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ALGAVHA CTOMOATIKWY MADCEWVY ME BoOpaka 1% m/V

Borax 1% w/v mouth-rinse solution

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 mL teAtkoU mpoidvtog /100 mL final product

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

FAUKEPGAN 109
Glycerol
0&wo avBpakikd vaTpLo 1g

Sodium hydrogen carbonate

Bdpakag (6ekaddpLkd TeETPABOPLKS dLvdTpLo) 1lg
Borax (disodium tetraborate decahydrate)

ABépLo €Aato pEVTaG TMEPLIBOUG 0.05 mL
Peppermint essential oil

KekaBapuévo 08w g.s. ad 100 mL
Purified water

MNeprypag@n okevaopatog / Preparation description

AXpwHO Blavyég dLdAvpa TOMKAG OTOHATOQAPLYYLKAG Xpriong He 10 mg/mL 6ekaddpikol Bopaka. MepLéyel
YALKEPOAN 10 g/100 mL, dittavOpakikd 1 g/100 mL kat €Aato pévtag 0,05 mL/100 mL. Agv ei{vat néopo dStdAvpa.

Colourless clear local oromucosal solution containing 10 mg/mL borax decahydrate, glycerol 10 g/100 mL,
bicarbonate 1 g/100 mL and peppermint oil 0.05 mL/100 mL. It is not an oral-ingestion preparation.

References: [1]

Apaon kaL xpAon / Action and use

H woTtoplkA mNyr To MpoTe{veEl WG OTOMATIKG avTLoNmTLKS Yl deBec/otopatitida. H xprion oe ndoyxovta
BAgvvoydvo kat n meavdTNTA KATEMOONG amnaLtTodv anuepvr KAWLIKH agLloAdynon Bopiov Kal EVAAAAKTIKWY. Agv
npoTe(veTal WC avTOUATN EMAOYH KABNUEPWYAG OTOPATIKAG LYLEWAC [2,5].

The historical source proposes an oral antiseptic for aphthae/stomatitis. Diseased-mucosa exposure and possible
swallowing require current boron risk and alternative-treatment assessment. It is not proposed as an automatic
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choice for daily oral hygiene [2,5].

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

Mpodiaypagéc / Specifications

TeAlkég Oykog 100 mL: meplekTikdTNTA BOpaka 1% m/V, éxL 1% otolxelakd Boplo. H mnyn anattel dxpwuo
dlavyég dlaAvpa. Agv oplCel pH, assay, HéyeOog 6oooueTPIKOD AYKOUL 1] ULKpoBLoAOYLKH Tpodlaypapr. ®daon
eAalov/BoAepdTnTa anattel diepedvnon, OxL avBai{peTO YOAXKTWHLATOMOLNTH.

Final volume 100 mL; borax 1% w/v, not 1% elemental boron. The source requires a colourless clear solution. No
pH, assay, rinse-volume or microbial limits are given. Oil separation/haze requires investigation, not an
improvised emulsifier.

References: [1]

®wg / Light

Yuokevaola o€ KEXPLUMAPEVLO TEPLEKTN. KpATAOTE MPOOTATEVHEVO aTd £VTOVO PWG KAl KAELOTS WOTE va
dlatnpeital n mpoBAenduevn napovoia Tov MTNTIKOL €Aaiov.

Use an amber container. Protect from strong light and keep closed to maintain the intended volatile-oil
component.

References: [1]

Aépac kat o€eidbwaon / Air and oxidation

Neplopiote TOV Xpdvo avolkTol LaAldiov kat Tnv évtovn aeponoinon katd avddevon. To oelTd KAslolO
neplop(let anwAela eAaiov/vepol Kat eMUEALYON: BEV TEKUNPLWVETAL avdyKn adpavolds agpiov.

Limit open-bottle time and excessive aeration during mixing. Tight closure limits oil/water loss and contamination;
no inert gas is specified.

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

To vepd elval To KOpLo dxNua Kal pEmnel va elval kekaBappévo. Mnv xpnotpotole(te vepd Bpldong f mpoobéTeTe
vepd oto doyxelo xpriong. To dldAvpa 6ev €Xel TEKUNPLWHEVO aw 1 amoTEAEoU SoKlao{aG AMOTEAEOUATIKOTNTAG

ouvvtipnong.

Purified water is the principal vehicle. Do not use tap water or top up the in-use bottle with water. No measured
aw or antimicrobial effectiveness result is established.

References: [1]

Yypaoia / Humidity

Alatnpeite Tov Bépaka 0To apxLlkd KA KAeLoTd Soxelo: elvat €vudpo, eEavBoluevo dAaG. Mnv unokaBLloTdTe
&vudpo TeTPAPBOPLKS VATPLO PE TNV (Bl pdla. Aev dlveTal edikd dpLo oxeTIKAG vypaciag epyaotnpiov.

Keep borax in its tightly closed original container: it is an efflorescent hydrated salt. Do not substitute anhydrous
sodium tetraborate mass-for-mass. No special room-humidity limit is given.

References: [1], [3], [4]

Oeppokpacia / Temperature

®OAEN K&Tw amd 30 °C. H pébodoc mpoPAénel pétpla avddevon, xwplc Bpaoud. Mnv BepuaiveTe yla
eEavaykaouévn Stadyaon tou eAaiou A yla TaxVtepn dldAvon xwpl(c TeEKUNPLWUEVN dladikaoia.

Store below 30 °C. The method uses moderate stirring without boiling. Do not heat to force oil clarity or accelerate
dissolution without a documented process.
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References: [1]

pH kai oupBatotnta / pH and compatibility

Agv kaBopiZetal TeAkS pH. Bépakag Kat SLTTAvOPaKLkS emnNPedlouv TNV AAKAALKOTNTA, AAAG BEV EMLTPEMOLY
apBuNTKA MPORAEYN w¢ mpodiaypaer]. Kataypdyte pH epdoov epapudletal Tomkr uéBodog: pnv npoobétete
0EV/Bdon yLa pun TeEKPUNPLWHUEVO aTdyo.

No final pH is specified. Borax and bicarbonate affect alkalinity but do not justify a predicted numerical release
limit. Record pH under a local method if used; do not add acid/base to meet an unsupported target.

References: [1], [3]

AAAeG aAAnAembpaoclg / Other interactions

Mnv avapLlyvVOETE e AAAA OTOUOTIKA SlaAlpaTa, oféa | dAaTta HETAAAWY. H oOvBeon elval CUYKEKPLUEVN: YEVIKEC
AoLPRATOHTNTEG MPWTNG DANG HeV BLkaloAoyolv agaipean Tou TPOPRAETOPEVOL BLTTAVOPAKLKOD | aAAayr
ouvtayric xwplc peAéTN.

Do not mix with other mouthwashes, acids or metal salts. This is a defined composition; general raw-material
incompatibility lists do not justify removing its prescribed bicarbonate or changing the formula without
assessment.

References: [11], [4]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

O Bépakag eivat Na2B407-10 H20, CAS 1303-96-4 [3,4]. Me guvteAeoth 0,113 meptéyxovtal nepinov 1,13 mg
Bopiou/mL [2]. To éAato pévtag unopel va mpokaAéast umepevalabnoia. EAEyETe TavTédTNTA/MOLOTNTA KEABE LALKOD
Kat akpBr} oykopétpnon Twv 0,05 mL eAaiov.

Borax is NazB4+0O7:10 H20, CAS 1303-96-4 [3,4]. Using factor 0.113, nominal boron content is approximately 1.13
mg/mL [2]. Peppermint oil may cause hypersensitivity. Verify ingredient identity/quality and accurate
measurement of 0.05 mL oil.

References: [11], [2], [3], [4]

MpooTtacia epyalopévwy / Staff protection

Fdvtia, mpootaocia 0@OAAPWY Kal ToTKA anaywyr Katd tn Joylon Bépaka. Anoguyr okévng, kKatdnoong Kot
ENMAQPAG ME AT, H avanapaywylkh ToELKOTNTA TNG MPWTNG VANG anattel éAeyxo £€kBeong katd to SDS.

Use gloves, eye protection and local extraction when weighing borax. Avoid dust, ingestion and eye contact.
Raw-material reproductive toxicity requires SDS-based exposure control.

References: [3]

ExTtipnon kivdovov / Risk assessment

H ninyr} 6ev opi(Cel mL avd mAdon i Sldpkela aywyrg: enopévwg 6ev pnopel va vmoAoylotel nuepriolo gopTtio
Bopiov amd to «2-3 popéc/nuépax». To 1,13 mg/mL sivat neplexduevo, OxtL anoppopnuévn 6éan. EAEyETe dyko,
amoBoAr, meavr katdnoan, BA&GRN BAevvoydvou, nAtkia kat veppikr Aettovpyla. Ta épla EMA 1/3/7 mg B/nuépa
evepyomololy nAlklakn tatplkr aEloAdynon, éxtL avtéuatn ddeta xpriong [2].

The source gives no rinse volume or treatment duration, so “2-3 times daily” cannot establish daily boron
exposure. The 1.13 mg/mL value is content, not absorbed dose. Assess volume, expectoration, swallowing,
mucosal damage, age and renal function. EMA 1/3/7 mg B/day thresholds trigger age-related medical advice, not
automatic authorisation [2].

References: [1], [2], [6]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and napaywyn yla acbevr amatte{tal TEKUNPLWHEVN KAWLKA andpaon Kot ca@ric odnyla dykou/dLdpKeLag.
Mo teAtkéV mL: yAvkepdAn 0,10 V g, kdBe dAag 0,01 V g, éAato 0,0005 V mL kot vepd éwcV. Mkpég KAMAKEG
QMOLTOOVY TEKUNPLWHEVN akp(Bela péTpnong Tou eAaiov.

Patient-specific preparation requires documented clinical selection and explicit rinse-volume/duration instructions.
For finalV mL: glycerol 0.10 V g, each salt 0.01 V g, oil 0.0005 V mL, water toV. Small batches require
demonstrated oil-measurement accuracy.

References: [1]

Tekpnpiwon BUD / BUD rationale

H ninyr avageépetl 3 priveg kKATtw amd 30 °C oe epUNTIKA KAELOTS KeXPLUTapEvio PLaAidlo. Q¢ BLBALoypapLkd

VW TOTO 6pLo ePapuéleTal TO VWPITEPO 89 NUEPWV/3 uNvWY, HE akpLBA abvBeon Kat Tomkr £yKpLan eAEyXwv.
Aev éxel evtomotel TaLTIONEVN HEAETN A AET: n YAukepPOANn 10% kot o Bépakag 6ev anodeltkviouvy enapkn
ovvtripnon. Av dev vloBeTnOel TekuNPLWéEva N 8Lk meplodoc mnyrg, anatteltal xwplotH andéeacon BUD: 6ev
emvoe{tal yuyouevn dldpkela. Yneployvel Tuxdov guvtoudTEPN AREN TPWTNG UANG 1 TEKUNPLWHEVO bplo HETA TO
dvotyua. Ekdotikr) obuBacn: ta punviaia épla TNG mMNYAC MAPAUEVOUY NUEPOAOYLOKE: TO apLlOUNTLKS 6pLo
pHeTaTpomAg elval 28 NuEPeC yia évav prva f 89 yla TPELG: TLXOV XWwPLOTA emAeypEvo BpaxbTepo 6pLo
egakoAovBel va vmeployveL. MpdkeLtal yla ouvTnENTIKA HETATPOTH, O)L avToAeEel 6pLo TNG MNYNAG.

The source states 3 months below 30 °C in tightly closed amber packaging. The earlier of 89 days/3 months is a
bibliographic ceiling conditional on exact composition and local approval of controls. No matched study or AET
was identified; glycerol 10% and borax do not establish adequate preservation. If the source-specific period is not
formally adopted, a separate BUD decision is needed; a refrigerated period is not invented. 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]

MpoanaiTobpeva / Prerequisites

Agv vndpxel oOVOeTN BAON. AlaLTOOVTAL PAPHAKOTOWAKOG BEKADOPLIKAG BOpaKaG, dLTTavOpaKIKG, YALUKEPOAN,
€A0L0 PEVTOC KOl KeEKaBapuévo vepd. H aAAayr Hop@ri¢ evuddTwong Tov Bdpaka HeTaBAAAEL TO gpopTio Boplov.

No compounded-base dependency. Use pharmacopoeial borax decahydrate, bicarbonate, glycerol, peppermint oil
and purified water. Changing borax hydration state changes boron loading.

References: [1], [4]

E€omAlopog / Equipment

Zuyo¢, moTAPYavadeLTHPAC, OYKOUETPLKY @LdAN 100 mL, KatdAAnAo Babuovounuévo péoo yia 50 pL eAaiov Kat
KeEXPLMMAPEVLo QLaA(BLo. To Hikpd LYPO cLOTATIKS Hev HeETPATAL WC aLOA{PETOC aApPLlOUSC aTayOVWVY.

Balance, beaker/stirrer,100 mL volumetric flask, suitable calibrated device for 50uL oil and amber bottle. Do not
replace the small liquid measure with an arbitrary drop count.

References: [1]

M£00o60¢ mapaokevnc / Compounding method

AL0ADOTE YAUKEPOAN, dLTTOVOpaKLKO Kat Bépaka Tepinmov oto 1/4 Tou MPoPAendEVOL KEKABAPUEVOL VEPOD, UE
pHéTpLa avddevaon. MpooBéoTte To éAalo PEVTAG KOl avadeloTE. METAPEPETE OE OYKOUETPLKH QLAAN KoL
OLUMANPWOTE e vEPS €W 100 mL. Opoyevoroljote Kat eAEyETe dladyela Py GUOKEVAOETE.

Dissolve glycerol, bicarbonate and borax in approximately one quarter of the planned purified water with
moderate stirring. Add peppermint oil and stir. Transfer into a volumetric flask, make up to 100 mL with water,
homogenise and verify clarity before packing.
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References: [1]

Napatnpnoelg / Observations

H nogdtnta avagopdg eivat 100 mL teAtkol SLaAdpaTog, énwg delxvouv n obvBeon Kat N OYKOUETPLIKA HEB0DOG.
Agv MPOOoTIBETAL XPWOTIKA 1 EMYAVELOOPACTTIKG. AEV HETAPEPOVTAL OTN CLVTAYH YEVIKEC TMOAALEG CLOTAOELG
MPWTWY LAWY oL Ba dAAaav Tnv dxpwiun cbvOeon.

The reference batch is 100 mL final solution as established by composition and volumetric method. No dye or
surfactant is added. Historical general raw-material suggestions that would alter this colourless formula are not
transferred.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

Kexplumopévio @LaAidlo pe epuntikd KAslolo. Alakpltr enofuavon un katdnoong, pakpltd and doxela mOCLUWY
LYPWV. KaBapd xwplotd KomeAAo pETpNong: 6xL ena@r] oTOPATOC LE TO PLAA(BLO.

Amber bottle with tight closure. Prominent no-swallow label and segregation from oral liquids. Use a separate
clean measuring cup; no mouth contact with the bottle.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

EAéyETE AAaTa/Hoper evLBATWONG, LTIOAOYLOMOUG, TEALKS dyko, MARPN SldAvon kat amnovaia edong eAalov.
EAeyxo¢ ovokevaolag/eTikéTag. Anovala dnuoatevpévou AET 6ev KaAOTTTETAL UE ATASG OTITLKO €AEYXO-
MLKpoBLoAOYLKHA OTpaTnyLKA op{eTal TOmKd.

Verify salts/hydration state, calculations, final volume, complete dissolution and absence of an oil phase. Check
packaging/label. Visual inspection cannot replace missing AET evidence; define the microbial-control strategy
locally.

References: [1]

®0AaEn / Storage

Kétw amnd 30 °C, KAeLoTS 0€ KEXPLUMOAPEVLO PLOALBLO. ATToQuyH BEpUdTNTOC KoL TTPooBrikNG vepol. Anéppwyn o€
METaBOARA epedviong f dlaxwpelopd, xwpig avtd va anokAslel un opath empdéAvvaon.

Below 30 °C, closed in amber glass. Avoid heat and dilution with water. Discard if appearance changes or
separation occurs; absence of visible change does not exclude contamination.

References: [1]

AwaOeon / Dispensing

Agv SlatiBeTal yia aveniBAentn xprion oc noudid i o€ dtopo nov dev unopsl va anontloel agLémoTa.
Konon/yaAovxia kat veppikr) vOooc amnattolv Bk tatpik agloAdynaon. H nAbon anoBaAAetal mApwWG: dev
Katamnivetat. H Tumkri ouxvdtnTa TNG LOTOPLKAG MNYAC 6€v bMoKABLOTE KaBopLand ao@aAolc GyKoL Kot
dldpkelag. AvtevdelkvuTal og vEpevaLoONnGia o€ OMOLOGATOTE GUOTATLKO.

Do not supply for unsupervised paediatric use or to a person unable to spit reliably. Pregnancy/breastfeeding and
renal disease require specific medical assessment. Expectorate completely; do not swallow. Historical source
frequency does not replace a defined safe volume and duration. Contraindicated in hypersensitivity to any
ingredient.

References: [11], [2], [4], [5]
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Enmionpavon / Labelling

YTOMATIKEZ MAYZEIZ - BOPAKAZ 1% m/V. MHN KATANINETE. Oykog nmAbongG/6idpketa pévo énwg oplotnkav: .
Neptéxel €Aato pévtag. Naptida: . Mapaockevr/xprion éwg: . K&tw amnd 30 °C, kaAd kAeloTd. Makpld and
nodLé.

MOUTH RINSE - BORAX 1% w/v. DO NOT SWALLOW. Rinse volume/duration only as prescribed: ___. Contains
peppermint oil. Batch: __. Prepared/use by: ___. Below 30 °C, tightly closed. Keep out of reach of children.

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6plo BLBALOYPAPLKAC avaopdg UTd TIC £LBLKEG TPOoDTOBETELC. Agv €xEL
optotel BUD mpaypaTikAg mapTidag kat dev €xouv napaxBel petprioelg aw. H akplBAg obvBeon, ta
TPOATALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEYYXOU TIPETEL VO EYKPLOODV YL TN OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLApKELAC META TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVIKN vouoBeaoia.

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 kaiL mapamnoumnég / Sources and references

[1] AEMPS - Formulario Nacional: SOLUCION PARA GARGARISMOS (FN/2003/P0/025)

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_025.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

[31 ILO/WHO - ICSC 0567: Sodium borate, decahydrate

April 2014 | Chemical identity; prevention; exposure effects | CAS 1303-96-4; borax hydrate identity and occupational handling. | 2026-10-13
https://inchem.org/documents/icsc/icsc/eics0567.htm

[4] AEMPS - FN/2003/PA/006: Bérax

2003 source code; current standalone PDF | PDF p.2, §§3-10 | Decahydrate identity; pharmacotechnical and safety information. Historical use
descriptions do not override current boron safety appraisal. | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_006.pdf
[5]1 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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