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A10avoAn ywa amoAOpavon JP

Ethanol for Disinfection JP

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

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: 1000 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

ABavéAn JP, 95,1-96,9% v/v atoug 15°C 830 mL
Ethanol JP, 95.1-96.9% v/v at 15°C

KekaBapuévo 08w g.s. ad 1000 mL
Purified water

MNeprypag@n okevaopatog / Preparation description
Alavyég, dYPpWHO, MTNTLKO, EVPAEKTO LYPO, AVAUELHO PE vEPD.
Clear, colourless, volatile, flammable liquid, miscible with water.

References: [1]

Apdaon kaL xpRon / Action and use

Mapaokebaoua atbavéAng yla anoAbpavon Katd tov T{tAo tng JP. H ouykekplpévn povoypapia 6ev opilel
doooAoyia, xpdévo eMa@nG ] AMOTEAECTUATIKOTNTA £VAVTL GUYKEKPLIEVOL ULKPOOPYOAVLOUOD.

Ethanol preparation for disinfection as named by JP. This monograph does not prescribe a dose, contact time or
efficacy against a specific microorganism.

References: [1]

Mpobiaypagéc / Specifications

TeAkr] atBavdAn 76,9-81,4% v/v otoug 15°C. IxeTikr mukvéTnTa d15/15: 0,86027-0,87264. AlavyEg, AYXPWHO
dldAvpa. Zuppdpewaon He TG MPoBAeNdUEVEC BOKLUEC KaBapdTnTaC.

Final ethanol 76.9-81.4% v/v at 15°C. Relative density d15/15: 0.86027-0.87264. Clear, colourless solution.
Comply with prescribed purity tests.

References: [1]

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

®wg / Light
H €161k povoypagia ntd pwtomnpootaoia.
The specific monograph requires light protection.

References: [1]

Aépac kaL o&eidbwaon / Air and oxidation

H atBavéAn dnutovpyel atuolc: meploploTe TNV MAPAUOVr) 08 avolKTOUC MEPLEKTEC. H eE&TuLoNn Unopel va aAAGEEL
Tn oOvBeon (ouvTtakTiky ekTiunon dladikaoiag).

Ethanol generates vapour; limit time in open vessels. Evaporation can change composition (editorial process
assessment).

References: [4]

Nepo kat SuaAvtotnTa / Water and solubility

AvapiElpo e vepd. H mpoabrkn vepol YETARBAAAEL TNV LoV amolTe{TAL TEALKH OYKOUETPNON Kol EAEYXOC
mukvdTNTAC.

Miscible with water. Adding water changes strength; final volume adjustment and density verification are
required.

References: [1]

Yypaoia / Humidity

Agv dlveTal aplBunTiké 6pLo oxeTikiG vypaciag yla To TeEAkO okeDaopa. ATto@ebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

A€V TEKPNPLWVETAL EMLTPENTH BEpUOKpaTLlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kai cupBatoéoTnTa / pH and compatibility

Aev op{ZeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOC. Agv TipooTBeTAL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeaonc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]
AAAec aAAnAemidpaoselg / Other interactions
AlBavoAn: aoLPBATOTNTA PE LOXLPA OEELBWTLKA.

Ethanol is incompatible with strong oxidants.

References: [4]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

AkpLBeic TavtdTNTEG: ABOVOAN JP, 95,1-96,9% v/v otoug 15°C / Ethanol JP, 95.1-96.9% v/v at 15°C; KekaBapuévo
06wp / Purified water. XpnotuomoloOvtal QapUaKOMOLaKEC MPWTEC DAEC TNG MopaneUnOuevne €kdoong, He
enaAn®svon CoA. Agv aAAdTel avbaipeta dAag, evudATWoN 1 MEPLEKTIKOTNTA. H moodTnTA g.S. KaTaypd@eTal
otnv mopTida.

Exact identities: Al®avoAn JP, 95,1-96,9% v/v otoug 15°C / Ethanol JP, 95.1-96.9% v/v at 15°C; KekaBapuévo DOwpP
/ Purified water. Use pharmacopoeial raw materials of the referenced edition, with CoA verification. Do not
arbitrarily change salt, hydration state or strength. Record the actual gq.s. amount in the batch.

References: [1]

ZuvOnkec nmapaokevng / Compounding conditions

H JP dev mopéxel e8I aplOuUNTIKA dpLa XWpPoL yla auth tn abvBeon. Oplote Tomkd SOP pe KATAAANAEG KOBAPEG
ouvBnkeg, éAeyxo Beppokpaciag Kot mPOANYN empdAvvong. H mpdtaon elval cuvTaKTIKOG KATAAOYOC EAEYXOUL.

JP provides no specific numerical room limits for this formula. Define a local SOP covering suitable clean
conditions, temperature control and contamination prevention. This is an editorial checklist.

References: [1], [2]

NMpootacia epyalopévwy / Staff protection

Kabapr mpootateuTikr evbupacia kat KAAVUHO KEQAAARG Katd AEMPS PN/L/PG/002/00. Onouv undpyet mbavéTnTa
MG, KAaTdAANAa ydvTia: npootacia avanvoric/o@8aAuwy émov o Xelplondg okévng To anattel. To akpLBEg
LALKS yavTLol, 0 aePLodC Kat n mpootaoia avanvori¢ kabopilovtal and SDS kat Tomikr ekt{nnon ékBeong.
KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

References: [3], [5]

EKTipnon kKivéovovu / Risk assessment

EOpAekTol atpol. Anatteital aEloAdynon aeplopol, mNywv avadeAeEnc kot moodtntag SltaAdTn mov XelplfeTal To
EpyaoTrplo.

ALBavOAN: ebAekTOL aTHO(: aMopdKpLYON TNYWY avAQAEENG Kal KATAAANAOG agplopds. H teAk Tagvounon
egapTtdTat and ovykévtpwaon/ulyua.

ZuykekpLuévn naptida avagopdc: 1000 mL. MpwTo cvotatikéd: AlBavoAn JP, 95,1-96,9% v/v atoug 15°C, 830 mL.
EAEYETE aveEdpTNTa TN XNMHLKA HOPEH, TIG LOVABEG Kot KEBe KALMdKwaon mpwv amnd Toylon.

EAEYETE 6TL N XNULKA Hoper Kat n B&on cuykévTpwong m/m, m/V rj V/V cup@wvoOv pe Tov Tiivaka. Mnv e§LOWVETE
g kKot mL xwplg TeKunplwpévn TukvdTnTa. EAEYETE dLadyELo/KPLOTAAAWGON KAl TNV akpLBr 066 €papuoyrig.
Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napagkevr, ouxvéTnta £pyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 0600G €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elgédouv
NG agloAdynaong: 6ev anodibeTal MPooXNUATIKAC TEALKOC BaBUdC KlvdOvou.

MTtNTkdG SLAADTNG TNG OLYKEKPLUEVNG @SPOLANG: ABavOAn JP, 95,1-96,9% v/v atoug 15°C 830 mL.
AnopakpOveTe INYEC avadQAeEnC, meploploTe aTUOOC KOl avolKTH eEATULoN. EAEYyETE oupBaTdTNTA EEQEPLOUOD,
NAEKTPLKOL €EOMALOMOD Kal MEPLEKTN UE TOV OUYKEKPLUEVO BLAADTN.

Znuelo eAéyyxou amnodéapevong: emPeBatote TeAKS dyko rj pdla otn Bepuokpaoia avagopds, diadyela A
mpoBAenOuEYN dlaoopd Kal CLHEWYVIA TIEPLEKTN/MWUATOC UE TN ouvTayr. Mo OYKOPETPLKY avaywyr KNy
€ELOWVETE g JE ML XwpI(g TEKUNPLWUEVN TTLKVOTNTA.
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Flammable vapour. Assess ventilation, ignition sources and the amount of solvent handled by the laboratory.
Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification depends
on concentration/mixture.

Reference batch: 1000 mL. First ingredient: Ethanol JP, 95.1-96.9% v/v at 15°C, 830 mL. Independently check
chemical form, units and every scale conversion before weighing.

Verify chemical form and the w/w, w/v or v/v concentration basis against the formula. Do not equate g and mL
without supported density. Check clarity/crystallisation and exact application route.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Volatile solvent in this formula: Ethanol JP, 95.1-96.9% v/v at 15°C 830 mL. Exclude ignition sources and minimise
vapours/open evaporation. Check ventilation, electrical equipment and container compatibility with the specific
solvent.

Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [11], [3], [4], [5], [101], [12]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL VA KAADTITEL OAGKANPN TNV aKkPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

Z0oTnpa dlaAdTn: TeAKA atbavoAn 76,9-81,4% V/V katd JP. EmAéyeTal cuvTnPENTKE Katnyopia LOATIKOD
OAKOOAOUXOU GUOTHMOTOC ME AVTLULKPORLAKY GUVELOPOPE TOu SLaADTN, XwPI(G dlekdiknon aw <0,6 | peyaAdTEPOL
KN LBaTkoL oplov. H KaTtaAANASTNTA TNG GLVTAPNONG OTO aKPLREC TEALKS PiyHa Mapapével mpolndOean. Aev
pHeTaQépETAL 0 Xpdvoc oe apaiwan.

ETLAEYHEVOC YEVIKOG Kavovag: €we 35 nuépeg yia vdaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
obvBeon Kat pH. Xpnowuonowjote 20-25 °C, 1§ 2-8 °C pévo dtav n nnyrn to emtpénel/anattel kol n goper
MOPAUEVEL KATAAANAN. Agv enapkel N ovopaoia evédg ouvTnENTLKOL €&V LT £XeL apalwbel, adpavonolnbel A
peTagepBel ae GAAN pdan.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpKela, AREELC MPWTWY
VAWV KoLl TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO dvolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVIO CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTIKS Oplo eMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEaDN, TN oLVTAPNON Kal TG emTPeNduEVEG Bepuokpaoieg. H
TWUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATA TNy EApavan. MNa tekunpiwaon xpnotponoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnotpomotle{tal wg odnydc: KataypdeetTal pntéd wg ekTinon Kot XL WG
pétpnon. Auei{BoAn fj opltakr Ta€vounon amnattel l6iké tekuriplo  KATAAANAN wétpnon. H nuepounvia TeAtkol
okevdopatog dev vrepPaivel Tn dlaBéoun nuepopnvia Twv RdN MAPACKEVACUEVWY CLOTATIKWY/BATEWY, EKTOG Qv
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAkr obvBeon.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Solvent system: final ethanol 76.9-81.4% v/v according to JP. Conservatively select the aqueous alcoholic
category with antimicrobial contribution from the solvent, without claiming aw <0.6 or a longer nonaqueous
allowance. Appropriate preservation of the exact final mixture remains a prerequisite. Do not transfer the period
to a dilution.

Selected general rule: up to 35 days for an aqueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
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composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [11], [7], [8], [9], [11], [13]

Mpoamaitovpeva / Prerequisites

Aev anatteltal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npotév tou nivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment

Zuyo6G KaTdAANANG eAdxLoTngG 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LTIAPXEL Bépuavan, dpyava oykopéTpnong yla moodtnteg mL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.

References: [1]

M£0060¢ mapaokevng / Compounding method

1. EmBefawoTte 6TL N apxtkr atBavéAn eival mowdtntag JP kat neptektikdtnTag 95,1-96,9% v/v otoug 15°C.
2. MeTprote 830 mL kot mpoobéote kekaBaAPUEVO vEPD.

3. Avou(ETE KOl CUUMANPWOTE PE VEPS UEXPL TEALKSO dyko 1000 mL. H anokatdotaon Oeppokpaciac mpv Thv
TEALKH oyKOUETPNON amoTeAE( TOMLKO EAEYXO Yla TN CLOTOAR/BEpUavan KATA TNV avAULEN. EmaAnBedoTE TNV
TEALKA MEPLEKTLKOTNTA UE TNV enlonun UéBodo.

1. Verify JP-grade starting ethanol containing 95.1-96.9% v/v at 15°C.

2. Measure 830 mL and add purified water.

3. Mix and make up to a final volume of 1000 mL with water. Temperature equilibration before final volume
adjustment is a local control for contraction/heating during mixing. Verify final strength by the official method.

References: [11], [2]

MNapatnpnioelg / Observations

830 mL atBavdéAng JP 6ev onuaivouv 83% amndAvtn atbavOoAn. Aev EMITPEMETAL AVTLKATAOTAON HE Avudpn atBavoin
otnv (dla mogétnTa. O Xxpovog 24 UNVWVY Tov epeavifeTal o YELTOVIKH povoypagia Ethanol/Anhydrous Ethanol
bev peTapépeTal £BW.

H eEetaoBeloa Ny mopapével N ayyAkr JP XVII. H PMDA emBeBatwvel €kdoan JP XIX otig 10 AnptAiov 2026 Kat
poBAEmEL ayyALkr €kboon evtog £€TouC. TNV apoloa epyacia 6ev OAOKANPWONKE oUYKPLON TOL MARPOUG TEALKOD
LOTIWVLKOL KELUEVOL OAWY TWV OYXETIKWV LOVOYPaQLWY: dev dnAwveTal cuppdpewan pe JP XIX.

830 mL of JP Ethanol does not mean 83% absolute ethanol. Do not substitute the same volume of anhydrous
ethanol. The 24-month period in the adjacent Ethanol/Anhydrous Ethanol monograph is not transferred here.
The reviewed source remains English JP XVIII. PMDA confirms JP XIX publication on 10 April 2026 and schedules
English publication within one year. This work did not complete a comparison of the full final Japanese text of all
relevant monographs; no JP XIX conformity is claimed.

References: [1], [14]
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MNeplékTNG KaL ovokevaoia / Container and packaging
EpUNTIKA KAELOTAG, PWTOTPOOTATEVTIKOG TMEPLEKTNG.

Tight, light-resistant container.

References: [1]

EmioApavon / Labelling

ALOavOAN yla anoAdpavon JP

EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®OAaEN: EpuNTkE KAELOTO, MPOCTATEVHEVO amd PwG. EAeyx0G mMNYwv avdeAegEng Adyw atbavoAng. H €16tk
Hovoypa@ia 6gv op{Cel apOunTLKr BepoKpaoia.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Ethanol for Disinfection JP

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Keep tightly closed and protected from light. Control ignition sources because of ethanol. The specific
monograph gives no numerical storage temperature.

Temperature for this batch BUD:

References: [1]

MoloTikO¢ éAeyxocG / Quality control

IXETIKA MuKVOTNTA KATA JP 2.56 yla enaArifsvon ouykévTpwong. Tavtomnolnon Pe TG 600 XNULKEG avTIOPATELG
NG €dkAg pwovoypaeiag. Kabapdtnta: epapudlovtal ol dokipéc tng Ethanol (Sladyela, oEbTnTa/aAKAALKOTNTA,
MTNTIKEG TIPOOU(EeLg ue GC, umdAelypa eEGTHLONG), HE €161KA doKLu UV Tou TEALKOD SlaAbpaToC: KLYeA{Ba 5 cm,
vepd wG TVPAS: A240 <0,40, A250-260 <0,30, A270-340 <0,10, opaAr KapmdAn 235-340 nm. Anatteltat To

AR PEC MOPATIEUNOPEVO KEIMEVO Yo EKTEAEDN.

H uébodog, to éplo anodoync, N MPAYHATIKN TIUA KoL 0 EAEYKTAC KaTaypdgovTtal XwploTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Use JP 2.56 relative density to verify concentration. Identification uses the two chemical reactions in the specific
monograph. Purity follows Ethanol tests (clarity, acidity/alkalinity, volatile impurities by GC, evaporation residue),
with a specific final-solution UV test: 5 cm cell, water blank; A240 <0.40, A250-260 <0.30, A270-340 <0.10 and a
smooth curve over 235-340 nm. Execution requires the full referenced text.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [2], [12]

®0Aain / Storage

EpUNTKA KAELGTO, MPOOTATEVLUEVO ATO QWC. EAEYYOC MNYWVY avdpAcENC AOYyw atBavOoAng. H L8k povoypagia
bev oplCel apOUNTIKA Bepuokpaoia.

Mo dldpkela mov amodidetal and yevikd kavova, epapudletal emmnAéov n Beppokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H nnyr dev tekunplwvel avbaipeteg aAAayEg Beppokpaciog.

Keep tightly closed and protected from light. Control ignition sources because of ethanol. The specific monograph
gives no numerical storage temperature.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
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support arbitrary temperature changes.

References: [1], [4], [6]

A1aBeon / Dispensing

ETKETA AMOAVHAVTIKOD MAPAOKELAOPATOG: OXL Yia don. H emtpenduevn Xprion Kat o xpovog enaerc
KaBop(TovTtal xwpeLoTd yla TN epappoyr. Mnv dnAwvete ddsla KukAopoplag 1} ouykekplpévo pdopa dpdang Bdoel
H6évo avTAG TNG Hovoypaelag.

Label as a disinfectant preparation; not for drinking. Establish the permitted application and contact time
separately. Do not infer marketing authorisation or a specific antimicrobial spectrum from this monograph alone.

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAG avaopdG LTS TIG €LOLKEG TPODTIOBETELG. Agv €XEL
oplotel BUD npaypaTtikig naptidag kat dev £xouv napaxOel petprioelg aw. H akpprig abvbeon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 5ev
napovoldfovtal WG EAANVIKA vopobeaoia.

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.

AVEEAPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon otolxelwy TNG avaeepdpevng nmnyrg. Aev anoteAel enlonun petdepaon fi €ykplon Tou
€kdoOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc koL mapanopunég / Sources and references

[1] MHLW - JP XVIII: Ethanol for Disinfection JP

2021 | JP XVIII (2021), printed pp. 966-967; starting Ethanol pp. 964-965 | specific formulation | 2026-09-10
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[2] MHLW - JP XVIII, General Rules for Preparations

2021 | 11-4 Ointments and 11-2 Cutaneous liquids, printed p. 20; Other Preparations 3 Spirits, p. 22; General Notices | general procedure |
2026-09-10
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