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A1OavoAn yia amoAvpavon JP
Ethanol for Disinfection JP

CGR-JP-007 * Ekboon / Version 5.0 * 10.09.2026

MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

Tekpunplwpévn BLBALOYpa@Lkr TPoodrikn: amatTel TOTILKY EMOTNMOVLKA £yYKPLon TP amnd Xprion wg KOPLo
SeAtio mapaokeLvAC.

Documented bibliographic addition; requires local scientific approval before use as a master formulation record.

Mnyn / Source: MHLW — JP XVIII: Ethanol for Disinfection JP *« A1 — en{onun eappakomnotia / guvtayoAdyto « JP XVIII, English
edition, 2021

AeATtio Tekunplwong mpog TomLk emoTNHOVIKA €ykplon. Agv anoteAel emkupwpévn odnyla
anobéopevong napTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTEXVLIKH popen / Dosage form
AlGALPO YO EEWTEPLKN QAPUAKEVTLKE XPron

Solution for external pharmaceutical use

AAAec ovopaoieg / Other names
Alcohol for Disinfection - AAKoOAN yla amoAVuavon

Alcohol for Disinfection
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 1000 mL

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 AlOavoAn JP, 95,1-96,9% v/v atouc 15°C 830 mL

Ethanol JP, 95.1-96.9% v/v at 15°C

2 Kekabappévo 0dwp g.s. ad 1000 mL
Purified water

Mnyn o0vBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL TEALKS oOvoAo. Agv peTaTpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meplypagn okevaopatog / Preparation description

AlaLYEG, AXPWHO, MTNTLKO, EDPAEKTO LYPO, AVUUIELUO pE veEPS. [1]

Clear, colourless, volatile, flammable liquid, miscible with water.

Apaon kai xpAon / Action and use

MNopaokebaopa atbavoAng yia anoAlpavon Katd tov T{tAo tng JP. H ouykekpiuévn povoypapio dev opllel
docoAoyia, xpovo ena@nG f AMOTEAEOUATIKOTNTA £€VOVTL CUYKEKPLEVOU ULKPOOPYOVLOHOD. [1]

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

Mpodlaypagéic / Specifications
TeAwkr atBavoAn 76,9-81,4% v/v gtoug 15°C. ZxeTikA mukvétnta d15/15: 0,86027-0,87264. AlavyEc,
AXPWHO BLAALUA. ZUUUOPPWON HE TLC TTPORAETMOUEVEG DOKLUEC KaBapdTnTaC. [1]

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.

ZuvOnKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8V cLUVLOTOOY PEAETN 0TABEPOTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» §EV onuaivel «oTaBepd» 1 «ATPAAES>.

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light

H 8k povoypagia ¢ntd ewTtomnpootacia. [1]

The specific monograph requires light protection.

EvaioOnoia otov aépa / Air
H atBavéAn dnulovpyel atuolc- meplopl{oTe TNV MOPAPOVE O AVOLKTOUC MEPLEKTEG. H eEdTLoN umopel va
aAAGEeL TN oOvBeon (ouvTtakTik ekTinnon dladikaoiag). [5]

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

EvaioOnoia oto vepod / Water

Avap{ELuo pe vepd. H mpoodbrikn vepol HeTABAAAEL TNV LoY0: anottelTal TEALKH OyYKOUETPNON Kol EAEYYOC
nokvéTnTag. [1]

Miscible with water. Adding water changes strength; final volume adjustment and density verification are
required.
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EvaioOnoia otnv vypacia / Humidity
A&V TeEKUNPLWVETAL £L6LKO oTolxe(o Yo To TeEAKS okebaopa aTLc eEeTaobeloeg nnyéc. Anatte{Tat
OLUUMANPWHATIKA TekUNPlwan npwv oploBel mpodiaypaen. [11]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaioOnoia otn Osppokpacia / Temperature
Agv TeEKUNPLWVETAL £L6LKO oTolxe(o Yo To TeAkS okebaopa aTL eEeTaobeloeg nnyéC. Anate{Tat
OLUMANPWHATIKA Tekunplwan mpv oploBel mpodlaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaioOnoia o pH / pH
Agv TEKUNPLWVETAL ELBLKO oToLxe(o Yo TO TeEAKS okebaopa oTL eEeTaobeloeg nnNyEG. Anate{Tat
OLUNMANPWHOTIKA TeKUNpPlwan npwv oploBel mpoblaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

AAAec aovppBatoTnTeG / Other incompatibilities
AlBavioAn: aoupBaTOTNTA PE LOXLPA OEEWBWTIKG. [5]

Ethanol is incompatible with strong oxidants.

Eld1kéc MAnpogopicc ovoTaTtikWy / Ingredient-specific information

AkpBeic TavtdTnTEG: ALBOVOAN JP, 95,1-96,9% v/v otoug 15°C / Ethanol JP, 95.1-96.9% v/v at 15°C;
KekoBappévo 06wp / Purified water. Xpnowuomnotobvtal opuaKOTOWaKEG MPWTEG DAEC TNG
nopaneunoépevng €kdoong, pe emaAfiBevon CoA. Asv aAAdleL avBaipeTa dAag, evuddtwon i
neplekTikéTNTA. H moodtnTa g.s. Kataypdeetal otny naptida. [1]

Exact identities: AtBavdAn JP, 95,1-96,9% v/v atoug 15°C / Ethanol JP, 95.1-96.9% v/v at 15°C; KekaBapuévo
06wp / 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 g.s. amount in the batch.

ZuVOAKEeC MapaokeVAG / Preparation conditions

H JP 6ev mapéxel e6LKA aplOunTIKd dpla xwpeov yia avtr tn obvBeon. Oplote Tomkd SOP e KATAAANAEC
KaBapEéG auvbrkeg, éAeyxo Bepuokpaciog kKot pdAnyn emudAvvong. H mpdtaon elvat cuvTaKTIKOC
KatdAoyog eAéyyou. [1, 2]

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.

Mpo@ulAad&eic mpoowmnikoL / Staff precautions

KaBapr npootaTteuTikr evbupaoia Kot KAALUPA KEQAAG Katd AEMPS PN/L/PG/002/00. Omnouv undpyet
moavéTNTa eNAQrig, KATAAANAQ ydvTia- mpooTacia avanvoriG/oeBaAUwWY oL 0 Xelplopds okdvng To
anattel. To akplBEG LALKS yavTLoU, 0 agpLloddc Kal n mpootacia avamnvonc kabopi{Covtal and SDS kat
Tomkr ekTi{unon ékBeong. [4]

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.

ZTolXeia yia avaivon kivéovou / Risk-assessment inputs

EO@AekTol atpol. Anatte(tal a§loAdynon aepLopoy, TNYWy avdgAegng Kat moodTNTAg SLlaAdTN oL
Xep{CeTal To epyaoTriplo.

AlBavOAn: ebPAeKTOL aTo(: amopdkpuvon MNYWY avEdeAEENG Kot KATAAANAOG aePLlonOG. H TeAKH
To€véunon e€aptdTal and ovuykévtpwon/uiypa. [1, 5]
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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.

Tekpnpiwon diudpkelag xpRong / Evidence for beyond-use period

Aev apéxeTal xpdvog xpriong/BUD yla To TeAKO OKEDAOUA 0T CLUYKEKPLUEVN Hovoypapia. Agv
anodi{beTal avbaipeta SldpkeLa. Anattobvtal KATEAANAa 6edopéva oTabepdTNTUC KL £YKPLON TOU
utebBLYOL PapuaKkoTolol TP amnd anodéapevon. [1]

The specific monograph provides no finished-product beyond-use period/BUD. No duration is assigned by
assumption. Suitable stability evidence and responsible-pharmacist approval are required before release.

ESapTwHeveG Baocelc / Required bases
Agv anotteltal xwploth obvBetn Bdon otn pntr obvbeon. [1]

No separate compound base is required in the explicit formula.

EvdelkTIKOC eEomALOMOG / Indicative equipment

Zuy06G KaTAAANANG BLAKPLTIKAG LKavoTNTAG, YOUd{/omdTovAa, KATAAANAOL TEPLEKTEG AVAMLENG KOL TEALKO
boyelo. Mpoobéote OyKOUETPLKA Yo ML, EAeyXOueVO LOATOHAOLTPO OToL N PEB0BOC MPoPAEmeL THEN KL
KaTtdAAnAo @iAtpo émou gnteltal. AvaALTIKOG €EOTMALOUOG GOMOWYA LE TIG SOKLUEG eAEyYou. [1, 2]
Balance with suitable resolution, mortar/spatula, suitable mixing vessels and final container. Add volumetric
equipment for mL, a controlled water bath where melting is specified and a suitable filter where required.
Analytical equipment follows the QC methods.

Aladikaoia mapaockevic / Preparation procedure

1. EmBeBaiwoTte 6TL N apytkh atbavoin elvat mowdtntag JP kot meplekTikéTNTAG 95,1-96,9% V/V 0TOUC
15°C.

2. MeTpriote 830 mL kot mpooB€ote kekaBapuévo vepod.

3. AvopiETte KoLt GUPNMANPWOTE HE VEPS PéXPL TEALKO Oyko 1000 mL. H anokatdotaon Beppokpaaiag mpwv
TNV TEAKA OYKOMETPNON AMOTEAEL TOTILKO EAEYXO YL TN CUOTOAR/BEPUOVON KATE TNV avdLEn.
EnaAnBebote TNV TEALKN MEPLEKTIKOTNTA PE TNV enlonun pébodo. [1, 2]

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.

Mapatnpnoelg / Notes

830 mL atBavdéAng JP 6ev onuaivouy 83% amdAvTn atbavoAn. Agv EMITPEMETAL AVTIKATAOTOON HE Avudpn
atBavéAn otnv (Gla moodtnTa. O Xpdvog 24 HNVWVY oL ERPAVICETAL OE YELTOVLKH Hovoypapia
Ethanol/Anhydrous Ethanol 6ev petagépetal €dw. [1]

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.

Zuokevaoia kat VALKa / Packaging and materials
EpUNTIKA KAELOTOC, QWTOMPOOTATEVTIKOG EPLEKTNG. [1]

Tight, light-resistant container.
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Ynodewypa eTikétag / Label specimen

AlBavdoAn ya amoAduavaon JP

MNoodtnta: - Moaptida: - Moapaokevri: - Xpron éwg:

Movo eEwTteplkr xprion. ®OAAEN: EpUNTIK& KAELOTO, MPOCTATEVUEVO amd QWC. EAeyxoC mNywv avaeAeEng
AOYw atBavOéAng. H bk povoypagpia dev opiCel aplBuntiky Bepuokpaoia.

AcBevrig/doooloyia 1§ epyaocTnplakn xprRon: - dappokelo/tnAépwvo:

EO@AekTO. Makpld and gAdya. Mnv Ko Tam{veTE.

Ynédelypa mpog npooapuoyr and Tov apPaKoToLd: OXL TEALKN EYKEKPLUEVN ETIKETA. [1, 5]

Ethanol for Disinfection JP

Quantity: - Batch: __ - Prepared: ___ -Useby:

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

Patient/directions or laboratory use: - Pharmacy/telephone:

Flammable. Keep away from flames. Do not swallow.

Specimen for pharmacist adaptation; not a final approved label.

M£0obol eAéyxou / Quality-control methods

IXETIKA MukvOTNTA KaTd JP 2.56 yla enaArifgvon ouykévtpwaong. Tavtonolnon PeE TG 600 XNULKEC
avTIOPAOELC TNG €WBLIKAC povoypagiag. Kabapdtnta: epapudlovtal ol SokLEG TNG Ethanol (dlalyela,
0E0TNTA/AAKAALKOTNTA, MTNTIKEG IPOOUIEELC ue GC, uOAEL P eEGTULONG), HE €16k Sokiur} UV Tou
TEALKOU BLaADHaTOC: KLYeA(Ba 5 cm, vepd we TuPAS- A240 <0,40, A250-260 =0,30, A270-340 =0,10,
OMOAR KOUTOAN 235-340 nm. Anatte{tal To MAAPEC MoPAMEUNOUEVO KE{UEVO Y eKTEAEDN. [1, 2]

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.

®OAa&n / Storage conditions

EpUNTIKA KAELOTO, MPooTaTELHEVO amd PWC. EAEYXOC MNYWY avdPAeENC AOYw atBavéAng. H eldikn
pHovoypagia 6ev op(Cel apBuntikn Beppokpaoia. [1, 5]

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

El81kéc 0bnyiec 61aOeonc / Dispensing instructions

ETIKETA AMOAVHAVTIKOD MAPACKELACHATOC: OXL YL oon. H emtpenduevn xprion Kot o XpOvog NaPric
KaBopi(CovTtal xwpLoTd yla Tny €Qappoyn. Mnv dnAwvete ddela KUKAOPOPIAG | CUYKEKPLUEVO QAT
dpdong Baaoetl uévo avtric TNG Hovoypapiac. [1]

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.

MpoéAevon Kal emavaypnolpomnoinon / Provenance and reuse

Mnyrj: Ministry of Health, Labour and Welfare, Japan, Japanese Pharmacopoeia XVIII, ayyAkr| ékdoaon
2021. Enavaypnolpomnoinon katd Public Data License 1.0 péow tngG moAttikAg MHLW, pe anédoon mnyng
KoL EMLOAPOVOn 0AAQYWY. EAANVIKY HETA@paon, ayyAlkr) obvoyn/avadldpBpwaon Kal CUVTAKTIKEC
npooBnikeg: EAANVIKS Formulary Sikalias, Ztagwdég Xp. ZikaAldg, compounding.gr. Agv lvat emionun
pHeETAQpaaon oUTe éykplon MHLW. To wanwviké nmpwtdTuno vneploxVel Tng enionung ayyAlknc andédoong oe
andkAlon. Agv yxpnoiomnotodvTal Aoydtuma f LALKS TP{Twy He EL6LKOVC OPOUC. ZUUMANPWHATLKES
nmAnpogopiec AEMPS/CDC amob{bovtal xwplotd. Ot nyéc CDC/NIOSH eivat Stabéoiueg dwpedv and CDC-
Ol OUVTOMEG TEXVIKEG TMapappdoelc 6ev vtodnAwvouv éykplon CDC.

Source: Ministry of Health, Labour and Welfare, Japan, Japanese Pharmacopoeia XVIII, English edition 2021.
Reuse under Public Data License 1.0 through the MHLW policy, with source attribution and changes identified.
Greek translation, English summary/restructuring and editorial additions: Greek Formulary Sikalias, Stasinos
Chr. Sikalias, compounding.gr. This is not an official translation or MHLW endorsement. The Japanese original
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prevails if it differs from the official English rendering. No logos or specially restricted third-party material are
used. Supplementary AEMPS/CDC information is attributed separately. CDC/NIOSH sources are freely available
from CDC; brief technical paraphrases imply no CDC endorsement.

BiBAloypag@ikég avagpopécg / References

[1] MHLW — JP XVIII: Ethanol for Disinfection JP. 2021 JP XVIII (2021), printed pp. 966-967; starting Ethanol pp. 964-965. Al
official pharmacopoeia. EAgyxog / Checked 2026-09-10.

https://www.mhlw.go.jp/content/11120000/000904440.pdf

[2] MHLW — JP XVIII, General Rules for Preparations. 2021 11-4 Qintments and 11-2 Cutaneous liquids, printed p. 20; Other
Preparations 3 Spirits, p. 22; General Notices. Al official pharmacopoeia. EAeyxog / Checked 2026-09-10.

https://www.mhlw.go.jp/content/11120000/000945683.pdf

[3] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. PN/L/FF/007/00 §4.3 environment; §4.4 method; §4.6 controls. A2 official
technical guidance. EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff 007_00.pdf

[4]1 PN/L/PG/002/00 INDUMENTARIA. PN/L/PG/002/00 Clothing and protective equipment. A2 official technical guidance.
EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

[5]1 niosh_ethanol. Official agency page Raw-material properties, handling and incompatibilities. A2 official technical
guidance. EAgyxog / Checked 2026-09-10.

https://www.cdc.gov/niosh/npg/npgd0262.html

[6] AEMPS — Aviso legal. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical evidence. EAeyxo¢ /
Checked 2026-09-10.

https://www.aemps.gob.es/aviso-legal/

[7] BOE — Real Decreto 1495/2011, articulos 7-10 y anexo. Policy checked 2026-09-10 Reuse conditions. Rights policy, not
clinical evidence. EAeyxog / Checked 2026-09-10.

https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

[8] MHLW — Copyright and Public Data License policy. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical
evidence. EAeyxog / Checked 2026-09-10.

https://www.mhlw.go.jp/chosakuken/index.html

[9] Digital Agency — Public Data License 1.0. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical
evidence. EAeyxog / Checked 2026-09-10.

https://www.digital.go.jp/en/resources/open_data/public_data_license_v1.0

[10] PMDA — JP XVIII supplements and errata index. Supplement | 2022; 1l 2024; base errata March 2026 Selected entries
checked; no change to these four compositions identified. Al official edition control. EAeyxog / Checked 2026-09-10.

https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0029.html
OL avaAUTIKEG EBODOL cuvoyiCovTal. MNa eKTEAETN amalTOOVTOL TA TIARPN MOPATEUNOMEVA KEQAAQLA,
avTIdpaoTAPLa Kol KPLTHPLA KATAAANASTNTAG CLUOTAMATOG.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses

compounding.gr CGR-JP-007 | 7



Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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