ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY

EAANviIKO6 Formulary Sikalias

YO poaAKOOALKO £ék6oxo 2 EX027
Hydroalcoholic vehicle 2 EX027

CGR-ES-059 « Ekboon / Version 4.0 » 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.

AEATIO MPOZ TONIKH EFKPIZH — n avBevtia Tng mnyAg 6gv vmokaBloTtd Tnv €yKplon tng naptidag.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

Ta 70 mL atBavoAng 96% kat 30 mL vepoD eival Oykol eL0660v. AgV HETATPETIETAL N TINYN O€
q.s. ad 100 mL.

70 mL of 96% ethanol and 30 mL water are input volumes. The source is not changed to g.s. ad 100 mL.

Mnyrj / Source: FN/2003/EX/027 SOLUCION HIDROALCOHOLICA 2 « Al « FN/2003 ¢ nAekTpovikd ke(pevo pe NIPO 202072022 /
electronic text with NIPO 2020/2022

AeATio Tekunplwong MPoC TomLkr emoTNUOVIKA £yKplon. Aev anoteAel emkupwpévn odnyia
anobdéauevong nopTidac.

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

dapuakoTeEXVIKH Hoper / Dosage form
Yypn Bdon A BonBNTLkd SLdAvpa

Liquid base or auxiliary solution

AAAeg ovopaoieg / Other names
FN/2003/EX/027 SOLUCION HIDROALCOHOLICA 2
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 70 + 30 mL dykot etaédov / input volumes

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 ABavOoAn 96% 70 mL

Ethanol 96%
2 KekaBappévo vepd 30 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
Ala@avég dxpwpo dldAvua. [1]

Transparent colourless solution.

Apaon kai xpAon / Action and use

Bdon 1} BonOnTikS €k60X0 yla MEPALTEPW TIAPACKEVLEC. Agv vloBeTe(TAL TO (610 BUD peTd npoaobrikn
dpaoTikAc. [1]

Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

MpodiLaypagéc / Specifications
Ala@avég dxpwpo dldAvpa. [1]

Transparent colourless solution.

ZuvOnkeg kalL mpo@uAa&elg / Conditions and precautions

Ta otowxelo MPWTWY LAWY HgV oLVLOTOOY HEAETN OTABEPSHTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUaivEL «OTABEPSO» 1] «AOPAAEC».

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

EvaioOnoia oto owg / Light

Agv TeEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC MOV €EeTAOTNKOV. ANALTE(TAL CUUTIAIPWON TPV ATO TOTILKI
€ykpLon, epoéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia otov aépa / Air

Agv TeKuNPLWveTaL £l61KS otolyelo 0TI NYEC ov e€eTdoTnKOv. ANaLTE(TAL CUPNAPWON TPV ATd TOTILKA
€yKkplon, epbdoov elval Kp(olo yla TN oLYKEKPLUEVN apaokevh. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaloOnoia oto vepd / Water

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC oL €EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéoov elval Kp{OLWo yLa TN OLYKEKPLUEVN TtapacKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
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EvaioOnoia otnv vypacia / Humidity

Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC OV €EeTAOTNKOV. AMALTE(TAL CUUTIAI PWON TPV ATO TOTILKN
€ykpLon, epoéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia otn Osppokpacia / Temperature

Mo to teAlkd okebaopa n Ny oplCeL:
Kaotavéypwun LaAn, KaAd kAstotr, <30°C. [1]

For the finished product the source specifies:
Amber bottle, well closed, <30°C.

EvaioOnoia o pH / pH

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC OV €EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
éykpLan, epoéaov elval Kp{OLWO yLa TN OLYKEKPLUEVN TTapacKkeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

AAAec aovppBatoTnTeG / Other incompatibilities
AlBavioAn: aouPBaATOTNTA PE LOXLPA OEEWBWTIKG. [2]

Ethanol is incompatible with strong oxidants.

Eld1kéc MAnpogopicc ovoTaTtikWy / Ingredient-specific information

Ethanol 96%: AtBavOAn: e0PAEKTOL aTHO(: aMOPdKpPLYON MNYWY AvAPAEENC Kal KaTAAANAOG aeploudc. H
TeEAKH TOEWwéuNnon eEapTdTal and guykEVTpwan/ulyua.

MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: OL OXETLKEG evalabnoleg Kat
aovpBatoTNTEC €€eldlkevovTal oTa avtioTolya nedia. Asv anoteAel MARPEC SDS OAWY TWVY LAWV. [2]

Ethanol 96%: Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final
classification depends on concentration/mixture.

These are selected facts for identified ingredients; relevant sensitivities and incompatibilities are detailed in the
corresponding fields. This is not a complete SDS for every material.

ZuvOnkec mapaockevng / Preparation conditions

To avtiotolxo PN AEMPS op(Cel Bepuokpaaia xwpov 25 = 5°C Kot oXETIKA bypaoia =60%, EKTOC av n
€L6IKA @OpuovAa amattel dAAa. MpdkeLtal yia mepLBAAAoV epyaoiag, éxL yia Bepuokpacia B€puavong A
QLAAENG.

TnpolvTal n oelpd mPoaodrikng, n Bepuokpacia Kot oL xpdvol ov avagépovTtal oTn Atadikaoia
MNoapaokevng. H l61KA povoypagia 6ev anoteAel MARPN HEAETN KATAAANAOTNTAG TOU TOTILKOV
XWpPov/eEoMALoMOUL. [1, 4]

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

Mpo@ulAd&eilc mpoowmnikoL / Staff precautions

Agv mpoodlopiCovtal mAripn MAN yia tn ovykekpLuévn eépuovAa. EmMAEETE yavTia, mpooTaoia oeBaAUWY
Kal JETpa MEPLOPLOUOD €kBeong amd Ta SDS Twv akPLBWY LAWY Kal TNV TOMLKA EKT{UNON KWwd0Ovou.
ZOPNANPWHOTIKS YeVIKS TAal{olo AEMPS: KaBapr] HaKpUUEvIkn epyacTtnplakr evdupacia, KGAvyn HoAALWY
KOl AMOKAELOTIKA LITOSAMATA/TIOGOVAPLA. ZE XELPLOKO KOVLWV AMALTOUVTAL KATAAANAN MpooTaoia
HaTLOV/avamvonG: Ta Yavtia aAAdfouv pe dpaoctnpdtnTa i 0opd. H emhoyr TOMOL/VALKOD yiveTal amnd
SDS kat ekt{unon kwdovou. [1, 3]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.
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Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.

ZTolXeia yia avaivon kKivéovou / Risk-assessment inputs
ALBaVOAN: eVEAEKTOL aTHO(: aMOdKPLYON TINYWY AVAPAEENG Kal KATAAANAOG agplouds. H TeALKA
ToEwéunon eEaptdTtal and guykévtpwan/uiyua. [2]

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification
depends on concentration/mixture.

Tekpnpiwon duapkelag xpnong / Evidence for beyond-use period

6 HAVEG LTS TIG GUVBAKEG TNG TNYNAG.

H 8udpkela tng mnynig agopd tnv akplBr obvbeon, uéBodo Katl cuokevaoia tnG. Agv elval nuepounvia
MENG auTiAg NG MapTidag olTe peTAPEPETAL O AANO €KBoYO/MEPLEKTIKOTNTA. H TIpayaTIKA NUEPOUNVia
vnoAoy(Cetatl 0To KeEVS PUAAO ekTéAEONG. [1]

6 months under the source conditions.
The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

EEapTtwpeveg Baocelg / Required bases

Agv opiCetal ywploth eEaptwuevn Bdon otov nivaka eEaptrioewv. EAEyETe TuxdV EUMOpPLKE
oxAHoTa/ocbvBeTa €kdoya TNG oUVTAYAG. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.

EvbelKTIKOG eEomALOMOG / Indicative equipment

EvBelkTIKOG KATAAOYOC TIOL POKOMTEL aTd TN HEB0S0: ZLYOC KATAAANANG BLAKPLTIKAG LKAVOTNTAC,
MeplékTeg Kol dpyava avEuLENG ouuBaTd e Ta LALKA. H emAoyri/KataAAnAdtnta oplCetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials. Selection/qualification is defined locally.
Aladikaoia mapaockeviG / Preparation procedure

AvapiEte Toug 800 dykoug eLoddov Kal avadedoTe LEXPL OopoloyEveLla. Agv pooTiBeTal avBaipeTa vepd
MEXPL TEALKS dyko 100 mL. [1, 4]

Mix the two input volumes and stir until homogeneous. Do not arbitrarily add water to a 100 mL final volume.

Mapatnpnoelg / Notes

Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC IOV €EeTAOTNKOV. ANALTE(TAL CUUTIAIPWON TPV ATO TOTILKI
€ykpLon, epoéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

Zuokevaoia kal VALKa / Packaging and materials

Kaotavéypwun @LaAn, KaAd kAswotr, <30°C. [1]

Amber bottle, well closed, <30°C.
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Ynodewypa eTikétag / Label specimen
Y6p0oaAKOOALKS €kdoyo 2 EX027

MeplekTikdTNTO/MAPAAAQYH: Moogétnta:

MNoptiba: Nopaokevn: Xprion éwc:

MNa epyaoctnplakn evowpdtwon / For incorporation during compounding
Aocoloyla/odnyleg:

®dOAaEN: KaoTavdéxpwun eLadAn, kaAd kAswotr, <30°C. [1]
Hydroalcoholic vehicle 2 EX027

Strength/variant: Quantity:

Batch: Prepared: Use by:

Mo epyaotnploky evowpdtwon / For incorporation during compounding
Dose/directions:

Storage: Amber bottle, well closed, <30°C.

Mé£0obol eAéyxou / Quality-control methods

Ala@avég dxpwpo dldAvua.

JopnAnpwpotikol EAgyyxol Touv PN mouv nopaméumnel n nnyn:

Epgedavion kat paco/dykoc. MNa gelpéc mapTtidwy: xpwua, dtadyela/onaAlonds, OXETIKN TVKVOTNTA, pH Kal
MIKpoBLOAOYLKAG éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delyua xwpilc npoeneEepyaoia, ekTdC €BLkri¢ 0bnylag. MNa
aKkpLBA pétpnon e@apudleTal MOoTEVOLOUETPLKN HEB0SO0C RFE 2.2.3: oL Tawieg meploplfovtal oe eAEYY0OLG
Tov dev anattovv vynAn akpiBela. [1, 4, 5]

Transparent colourless solution.

Additional tests from the referenced SOP:

Appearance and mass/volume. For batches: colour, clarity/opalescence, relative density, pH and microbiological
testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

®OAa&n / Storage conditions
KaoTtavéypwun eLaAn, kaAd kAswotr, <30°C. [1]

Amber bottle, well closed, <30°C.

El81kéc 0bnyiec 61aOeonc / Dispensing instructions

Agv TeKUNPLvovTal eMNAéov el6LkEC 0bnyleg mépa amnd tnv 066, TN EUAAEN Kal TLG MapaTnPEAOELC TNG
nnyrg. ZupunAnpwvovtatl aobevrig, doooAoyia kat 0dnyleg ocOpPwva Ue tn ovvtayn. [1]

No additional special directions are established beyond the source route, storage and notes. Complete patient
details, dose and directions from the prescription.

BiBAloypagikég avagpopécg / References

[1] FN/2003/EX/027 SOLUCION HIDROALCOHOLICA 2. FN/2003 * nAekTpoviké Ke{pevo pe NIPO 2020/2022 / electronic text
with NIPO 2020/2022 PDF pp. 2. Al. EAeyyoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_027.pdf

[2] niosh_ethanol. AtaBéopo kelpevo / Retrieved text Official reference. ALl. EAeyxog / Checked 2026-09-10.
https://www.cdc.gov/niosh/npg/npgd0262.html

[3] PN/L/PG/002/00 INDUMENTARIA. AwaB€otpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked 2026-09-10.

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

[4] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. Awa8éotuo keiuevo / Retrieved text PDF pp. 1-6. AL. 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

[5] PN/L/CP/001/00 DETERMINACION DE PH. AlaBéowuo keipevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked
2026-09-10.
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https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_027.pdf
https://www.cdc.gov/niosh/npg/npgd0262.html
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_007_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_007_00.pdf

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_|_cp_001_00.pdf

OL avaAUTIKEG EBODOL cuvoyiCovTal. MNa eKTEAETN amALTOOVTOL TA TARPN TOPATEUTOMEVA KEQAALA,
avTBpaoTAPLO KOl KPLTAPLA KATAAANASTNTAC CLOTAUATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_001_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_001_00.pdf

®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
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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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