ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY

EAANviIKO6 Formulary Sikalias

MevOoAovyoc BaleAivn 1% PO031
Menthol petrolatum 1% PO031

CGR-ES-069 * 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.

Mnyn / Source: FN/2003/PO/031 VASELINA MENTOLADA ¢ Al « FN/2003 ¢ nAektpovikd kel{uevo pe NIPO 2020/2022 /
electronic text with NIPO 2020/2022

AeAtio Tekunplwong mPo¢ TomLk emoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anodéopevong napTidag.

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

dappakoTeXVIKN popen / Dosage form
AAoLpn

Ointment

AAAeg ovopaoieg / Other names
FN/2003/PO/031 VASELINA MENTOLADA

Zuvvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 100 g

A/  ZvoTaTiko / Ingredient MoooéTnTa Movabéa
A Quantity Unit

No

1 PaKeULKA HEVOOAN 1 9

Racemic menthol
2 AeLKH paAakh opaeivn g.s. ad 100 g
White soft paraffin

Mnyr obvBeong: [1]. g.s. = enapkri¢ moodTnTaA - ad = PéXPL TEALKO oUVOAO. Agv peTaTpénovtal avbaipeta g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.

Meprypagn okevaopatog / Preparation description
ZTAnvr Aeukr Autapr] aAoter] e oour) LEVOOANG. [1]

Glossy white greasy ointment with menthol odour.

Apaon kaiL xpRaon / Action and use
AVTIKVNOUWOEG Kal MPOOTATELTIKG BEPUATOG KaTd TNV nNyA. [1]

Antipruritic and skin protectant according to the source.

MpodlLaypagécg / Specifications
2TIATVA Acukr Aumapn aAoler] e oour] nevedAnc. [11]
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Glossy white greasy ointment with menthol odour.

ZuvOnkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyela MPWTWY LAWY 8V oLVLGTOUY PEAETN OTABEPSTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUOVEL «OTABEPSO» 1] «AOPAAEC».

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

EvaioOnoia oto @wg / Light

Mo to teAkd okebaopa n nnyr oplCeL:
Ablapavég BAZo ) HETAAALKO cwAnvdplo, mpootacia and pwc/vypacia, <25°C. [1]

For the finished product the source specifies:
Opaque jar or metal tube, protect from light/moisture, <25°C.

EvaioOnoia otov aépa / Air

Agv TEKUNPLWVETAL £L8IKS oToLye(o 0TI MNYEC IOV €EETAOTNKOV. ANALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKI
€ykpLon, epdéoov elval KP{OLO yLo TN OLYKEKPLUEVN TtopaoKeLr. [1]

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

EvaioOnoia oto vepo / Water

Agv TeKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTAoTNKOV. ANALTE(TAL CUPTAPWON TPV ATd 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.

EvaloOnoia otnv vypacia / Humidity

Mo to teAkd okevaopa n Ny oplCeL:
AdLapavéc B&Zo ) HETAAALKO cwAnvdplo, mpootacia and pwc/vypacia, <25°C. [1]

For the finished product the source specifies:
Opaque jar or metal tube, protect from light/moisture, <25°C.

EvaloOnoia otn Osppokpacia / Temperature

Mo to teAkd okevaopa n Ny oplCeL:
AdLapavég BATo 1 HETAAALKO owAnvdplo, mpoataoia and pwg/vypacia, <25°C. [1]

For the finished product the source specifies:
Opaque jar or metal tube, protect from light/moisture, <25°C.
EvaioOnoia og pH / pH

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.

AAAec aovppBatoTnTeG / Other incompatibilities

MevBOAN: e0TNKTA PiyHATA PE KAPUPOPA/OUUOAN: AoLUBATOTNTA HE LOXUPA 0EEOWTIKA. [2]

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

El81kéc MAnpogopicc cvoTaTiKWY / Ingredient-specific information

Racemic menthol: MevBOAn: e0TNKTA PiyHOTA PE KOAUPOPA/OVUOAN: AOLUBATOTNTA PE LOXLPA OEELBWTLKA.
MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATLIKWY: OL OXETLKEG evalabnoleg Kat
aovuBatoTnTEG €€eldikebovTaAL oTa avTioTolya nedia. Asv anoteAel MARPeG SDS dAwWY TwY LAWVY. [2]
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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 mapaokevnG / Preparation conditions

To avtiotolyo PN AEMPS op(CeL Bepuokpaaia xwpov 25 = 5°C Kot OXETIKA bypaoia =60%, EKTAOG av n
€LOLKA @OpuovAa amattel dAAa. MpdkeLtal yia mepLBAAAoV epyaoiag, éxL yia Bepuokpacia B€puavong A
QLAAENG.

TnpoolvTal n oelpd mPoaodrikng, N BepUoKkpacia Kat oL xpdvol ov avagépovTtal oTn Atadikaoia
MNopaokevng. H l6IKA povoypagio 6ev anoteAel MARPN HEAETN KATOAANAOTNTAG TOU TOTILKOV
XWpPov/eEomALopo0U. [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@uAd&eic mpoowmnikovL / Staff precautions

MevBoAN: mpootacio 0POAAUWY Kal amoeLyr eNAEC/eLoVOrg okOvNG.

ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HaKpLUEVLIKN epyaoTnplakr evBupaoia, KAALYN LAAALWY
KOL OTMOKAELOTIKA vTtodripata/modovdpla. Ze XELPLOUO KOVLWVY amnalttoivTal KaTdAANAN pootacia
HOTLWV/ovamvonig: Ta yavtia aAAdlouvv pe Spaoctnplétnta rj gOopd. H emAoyr] TOMou/vALlkoL yiveTtal amnd
SDS kat ekT{pnon kwodovvov. [2, 3]

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 kKivéovou / Risk-assessment inputs

Agv TekPNpLveTal TARPNG Bk Tagvéunon kwdivou yia avth tTn PépuovAa. EEeTtdoTte SpaoTtikdTnTA,
okévn/agpdAvua, arAepyLloydva, dLaAADTEG, HLKPoBLoAOYLIKS KivBuvo Kat emtpdAvvon BAOEL Twy
MPAYHATIKWY LAWY Kot TNG Sladikaoiag. H anovaia emorjuavong 6ev onuaivel anovoia kwdovou. [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 xpnong / Evidence for beyond-use period

3 MAVEG LTS TG GUVBAKEG TNG TMNYNAG.

H 8udpkela tng mnynig agopd tnv akplBr obvbeon, uéBodo Kat cuokevaoia tnG. Agv e{val nuepounvia
MENG avTAg NG MapTidag olte peTaPEPETAL O AANO €KkBoYOo/mMEPLEKTIKOTNTA. H TIpayaTIKA NEPOUNVia
vnoAoy(Cetatl 0To KEVS PUAAO 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 opiCetal ywploth eEaptwuevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdV EUMOPLKE
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 e§omALOMOG / Indicative equipment

EvBelkTIKOG KATAAOYOC TIOL POKOMTEL aTd TN HEB0S0: ZLYOCG KATAAANANG BLAKPLTIKAG LKAvOTNTAC,
MepléKTeg KoL dpyava avauLENG ouuBaTd Ue Ta LAKE, lydio kat OeEpog. H emAoyh/KataAAnASTNTA
op(Cetal Tomkd. [1]
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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.
Awadikaoia mapaokevng / Preparation procedure

NAelotpBriote pevOOAN Kol evowpaTwoTe otn BaleAivn, epyalduevol e OMEPO PEYPL AR PN OOLOHOPPN
dlaomopd. [1, 4]

Triturate menthol and incorporate into petrolatum with a pestle until fully uniform.

Mapatnpnoelg / Notes

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.

Zuokevaoia kaL VALKa / Packaging and materials

ABLagpavéc BaZo i HETAAALKO cwAnvdplo, mpootacia and pwc/vypacia, <25°C. [1]

Opaque jar or metal tube, protect from light/moisture, <25°C.

Ynoderypa eTikétag / Label specimen
MevBoAol)oc BaleAivn 1% PO031

MNeplekTikKOTNTO/MAPAAAQYH: Moogétnta:
NoapTida: Noapaokevn: Xprion €wg:
EEwTepikn xprion / External use

AoocoAoyla/odnyleg:

®OAaEN: AdLagavég BAZo ) HETAAALKS cwAnvdplo, mpootaoia and pwc/vypaaia, <25°C.
OxtL KATW TWY 2 €TWVY, 0TN HOTN A KOVTE TNG, 0 aVvOLKTA Tpavuata/BAevvoydvouc f ogelec/umoEeieg
QAeypovwdelg depuaTonddetecg. [1]

Menthol petrolatum 1% PO031

Strength/variant: Quantity:

Batch: Prepared: Use by:

EEwTeptkr xprion / External use

Dose/directions:

Storage: Opaque jar or metal tube, protect from light/moisture, <25°C.

Not under 2 years, in/near the nose, on open wounds/mucosa or acute/subacute inflammatory dermatoses.

Mé£0060o1 eAéyyou / Quality-control methods

2TIATIVA Acukr Aumapn aAoler] ue oour) nevbdAnc. [11]

Glossy white greasy ointment with menthol odour.

®OAa&n / Storage conditions
ABLapavég BATo ) HETAAALKO cwAnvdplo, mpoataoia and pwg/vypacia, <25°C. [1]

Opaque jar or metal tube, protect from light/moisture, <25°C.

Eldikég 0bnyiec 61aOeong / Dispensing instructions

Oyl K&Tw Twv 2 €TWVY, oTtn HOTN ) KOVTA TNG, 0 AVOLKTA TPaOUaTa/BAEVWOYySvoLC 1 oEelec/umoEeieg
QAeyHoVWOELG depuaTondBeleg. [1]

Not under 2 years, in/near the nose, on open wounds/mucosa or acute/subacute inflammatory dermatoses.

BiBAloypag@ikég avagpopéc / References

[1] FN/2003/PO/031 VASELINA MENTOLADA. FN/2003 * nAektpovikd keipevo pe NIPO 2020/2022 / electronic text with NIPO
2020/2022 PDF pp. 2-3. Al. EAeyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_031.pdf
[2] FN/2003/PA/021 MENTOL RACEMICO. Ala8éowuo keipevo / Retrieved text PDF pp. 1-2. Al. EAeyyog / Checked 2026-09-10.
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_031.pdf

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_021.pdf
[3] 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_|_pg_00
2 00.pdf

[4] PN/L/FF/006/00 ELABORACION DE POMADAS. Awa®éotuo Kel{pevo / Retrieved text PDF pp. 1-6. Al. EAsyyoc / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff_006_00.pdf

OL avaALTIKEC PHéBOBOL ouvoyi(CovTal. MNa ekTEAETN amALTOOVTOL TA TARPN MOPATEUNOPEVA KEQAALA,
avTpaoThpLa Kot KPLTAPLa KATAAANASTNTAC CLOTAUATOG.

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/monografias/materias-primas/principios-activos/fn_2003_pa_021.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-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_006_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_006_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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