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Kuavo owvénmvevpa pe kvavoov Patent V, aiBavoin 60%
V/V

Patent Blue V coloured alcohol 60% v/v

BiBAloypagiki avagopd - Anatte{tal TomknA vioBétnon / Reference document - Local adoption required

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTONOoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwToTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

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.

Z0v0eon avagopadg / Reference formula

Bdon / Basis: 1000 mL

ZvoTaTtiko / Ingredient Moooétnta / Quantity

AlBOavéAn 96% V/V 625.0 mL
Ethanol 96% v/v

KvavooOv Patent V 1.5 mg
Patent Blue V

KekaBapuévo 0dwp g.s. ad 1000.0 mL
Purified water

Meplypa@n okevaopatog / Preparation description

ALaLYEG avolkTd Kuavd bypd. H atBavdéAn elval n SpacTikh ovoia: To Kbavolv Patent V Aettovpyel wg xpwoTikr o€
noodétnTa 1,5 mg/L. Aev lvat evEoLUo A 0PBAAULKS TIPOTOV.

Clear pale-blue liquid. Ethanol is the active component; Patent Blue V is a colourant at 1.5 mg/L. It is not an
injectable or ophthalmic product.

References: [1]

Apaon kaL xpron / Action and use

To Formulaire national to Tagwopel wg deppatoAroyikd avtionmTiké/amolvpavtikd, ATC D 08 AX 08. H cuvtayn
bev KaBop(Cel xpdvo enaenc, Ao €VvaVTL CUYKEKPLUEVWY LKPOOPYOAVLOUWY H XELPOLPYLKHA avTionyia. AUTEC oL
xproelg 6ev tekpaipovtat amnd tnv mePLeKTkOTNTA 60%.

The Formulaire national classifies it as a dermatological antiseptic/disinfectant, ATC D 08 AX 08. The formula
supplies no contact time, organism-specific efficacy spectrum or surgical-antisepsis protocol; these cannot be
inferred from 60% strength.

References: [1]
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Mpobiaypagéc / Specifications

OvopaoTikA atbaviéAn 60% V/V- éplo eAéyxouv 57-63% V/V otnv €161k ninyr. Kvavoov Patent V 1,5 mg avd 1000
mL. Atadyela Kot kuavé xpwpa: tavtonolnon xpwoTikAG e TLC. MikpoBlakd kpttripta DGAT/TAMC Kat
DMLT/TYMC:1 CFU avd 10 mL yla kabéva.

Nominal ethanol 60% v/v; source assay range 57-63% v/v. Patent Blue V 1.5 mg per 1000 mL. Clear blue
appearance; colourant identity by TLC. Source TAMC and TYMC acceptance criteria are 1 CFU per 10 mL each.

References: [1]

®wg / Light

Agv dlveTal eldlkA peEAéTn pwTooTabepdTnTac 1§ pntH anaitnon ewTtomnpootaciag otn cbvbeon. MNa
mapakoAolBnon moLdTNTAG KATAYPAYWTE apPXLKO XPWHA Kal oLYKPI{VETE HETABOAEC LTIO TNV ETILAEYHELVN
OLOKELAO{O- BLAPOPETIKG XPWHA SEV AMOSEIKVOEL HOVO TOL AMWAELA ALBAVOANG.

The formula provides neither a specific photostability study nor an explicit light-protection requirement. Record
initial colour and monitor changes in the selected package; colour change alone does not demonstrate ethanol
loss.

References: [1], [2]

Aépac kat o€eidbwaon / Air and oxidation

O neplékTNng Mpénel va neplopifel anwAcLla atbavoAng Katd to enavaAapuBavouevo dvolyua. KAe{ote auéows PETA
™ xprion kat eEetdote TN oteyavdTNTA 0TNY €mAoyr cuokevaoiac. Agv MPOOTIBETAL AVTIOEELBWTIKG 1} adpavéc
a€pLo OTN CLVTAYH.

The container must limit ethanol loss during repeated opening. Close promptly and assess closure tightness when
selecting packaging. No antioxidant or inert gas is added to this formula.

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

Nepo kat dtaAvtéTnTa / Water and solubility

To vePO GUUMANPWVEL TOV TEALKO dyko ota 1000 mL- 6ev mpootiBevtal 375 mL wg vmoTtBéuevoc akpBric dykog. H
avauEn atbaviéAng/vepol mapovolddel cLATOAA. AVEEEAEYKTN apa{won HELWVEL TNV TEALKH MEPLEKTIKOTNTA KOl
dnuiovpyel dAAo mpoidv.

Water makes the final volume up to 1000 mL; do not substitute an assumed exact 375 mL water charge.
Ethanol/water mixing contracts. Uncontrolled dilution lowers strength and creates a different product.

References: [1], [4]

Yypaoia / Humidity

Aev op(CeTal 6plo oxeTIKAG Lypaciag yla To TeAkS SldAvpua. MPooTATEYTE TN XPWOTIKA MPWTNG OANG amnd un
eAeyxduevn SlaBpoxr kat to doyxelo and elopor] vepol. H uBATIKA MEPLEKTIKOTNTA SEV MAPEXEL APLOUNTLKS aw.

No relative-humidity limit is specified for the solution. Prevent uncontrolled wetting of the raw colourant and
ingress of water into the container. Water content does not provide a numerical aw.

References: [11], [3]

Oeppokpacia / Temperature

Avaui€Ete xwpic avolkth pAdya Kal aprioTe To Piyua va emavéABeL otn Bepuokpacia ava@opdc Tou OYKOUETPLKOD
€EOMALOMOD TPy amd TteAkr) puBuLon éykou. H minyrj 6gv opi(lel aplBunTIk Bepuokpacia anobrikevong f EMITPENTH
amnoéKALON.

Mix without an open flame; allow the mixture to return to the volumetric equipment reference temperature before
final volume adjustment. The source specifies no numerical storage temperature or permissible excursion.
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References: [11], [2], [4]

pH kai oupBatotnta / pH and compatibility

Agv kaBopiCetal pH ) puBuLoTkS gboTnua. Agv pooTiBeTatl 00 ) Bdon yla XpwHa Tk dLépbwaon. Av
Kataypdeetal pH, anatte{tol péBodoc KATEAANAN Yo LEPOAAKOOALKS BLAALUA Kal XWPELOTH atTtloAdynaon opiov
anodoyng.

No pH or buffer is specified. Do not add acid/base to adjust colour. Any pH monitoring requires a method
appropriate for hydroalcoholic liquid and a separately justified acceptance limit.

References: [1], [2]

AAAeG aAAnAembpaoclg / Other interactions

AmokAe{oTE QVAULEN UE LOXUPA OEELBWTIKA 1 UN TEKUNPLWHEVA AMOAVUAVTIKA. XpNOLUOTOLOTE TNV KABoPLoHEVN
XPWOTLKA, dXL KLaVoUY ToL PEBLAEVIOL. BloUNXaVIKO HETOLOLWHEVO ovdTVELHa eV elval avTtduaTn
QVTIKaTAOTAON TNG QAPUAKOTIOUAKAG atBavOAnG.

Prevent admixture with strong oxidisers or unqualified disinfectants. Use the specified colourant, not methylene
blue. Industrial denatured alcohol is not an automatic substitute for pharmacopoeial ethanol.

References: [11], [4]

Ewbikd otowxeia ovotatikwyv / Ingredient-specific information

ALBavoAn 96% V/V:625,0 mL yia naptida 1000 mL. Kvavoov Patent V:1,5 mg, elcaydpevo wg 0,3 mL eAeypévou
LoaTIKOU BLaAbpaToC 5 g/L. KekaBapuévo 0OwpP: Hé€xpL Tov TeEALKS dyko. Mn petatpénete g o mL xwplc Sedopéva
MUKVOTNTAG KAl aAKOOAOMETPIAG.

Ethanol 96% v/v:625.0 mL per 1000 mL batch. Patent Blue V:1.5 mg, introduced as 0.3 mL of a controlled 5 g/L
aqueous stock. Purified water: to final volume. Do not equate grams and millilitres without density/alcoholometric
data.

References: [1]

Mpootacia epyalopévwy / Staff protection

MuoALld, yédvtia KatdAANAa yla atbavdAn Katl mpooTaTteLTIKY evdupaoia. Emapkic eEaeplondg, anopdkpuvon
MNYWY avdeAeENC Kol ao@aAiG HETAPOPA HIKPWY dYKwY. Katd tn pétpnon 0,3 mL ano@edyeTte muméta oTOUATOC.

Use goggles, ethanol-compatible gloves and protective clothing. Provide ventilation, remove ignition sources and
control transfers. Never mouth-pipette the 0.3 mL stock aliquot.

References: [2], [4]

EKTipnon kKivdéovovu / Risk assessment

KoOptot kivduvol: edpAekTo piypa, odyyxvon 96% amobépatog pe 60% TEALKS MPOIGY, AVELEN TWY EVRAAAKTIKWVY
oTNAWY g/mL, 0QEAUQ OTN HLKPOTIOGOTNTA XPWOTLKAG Kol anWAELa atBavdAng. MNa veoyvd | KATEGTPAUUEVO
6épua amatteltat 8Lk KAWLIKA eKT{INON AOYW TOTILKWY avTdpdoswy Kat anoppdéenong atbavéAng: Sev dlvovtatl
€W TéToleg evbelEeLs.

Main risks are flammable liquid, confusing 96% stock with 60% finished product, mixing the alternative
gram/millilitre formulas, colourant microquantity error and ethanol loss. Neonates or damaged skin need specific
clinical assessment because of local reactions and ethanol absorption; these indications are not assigned here.

References: [11], [2], [4], [5]
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ZuvOnkec mapaockevng / Compounding conditions

Mapti{da avagopdc 1000 mL. MNa teAkd dykoV mL, cuvteAeotric k=V/1000: atBavdéAn 96%=625 k mL, StéAvua
XPWOTLKAG 5 g/L=0,3 k mL. H avaywyn emtpénetal uévo av n hikpdtepn moogdtnta unopsl va eTpnOel
a&Lémota. EAEyETe BaBuovdunon mmétac Kot TEALKS aAKOOALKS T(TAO.

Reference batch 1000 mL. For final volumeV mL, k=V/1000:96% ethanol=625 k mL and 5 g/L colourant stock=0.3
k mL. Scale only when the smallest volume can be measured reliably. Check pipette calibration and finished
alcohol strength.

References: [1], [2]

Tekpnpiwon BUD / BUD rationale

Agv dlveTal aplBunTiké BUD otnv €8Ik nyrj 00te evTom{oTnKe HEAETN TNG OUYKEKPLUEVNG XPWOTIKAG/MEPLEKTN.
H atBaviéAn 60% 6ev anodelkviel aw<0,60, Siatripnon t{tAouv Katd xprion | OAOKANPWHEVO TTPSY PO
MLKpoBLakAG auvthpnong. Aev amodibetatl avtduata 90 § 180 nuépeG. MNa Tov yevikd Kavova 35 nUEPWY LOATLKIAG
ouVTNENUEVNG HOPEAC amalTe{Tal TEKUNPLWHEVN KaTtdTtagn Kat guuBaTtr cvokevaaia/Bepuokpacia. Mapapével
KevA N enuyelpnaolakn dldpkela €we TNV £yKpLon auTtol Tou AKEAOL: EQAPUATETAL MAVTOTE N EVWPITEPN OXETLKA
AREN.

The specific source gives no numerical BUD, and no study of this colourant/container combination was identified.
Ethanol 60% does not prove aw<0.60, in-use alcohol retention or a complete preservation programme. Neither 90
nor 180 days is assigned automatically. Applying the 35-day preserved-aqueous default requires a justified
category and compatible packaging/temperature. The operational duration remains unassigned pending approval
of that evidence; the earliest relevant expiry always limits it.

References: [1], [3]

Mpoamaitovpeva / Prerequisites

Anatte{tal eAeypévo vdatikd SldAvpa kKvavol Patent V 5 g/L yla Tn HikpomoadTnTa TNG ouVTAYAG. Aev SlaBéTel
XWPLOTS KWBLKO UNTPWOUL £6W. KaTtaypdyTe NApAoKELH/MEPLEKTIKOTNTA/MAPTIOA Kal eyKEKPLUEVN XPprion Tou
anoBépatog- dev emvoe(tal BUD tou stock.

A controlled 5 g/L aqueous Patent Blue V stock is required for the recipe microquantity. No separate register code
is assigned here. Record preparation, concentration, lot and approved stock use; its BUD is not invented.

References: [1], [2]

EEomAlopog / Equipment

Aoyel{o avduEng ocupBaTtd pe atBavoin, Baduovounuévn mméta KATAAANAN ywa 0,3 mL, oyKOUETPLIKOC €EOTTALONOG
1000 mL, avadevtripag, OepUOUETPO KAl OTEYAVEG GLAAEG. MNa EAEYXOLG: TIPoadloplopndg atbavdAng, TLC kat
MLKPOBLOAOYIKEG €Aeyx0G BnBnong pepBpdvng.

Ethanol-compatible mixing vessel, calibrated pipette suitable for 0.3 mL,1000 mL volumetric equipment, stirrer,
thermometer and tight bottles. QC requires ethanol assay, TLC and membrane-filtration microbiology.

References: [1], [2]

M£0o60¢ mapaokevng / Compounding method

1. EAéyETe To SLdAvpa XpwoTkig 5 g/L kat petprote 0,3 mL.

2. AvouiETe e 625,0 mL atBavdoAng 96% V/V.

3. MNpoobéote KekaBapuévo vepd, avaulEte kat puBuiote Tov TEAKS dyko ata 1000 mL otn Beppokpacia
avaPopac.

4. Opoyevornotjote, delypaT{oTe yLao eAEYXOULG KoL EUPLAAWOTE YE MEPLOPLOUS EEETLONG.

1. Verify the 5 g/L colourant stock and measure 0.3 mL.
2. Mix with 625.0 mL of 96% v/v ethanol.
3. Add purified water, mix and adjust to 1000 mL final volume at the reference temperature.
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4. Homogenise, sample for QC and bottle while limiting evaporation.

References: [1], [2]

Napatnpnoclg / Observations

H nnyr dlvel xwploth naptida Katd ndca: atbavoin 96% V/V 555,0 g, xpwotikh 1,5 mg kat vepd €éwg 1000,0 g.
AuTtr 6gv elvatl n moptida 1000 mL tou nivaka £6w. H avagopd 608,1 g atBavéAng 90% ag@opd TNV EVAAAAKTLKA
KaTtd pdla Kat 6ev avtikablotd 625 mL xwpic véo vroAoyLloud.

The source separately gives a mass-based batch:96% v/v ethanol 555.0 g, colourant 1.5 mg and water to 1000.0
g. That is not this 1000 mL batch. Its 608.1 g of 90% ethanol alternative belongs to the mass formula and must
not replace 625 mL without a new calculation.

References: [1]

MNepLéKTNG KaL ovokevaoia / Container and packaging

EmAéyetal ateyavr] @LaAn cupBath e LOPOAAKOOALKS BLAAL A Kal WA ToL TEPLop(lel EATHLON. TO LALKS dev
KaTovoudZeTal atny WOWKA MNyr: YUaA( ue aEloAoynuévo MW anoteAel emAoyr Tov nmapdvtoc oxedlaouol, dxL
(QAPUOKOTIOLLOKT AMOKAELOTIKOTNTA.

Select a tight bottle and closure compatible with hydroalcoholic liquid and limiting evaporation. The specific
source does not name a material; glass with a qualified closure is an editorial design choice, not an exclusive
pharmacopoeial requirement.

References: [1], [2]

MowoTikO6G éAeyxoG / Quality control

EAEYXOC BLOOYELOG/XPWHATOC Kal TEALKOD dyKov. AlBavdAn katd Ph.Eur.2.9.10, épto 57-63% V/V. TLC XpWOTIKAC
peTd eEdTion 100 mL kot avadidAvon oe 1 mL vepoo, €vavTtt mpotinov Patent V. TAMC kat TYMC pe 6uinon
MEMBPAVNG:1 CFU/10 mL yia KaBéva. KataypdyTe MPoyUaTikd anoTeAéoUaTa XWPLOTA: N napovaia atBavdAng dev
LTOKOOLOTA TOV TIPORAEMOUEVO EAEYXO.

Check clarity, colour and final volume. Assay ethanol by Ph.Eur.2.9.10 against 57-63% v/v. Perform colourant TLC
after evaporating 100 mL and reconstituting in 1 mL water against Patent V reference. TAMC/TYMC by membrane
filtration:1 CFU/10 mL each. Record actual results separately; ethanol presence does not replace required testing.

References: [11], [2]

®0AaEn / Storage

2TEYOVA KAELOTO, 0€ XWPO KATAAANAO yla eOQAEKTA LYPA, Hakpld and TNYEG BepudTNTAC/AVAPAEENG. AKPLBAG
Beppokpacia kat nuepounvia xpriong opi{Covtal pe TNV €yKPLON TOL CLOTAPATOC MEPLEKTN/BUD: 6gv unidpyouv
aPLOPNTLKEG OLVBRKEG OTNV ELOLKA ovoypa@la.

Keep tightly closed in storage suitable for flammable liquids, away from heat and ignition. Exact temperature and
use-by date must accompany the approved container/BUD system; the specific monograph supplies no numerical
conditions.

References: [1], [2], [4]

AwaOeon / Dispensing

M6évo SepUaTLKH XPrion GOUEWYA UE CUYKEKPLUEVN EMAYYEAUATIKA 0bnyla. AmoplyeTe pdtia Kot Katdnoon. Mnv
EKAQUBGVETE TN Hovoypagia wg ddsla xpriong oe Bpéen, avolkTd Tpaduata f BAevwoydvoug. H TEAKN
emofiuavon eAEyxeTal ylo atbavoAn Kal Ta XoapaKTNPLOTIKE Tou TpoidvTod.

Cutaneous use only under a specified professional instruction. Avoid eyes and ingestion. This recipe does not
establish use in infants, open wounds or mucosa. Assess final labelling for ethanol and the actual product
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characteristics.

References: [1], [5]

EmioApavon / Labelling

Kuavé owdnvevua - atBavéAn 60% V/V

Mévo eEwTteplkr deppaTikn xprion. EOPAeKTO. Na v KaTamiveTal.
KAglvete auéowe HETE TN XPAON: HaKPLA amnd taldLd/avaeAeEn.
Noptida_ Moodtnta_ Mapookevri

Xprion €éwg____ Eykekppévn goAagn___ Odnyieg xpriong____

Patent Blue V coloured alcohol - ethanol 60% v/v
External cutaneous use only. Flammable. Do not swallow.
Close promptly; keep away from children and ignition.
Lot  Quantity  Prepared

Use by Approved storage____ Directions_____

References: [11], [2], [4], [5]

v9_controls / v9_controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc Lo TIC £6LIKEC PpoDMoBETeLg. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat 6ev £xovv mapayOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta gTolyela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epappoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyYO BLAPKELAG HETA 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.

AVEEAPTNTN EMOTNUOVLKY 00VOETN OTA EAANVLIKA KOl ayYALKG- 6ev amoTeAel enionun petdopaon f éykplon Tov ANSM.

Independent Greek/English scientific compilation; not an official ANSM translation or endorsement.

Mnyéc KoL mapanmoumnég / Sources and references

[1] ANSM - Alcool coloré bleu patenté V (60 pour cent V/V) (2010) (15/02/2012)

2010 | p 1 Definition; p 1 Production; p 1 Characters; pp 1-2 Identification/Test/Assay; p 2 Therapeutic class | Exact master formula,
preparation, specifications and stated storage | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/alcool-colore-bleu-patente-v-60-pour-cent-v-v.pdf
[2] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 2014 | Chapters 3-6; Annex 2 | Process records, facilities, contamination control and release; not a product stability study |
2026-10-13

https://picscheme.org/docview/3443
[3] USP expert presentation - Nonsterile Compounding: Beyond-use dates

14 September 2023 | PDFpp 10-11, slides 19-22 | Public official expert explanation of USP 795 default categories; no exact-product
experimental evidence | 2026-10-13

https://nabp.pharmacy/wp-content/uploads/2023/09/USP-Compounding-Webinar-Handout-September-14-2023.pdf
[4] INRS - Ethanol, fiche toxicologique 48

November 2019 | pp 1-3 and recommendationspp 7-9 | Ethanol identity, volatility, flammability and handling; pure-substance properties are
not finished-product measurements | 2026-10-13

https://www.inrs.fr/dam/ficheTox/FicheFicheTox/FICHETOX_48-1.pdf
[5]1 EMA/European Commission - Excipients in labelling and the package leaflet, annex

Revision 5,5 December 2025 | English worksheet: ethanol rows 38-43; wool fat row 114 | Excipient labelling; not efficacy or stability of this
compound | 2026-10-13
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https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx

[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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