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Boplk6 o&0 10% m/m o& AeuKA BadeAivn

Boric acid 10% w/w in white soft paraffin

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
Aevkn poAakn mapagivn (BaleAivn) g.s.ad 100 g

White soft paraffin (petrolatum)

MNeprypag@n okevaopatog / Preparation description

Aevkr, yoaAlotepr, Autapn kat doopn aAoter pe 100 mg Bopikol 0&€og avdg. To otePed BPAOTLKS
EVOWHaTWVETAL opoldpopea o Asukr BaleAlvn- dev npootiBeTaL vepd.

White, glossy, greasy, odourless ointment containing 100 mg boric acid per g. The solid drug is uniformly
incorporated into white soft paraffin; no water is added.

References: [1]

Apaon kat xpAon / Action and use

lotopikA enionun obvBECN AVTLONMTIKAG/MPOCTATEVTIKAC aAolPAG. H emAoyr TNG oAuepa analTel TEKUNPLWUEYVN
aTOMLKA aELoASYNGN 0PEAOUG-KLVOOVOU KOl EVOAAAKTIKWY, AdYW CLUOTNHUATLIKAG KAl avanapaywylkig TogkéTNTOG
Tou Boplov. Agv amoteAe( ouvrON MPWTN €MmAoyr yla avtobepaneia [2,5].

Historical official antiseptic/protective ointment. Present-day selection requires documented individual benefit-risk
and alternative-treatment review because of systemic and reproductive boron toxicity. It is not a routine first
choice for self-treatment [2,5].

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

Mpobiaypagéc / Specifications

NeptekTikdTNTA 10% M/mM, TEAKA ndla 100 g- BaleAivn 90 g étav dev vmdpxel anwAeLa. H inyr) oplCel AcukA
yuaAlotepr doopn alotery. EAeyxog opoldpopeng dlacmnopdg, xwpeilg atadntoldg KpLGTAAAOUG j CUCOWHATWHATA.
Agv dlvovTal 6pla pey€Boug owpaTLd{wv A MoGoTIKOL MPoadloplopoD.
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Strength 10% w/w, final mass 100 g; petrolatum 90 g before losses. The source specifies a white glossy odourless
ointment. Check uniform dispersion without palpable crystals or aggregates. Numerical particle-size and
finished-assay limits are not supplied.

References: [1]

®wg / Light

Mpootaoia and ewc pe adlagavég B&Zo ) cwAnvdpLo Kot KAELOTO TEPLEKTN. Agv opl(leTal emTPENOUEVOC XPOVOC
QWTOoEéKBEDNG.

Protect from light using an opaque jar or tube kept closed. No permissible light-exposure period is defined.

References: [1]

Aépac kKal o€eidbwon / Air and oxidation

KAelote apéowg HeTd KEBe AQun. Xpnotuonoltiote Kabapr ondTovAa, Xwpe(c enaveloaywyr LMOAE{(MHATOG: £TOL
neplopietat empdAvvon. Asv mpoBAEneTal adpavig atudopalpa.

Close promptly after withdrawal. Use a clean spatula and do not return removed material, limiting contamination.
No inert atmosphere is required.

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv ipooTtiBeTal vepd kat dev avTikaBioTatal n BadeAlvn pe LOATIKA KPEUA. AlATAPNON OTEYVWY OKELWY KoL
amopuyr €.0660v vepoL. Agv éxel peTtpnBel aw Tov TEALKOD POIGVTOC.

No water is added; do not replace petrolatum with an aqueous cream. Use dry equipment and prevent water
ingress. Finished-product aw has not been measured.

References: [1]

Yypaoia / Humidity

Aev lvetal apBunTiké 6pLo vypaciag xwpou. Alatnpe(te Tn okdVN KAELOTH KaL TA OKEVN OTEYVA- UN
Xpnotuomnote{te mpwtn OAN HE PN AVAUEVOUEVN OLOCWHATWON XWPIC EAEyYoO.

No room-humidity limit is supplied. Keep the powder closed and equipment dry; investigate unexpected
raw-material agglomeration before use.

References: [1]

Oeppokpacia / Temperature

®OAaEN kKaTw amnd 25 °C. H pébodoc slval pnyxaviki evowudtwon Kat 6ev anattel TAEN. AnogpldyeTe avBaipetn
B€puavaon, mov HeTABEAAEL TN peoloyia Kat purnopel va MPoKaAéoel avopolopopeio Katd Tnv Wogn.

Store below 25 °C. Preparation uses mechanical incorporation without a melting step. Avoid arbitrary heating that
changes rheology and may produce nonuniformity on cooling.

References: [1]

pH kaiL ovpBatoétnta / pH and compatibility

To pH 6ev opiCetat anevdelac otn pun LOATIKA aAoler). Mn 6{vete apOUNTIKS pH amnd tn dwaAvtdTnTa A 0ELTNTA
NG MPWTNG VANG: TLXOV EAEYYXOC eKXLA{OMaTOC XpeldleTal xwplotr HéBodo/dplo.

pH is not directly defined for this nonaqueous ointment. Do not infer a numerical pH from raw-material acidity;
any extract test requires a separate method and limit.

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions

Mnv npooBéTteTe AAAOLUG BPAOTIKOUG TapdyovTeG, dLAADTEG A LoXLPEG Bdoelg. H oupBatdTnTa TNG APXIKAG
o0vBeonG 6EV TEKUNPLWVEL OLVELAOPOVG. EAEyETE To SDS TNG 0KPLBOLG MPWTNG UANG [3].

Do not add other drugs, solvents or strong bases. The original composition does not establish compatibility of
combinations. Check the actual raw-material SDS [3].

References: [1], [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Boptkd 0E0 CAS 10043-35-3 anatte{tal QapuaKeLTIKA TotdtnTa. H Aeukr paAakn mapagivn eivatl To Atnapd
Oxnua. H tautdtnTd TNG MPoKOTMTEL and Tov mivaka ocOveeang, Tn HéBodo Kat To PUAAGSLO: Bev xpnatuomnoteiTal
YOAGKTWHa O/W.

Boric acid CAS 10043-35-3 requires pharmaceutical quality. White soft paraffin is the oleaginous vehicle,
established by the composition, method and leaflet; an O/W emulsion is not used.

References: [11], [3]

MpooTtacia epyalopévwy / Staff protection
Z0ywon okévng pe Tomkn anaywyr, yavtia, modld kat npootacia o@OaApwy. To Bopilkd 0§D £xeL avanapaywylkd
k{vbuvo- neplopiote elomvor] Kat eMPOALVON EMPAVELWY, LE dlaxelplon anmoBARTwWY Katd To SDS.

Weigh powder under local extraction with gloves, coat and eye protection. Boric acid has reproductive hazards;
minimise inhalation and surface contamination and follow the SDS for waste handling.

References: [3]

EKTipnon kKwvdéovovu / Risk assessment

Kd&Beg aAolprc meptéxel 100 mg Bopikol oE€oc, 6nAadr nepinov 17,5 mg otolyeltakol Bopiov Bdael cuvTeEAEDTH
0,175 [2]. H moodtnTta autr dev LoobTaL YE amoppodnuévn 66an. Xpeldletal aEloAdynon noodtnTtac, EKTOoNG,
akepatdTnTOoC 6€pUaTog, dldpkelag, NAkiag, vepplkg véoou Kat GAANG €kBeong. Oyt oe BAevvoydvoug,
TPaOPOTA, EYKOOUATA 1] HEYAAEC eTLQAVELEC.

Each g contains 100 mg boric acid, approximately 17.5 mg elemental boron using factor 0.175 [2]. This is not an
absorbed-dose estimate. Assess quantity, area, skin integrity, duration, age, renal disease and other exposure. Do
not use on mucosa, wounds, burns or large areas.

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

ZuvOnkec mapaockevng / Compounding conditions

Mpw and TNV MaPAoKeL TEKUNPLWOTE EVOELEN KOl EMLTPEMOMEYN em@AveLa/BLdpKeLa. Ma TEAKA ndlaM g: Bopikd
0E0 0,10 M g, BaleAivn ¢wcM g. Mnv LNEPBLOPOWVETE AMWAELEG HOVO HE dXNUQL.

Before preparation document indication and permitted area/duration. For final massM g: boric acid 0.10 M g,
petrolatum toM g. Do not compensate losses by adding vehicle alone.

References: [1]

Texkpnpiwon BUD / BUD rationale

H ninyrj 6{vel 3 urveg o€ KAELOTO MeEPLEKTN, MpooTacia and ewc, KATw and 25 °C. EmMAéyeTal avwTaATo 6pLo TO
vwpltePo 89 NUEPWY A 3 NUEPOAOYLAKWY KNVWVY, LTO TOTILKHA LIOBETNON aKPLBOVG cOVOeoNG/MEPLEKTN/EAEYX WY KL
npoyevéotepn AEN LALKWVY. Agv evTOM{OTNKE TAVTLOUEVN HEAETN oTaBEPSTNTAC ) HETPNUEVO aw- BEV TPAKELTAL
Yyl epyoatnplakn emkopwaon. Ekdotikr obupaaon: ta pnviaia épla Ttng MNYAG MApaAPEVOUY NUEPOAOYLOKA: TO
apBuNTKS dpLo petatponig elval 28 NnUéEpeC yia évav pAva f 89 yla TPeLG: TuXOV XWPLoTA emAEyUEVO Bpax0TEPO
6pLo eEakorovbel va umeploydeL. Mpodkettal yia cuvTnPENTKA LeTaTpomnr, OxL avToAegel 6pLo TNG MNYAG.
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The source gives 3 months closed, protected from light, below 25 °C. Use the earlier of 89 days or 3 calendar
months as a reference ceiling, conditional on local adoption of the exact formula/container/controls and earlier
material expiry. No matched stability study or measured aw was identified; this is not laboratory validation.
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]

Mpoamairtovpeva / Prerequisites

Kapuia gbvBetn Bdon. Xpnaotpomnotobvtotl Boptké 0ED Kat AeLKH HOAAKH Tapa@ivn pe EAEYPEVN TALTOTNTA KOL
rmoTonolnNTikd. Agv anatte{tal povoypaeia pn Lovikod YaAAKTWUATOG.

No compounded base dependency. Use identified, certified boric acid and white soft paraffin. A nonionic emulsion
monograph is not required.

References: [1]

EEomAlonog / Equipment

Zuyo¢, tydilo/Omepoc, ondTouvAa, MAAKA AAOLPWVY 1] KATAAANAOG QVAULKTAPAC, MEPLEKTNG ouokevaalag. O
€EOTALOMOC IPETEL VAl EMLTPEMEL AETTTH opoldpopen dlacmopd xwplg emudAvvon.

Balance, mortar/pestle, spatula, ointment slab or suitable mixer, and dispensing container. Equipment must
enable fine uniform dispersion without contamination.

References: [1]

M£0060¢ mapaokevng / Compounding method

Koviomnotjote to Boptkd 0€0. EvowuatwoTe 1o otn BaleAlvn pe mpoodeuTikn mpoodrikn Kat Aetotpi{Bnon péxptL
opolpopenG dlaamopds. EAEyETe TeAK pdla/opoloyévela Kat cuoKevdoTe. Agv mpooTiBeTaL dLlaAlTNG olTE
epapuéletal Bepuikn anoote{pwon.

Pulverise boric acid. Incorporate into petrolatum progressively with trituration until uniformly dispersed. Verify
final mass/uniformity and pack. No solvent addition or thermal sterilisation is specified.

References: [1]

Napatnpnoclg / Observations

H woTtoptkr avagopd os ekbopéc Hev vmeployxlel TNG PNTAC MPOoPOAAENG TNG (Blag mNYAC yla anoguyn
TpoavpaTiopévou dépuatoc. H abyypovn aEloAdynon Boplov amaitel éAeyyo mpwv amnd KAWL xprion, xweig
en{kAnon yevikAg eAANVIKAG amaydpevong [5].

Historical mention of excoriations does not override the same source’s explicit restriction against broken skin.
Modern boron appraisal requires review before clinical use, without asserting a general Greek prohibition [5].

References: [1], [5]

MNeplékTnNG KaL ovokevaoia / Container and packaging

ABLa@avéc KaAd KAeLopévo BaZo f cwAnvdplo KatdAAnAo ya Atmapr aAolgr. KataypdyTte tomo nepléktn/maptida.
ZwAnvdplo neplopiCet emavaiappavépevn dueon enaer, Xwpig avtd va anodetkviel napdtacn BUD.

Opaque tightly closed jar or tube suitable for an oleaginous ointment. Record container type/lot. A tube limits
repeated direct contact but does not establish longer dating.

References: [1]
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MowoTikOG éAeyxoG / Quality control

Tavtonolnon/motonolnTikd, aveEdpTNTOC LITOAOYLONAC 10%, TEAKH HAla, EUPAVLON, OUOLOPOPON KATAVOUA KOl
anovaia TpaxdTNTAG. EAEYX0G KAELOIHATOG/ETIKETAG. AV £XEL EKTEAEOTE( MOOOTIKOG i UKPORBLOAOYLKEG EAEYXOG
otnv napoloa epyaaia.

Check identity/certificates, independent 10% calculation, final mass, appearance, uniform distribution and
absence of grittiness; check closure/label. No assay or microbial test was performed in this work.

References: [1]

®0AaEn / Storage

Kdtw amné 25 °C, KaAd KAELOTO, TPOOTATELHEVO aTd PWG. OxL KovTd o€ Tinyéc BepudTnTag. POAAEN XWPELOTA aTd
néolua mpoldvTa Kal Jakpld amnd noldid.

Below 25 °C, tightly closed, protected from light and away from heat. Store separately from oral products and out
of children’s reach.

References: [1]

AwaOeon / Dispensing

Mévo petd and agloAdynon acBevolg- n Ny anokAelel madld KATwW Twy 3 €TWY, AAAG avTd Bev eyKpivel
auTépaTa XprAon o€ HeyaADTepa adLd. Konon/yaAovyia amattolv tatpikh kpion. Mpoegldonotiote 4TL
vmoAe{upaTa mopaeivng o€ vEAoPATA aLEAVOLY K{VBLYVO EYKADUATOC: ano@uyr Kanviopatoc/eAdyac [4].
AvTevdeikvuTtal og vmepevalabnaola o€ omMoOLOGATOTE CUCTATLKO.

Supply only after patient assessment. The source excludes children under 3, which does not automatically clear
older children. Pregnancy/breastfeeding requires medical review. Explain that paraffin residue on fabrics
increases burn risk; avoid smoking/open flames [4]. Contraindicated in hypersensitivity to any ingredient.

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

Enmionpavon / Labelling

BOPIKO OZY 10% m/m - AEPMATIKH XPHZH. Mnv katamnivete. OxtL oe TANYEG, BAEVWOYOVOUC ) HEYAAEG ETILQAVELEG.
Meploxri/oldpkela: . Maptida: . Napaokevh/xprion €wg: . K&dtw and 25 °C, kAelotd, npootacia and euwg.
Makptd amnd natdld kat pAdya.

BORIC ACID 10% w/w - CUTANEOUS USE. Do not swallow. No wounds, mucosa or large areas. Area/duration: __.
Batch: __ . Prepared/use by: . Below 25 °C, closed, protect from light. Keep away from children and flames.

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel 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 CLUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD sival n évapEn tng napaokevic. EpapudleTal To CLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLlaG HETA TO dvotypa. Ta éplta USP eival texvikd mAaiolo 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.
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Mnyéc koL mapanopunég / Sources and references

[1] AEMPS - Formulario Nacional: VASELINA BORICADA (FN/2003/P0O/030)

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_030.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, 85 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] MHRA - Emollients: risk of severe and fatal burns

18 December 2018 | Advice for healthcare professionals and patients | Fire risk from paraffin-containing residues on clothing, bedding and
dressings. | 2026-10-13

https://www.gov.uk/drug-safety-update/emollients-new-information-about-risk-of-severe-and-fatal-burns-with-paraffin-containing-and-paraffin
-free-emollients

[5] 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/

[6] 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
[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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