutraliser or buffer.

References: [1]

AAAec aAAnAemidpaoslg / Other interactions

H BuudAn elvatl aoOPBaTN HE HEVOOAN, KOPPOPA, AAKAALA KoL 0EELBWTLKA [4]. Mnv cuvdvalete pe pevBoAolyo
TdAKn oto (dlo doyelo. H atBavdAn eival eDPAEKTOG SLAADTNG KATA TNV MOPAOKELH, dXL AUTOUETWG
XOPAKTNPLOUOG TOL TEALKOL piyuaTog [5].

Thymol is incompatible with menthol, camphor, alkalis and oxidisers [4]. Do not mix with mentholated talc in the
same container. Ethanol is a flammable manufacturing solvent; this does not automatically classify the finished
mixture [5].

References: [4], [5]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

O kaoAivng mpémnel va eivat Bapog, onwe opilet n nnyr. ®apuakomouakdc TAAKNG YE TekUnplwan eAéyyou
OPUKTWVY MPOCKEEEWY: KAAALVTIKA/Blopnxavikh motdtnTta dev apkel. H FDA TeKuNpLwveL Tn duvatdTnTa
emuoéAvvong TdAkn pe apliovto, éxL KataAAnAdtnta TG napodoag naptidag [7].

Use heavy kaolin as specified. Require pharmacopoeial talc with documented mineral-impurity controls;
cosmetic/industrial grade is insufficient. FDA documents possible asbestos contamination of talc, not suitability of
this batch [7].

References: [11], [7]

Mpootacia epyalopévwy / Staff protection

Tomkn anaywyrn Katd J0ylwon Kot avduign, yavtia, modid kot mpootacio opBaAUwy. Anopuyr] dnulovpylag véeoug
oKOVNG: KABaPLOUAC e HéBoBo mov Hev emavalwpel Ta oteped. EAEyETe SDS Boptkol, BudANG Kat atBavdAng
[3,5,10].

Use local extraction for weighing/mixing, gloves, coat and eye protection. Avoid dust clouds and clean without
resuspending solids. Check boric acid, thymol and ethanol SDSs [3,5,10].

References: [3], [5], [10]

EKTipnon kKivéovovu / Risk assessment

H npdoAnyn okévng Kat n epappoyr o€ TpaLPaTIoPéva TEARaTA elval Kplalpot k{ivbuvol. KaBeg neptéxel 100 mg
BopikoL o€éoc=17,5 mg B, 6xL anoppoenuévn 6éaon [2]. AEloAoyriote mogdétnta/nuépa, 6épua, dldpkela, NALkia
kot konon. H IARC tagwopel Tov TdAKn wg mBavwg Kapkwoydvo Group 2A- avtd npoodlopiCet kivduvo ovoiag Kat
dev noooTikomolel Tov K{vbuvo TNG ouykeKpLEvnG Xpriong [6].
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Powder inhalation and application to damaged soles are critical risks. Each g contains 100 mg boric acid=17.5 mg
B, not absorbed dose [2]. Assess daily quantity, skin condition, duration, age and pregnancy. IARC classifies talc
as probably carcinogenic, Group 2A; this identifies a substance hazard without quantifying risk from this use [6].

References: [1], [2], [6]

Zuvonkec mapaockevnG / Compounding conditions

Zuylote KGBe oteped YwploTtd. To dBpolopa Twv TEVTE KABOoPLOPEVWY OTEPEWVY £{val 51 g. To g.s. TAAKN agopd
100 g TeALKOU TIPOIOVTOC UE TNV TIPOOTIBEUEVN alBavoAn: 6ev kaTtaywplletal avbaipeta 49 g TAAKN. TEKUNPLWOTE
LooC0yLo HATaG Kal MPAyHATIKA MooOTNTA OXAHATOG.

Weigh each solid separately. The five specified solids total 51 g. Talc g.s. refers to 100 g final product including
added ethanol; do not automatically enter 49 g talc. Document mass balance and actual vehicle quantity.

References: [1]

Tekpunpiwon BUD / BUD rationale

H nnyn opiet 3 pAveg, npootacia and vypacia, kKdtw and 30 °C. Avagopd: vwpitepo 89 nuepwv/3
NUEPOAOYLOKWY UNVWVY LTIE akPLBr] oOvBean, KaTAAANAN cuokevaaia Katl Tomkr €ykpLan eAEYXWY. Agv
evtoni{oTtnke TavTiopévn HeEAETN, HéTpnon aw 1 Tekunpiwon mAfpoug eEdtuong atBavéAng. Asv voBeTelTal
auTéuaTa YeVikd 180 rjuepo oTePEWY. YieploxVeL Tux6v cuvtopdTEPN AREN TIPWTNG VANG | TEKKUNPLWHEVO dpLo
METAE TO dvolypa. EkdoTtikA obuBaon: ta unviaio dpla TG MNYAG MAPAUEVOLY NUEPOAOYLOKE: TO aplBUNTIKS épLo
peTatpomnig elvat 28 nuépeg yia €vav pAva 1§ 89 yla TPELG: TuXOV XwPLoTd eAeyuévo Bpax0TEPO 6pLo
egakoAovBel va vneployveL. MpdkeLtal yla ouvtnENTIKA HETATPOTH, 6)XL avToAeEel 6pLlo TNG MNYNAG.

The source gives 3 months protected from moisture below 30 °C. Reference ceiling: earlier of 89 days/3 calendar
months, conditional on exact formula, suitable package and locally approved controls. No matched study, aw
measurement or evidence of complete ethanol evaporation was found. A general 180-day solid limit is not
automatically adopted. Any earlier raw-material expiry or documented in-use limit 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: [1]

Mpoamaittovpeva / Prerequisites

Kaula obvBetn Bdon. Mpwteg VAEG KaTd TIg TOLTOTNTEG TNG MNYHG: BopLkd, Tavvikd, Baplg kaoAlvng, ZnO,
BLPOAN, aAlBavOAn 96% Kol TAAKNG. Mn peTaTpéneTte Tn BuUdAn os alBéplo éAato BupapLol.

No compounded-base dependency. Use source-specified boric acid, tannic acid, heavy kaolin, ZnO, thymol,
ethanol 96% and talc. Do not replace thymol with thyme essential oil.

References: [1]

EEomAlonog / Equipment

Zuyog, tydilo/Omepoc | KATAAANAOG aVAULKTAPAC KOVEWY, HECO PéTpnong 1 mL atBavdAng, Hikpd kKAELoTo boyelo
dldAvong BupdANnc kat doyelo eninmaoncg. Epyacia o anaywyr HE EAEYX0 TNYWY AvAPAEENC.

Balance, mortar/pestle or suitable powder blender, device for 1 mL ethanol, small closable thymol-dissolution
vessel and powder dispenser. Work under extraction with ignition-source control.

References: [1], [5], [10]
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M£00b0¢ mapaokevng / Compounding method

AvauiEte Tavvikd, Boptkd, kaoAivn, ZnO Kol TNV UTIOAOYLOUEVN TTOCOTNTA TAAKN LEXPL OUOLOHOPPOL UiyHaTOG.
AloA0oTe 1 g BUHOANG oe 1 ML atBavdAng 96%. EvowpatwoTte oTtadlakd ato piypa kdvewv pe opoyevomnoinan.
EAéyETe TNV TEAKA Hdla 100 g Kal TNV opoloyévela. Agv mpoBAEéneTal eEATULoN, Bépuavan | agaipeon
atBavoAng.

Mix tannic acid, boric acid, kaolin, ZnO and calculated talc uniformly. Dissolve 1 g thymol in 1 mL ethanol 96%.
Gradually incorporate into the powder blend and homogenise. Verify 100 g final mass and uniformity.
Evaporation, heating or ethanol removal is not prescribed.

References: [1]

Napatnpnioelg / Observations

H napovoia avTloNmTIKWY CLOTATIKWY dev KABLOTA TNV KéVL oTelpa 00TE TEKUNPLWVEL Bepamneia AolpwEng. H
OLYKEKPLEVN BUUOAN 1% Bev eELoWveTal ue GAAN Modbaokovn. Kataypdyte Tuxév acuvhAdn XpWHUaTIOUS A LYPOUG
oBWAoLC YL dlepedvnon.

Antiseptic ingredients do not make the powder sterile or establish treatment of infection. This 1% thymol
preparation is not interchangeable with another foot powder. Investigate unusual colour or wet lumps.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging

Aoxeio enimaonc mov KAe{vel KaAd Kat mpooTatevel and vypacio/ewc. H omr Slavounc npénet va eplopilel tTn
dlaomopd vépoug. Kataypdyte LALKS mepléKTN: N Ny dev poablop(Cel MoALUEPEC 1) YLQAL.

Use a tightly closable powder dispenser protecting from moisture/light. The outlet should limit aerosolised clouds.
Record material; the source specifies no particular polymer or glass.

References: [1]

MowoTikO6G éAeyxoG / Quality control

EAeyxog tavtéTnTOg/mocoTATWY, Bapd kaoAivn, at®avoAn 96%, TeAKH H&Ca, OLOLOPOPPO UMET XPWHA Kal
anovaia LYPWY CLOCWHATWHATWY. TeKPUNPLWPEVN Sladikaaia avdutEng yia opotopopeia. EAeyyxol mpoouei§ewy
TdAKn Baol{Covtal og MOTOMOLNTIKE/KATAAANAN SOk, OXL EnedvLan.

Check identity/amounts, heavy kaolin, ethanol 96%, final mass, uniform beige colour and absence of wet
aggregates. Document mixing for uniformity. Talc impurity control requires certification/suitable testing, not
visual inspection.

References: [1], [7]

®0Aain / Storage

KAeLot0, Enpd, mpootateupévo amnd ewe Kal KATw amnd 30 °C. OxL og vypd XWPO Undviov. AmoelyeTe npdoBaon
TodLWY Kal QUAaEN pe polévta TPoP{pwy.

Keep closed and dry, protected from light, below 30 °C. Avoid humid bathroom storage; keep away from children
and food products.

References: [1]

A1aOeon / Dispensing

Mdévo yla dikpr emavela dBLkTou meApaTiaiov déppatog, HeTA and aEloAdynon. OxL KATW Twv 3 ETWY KATd TNV
mnNyn, o0Te aLTOPATN £YKPLON YLO LEYAADTEPQ TIALOLE. ATTOQLYH HATLWY, BAEVWOYOVWY, TANYWY, EYKAVUETWY Kol

elonvorig. Konon/yaAouvyia amattolv tatpikh aEloAdynon: OxL o€ naoTtolG. AvtevdelkvuTal og vrepevalodnaoia o€

OTIOLOBATIOTE CUOTATIKG.
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For a small area of intact plantar skin only after assessment. The source excludes children under 3 years without
automatically clearing older children. Avoid eyes, mucosa, wounds, burns and inhalation.
Pregnancy/breastfeeding requires medical review; do not apply to breasts. Contraindicated in hypersensitivity to
any ingredient.

References: [11], [2], [8]

Enmwonpavon / Labelling

MOAOZKONH - MONO ZTA NEAMATA. Meptéxel Boptkd oED 10% kat BUPOAN 1%. Mnv elonvéete/Katamnivete. Oyt oe
nMANYEG 1§ BAevvoydvoug. Moadtnta/didpkela: _ . Maptida/mapackevn/xprion €éwg: . KAewoTtd, §npd, K&ATw amnd
30 °C. Makptd amné matdid.

FOOT POWDER - SOLES ONLY. Contains boric acid 10% and thymol 1%. Do not inhale/swallow. No wounds or
mucosa. Quantity/duration: ___. Batch/prepared/use by: . Keep closed, dry, below 30 °C, away from children.

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBean, ta
TPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD sival n évapEn tng napaokevic. Epapudletal To cLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLaG HETA TO dvotypa. Ta éplta USP eival texvikd mAaiowo kot dev
napovoldfovtal 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 mapanopunég / Sources and references

[1] AEMPS - Formulario Nacional: POLVOS PEDICOS (FN/2006/P0O/040)

2006 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_2006_po_040.pdf
[2] EMA - Questions and answers on boric acid and borates used as excipients, Rev.1

Adopted 11 November 2021; published 26 July 2022 | pp.3-6; §3, §5 and conversion annex | Boron toxicity, age-related exposure warnings
and conversion factors. Excipient guidance informs safety appraisal; not authorisation of these boron-active preparations. | 2026-10-13

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-boric-acid-and-borates-used-excipients-medicinal-prod
ucts-human-use-revl_en.pdf

[3] ILO/WHO - ICSC 0991: Boric acid

April 2014 | Prevention; chemical dangers; exposure effects | CAS 10043-35-3; occupational dust and reproductive hazards; raw-material
precautions. | 2026-10-13

https://www.inchem.org/documents/icsc/icsc/eics0991.htm
[4] AEMPS - FN/2003/PA/037: Timol

2003 source code; current standalone PDF | PDF p.2 §§3-10 | Thymol solubility, ingestion hazard and incompatibilities; does not establish
efficacy or BUD of the powder. | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_037.pdf
[5] CDC/NIOSH - Ethyl alcohol

Pocket Guide page reviewed 30 October 2019 | Physical properties; flammability; incompatibilities | Ethanol raw solvent hazard; not a
measured classification of the finished powder. | 2026-10-13

https://www.cdc.gov/niosh/npg/npgd0262.html
[6] 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

Sikalias Greek Formulary | Reference documentation 6



T A compounding.gr | 10.0 | 2026-10-14

https://www.iarc.who.int/wp-content/uploads/2024/07/pr352_E.pdf
[7] 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
[8] ABDA/AMK - Bedenkliche Rezepturarzneimittel, Stand Juni 2025

1 July 2025 | Recommendations; table entry Borsaure sowie deren Ester und Salze | Primary professional safety position: benefit-risk concerns
and boron thresholds. German context, not Greek law and not a globally binding ban. | 2026-10-13

https://www.abda.de/aktuelles-und-presse/pressemitteilungen/detail/27-25-information-der-institutionen-und-behoerden-amk-bedenkliche-re
zepturarzneimittel-stand-juni-2025/

[9] Medsafe - Boron-containing excipients and fertility concerns, MARC 186

10 June 2021 | pp.4-6, 14-18 | Regulatory evidence review and absorption uncertainty; its quoted 2017 warning wording is superseded by
EMA Rev.1. | 2026-10-13

https://www.medsafe.govt.nz/committees/marc/reports/186-3.2.1-Boron.pdf
[10] 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
[11] 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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