ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

MevOoAoDY0 owvomtvevpa 5% m/V PO012
Menthol spirit 5% w/v PO012

CGR-ES-064 « Exboon / 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.

OL 06nyiec eLomvong dLa@épouvv peTagd KOPLOL KELPEVOL Kal @UAAadiov. H anmédoon KaAVdTTEL
HOvo Tn deppaTikn XPARON.

Inhalation directions differ between main text and leaflet. This adaptation covers cutaneous use only.

Mnyn / Source: FN/2003/PO/012 ALCOHOL MENTOLADO AL 5% * Al * FN/2003 ¢ nAektpovikd ke{uevo pe NIPO 2020/2022 /
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
AgpuaTikd dldAvua

Cutaneous solution

AAAeg ovopaoieg / Other names
FN/2003/P0O/012 ALCOHOL MENTOLADO AL 5%
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 mL

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 PakeuLkr) HevOOAN 5 g

Racemic menthol
2 ABavOoAn 96% g.s. ad 100 mL
Ethanol 96%
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
AlaQavéG AXPWHO LYPO UE ool HEVOSANC. [1]

Transparent colourless liquid with menthol odour.

Apaon kai xpAon / Action and use
AgppaTikr avakodeLon Amov Puikob/apbpLkod évou, KvnopoL Kal EpeOLOUOL KaTtd tnv nnyn. [1]

Cutaneous relief of mild muscle/joint pain, itching and irritation according to the source.

Mpodlaypagéic / Specifications
Ala@avég AxpwHo LypPOS Ue oour] HeEVBSANG. [1]

Transparent colourless liquid with menthol odour.

ZuvOnKeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8gv cLVLOTOOY PEAETN 0TABEPSTNTAG 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

MNa 1o TeEAkd okebaopa n Ny opiCeL:
Kaotavoypwun yudAwn @LaAn, npootacia and ewc/vypaoia, <25°C. [1]

For the finished product the source specifies:
Amber glass bottle, protect from light/moisture, <25°C.

EvaioOnoia otov aépa / Air

AEV TEKUNPLWVETAL £8LKO oTOoLYE(DO OTLG TINYEC oL €EeTdoTNKAVY. AatTe(TOL CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov slval KpIoo yla TN oLyKeEKPLUEvN mapaokevr. [1]

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

EvaioOnoia oto vepod / Water

Agv TeEKUNPLWVETAL £L8IKS oToLye(o OTLC MNYEC IOV €EETAOTNKOV. ANALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKN
€ykpLon, epoéoov elval KP{OLO yLo TN OLYKEKPLUEVN TtapaoKeLr. [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

Mo to teAlkd okebaopa n Ny oplCeL:
Kaotavéypwun yudAwn eLédAn, nmpootacia and ewg/vypaoia, <25°C. [1]

For the finished product the source specifies:
Amber glass bottle, protect from light/moisture, <25°C.

EvaioOnoia otn Osppokpacia / Temperature

Mo to teAlkd okebaopa n Ny oplCeL:
Kaotavéypwpun yudAwn @LudAn, npootacia and ewc/vypacia, <25°C. [1]

For the finished product the source specifies:
Amber glass bottle, protect from light/moisture, <25°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

MevBOAN: e0TNKTA PiyHOTA PHE KAUQOPA/OUUOAN- aoLUBATOTNTA LE LOXLPE OEEWOWTIKA.
ALBavOAN: aouuBaTdTNTA UE LOXLPE OEEWBWTIKG. [2, 3]

Menthol forms eutectic mixtures with camphor/thymol; incompatible with strong oxidants.
Ethanol is incompatible with strong oxidants.

Eld1kéc MAnpogopicc ovoTaTikWy / Ingredient-specific information

Racemic menthol: MevBéAn: ebTNKTA piypaTa pE KAPUQOPA/OUUOAN: aoLUBATOTNTA UE LOXUPE OEEWDWTIKA.
Ethanol 96%: AtBavOAn: eDPAEKTOL ATHO(: ATMOPAKPLYON MNYWY AvAPAEENC Kal KATAAANAOG aeploudc. H
TeEAKN Tagwvéunon eEaptdTal and guykEvTpwaon/uiyua.

MpoKeLTAL YIa EMAEYUEVQ OTOLYE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: Ol OYXETLKEG evaLaOnaleg Kat
aovuBatétnTeg e€eldikebovTtal ota avtiotolya nedla. Asv anoteAel mARpeg SDS dAWY Twv LAWV. [2, 3]

Racemic menthol: Menthol forms eutectic mixtures with camphor/thymol; incompatible with strong oxidants.
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 xwpou 25 = 5°C Kot oXeTIKA bypaoia =60%, eKTOC av n
€LOIKA @OpuovAa amattel dAAa. MpdkeLtal yia mepLBAAAoV epyaoiag, dxL yia Bepuokpacia B€puavong A
QLAAENG.

TnpoolvTal n oelpd mPoaodrikng, n Bepuokpacia Kat oL xpdvol ov avagépovtal oTn Atadikaoia
MNapaokevng. H l61KA povoypagia 6ev anoteAel MARPN HEAETN KATAAANAOTNTAG TOU TOTILKOV
XWpov/eEomALouov. [1, 5]

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.
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MpoguAad&eilc mpoowmnikoL / Staff precautions

MevBdAN: mpootacio 0POAAUWY Kal amopLYH ENAERG/ELOTIVORG OKOVNG.

ZUUMANPWHATLKO YEVIKG TTAai{olo AEMPS: kaBapr HoaKPLUEVLIKN epyaoTnplakr evbupaoia, KEAALYN LAAALWY
KoL QMOKAELGTIKA vtodripaTa/modovdpla. Ze XeLPLOPd KOVLWY anattodvTal KaTtdAANAn npootacia
HOTIWV/avanvoig: tTa yavtia aAAdlouv pe Spaoctnplétnta i gBopd. H emAoyr TOMov/vAlkol yiveTtal amnd
SDS kat ekT{pnon kwodovov. [2, 4]

Menthol: eye protection and prevention of contact/dust inhalation.

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 kivéovou / Risk-assessment inputs
ABavoAn: ebeAekTOL aTol: amopdkpuvon MNYWY avEEAEENG Kol KATAAANAOG agPLOPOG. H TeEALKA
TaEvounon e€aptdTtal and ouykévtpwaon/ulyua. [3]

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

Tekpunpiwon diudpkelag xpRong / Evidence for beyond-use period

3 MAVEG LG TG GLVBAKEG TNG TMNYAC.

H Sudpkela tng mnyric agopd tnv akpLBr) cbvbeon, néBodo Kal ovokevaaoia tng. Asv elval nuepounvia
MENG avTAG NG MapTidag olTe peTAPEPETAL O AANO €KkBoyo/mEPLEKTIKOTNTA. H paypa Tk nLEPOUnvia
vroAoy(Cetatl 0To KeEVO PUAAO ekTéAEONG. [1]

3 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.

ESapTwpHeveG Baocelc / Required bases

Agv opiTetal xwploth eEapTtwpevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdV EUMOPLKE
oxAunaTo/o0vOeTa €KBOoYQ TNG OLVTAYAG. [1]

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

EvBelKTIKOG KaTdAOYOG TIoL MPOKOTTEL and TN KEB0DO: ZuYyOG KATAAANANG BLOAKPLTIKAG LkavdTnTOG,
MNepLléKTeC Kal dpyava avaULENG oLUBATAE Ye Ta LALKA, KaTtdAAnAo péoo duribnong. H
emAoyn/kataAAnAdTNTA 0p{CeTaL TOTkA. [1]

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

AlaADOTE PHEVOOAN oTnv atBavoAn 96% kat 6indriote. [1, 5]

Dissolve menthol in 96% ethanol and filter.

MapatnpiRoclc / Notes

H ninyn neplypdeel Kat etonvor] atuol pe dlagopeTikh apaiwon oto KUpLo Ke{eVo Kal oTo QUAAGSLO. H
nopoloa anddoon neplopiCetal otn deppatiky xprion: dev voBetel 0dnyila elonMvoAc xwpic dievkpivion.
[1]

The source also describes vapour inhalation with differing dilutions in the main text and leaflet. This adaptation
is restricted to cutaneous use; no inhalation instruction is adopted without clarification.

Zuokevaoia kKaiL VALK& / Packaging and materials

KaoTtavéypwun yudAwn oldAn, npootacia and gwc/vypaoia, <25°C. [1]
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Amber glass bottle, protect from light/moisture, <25°C.

Ynobdeltypa eTikétag / Label specimen
MevBoAo0Y0 owdnvevpua 5% m/V PO012

MeplekTikKOTNTO/MAPAAAQYH: MoodtnTa:
Naptida: Moapoaokevn: XpAon €wg:
EEwTepikn xprion / External use

Aocohoyla/odnylec:

®OAagN: Kaotavdxpwun YudAwn @LdAn, npooctacia and gwc/vypacia, <25°C.

MHN KATAMINETE. Mdévo eEwTtepikr xprion. Oxt K&Tw Twv 2 €TWY f 0 avoLKT& Tpalduata/BAEvvoydvoug.
[1]

Menthol spirit 5% w/v PO012

Strength/variant: Quantity:

Batch: Prepared: Use by:

EEwTepkr xprion / External use

Dose/directions:

Storage: Amber glass bottle, protect from light/moisture, <25°C.

DO NOT SWALLOW. External use only. Not under 2 years or on open wounds/mucosa.

M£0obol eAéyxou / Quality-control methods

AlaQavég AXpwHo LypPOd Ue oour] HEVOSANG.

JopnAnpwpotikol EAgyyxol Touv PN mov nopaméunel n nnyn:

Epgedvion kat paco/dykoc. MNa gelpéc maptidwy: xpwua, dtadyela/onaAlonds, OXETIKN TLKVOTNTA, pH Kal
MIKpoBLOAOYLKAG éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delyua xwpilc npoeneEepyaoia, ekTdC €8Lkri¢ 0bnylag. MNa
aKkpLBA péTtpnon e@apudleTal MOoTeEVOLOUETPLKN HEB0SOC RFE 2.2.3: oL Tawieg meploplfovtal oe eAEYY0OLG
mov dev anattovyv vynAn akpiBela. [1, 5, 6]

Transparent colourless liquid with menthol odour.

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 yudAwn @oLdAn, npootacia and gwc/vypacia, <25°C. [1]

Amber glass bottle, protect from light/moisture, <25°C.

El81kéc 0bnyiec 61aOeonc / Dispensing instructions

MHN KATAMINETE. Mévo eEwTtepikr xprion. OxL K&Tw Twv 2 €TWVY ) 0 aVOLKTA& TpalduaTta/BAEvvoydvoug.
[1]

DO NOT SWALLOW. External use only. Not under 2 years or on open wounds/mucosa.

BiBAloypa@ikéc avagpopéc / References

[1] FN/2003/PO/012 ALCOHOL MENTOLADO AL 5%. FN/2003 ¢ nAektpovikd kelpevo pe NIPO 2020/2022 / electronic text with
NIPO 2020/2022 PDF pp. 2-3. ALl. EAeyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_012.pdf

[2] FN/2003/PA/021 MENTOL RACEMICO. Ala8éoiuo keipevo / Retrieved text PDF pp. 1-2. Al. EAeyyog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_021.pdf

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

[4] PN/L/PG/002/00 INDUMENTARIA. AtaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2 00.pdf
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_012.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_021.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

[5] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. Awa8¢otuo keievo / 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

[6] PN/L/CP/001/00 DETERMINACION DE PH. Awa®éoiuo keipevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked
2026-09-10.

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

OL avaAUTIKEG EBODBOL cuvoyiCovTal. MNa eKTEAETN amALTOOVTOL TA TARPN TOPATEUTOMEVA KEQAALQ,
avTBpaoTApPLO 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-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-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

compounding.gr CGR-ES-064 | 8



