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FAVKEPLVOUYXO XAKOOALKO S1aAvpa -50 g YALKEPOANG Kal
50 mL v6pOaAKOOALKOD @opéia 2

Glycerinated alcohol -50 g glycerol plus 50 mL
hydroalcoholic vehicle 2

BLBAloypagik avagopd - Anatte{tal Tomkr vioBétnon / Reference document - Local adoption required

MpoéAsvon kKatL 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 avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL 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: Noaptida elopowv 50 g+50 mL: mpaypatiky andédoon kataypdgetal / component batch 50 g+50 mL;
actual yield recorded

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

FAvKePOAN 5049
Glycerol
Y6p0aAK00ALkSG popéag 2, FN/2003/EX/027 / CGR-ES-059 50 mL

Hydroalcoholic vehicle 2, FN/2003/EX/027 / CGR-ES-059

Mpoamnaittovpeva / Prerequisites
CGR-ES-059 Hydroalcoholic vehicle 2 EX027

MNeprypag@n okevaopatog / Preparation description

Alavyécg dxpwuo vypd amnd 50 g YAvkepdANG Kat 50 mL ouyKeKPLUEVOL LOPOAAKOOALKOD Qopéa. H obvBean oplleTal
WG nMopTida 600 £LOPOWV dBLAPOPETIKWY HOVADdWY. Agv dnAwveTat 6TL anodidel 100 g 4 100 mL o0te akpLBEG
M0000TO AAKOOANG XWPIG HeTPpNUéVN anddoan/mukvdTnTA.

Clear colourless liquid from 50 g glycerol and 50 mL of a specific hydroalcoholic vehicle. This is a component
batch with different units. It is not asserted to yield 100 g or 100 mL, or an exact alcohol percentage without
measured yield/density.

References: [1]

Apaon kai xpRon / Action and use

lotopikr depuaTIKA Mapackevr TNG AEMPS pe ava@epOUEVEG XPNOELC MPOANYNG KATAKAIOEWV/payddwv 6nAic [1].
OL XpAOELC aUTEC eV voBeToLlVTAL WG G0YXpPovn TeKUNPLwUéEVN cboTtaon: NICE anotpémnel mpoAnmTikd Haodl
nepLloyxwv miieong [5], evw o mévog ONAAG amattel EAeyyxo BnAaopov/attiag [6]. XpAon Hévo PHETA €16LKA KALWLKH
andépaan.
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Historical AEMPS skin preparation listing prevention of pressure lesions/nipple fissures [1]. These uses are not
adopted as current evidence-based recommendations: NICE advises against preventive massage of pressure
areas [5], and nipple pain requires feeding/cause assessment [6]. Use only following a specific clinical decision.

References: [1], [5], [6]

Mpodiaypagic / Specifications

Mnyn: dlavy€g dxpwuo bypo. AKPLRAG TeAkN pdlo/éykoG, aAKoOALKAG T{TAOG, pH Kat aw dev dlvovTal.
Kataypdpovtal mpayuaTikh anddoon Kat opoloyévela: dev tiBetal «100 g» WG KPLTAPLO amodéopevoncg yla
naptida 50 g+50 mL.

Source: clear colourless liquid. Exact final mass/volume, ethanol strength, pH and aw are not supplied. Record
actual yield and uniformity; do not impose “100 g” as the release criterion for a 50 g+50 mL batch.

References: [11], [2], [7]

®wg / Light

Kexpiunapévio gLaAidio katd tnv nnyr. H npootaocia dtatnpeital xwpilg Loxuplopd ouyKeKPLUEVNG
ewToanodounong. Asv avtikadbiotatal and avolytd doxelo epappoyig.

Use an amber bottle as specified. Retain protection without asserting a particular photodegradation rate. Do not
substitute an open application vessel.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

H ntntkn atbavoin anattel meploplopd xpdvou avolyuatoc, xwplc okémun eEAtuion ya «nmdTtePo» nMpoidv. To
KaAQ KAELOTO @LaAidLlo mpootatelel TN cbotaon. Katd tn petdyylon eEaopaAifetal agplondc Kal anoudkpouvan
nmnywv avadeAsEnc [3].

Volatile ethanol requires limited open time; do not deliberately evaporate it to make a “milder” product. Tight
closure protects composition. Provide ventilation and remove ignition sources during transfer [3].

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

Nepo kat SiaAvtoTnTa / Water and solubility

To 06wp elodyeTtal pé€ow Tou PopéaEX 027. Agv npooTtiBeTat emmnAgov vepd yia va pTdast avBaipeta 100 mL. H
YAUKEPSAN Kat N atBavdAn dev anoteAolv and péveG TOug PETPNoONaw A TEKUAPLO AVTLONTITIKAG
QMOTEAEOUATIKOTNTOG.

Water enters throughEX 027. Do not add water to force an arbitrary 100 mL final volume. Glycerol and ethanol
content alone are not an aw measurement or proof of antiseptic efficacy.

References: [1], [2]

Yypaoia / Humidity

Aev opiCeTal vypacia TEALkoD poidvtog. KAeloTd Soyxela LALKWY Kat ypriyopn akptBrg C0yLlon TnG YALKEPOANG
neplopi(Couv petaBoAéc TN obotaong. AnogedyeTtal mPoodrikn vePoL amnd Bpeyuéva okeDN.

No finished-product humidity limit is specified. Closed material containers and prompt accurate glycerol weighing
limit composition changes. Avoid water introduced by wet equipment.

References: [11], [7]
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Osppokpacia / Temperature

Kdtw twv 30 °C Katd tTnv nnyrA. AvaulgEn xwpic Bépuavon: n apaiwon atbavéAng unopel va HeETABAAEL TPOCWPLVE
Bepuokpaoia/dyko Kat apriveTal va eELgoppomnnBel mpwv pétpnon andédoong. Makpld amnd Oepuéc EMPAVELEG,
@AOYEC Kal omverpeg [3].

Below 30 °C as specified. Mix without heating; ethanol dilution may transiently alter temperature/volume, so allow
equilibration before yield measurement. Keep away from hot surfaces, flames and sparks [3].

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

pH kait cupBatéTnTa / pH and compatibility

Agv d(deTal mpodiaypaenpH. H napovoia atBavdéAng/yAvkepOAnG anattel KATAAANAN avaAv Tk nébodo edv
napakoAovBe(talpH. Asv npootiBeTal puBuLoTIKS 1] ovdeTepoTOINTHG Kal ev emvoeltal e0Pog anodoxAG.

No pH specification is supplied. If pH is monitored, the ethanol/glycerol matrix requires a suitable analytical
method. Do not add buffer/neutraliser or invent an acceptance range.

References: [11], [7]

AAAec aAAnAenibpaoclg / Other interactions

Agv glvat WHO hand-rub o0te 10060vapo 0AKOOAOUXOU QVTLONTITIKOD OUYKEKPLUEVOL T{TAOUL. H mpwTn VAN
alBavdAnG dlaxwpiCetat and toxupd ofeldwTikd [3]. Aev npootiBevTal apwuata/dAAa APl ou Ba aAA&Eouy
KAWLKA avoxr 1§ obvbeaon.

This is neither WHO hand-rub nor equivalent to an alcohol antiseptic of specified strength. Segregate ethanol raw
material from strong oxidants [3]. Do not add fragrances/other APIs that alter tolerability or composition.

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

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

FALKEPOANRFE 0496 e emBeBatwpévn TavtédTnTa KAl €Aeyxo DEG/EG [4]. O gpopéac 2 mapaokevdletal pe 70 mL
atBavoéANnG 96% kot 30 mL kekaBapuévou BBaToc [2]. O etoepyduevol dykol Hev amodetkviovy 100 mL teALkoL
@opéa AOYw oLOTOAAG- AauBdvovtatl 50 mL Tou MPAyHATIKE MOPACKELAGUEVOL OOYEVOUG QOopEéa.

Use glycerolRFE 0496 with verified identity and DEG/EG controls [4]. Vehicle 2 is prepared from 70 mL 96%
ethanol plus 30 mL purified water [2]. Input volumes do not prove 100 mL final vehicle because of contraction;
measure 50 mL of the actual homogeneous prepared vehicle.

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

Mpootacia epyalopévwy / Staff protection

Favtia oLUPBATA HE T LALKA, MPOOTATEVTIKA YUOALE KaTd TNV avduEn kot evbuuaoia epyaotnpiov. O agplopdc, n
a0QaAAG amodrikevon alBavOANG Kal 0 AMOKAELTUSC NYWY avAAeENG elval Kplowuol [3]. OAGOnpéc Slappoég
YAUKEPOANG AMOUOKPUVOVTAL HE EAEYXOUEVO KaBapLoud.

Use material-compatible gloves, eye protection during mixing and laboratory clothing. Ventilation, safe ethanol
storage and exclusion of ignition sources are critical [3]. Remove slippery glycerol spills by controlled cleaning.

References: [3], [7]

EKTipnon kKivéovovu / Risk assessment

Ki{vbuvol: AdBoc¢ eElcwong/mL, petaBoAr aAKOOALKOD T{TAOL AOYW amWAELAG TTNTIKWY, DEG/EG otn YAUKEPOAN,
AVAPAEEN TPWTNG DANG Kal epeBLONOC 1N aképatov dépuaToc [1,3,4]. AmogelyeTal Xprion o€ BNAR He Bavr
€kBeon Bpépoug xwplg 16tk agloAdynan. H moAatd €vdelgn katakAlioewv dev uvmokablotd agloAdynaon
n{eong/6éonc [5,6].
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Risks include treatingg/mL as interchangeable, volatile-loss changes in alcohol strength, DEG/EG in glycerol,
raw-material ignition and irritation of damaged skin [1,3,4]. Avoid nipple application with possible infant exposure
without specific review. The historical pressure-lesion claim does not replace pressure/position assessment [5,6].

References: [11], [3], [4], [5], [6]

Zuvonkec mapaockevnG / Compounding conditions

H kAlpdkwon yivetal oe ovvteAeotr moptidack:50 k g yAukepdANG+50 k mL gopéa 2. KataypdpeTal MPAYHATIKA
TEAKA Hd&Ca/byKkog peTd eELooppdmnnon, xwpicg.s. oe 100 povddeg. EmBeBatwveTal opbn maptida opéa Kat pun
METOLOLWHEVN aLBavOAN.

Scale by batch factor k:50 k g glycerol+50 k mL vehicle 2. Record actual final mass/volume after equilibration,
without g.s. to 100 units. Verify the correct vehicle batch and non-denatured ethanol.

References: [11], [2], [7]

Tekpunpiwon BUD / BUD rationale

MNnyn:3 HAVEG KATW Twv 30 °C og KeXPLUMAPEVLO QLaA(SLo [1]. Aev evToMOONKE AVTLOTOLXLOUEVN TIPWTOYEVAG
MEAETN YU avTh TN KTA mopTida 50 g+50 mL. EmAéyeTal pévo avwTaTto 6pLlo avapopdc 89 NUEPWY Kal<3
NUEPOAOYLOKWY UNVWVY PE TOTILKH TeKPNplwan akplBolc gopéa, anddoons, MEPLEKTN KAl EAEYXWVY. AyvwoTn aw Kot
TEAKOC aAKOOALKOC T{TAOG dev BagTi{CovTal «avTtooLVTNPOLUEVO». H HikpdTtepn AREN popéa/yAuKEPOANG
LTEPLOYVEL KAWLKE KATAAANASTNTA KplveTal YWPLoTd. EKdoTIKA oOuBaon: ta unviaia dpla tng mnyng
TIOPAUEVOLY NUEPOAOYLAKE: TO aPLOUNTLIKS PLo HETATPOTAG £{val 28 nuEPEG yia £vav piva A 89 yla TPELG: Tuxdv
XWpPLoTd emAeypévo BpaxdTepo dplo eEakoAovBel va umeployDeL. MPAKELTAL YLO oLVTNPENTLKA HETATPOMH, OXL
auTtoAegel éplo NG MNyng.

Source:3 months below 30 °C in an amber bottle [1]. No matching primary study for this 50 g+50 mL component
batch was identified. Use only a reference ceiling of 89 days and=3 calendar months with local documentation of
exact vehicle, yield, container and controls. Unknown aw/final alcohol strength do not establish
“self-preservation”. Earlier vehicle/glycerol expiry prevails; clinical suitability is assessed separately. 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: [11], [2], [7]

Mpoamaitovpeva / Prerequisites

CGR-ES-059 / FN/2003/EX/027, 6p0oaAKoOALKSC popéac 2. Aev eival o popéag 1 CGR-ES-058. EAéyxeTaL aOvBean,
noptida, andédoon Kot KAE(OLHO TOL AMOBEUATOC PV PETPNOOLY 50 mL.

CGR-ES-059 / FN/2003/EX/027 hydroalcoholic vehicle 2. It is not vehicle 1 CGR-ES-058. Check stock composition,
batch, yield and closure before measuring 50 mL.

References: [11], [2]

EEomAlonog / Equipment

Zuyopld ywa 50 g YAUKEPOANG, oyKoueTPlkd yia 50 mL gopéa, KAELoTO cupBatd doxelo avduEng, avadevtripag
KOl KEXPLUTAPEVLO PLaA(DBLo. O eEOMALOUOC eTLTpEMEL PETPNON MPAYHATIKAG anddoong xwplc aveEEAeyKTn
egdTuLon.

Balance for 50 g glycerol, volumetric measure for 50 mL vehicle, compatible covered mixing vessel, stirrer and
amber bottle. EQquipment must permit actual-yield measurement without uncontrolled evaporation.

References: [11], [2], [7]
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M£00b0¢ mapaokevng / Compounding method

1. NapaokeLi/éAeyxog gopéa 2 and TI¢ akplBelc eLopoéc atBavoAng kat 06aTocg. 2. ZOywon 50 g YAUKEPOANG. 3.
Métpnaon 50 mL opoyevolc popéa Kol oTadlakr mpoabrkn otn YALKEPOAN vnd avadevaon. 4. EElgoppdmnon,
E€AeyxoC dlalyelag Kol kataypagr anédoong. 5. Tuokevaaoia o€ KEXPLUMAPEVLIO PLOAIBLO Kal duETO KAE(OLUO.

1. Prepare/check vehicle 2 from the exact ethanol/water charges. 2. Weigh 50 g glycerol. 3. Measure 50 mL
homogeneous vehicle and add progressively to glycerol with mixing. 4. Allow equilibration, inspect clarity and
record yield. 5. Package in amber glass and close promptly.

References: [11], [2], [7]

Mapatnpnioelg / Observations

H pébodog dlatnpel Tnv mpaypatiky cuvtayr elopowv. To 50 g+50 mL &ev elvat «50% yAukepdAn» xwplc oploud
Bdong kot pétpnon. Aev yivetat eEaywyr TIUAG atBavdAng 67,2% yla To TEALKG YAUKEPLYOUYO TPOoidv amd TLG
MOCOTNTEG TOL EVOLAETOL POopPEQ.

The method preserves actual component charges.50 g+50 mL is not “50% glycerol” without a defined basis and
measurement. Do not infer 67.2% ethanol for the finished glycerinated product from the intermediate vehicle
charges.

References: [1], [2]

MepLékTnG KalL cvokevaoia / Container and packaging

Kexplunapévio, oteyavd Kat KATGAANAO yLa LEPOAAKOOALKS LYPO PLaAIBLO. ATtoguyr avolxTol B&Zov/YeKaouoD,
EKTOC xwpPLoTAg aEloAdynong. H eTikéTa avaypd@el MpayUaTiky anodobsioa moagdtnta Kot EEWTEPLKNA XPHoN.

Use an amber tight bottle suitable for hydroalcoholic liquid. Avoid an open jar/spray presentation without separate
assessment. Label actual supplied quantity and external use.

References: [11], [2], [7]

MowoTikO6G éAeyxoG / Quality control

EnaArBevon tavtétnTag Kat DEG/EG yAuKePOANG, apTidag popsa, eLopowvg/mL, SladyeLlag Kat MPAYUATIKAG
anédoang. Av dnAwBel TeAkd MoocooTtd aBaviéAng, anatteltot KATAAANAOG AVAAVTIKOG/MUKVOUETPLKOG
TMPOCGGLOPLOUOG Yia TPLUEPEC cloTNMHA, OXL AMAG AAKOOASUETPO XWPIC KATAAANASTNTA.

Verify glycerol identity/DEG-EG controls, vehicle batch,g/mL charges, clarity and actual yield. If final ethanol
percentage is claimed, use an appropriate analytical/density method for the ternary system, not an alcoholmeter
without demonstrated suitability.

References: [11], [2], [4], [7]

®0Aain / Storage

Katw Twv 30 °C, KaA& KAELoUEVO KEXPLUTAPEVLO QLAABLO. MaKkpLld amnd BepudTNTA/MNYEC AVAPAEENG KoL TTaLOLA.
Agv ekywpeltal petpnuévo onuelo avadeAeEng kabapnc atbavdoAng oto TeAkd piyua.

Below 30 °C in a tightly closed amber bottle. Keep away from heat/ignition sources and children. Do not assign
neat ethanol’s measured flash point to the finished mixture.

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

A1aOeon / Dispensing

Mdévo petd ouykekplpévn KAWLKY aEloAdynon Tng epapuoyAc. Asv mpoTel(veTal WG pouvTiva yia mPoAnYn
KatakAloewv 1 Bepaneia payddwv BNAriG. Anoguyr KaTAdnoong, oeBaAUWY Katl epeBLlapévou dépuatog. Evnuépwan
OTL Bev elval EMKLPWUEVO AVTIONTTLIKS XEPLWIV.
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Supply only after specific clinical assessment of the intended application. Do not routinely recommend for
pressure-ulcer prevention or nipple fissures. Avoid ingestion, eyes and irritated skin. Explain that it is not a
validated hand antiseptic.

References: [11], [5], [6]

Emwonpavon / Labelling

FAUKEPLVODYO OAKOOALKS BLdAvpa - EZQTEPIKH XPHZH. Z0vBeon etopowv 50 g YAuKEPOANC+50 mL gopéa 2.
Mpayuatikh moodtnta: . Eykekplpévn epappoyn/odnyles: . K&dtw twv 30 °C, KAAQ KAELOUEVO, HoKPLA amd
MNYEG avdeAeEnG kat madid. OxL katdnoon. MNaptida: . Mapaockevd: . XpAon €wg: . compounding.gr.

Glycerinated alcohol - EXTERNAL USE. Component formula 50 g glycerol+50 mL vehicle 2. Actual quantity: __.
Approved application/directions: __. Below 30 °C, tightly closed, away from ignition sources and children. Do not
swallow. Batch: __. Prepared: . Use by: . compounding.gr.

References: [11], [2], [3], [7]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBean, ta
TPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD sival n évapEn tng napaokevic. Epapudletal To cLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLaG HETA TO dvotypa. Ta éplta USP eival texvikd mAaiowo kot dev
napovoldfovtal WG eAANVIKY 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: ALCOHOL GLICERINADO

FN/2006/P0O/036; current standalone PDF | PDF p.2 formula/method/container/BUD; subsequent patient and safety sections | Master formula;
independently adapted, not an official translation | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_036.pdf
[2] AEMPS - FN/2003/EX/027 Solucién hidroalcohdlica 2

Current standalone source | PDFp.2 composition/method | Vehicle component charges 70 mL ethanol 96% plus 30 mL water; no final-volume
top-up specified | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_027.pdf
[3]1 ILO/WHO - ICSC0044 Ethanol (anhydrous)

May 2018 | Fire/explosion; handling; chemical incompatibilities | Raw ethanol hazards; numerical anhydrous flash point is not assigned to
finished mixtures | 2026-10-13

https://chemicalsafety.ilo.org/dyn/icsc/showcard.display?p_card_id=0044&p_lang=en&p_version=2
[4] FDA - DEG/EG testing of high-risk components including glycerin

May 2023 Revision 1 | Sectionsl andIV | Glycerol raw-material identity, supply-chain and DEG/EG controls; not a Greek statutory requirement |
2026-10-13

https://www.fda.gov/media/167974/download
[5] NICE - CG179 Pressure ulcers: prevention and management

Current official indexed recommendations retrieved 2026-10-13 | Adult and paediatric recommendations on skin massage; official indexed
search text retrieved, full-page fetch blocked | Do not offer skin massage/rubbing for pressure-ulcer prevention; not evidence for this
historical formula | 2026-10-13

https://www.nice.org.uk/guidance/cgl79/chapter/Recommendations
[6] NHS - Sore nipples, Best Start in Life

Current public guidance retrieved 2026-10-13 | Causes and early assessment | Nipple pain often requires attachment/clinical assessment;
does not validate glycerinated alcohol | 2026-10-13
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https://www.nhs.uk/best-start-in-life/baby/feeding-your-baby/breastfeeding/breastfeeding-challenges/sore-nipples/
[7]1 Ministerio de Sanidad - Guia de buenas practicas de preparacion de medicamentos en servicios de farmacia hospitalaria

June 2014; official AEMPS copy | Annexes 3-4, PDF pp.51-58 | Nonsterile preparation risk assessment, equipment, packaging and quality
controls; not Greek legislation | 2026-10-13

https://www.aemps.gob.es/productosSanitarios/docs/2024/GuiaBPP-JUNIO-2014-VF.PDF
[8] 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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