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ZOVOETO OTONATIKO evaiwpnpa Atdokaivng HCl 1%

Lidocaine HCI 1% compound buccal suspension

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 teAlkol evawwprpatog / 100 mL finished suspension

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Y6poxAwpikn Atbokaivn lg
Lidocaine hydrochloride

Y6p0Ee(blo apytAlov, QUPUAKELTIKN TPEWTN VAN 749
Aluminium hydroxide, pharmaceutical raw material

Y&poxAwpLkn dtpatvudpapuivn 0.25¢g
Diphenhydramine hydrochloride

FAUKEPGAN 109
Glycerol
KapueAASTN vaTpLolyog lg

Carmellose sodium

MeBuAonapaddpoguBevloikd vaTpLo 0.1g
Sodium methyl parahydroxybenzoate

Zakyopivn vatplodxog 0.1g
Saccharin sodium

ABépLo éAato pévtag mumepitag 0.20 mL
Peppermint essential oil

KekaBapuévo 06wp g.s. ad 100 mL
Purified water

MNeprypagn okevaopatog / Preparation description

YnoAELKO evatwpnua pe Adokatvn HCI 10 mg/mL, Stpawudpapivn HCI 2,5 mg/mL Kat ovopaoTikd bEPoLeidLo
apytAlov 70 mg/mL. To oTeped npénel va enavadlaone{petal mpv and kdbe Ajyn/mAfpwon.
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Whitish suspension containing lidocaine HCl 10 mg/mL, diphenhydramine HCI 2.5 mg/mL and nominal aluminium
hydroxide 70 mg/mL. Redisperse the solid before each dose and filling operation.

References: [1]

Apaon kai xpon / Action and use

To FN meplypdeet Tomkr avaiynoia/avaiodnoia BAEVWOYOVITIONC KAl OTOUATIKWY EAKWY. Agv anoTeAel andbelEn
anoteAeouaTikOTNTAG KABE «magic mouthwash». O cuvtayoypd@og kabopi(lel eldikd €dv Ba amontveTal ) B
KOTOMVETAL - HEV XOPNYE(TAL QLTOHATA Yot 06ovToguLa.

FN describes local analgesia/anaesthesia for mucositis and oral ulcers. It does not validate every “magic
mouthwash”. Prescriber must specify expectoration versus swallowing; it is not routinely supplied for teething.

References: [11], [4]

Mpobiaypagéc / Specifications

Mnyn: vnidAevko evawwpnua, pH 6-7. Tomkol €éAeyyol: TeEALKOG dykog 100 mL, opotloyévela HETA avakivnan,
anovo{a pn enovadlaonelpduevoL WAUATOC Kol EAEDOEpWY aTayovidiwy eAaiov. Agv 6{vovtal aplOunTikéd épLa
MEYEBOLC OWHATLE{WY 1 TPOTBLOPLOPOD BPATTIKWV.

Source: whitish suspension, pH 6-7. Local checks include 100 mL final volume, uniform redispersion, no persistent
cake and no free oil droplets. Numeric particle-size and APl-assay limits are not supplied.

References: [1]

®wg / Light

Kaotavd glaAidlo kat mpootacia and ¢we oOUQWva e TN Hovoypapia. Agv TEKUNPLWVETAL XpdvoC €KBeaNC Tov
Bewpeltal amodekTdc.

Use amber glass and protect from light as specified. An acceptable exposure-time threshold is not established.

References: [1]

Aépac Kat o€eidbwon / Air and oxidation

ZTEYOVO MWHO Kol TTEPLOPLOUOC aEPLOUOL KaTd avddevan yla amopuyr agpol Kal anwAglog ntntikoL Aaiov. H
OMOLOYEVELX BEV EAEYXETAL EVW TO BOK(HULO TIOPAUEVEL APPLOUEVO.

Close tightly and limit aeration to avoid foam and volatile-oil loss. Do not judge uniformity while the sample
remains foamy.

References: [1]

Nepo kat SiaAvtoTnTa / Water and solubility

Yootk mapaokevr: KeEkaBappévo WP TeEALkOD dykou 100 mL peTd TNV EVOWPATWON TWY 0TEPEWY. Oyt 100 mL
080 TOG EMUMTAEOV TWY CLGTATLKWY - N TaPovoia YAUKEPOANG 10 g gV TEKUNPLWVEL XAUNAS aw.

Aqueous preparation: purified water to final 100 mL after incorporation of solids, not 100 mL water added on top.
Glycerol 10 g does not establish low aw.

References: [1], [5]

Yypaoia / Humidity

KappeANSTN/AAaTa MapaéVOuY KAELGTA Py TN T0yLon « anogedyetal mpoaBoAr and vypacia kat oBwAomnoinon
mov ennpedlel evuddTtwaon/Glacnopd. Aev TiBeTal aplOunTiké éplo oxeTIKAC vypaaciac amnd to FN.

Keep carmellose/salts closed before weighing to limit moisture-related caking and inconsistent
hydration/dispersion. FN supplies no numeric relative-humidity limit.
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References: [1]

Oeppokpacia / Temperature

©éppavaon tnG dlaomopdg KappeAAGTNG/YAVKEPOANG/HEpoug 0BaTOoG otoug 50 °C. Agv anattelTal MapaATETAPEVN
0épuavan 6pacTkWy A eAaiov pévtag. POAaEN nnyAg < 30 °C - emAeyuévn mpakTiki 20-25 °C.

Heat the carmellose/glycerol/partial-water dispersion to 50 °C. Prolonged heating of actives or peppermint oil is
not required. Source storage below 30 °C; selected practice 20-25 °C.

References: [1]

pH kai cupBatoTnta / pH and compatibility

2téx0¢ anodéapevong pH 6-7 and tnv nnyr. Metpriote o€ opoyevonotnuévo delypa pe BabuovounuévomnexdueTpo
* 4N mpooBéTeTEe 0EV/Bdon xwWpPIC eyKEKPLUEVN avaBewpnaon, eMeLdr HETARAAAOVTAL SLAALTOTNTA/CWHATIBLO Kot
guvtApnon.

Source release target pH 6-7. Measure a homogenised sample with a calibrated meter; do not add acid/base
without an approved revision because solubility/particles and preservation may change.

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

AN TOTILKA avalaBnTkd avEdvouy TN aBpoloTikh ékBean. H Katdmnoon npooBéTel cLoTNUATIKA SLpatvudpapivn
- XPELGTETAL EAEYXOG GAAWY KATAOTOATIKWV/dL@avudpapivng. Aev avtikabiotatal To apylAlo pe payvriolo,
OOLKPAAPATN A EUMOPLKS avTldELvo dlatnpwvtag avtopdtwe to BUD.

Other local anaesthetics increase cumulative exposure. Swallowing adds systemic diphenhydramine: review other
sedatives/diphenhydramine products. Substituting magnesium, sucralfate or a marketed antacid does not
preserve the same BUD automatically.

References: [1], [2], [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

H kKapueAAOTn 1% elval mapdyovTtog evalwpnong - To pebuviomapaddpoguBevloikd vatplo 0,1% elvat to
OLYKEKPLPEVO oLV TNPNTLKG dAag. To LOpoEe(dlo apytAlov xpeldleTal KABOPLOPEVN PAPUAKEVTIKA TMOLOTNTA, HOPPH
Kall MEPLEKTLKOTNTA 0T0 COA - 7 g udapri¢ eumoptkAg YEANG 6V L0OBLVAUOUY AUTOUETWG UE 7 g TNG MPWTNG VANG.

Carmellose 1% suspends the solid; sodium methyl parahydroxybenzoate 0.1% is the specified preservative salt.
Qualify aluminium hydroxide pharmaceutical grade, physical form and CoA assay;7 g of a commercial aqueous
gel is not automatically equivalent to 7 g raw material.

References: [1]

Mpootacia epyalopévwy / Staff protection

FavTia, modLd Kat mpootacia HaTLWY KATd CUYLon avalodnTIKoO/avTUoTAHWIKOD Kat B€puavon dlaomnopdg.
Neplopiote okdvn Kot MTOAOHATA © AveEEAPTNTOG EAEYXOG MEPLEKTLKOTATWY TPLY TEALKS OYKO.

Use gloves, coat and eye protection for anaesthetic/antihistamine weighing and heated dispersion. Contain
powder/splashes and independently verify strengths before making up to volume.

References: [1]

EKTipnon kKwvéovovu / Risk assessment

K{vBuvoL: KATAOTOAR/AVTIXOAVEPYIKEC EMBPATELC €4V KaTAMoBEe( Slpatvudpapivn, ToEkGTNTA AtdoKatvne He
AdBoc dyko Kal elopdenon Adyw avalodnoiag. EmavekTIHAOTE NMATIKA VOG0, TPAVUATLONEVO BAEVVOYAVO Kot
guvoALkr avalabntikr ékBeon. H nadlatplk 66on 6ev avTiypd@eTal amnd TG HeYAAeG 660elg evnAlKwy ToL
noAalol 6eAtiov.
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Risks include swallowed diphenhydramine sedation/anticholinergic effects, lidocaine toxicity from volume error
and aspiration during numbness. Review liver disease, traumatised mucosa and cumulative anaesthetic exposure.
Do not derive paediatric doses from the old sheet’s large adult volumes.

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

Zuvonkec mapaockevnG / Compounding conditions

Baotkéc peTatpoméc: 1 mL=10 mg Abokatvne HCI kat 2,5 mg dipavudpapivne HCI. Ma noptida V mL epapudoTe
k=V/100 o€ kK4Oe KaBOPLOUEVO CLOTATIKO KOl CUPTANPWOTE TEALKO OyKo. EmBeBatwote popor vdpogeldiov
apyLA{ov kat mpaypaTtiké 6yko dooopeTPLKOV HETOL.

Conversions: 1 mL supplies 10 mg lidocaine HCl and 2.5 mg diphenhydramine HCI. For V mL multiply fixed
amounts by V/100 and make up to final volume. Confirm aluminium hydroxide form and the dose-measuring
device volume.

References: [1]

Texkpnpiwon BUD / BUD rationale

To FN opiCel 3 prveg, < 30 °C/npootacia and ewc. EmAEéyetal 35 AUEPO avWTATO OPLo avaPopPdc atoug 20-25 °C
ywa Tnv akpBr guvtnenpévn vdatikh olvbeon Pe pH 6-7 - MPOKeLTAL Yl cLVTNPENTLKO YEVIKS 6pLo, XL
empBeBatwpévn XNUKA/ULKPoBLOAOYLKH oTaBepdTnTa. Agv BpE€ONnKe EAETN TOL va TALPLATEL KAl OTA 9 CLUOTATLKA,
o0te AET  aw TeAKOD piypatog. AAO avTiéEvo/dumAdaoia dipatvudpapivn anattoiv véa agloAdynon. EKdoTikA
oOpBaon: Ta pnviaia 6pLa TNG mMNyrG MoPAPEVOLY NUEPOAOYLAKE: TO aplOUNTIKS dpLlo peTaTpomig lval 28 nuépeg
vyl évav pAva A 89 yla TPELG: TLXOY XWPLOTA eTAeypévo BpaxdTtepo dplo eEakoAovBel va vteployVeL. MpdkeLTat
yla guvtnenTikAg peTatpomnt, éxt avtoAeEel dplo TnG mMnyrig.

FN assigns 3 months below 30 °C/light-protected. Select a conservative 35-day reference ceiling at 20-25 °C for
the exact preserved aqueous composition at pH 6-7; this default is not demonstrated chemical/microbial stability.
No study matching all 9 components, final-mixture AET or aw was retrieved. A different antacid or doubled
diphenhydramine requires reassessment. 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], [5]

Mpoamaittovpeva / Prerequisites

Agv anotteltotl eunoptké avtidgvo r £€Tolo otopaTikd StdAupa. Ol SpaoTIKEG Kat To apyiAlo eladyovTal wg
TEKUNPLWHEVEC QAPUAKEVTIKEG TIPWTEC DAEG TNG OLYKEKPLUEVNG obvBEDNG.

No marketed antacid or premade mouthwash is required. Introduce actives/aluminium as qualified
pharmaceutical raw materials specified by this formula.

References: [1]

EEomAlonog / Equipment

Zuyo¢, motrApla, KATAAANAOC avadevTAPAC EVOLWPNUEATWY, LEATOAOVTPO/OEPUOUETPO, OYKOUETPLKOG EEOMALOUOC
KaumeXdueTpo. Zuvexric emapkic avddevon Katd MAAPWonN WoTe va N Staxwpiletal To apylALo.

Balance, vessels, suspension mixer, water bath/thermometer, volumetric equipment and pH meter. Maintain
adequate agitation during filling to prevent aluminium settling.

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

AvauEte KapueAAGTN He YALKEPOAN. MpoaBéaTe mepimov To ULod nmpoPAenduevo vepd Kat dlaoneipete atoug 50 °C
HE avdsevon. AlaADoTE XWPLOTE Adokatvn HCI/BLpawudpapivn HCI og uépoc Tou LEAOLTOL BEATOC Kal
EVOWUOTWOTE. MNMpoaBéaTe To ouvtnpENTikd vaTpLo, dSlacmne{pete To LEPOEE(BLO apyLAloL KAl TIPOCBEDTE
cakyapivn/éAao pévtag. Metd tnv YOENn ovunAnpwoTte €wg 100 mL, opoyevomoliote, eAEYETE pH 6-7 KAl
MANPWOTE PE avddevaon.

Premix carmellose with glycerol; add approximately half the planned water and disperse at 50 °C with stirring.
Separately dissolve lidocaine HCl/diphenhydramine HCI in part of remaining water and incorporate. Add
preservative salt, disperse aluminium hydroxide, then add saccharin/peppermint oil. After cooling make up to 100
mL, homogenise, check pH 6-7 and fill under agitation.

References: [1]

Napatnpnoclg / Observations

H &uatripnon tng avaAoyiag 0,25 g dipatvudpauivng/100 mL elvat ovoldng. EvaAlakTikd avtidgva r§ 0,5%
SdLpavudpapivn, mapdTL ava@épovTal WG duvaTdTNTEC OTNY TINYH, AMOTEAODY BLAPOPETIKEG TIAPAOKEVEC.

Maintain diphenhydramine 0.25 g/100 mL. Alternative antacids or 0.5% diphenhydramine, although mentioned by
the source, are different formulations.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

Kaotavd yudAwwo @laAiblo pe oteyavd WP Kal EMapK XWpeo avakivnong. Emouvdntetal KatdAAnAo
doogopeTplkd Péoo yLa TOV aKPLBH cuVTAYOoYPAPNEVO OYKO, OXL OLKLAKO KOUTAAL.

Amber glass bottle, tight closure and sufficient shaking space. Supply an appropriate measure for the prescribed
volume rather than a household spoon.

References: [11], [2]

MowoTikO6¢ éAeyxocg / Quality control

‘EAeyxou: pH 6-7, TeAkdG byKkog, opoloyéveta/enavadlacnopd Kot CUUMEPLPOPA WHHATOG, OWOTH MApwWon Lo
avadevon. Av anatte{tal Tekpnpiwon opolopopeiog 66ong, AauBdvovtat delypata Ue eMKUPWHUEVN HEBOBO Kal
npoablop(CovTal oL SPACTIKEC + OMTLKE OMOLOYEVELX HOVN BEV AMOBEIKVOEL TEPLEKTIKOTNTAL.

Check pH 6-7, final volume, uniform redispersion/sediment behaviour and filling under agitation. Where
dose-uniformity evidence is needed, use a validated sampling/assay method; visual uniformity alone does not
prove active content.

References: [1]

®0AaEn / Storage

20-25 °C, kAeloTtd Kal MPooTATELHEVO amd PWG, MdvTwe < 30 °C. Mnv KaTtayLxeTe XWPI(C Sedouéva
enavadlaonopdc.

Store 20-25 °C, closed and light-protected, always below 30 °C. Do not freeze without redispersion data.

References: [1], [5]

A1aOeon / Dispensing

AvakivrjoTe mpv xprion. AvaypdyTte akplBri 6yko, ouxvoOTNTA KoL «aTOTITLON» | «KATATOON» ONMWC ANMoQACc{oTNKE
KAWLKG. AntopOyeTe TPoeH yia 60 Aentd kat pdonaon 6co vndpyet povdlagpa. Av epeaviabolv vrvnAia, doomvola A
onaopol, dtakonn kat dueon tatplkr BoRBeLa.
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Shake before use. Specify exact volume, frequency and clinician-selected “spit out” or “swallow”. Avoid food for
60 minutes and chewing while numb. Stop and obtain urgent help for marked drowsiness, breathing difficulty or
seizures.

References: [11], [2]

Emwonpavon / Labelling

Awokatvn HCI 10 mg/mL + dupawudpauivn HCI 2,5 mg/mL - TTOMATIKH XPHZH - ANAKINHZTE. Oykog_ /O6nyia
anéntuong A katdnoong_ .20-25 °C, pakpld and ewe/maldid. Naptida_ /Mapackevr_ /Xpron €wg_ .

Lidocaine HCI 10 mg/mL + diphenhydramine HCI 2.5 mg/mL - BUCCAL USE - SHAKE. Volume__/Spit-or-swallow
instruction__.20-25 °C, protected from light/children. Batch__/Prepared__/Use by .

References: [1], [5]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIPODTIOBETELG. Agv €XEL
optotel BUD nmpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Eeapudletal To GUVTOUSTEPO
TEKUNPLWHPEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolyua. Ta dplta USP g{val texvikd nAaiolo kot dev
nopovatdfovtal WG EAANVLKH 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 - FN/2003/FMT/015 LIDOCAINA COMPUESTA, SUSPENSION BUCAL DE

Current AEMPS standalone PDF; code FN/2003/FMT/015 | PDF p 2 §§3-7; subsequent safety and patient information | Exact formulation,
process, source shelf life and formulation-specific precautions; independent factual compilation, not official translation. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_015.pdf
[2] DailyMed - Lidocaine viscous 2% label, RemedyRepack

Updated 3 September 2026 | Boxed warning; warnings; precautions/information for patients | Mucosal lidocaine systemic toxicity and
60-minute post-use food restriction; different 2% product, no direct efficacy orBUD equivalence. | 2026-10-13

https://dailymed.nIm.nih.gov/dailymed/druginfo.cfm?setid=6f8d20d2-6a91-4a5b-bfe8-flbaada38442
[3] DailyMed - Diphenhydramine HCI oral solution 12.5 mg/5 mL

Current label retrieved 13 October 2026 | Warnings: drowsiness, alcohol/sedatives and other diphenhydramine products | Swallowed
diphenhydramine safety; not clinical validation of this buccal mixture. | 2026-10-13

https://dailymed.nIlm.nih.gov/dailymed/druginfo.cfm?setid=d7aaf874-69ac-49cf-93be-6d4a38b9a557
[4] FDA - Do not use oral viscous lidocaine for teething pain

Safety communication 26 June 2014; retrieved 13 October 2026 | Safety announcement and information for health professionals | Paediatric
teething hazard;2% marketed oral viscous product. No dosing orBUD transfer. | 2026-10-13

https://www.fda.gov/drugs/drug-safety-and-availability/comunicado-de-la-fda-sobre-la-seguridad-de-los-medicamentos-la-fda-recomienda-no-
usar-lidocaina-para

[5] USP - Compounding Standards and Beyond-Use Dates

November 2022 USP publication, public copy hosted by Mississippi Board | p 2 nonsterile comparison table | General category limits only; not
product-specific stability, antimicrobial effectiveness or Greek law. | 2026-10-13

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[6] 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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