ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

MevOoA0o0YX0G KOVIC o&e1diov yevdapyvpov PO020
Mentholated zinc oxide powder PO020

CGR-ES-068 * 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.

H mnyn xpnotpomolei TeAtk6 ovvolo 90 g. Ta 8 g pevOoAng avtioToLlyoov o€ 8,89% m/m, oyt
8%.
The source batch total is 90 g. The 8 g menthol represents 8.89% w/w, not 8%.

Mnyrj / Source: FN/2003/P0/020 POLVOS DE OXIDO DE ZINC MENTOLADOS « Al * FN/2003 » nAeKTPOVIKS Kel(pevo e 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
AgpuaTikr KOVLG

Cutaneous powder

AAAeg ovopaoieg / Other names
FN/2003/P0O/020 POLVOS DE OXIDO DE ZINC MENTOLADOS
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 90 g

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 PakeuLkr) HevOOAN 8 g

Racemic menthol

2 OEe(blo yevdapyvpouv 10 g
Zinc oxide

3 T&AKNG 37 g
Talc

4 ApvAo apaBoaoitov 35 g

Maize starch
Mnyn oOvBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL TEALkS oOvoAo. Aev 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 okevdopatog / Preparation description
NA€LKR KOVLG HE oOur HEVOOANG. [1]

White powder with menthol odour.

Apaon kaiL xpAon / Action and use
JOUMTWHATLKA avakoO@Lon KvnopoL/Amou epedilopol: neApaTiaia vneptdpwoia katd tnv nnyn. [11]

Symptomatic relief of itching/mild irritation; plantar hyperhidrosis according to the source.

Mpodlaypagéic / Specifications
Aevkr KOVLG He oour HEVOOANG. [1]

White powder with menthol odour.

ZuvOnKeg kKalL mpo@uAagelg / 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

Agv TeKUNPLWvETAL €L81KS oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
€ykplon, epbéoov slval Kp(oo yla Tn ouyKeKPLUévn mapaokevr. [1]

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

EvaioOnoia otov aépa / Air

AEV TEKUNPLWVETAL £BLKO oTOLYE(O OTLG TINYEC oL €EeTAoTNKAVY. AMatTe(TOL CUUMARPWON TPV amd TOTLKA
éykplon, epbéoov slval KpIoo yla Tn ouyKeKPLUévn 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

ZnO: MPaKTLKA abldAvTo og vepd Kot atbavéAn. [2]
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ZnO: practically insoluble in water and ethanol.

EvaloOnoia otnv vypacia / Humidity
MNa 1o TeEAkd okebaopa n Ny opiCeL:
Aoyelo eninaong kévewv: mpootaoia and vypaoia. [1]

For the finished product the source specifies:
Powder sprinkler container; protect from moisture.

EvaioOnoia otn Osppokpacia / Temperature

AEV TEKUNPLWVETAL £8LKO oTOoLXE(DO OTLG TINYEC oL €EeTdoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeKPLUévn mapaokevr. [1]

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

EvaioOnoia oc pH / pH
ZnO: dlaAdeTal og apald avépyoava oféa- pe Amapd oEéa oyxnuatiCel odnwvec. [2]

ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

AAAec aovppBatoTnteg / Other incompatibilities
MevBOAN: e0TNKTA PIYMOTA PE KAUPOPA/OUUOAN- aoLUBaTITNTA UE LOXLPE OEEWBWTIKAE. [3]

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

Eld1kég mMAnpogopieg cvoTaTikWy / Ingredient-specific information

Zinc oxide: ZnO: nmpaKkTikd abldAvTo o€ vePS Kol atBavOoAn.

Racemic menthol: MevBéAn: ebTNKTA piypaTa pE KAPQOPA/OuUOAN: aoLUBATOTNTA UE LOXUPE OEEWDWTIKA.
MpdKelTal ya eMAEYHEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: Ol OXETIKEG evaaOnoieg Kat
aovuBatotnTeg e€eldikebovtal ota avtiotolya nedia. Asv anoteAel mAfpeg SDS dAWY Twv LAWV. [2, 3]

Zinc oxide: ZnO: practically insoluble in water and ethanol.

Racemic menthol: Menthol forms eutectic mixtures with camphor/thymol; incompatible with strong oxidants.
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 MapaokKeVNG / Preparation conditions

TnpoovTal n oelpd mPoodrikng, N BepUoKpacia Kat oL xpovol ov avagépovTal oTn Atadikaoia
Mapaokevnc. H 61K povoypagia 6ev amoTteAel MARpN HEAETN KATAAANASTNTAC TOU TOTLKOV
XWpov/eEomAlopo. [1]

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@uAad&eilg mpoowmnikoL / Staff precautions

MevBdAN: mpootacio 0POAAUWY Kal amo@LYr ENAERG/ELOTIVORG OKOVNG.

ZUUMANPWHATLKO YEVIKS TTAai{olo AEMPS: kaBapr HaKPLUEVLIKN epyaoTnplakr evbupaoia, KEAALYN LAAALWY
KoL QMOKAELTTIKA vtodripaTa/modovdpla. Ze XeLPLOPd KOVLWY anattodvTal KaTtdAANAn npootacia
HOTIWV/avanvorig: Ta yavtia aAAdlouv pe Spaoctnplétnta i gOopd. H emAoyr TOMov/vALlkoD yiveTtal amnd
SDS kat ekT{pnon kwodovvov. [3, 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.
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ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs

Agv TeEKUNPLWVETAL MAAPNG €8k Tagvéunon kKwdivou yia auth tn eépuovAa. EEetdoTte SpaoTtikdTnTA,
okévn/agpdAvpa, aAlepyloydéva, SLaAVTEG, HKPORBLOAOYLKS KivBuvo Kat empudAvvon Bdoel Twv
MPAYHUATIKWY LAWY Kat Tne Stadikaaiag. H anovoia entoruavong v anuaivel anovaia kwwdovou. [1]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,
solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

3 uveg vnd TG oLVOAKEG TNG INYAC.

H Sudpkela Ttng mnNyric agopd tnv akplBr obvBeon, néEBodo Kal ouokevaaoia Tng. Asv elval nuepounvia
AQENG avTAC TNE MapTibag o0TE PETAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H Mpayua Tk NUEpopnvia
vnoAoy(Cetatl 0To KEVO QUAANO ekTEAEONG. [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.

EEapTtwpeveg Baocelg / Required bases

Agv opiletal ywploth eEaptwuevn Bdaon otov nivaka eEaptricewv. EAEyETe TUXOV EUMOPLKA
oxrfnata/ocbvOsTa ékdoyxa TnG ouvvtaynic. [1]

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

EvbelKTIKOGC eEomALOMOG / Indicative equipment

EvBelKTIKOC KaTdAoyog mou npokOmnTeL and tn HéBodo: Zuydc KATAAANANG SLaKPLTIKAG tkavdTnTag,
MNeplékTeg Kat Opyava avautEng cupBatd pe Ta LALKE, lydilo kat Omepog. H emAoyh/kataAAnAdTnTa
op{Cetal Tomkd. [1]

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

ZuyloTe, AstotplBroTe Kat ava(ETe opoloyeEVWG TIG KOVELG HE TN ogLlpd Tou mivaka. Epapudletal
PN/L/OF/002/00. [1, 5]

Weigh, triturate and mix powders uniformly in the table order. Apply PN/L/OF/002/00.

Mapatnpnoelg / Notes

Agv TeKUNPLWVETAL £L61KS oToLyel(o 0TI INYEC oL e€eTAoTNKOV. ANALTE(TAL CUPTAPWON TPV ATO TOTILKA
€ykpLon, epoécov elval KP{OLO YL TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

Zuokevaoia kaiL VALKa / Packaging and materials

Aoyelo eninaong kévewv- mpootacia and vypaoia. [1]

Powder sprinkler container; protect from moisture.
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Ynodewypa eTikétag / Label specimen

MevBoAol)oc Kévig oEeldiov wevbapydpouv PO020

MeplekTikdTNTO/MAPAAAQYH: Moogétnta:
MNoptiba: Nopaokevn: Xprion éwc:
EEwTepikn xprion / External use

Aocoloyla/odnyleg:

®dOAagN: Aoyelo eninaong kévewv: mpootacia and vypaoia.

OxL KATW Twv 2 €TWVY. MV €lonvéeTe. AMOEUYETE PATLIA, HOTN, BAEVWOYOVOUG KAl avolkTd Tpadpata. Oxt
0€ AOLUWEELG 1] PAEYUOVWBELG/EELOPWHATLKEG SepuaTonddetec. [1]

Mentholated zinc oxide powder PO020

Strength/variant: Quantity:

Batch: Prepared: Use by:

EEwTepikr xprion / External use

Dose/directions:

Storage: Powder sprinkler container; protect from moisture.

Not under 2 years. Do not inhale. Avoid eyes, nose, mucosa and open wounds. Not for infected or
inflammatory/exudative dermatoses.

M£0obol eAéyxou / Quality-control methods
Aevkr K6VLG He oour HEVOOANG. [1]

White powder with menthol odour.

®OAa&n / Storage conditions
Aoxelo eninaong kévewv: npootacia and vypacia. [1]

Powder sprinkler container; protect from moisture.

Ewlb1kég 0bnyiec 61aBeong / Dispensing instructions

OxL KATW TWwv 2 €TWVY. MV €lonvéeTe. AMOEVUYETE PATIA, HOTN, BAEVWOYOVOUG KAl avolkTd Tpadpata. Oxt
0€ AOLUWEELG 1] PAEYUOVWBELG/EELOPWHATLKEG SeppaTonddelec. [1]

Not under 2 years. Do not inhale. Avoid eyes, nose, mucosa and open wounds. Not for infected or
inflammatory/exudative dermatoses.

BiBAloypag@ikég avagpopécg / References

[1] FN/2003/PO/020 POLVOS DE OXIDO DE ZINC MENTOLADOS. FN/2003 * nAeKkTPOvIkS Keipevo pe NIPO 2020/2022 /
electronic text with NIPO 2020/2022 PDF pp. 2-3. Al. EAeyyoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_020.pdf

[2] FN/2003/PA/028 OXIDO DE ZINC. Ata®éaotpo keipevo / Retrieved text PDF pp. 1-2. Al. EAeyxoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf

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

[4] PN/L/PG/002/00 INDUMENTARIA. Awa®¢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_l_pg_00
2 00.pdf

[5] PN/L/OF/002/00 MEZCLADO DE POLVOS. Atabéotpo ke{pevo / Retrieved text PDF pp. 1-6. Al. EAeyyog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farm
aceuticas/pn_|_of 002_00.pdf

Ol avaAuTikéEG uéBoboL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN TMAPATIEUMOPEVA KEPAAALA,
avTIdpaoTApPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

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
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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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