ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Nevkn alowgn JP
White Ointment JP

CGR-JP-005 * Ekboon / Version 5.0 « 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.

Tekpunplwpévn BLBALOYpa@Lkr TPoodrikn: amatTel TOTILKY EMOTNMOVLKA £yYKPLon TP amnd Xprion wg KOPLo
bdeAtio mopaokeLAC.

Documented bibliographic addition; requires local scientific approval before use as a master formulation record.

Mnyr / Source: MHLW — JP XVIII: White Ointment JP « A1 — en{onun gappakomnotia / guvtayoAdylo « JP XVIII, English edition,
2021

AeATtio Tekunplwong mpog TomLk emoTNHOVIKA €ykplon. Agv anoteAel emkupwpévn odnyla
anobéopevong napTidac.

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

dappakoTEXVLIKH popen / Dosage form
Aeppatikr aiowery / B&an aAoleng

Cutaneous ointment / ointment base

AAAec ovopaoieg / Other names
Agv HNAWVETAL BLAPOPETLIKS GUVWIVLHO OTNY TINYH.

No different synonym is stated by the source.
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 1000 g

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 NELKOC KNPOC HEALOOWY 50 g

White beeswax

2 2EOKLEAQIKOG €0TEPaC gopBLTdvng 20 g
Sorbitan sesquioleate

3 Nevkn BaZeAivn g.s. ad 1000 g
White petrolatum

Mnyn oOvBeong: [1]. q.s. = enapkrig moodtnTa - ad = péxpL 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

A€LKN aAoLPr] HE EAXPPA XOPAKTNPLOTIKA ooun. [1]

White ointment with a slight characteristic odour.

Apaon kaiL xpAon / Action and use
AmdQIAN Baon aiotgwv. H JP tnv opifet wg Bdaon tng Alowpric OEeldlov Weuvdapyvpou. H ouykekpLuévn
pHovoypoagia dev divel avtoTeAr BepanevTikh €vdelEn i} 6ocoAoyia. [1]

Lipophilic ointment base. JP specifies it as the base of Zinc Oxide Ointment. This monograph does not provide
an independent therapeutic indication or dose.

Mpodlaypagéic / Specifications
AeLKA epedvLon, EAAPPE XAPAKTNPLOTIKA 00U Kol KATAAANAO LEWOEC YL BEPUATIKN e@apuoyr Katé JP
11-4. Agv 6lvovtal apBuntikd 6pLo LEwdoucg, pH f 6Lk MoogoTikr dokipaaia TeALKoD poidvtog. [1]

White appearance, slight characteristic odour and viscosity suitable for cutaneous application under JP 11-4. No
numerical viscosity limit, pH or product-specific assay is given.

ZuvOnKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY §gV cLUVLOTOOY PEAETN 0TABEPOTNTAG 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 £161kd otoxelo yia To TeAKS okebaoua oTlG eEeTaoBe(oeg mNyEc. AnattelTal
OLUMANPWHATLKA TekpuNpPlwan TPy oplodel mpodiaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaioOnoia otov aépa / Air

A&V TeEKUNPLWVETAL €L6LKO oTolxe(o yia To TeEAKS okebaopa oTIC eEeTaabeloeg nnyég. Anaite{Tat
OLUMANPWHATLKA Tekunplwan mpv oplabel mpodiaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.
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EvaioOnoia oto vepo / Water
A&V TeEKUNPLWVETAL £L6LKO oTolxe(o Yo To TeEAKS okebaopa aTLc eEeTaobeloeg nnyéc. Anatte{Tat
OLUUMANPWHATIKA TekUNPlwan npwv oploBel mpodiaypaen. [11]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaioOnoia otnv vypacia / Humidity
Agv TeEKUNPLWVETAL £L6LKO oTolxe(o Yo To TeAkS okebaopa aTL eEeTaobeloeg nnyéC. Anate{Tat
OLUMANPWHATIKA Tekunplwan mpv oploBel mpodlaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaloOnoia otn Osppokpacia / Temperature

Agv TEKUNPLWVETAL ELBLKO oToLxe(o Yo TO TeEAKS okebaopa oTL eEeTaobeloeg nnNyEG. Anate{Tat
OLUNMANPWHOTIKA TeKUNpPlwan npwv oploBel mpoblaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaioOnoia oe pH / pH

Agv TEKUNPLWVETAL ELOLKS oTolXE(o Yo TO TeEAKS okebaopa aTLg e§eTaobeioeg nnyEG. Anate{Tat
OLUMANPWHATLKA TeKNPlwan TPy oploBel mpodiaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

AAAec aovppBatoTnTeG / Other incompatibilities

Agv TeKunplwveTal £161kd otoxelo yia To TeAKS okebaoua oTiG eEeTaoBe{oeg mnyéc. AnattelTal
OLUMANPWHATLKA Tekpunplwan TPy oplabel mpodiaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

El81kéc MAnpogopicc ocvoTaTikWy / Ingredient-specific information

AkpLBelg TavTdTNTEG: AELKOG KNPOG HEALOGWY / White beeswax; ZeokleAalkOG eoTtépag gopBLTdvng /
Sorbitan sesquioleate; Acukr) BaleAlvn / White petrolatum. Xpnotuomnolodvtol QapUaKOTOUAKES TTIPWTEG
OAEC TNG Mo pamMEUTOUEVNG €KBooNG, He emaArBevan CoA. Aev aAAdlel avBaipeTa dAag, evuddTwaon f
MEPLEKTIKOTNTA. H mogdTtnTa g.S. KataypdpeTal otnv napTtida. [1]

Exact identities: AeLkOG KNPOC HeEALOOWY / White beeswax; ZeokleAaikéG eotépag gopPBLTdvng / Sorbitan
sesquioleate; Acvkr] BaleAlvn / White petrolatum. Use pharmacopoeial raw materials of the referenced edition,
with CoA verification. Do not arbitrarily change salt, hydration state or strength. Record the actual g.s. amount
in the batch.

ZuvOnkec mapackevng / Preparation conditions

H JP 6ev mapéxel E6LKA aplOPNTIKE dpla XWPEov yia avTr Tn obveeon. Oplote Tomkd SOP e KATAAANAEC
KaBap€g ouvBAKeG, EAeyyxo Beppokpacoiag kat mpdAnyn emuéAvvong. H mpdtaon eival cuvTakTikdg
KatdAoyog eAéyyov. [1, 2]

JP provides no specific numerical room limits for this formula. Define a local SOP covering suitable clean
conditions, temperature control and contamination prevention. This is an editorial checklist.

Mpo@uAd&eic mpoowmnikov / Staff precautions

KaBapn npootateutik evbupacia Kot KAALUPA KEQAANC kaTtd AEMPS PN/L/PG/002/00. Omou unidpyxeL
moOavdTnTa €NAPG, KATAAANAQ YavTia- mpooTaoia avanvoriG/opOaAUwWyY Tov 0 XelpLondc okdvng To
anottel. To akptBEG LALKS yavTLoD, 0 agplopds katl n mpootacia avamnvorig kabopifovtal and SDS Kat
ToTmKk ekTiUunon ékBeong. [4]
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Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

ZTolxeia yia avaivon kivéovou / Risk-assessment inputs
Bdon xwplc papuakeuTiky paotikr ovala. H tomkr ekt{unon nepAapBavel Oepud Triypa, eykaduoTa,
aAAEPYa CLOTATIKWY KAl K{VBLVO empudAvvong. Agv €xel TEKUNPLWOE! Tagvdéunon wg potent drug. [1]

Base without a medicinal active. Local assessment includes hot melt, burns, ingredient allergy and
contamination risk. No potent-drug classification has been established.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

Aev apéxetal xpdvoc xprionc/BUD yila To TEALKO OKEDAOUQ OTN CUYKEKPLUEVN ovoypaia. Agv
anodideTal avbaipeta Sudpkela. Anattobvtal KATEAANAa Sedopéva oTabBepdTNTAC KAL £YKPLON TOU
LmEVBLYOL PappakoToloL T and anodéopevan. [1]

The specific monograph provides no finished-product beyond-use period/BUD. No duration is assigned by
assumption. Suitable stability evidence and responsible-pharmacist approval are required before release.

EEapTtwpeveG Baocelg / Required bases
Agv anatteltal xwploth obvBetn Bdon otn pnth oovBeon. [1]

No separate compound base is required in the explicit formula.

EvdelkTiIKOC eEomALOMOG / Indicative equipment

Zuy0G KaTAAANANG BLAKPLTLIKAG LKavoTNTAG, YOUd{/omdTovAQ, KATAAANAOL TEPLEKTEG AVAULENG KOL TEALKO
boyelo. MpooBéoTe OYKOUETPLKA yia ML, EAeyxOuevo vEaTAAOLTPO OTIOL N HEB0BOC MPOoPBAETEL THEN KAl
KatdAAnAo @iAtpo émou Cnteltal. AVaALTIKOG €EOTMALOUOG GOPOWYA LE TIG SOKLUEG eAEyxou. [1, 2]
Balance with suitable resolution, mortar/spatula, suitable mixing vessels and final container. Add volumetric

equipment for mL, a controlled water bath where melting is specified and a suitable filter where required.
Analytical equipment follows the QC methods.

Aladikaoia mapaockevic / Preparation procedure

1. Zvuyl{oTe Ta ovoTATKA: N BewpPNnTIk Acvkr BaleAivn elval 930 g.

2. Mg eAeyyxdpevn Bépuavon THETE KAl avaulETe Ta cLOTATIKA TNG AMOPIANG BAong cluewva ue JP 11-4.
3. AvapiEte/paArdgTe pExpL opoloyévela. H ovykekpLpévn Bepuokpaoia, dtapkela Kat TaxvTnTa avddevong
npémneL va opLoTolY gto Tomkd SOP- 6ev di{vovtal otn povoypagia. [1, 2]

1. Weigh the ingredients; theoretical white petrolatum is 930 g.

2. Melt and mix the lipophilic base components by controlled warming under JP 11-4.

3. Mix/knead until homogeneous. The local SOP must define the exact temperature, time and mixing speed; the
monograph does not provide them.

Mapatnpnoelg / Notes

NpwTtdTunn dlyAwaon anddoon tTng oOVOEONG Kal TWY TPodlaypapwv. H Bdon avtr dlagpépel and Simple
Ointment BP, Aeukr} aAotpr) USP kat anAr BageAlvn. [1]

Original bilingual rendering of the formula and specifications. This base differs from Simple Ointment BP, USP
White Ointment and plain petrolatum.

Zuokevaoia kat VALKa / Packaging and materials

EpunTikd KAELoTAG mepLéKTNG (JP: tight container). Zuykekpiuévo LAk dev opiCeTat. [1]

Tight container. No specific container material is prescribed.
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Ynodewypa eTikétag / Label specimen

A&gukn aAowen JP

MNoodtnta: - Moaptida: - Moapaokevri: - Xpron éwg:

Mévo eEwTtepLkr xpron. POAagN: EpunTtikd KAELoTS. Agv opieTal €161k Bepuokpaoia i pwTtomnpootacia
Yyl To TEALKS IPOoidv.

AcBevrig/doooloyia 1§ epyaocTnplakn xprRon: - dappokelo/tnAépwvo:

Ynédetyua npog npooapuoyr] and Tov gapuakonold: éxt TeAKr eyKeKPLUévn eTIKETA. [1]

White Ointment JP

Quantity: - Batch: - Prepared: _ -Useby:

External use only. Storage: Keep tightly closed. No specific temperature or light protection is prescribed for the
finished product.

Patient/directions or laboratory use: __ - Pharmacy/telephone:

Specimen for pharmacist adaptation; not a final approved label.

Mé£0obol eAéyxou / Quality-control methods

EAEYETE ep@dvion, ooun Kot KATAAANAN c0otaon Katd tn povoypapia/JP 11-4. Qg tomkol €AgyyoL
dladikaoiag mpotelvovtal TEAKA PATa Kal opoloyEveLla. Agv amOTEAODY LTTOKATACTATO TNG GUVOALKAG
OLUMOPPWONC ME JP 00TE TEKUNPLWVOLY XPOVOo Xpriong. [1, 2]

Check appearance, odour and suitable consistency under the monograph/JP 11-4. Final mass and homogeneity
are proposed local process checks. They do not replace overall JP conformity or establish a beyond-use period.

®OAa&n / Storage conditions

EpunTikd KAELOTS. Agv op{TeTal eldLkr) Bepuokpaoia | pwTonpooTaaia yia To TeAKS mpoidv. [1]

Keep tightly closed. No specific temperature or light protection is prescribed for the finished product.

El81kéc 0bnyiec 61aOeonc / Dispensing instructions

Mpoop{CeTal yla QopPoKELTLKH Xprion wg Bdon. OnoladAnoTe evowUdTwon dpaoTIKAC analtel EAeyxo
ouvpBaTtédTnTaC Kal véa TeKUNP{waon Touv TeEALKOD oKELAOUATOC. [1]

Intended for pharmaceutical use as a base. Adding an active requires compatibility assessment and separate
evidence for the finished preparation.

MpoéAevon Kal emavaypnolpomnoinon / Provenance and reuse

Mnyry: Ministry of Health, Labour and Welfare, Japan, Japanese Pharmacopoeia XVIII, ayyAkr| ékdoaon
2021. Enavaypnotpomnoinon katd Public Data License 1.0 péow tngG moAttikAg MHLW, pe anédoon mnyng
KoL EMOAPOVOn 0AAQYWY. EAANVIKY HeTA@paon, ayyAlkr ) obvoyn/avadldpbpwaon Kal CUVTAKTIKEC
npooBnikeg: EAANVIkS Formulary Sikalias, Ztagwdg Xp. ZikaAldg, compounding.gr. Agv lvat emionun
pHeETAQpPaaon oUTe éykplon MHLW. To wanwviké nmpwtdTuno vneploxVel Tng enionung ayyAlknc andédoonc oe
andkALon. Agv xpnoionotodvTal Aoydtuma f LALKS TP{Twy He EL6LKOVC GPOUC. ZUUMANPWHATLKES
nAnpogopieg AEMPS/CDC anobi{dovtal xwploTtd.

Source: Ministry of Health, Labour and Welfare, Japan, Japanese Pharmacopoeia XVIII, English edition 2021.
Reuse under Public Data License 1.0 through the MHLW policy, with source attribution and changes identified.
Greek translation, English summary/restructuring and editorial additions: Greek Formulary Sikalias, Stasinos
Chr. Sikalias, compounding.gr. This is not an official translation or MHLW endorsement. The Japanese original
prevails if it differs from the official English rendering. No logos or specially restricted third-party material are
used. Supplementary AEMPS/CDC information is attributed separately.

BiBAloypag@ikég avagpopécg / References

[1] MHLW — JP XVIII: White Ointment JP. 2021 JP XVIII (2021), printed p. 1921; General Rules for Preparations 11-4, p. 20. Al
official pharmacopoeia. EAgyxog / Checked 2026-09-10.
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[2] MHLW — JP XVIII, General Rules for Preparations. 2021 11-4 Qintments and 11-2 Cutaneous liquids, printed p. 20; Other
Preparations 3 Spirits, p. 22; General Notices. Al official pharmacopoeia. EAgyxog / Checked 2026-09-10.

https://www.mhlw.go.jp/content/11120000/000945683.pdf
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https://www.mhlw.go.jp/content/11120000/000945683.pdf

[3] PN/L/FF/006/00 ELABORACION DE POMADAS. PN/L/FF/006/00 §4.3 environment; §4.4 method; §4.6 controls. A2 official
technical guidance. 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_006_00.pdf

[4]1 PN/L/PG/002/00 INDUMENTARIA. PN/L/PG/002/00 Clothing and protective equipment. A2 official technical guidance.
‘EAeyyog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

[5] AEMPS — Aviso legal. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical evidence. ‘EAeyxo¢ /
Checked 2026-09-10.

https://www.aemps.gob.es/aviso-legal/

[6] BOE — Real Decreto 1495/2011, articulos 7-10 y anexo. Policy checked 2026-09-10 Reuse conditions. Rights policy, not
clinical evidence. EAeyxog / Checked 2026-09-10.

https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

[7] MHLW — Copyright and Public Data License policy. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical
evidence. EAeyxoc / Checked 2026-09-10.

https://www.mhlw.go.jp/chosakuken/index.html

[8] Digital Agency — Public Data License 1.0. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical
evidence. EAeyxog / Checked 2026-09-10.

https://www.digital.go.jp/en/resources/open_data/public_data_license_v1.0

[9]1 PMDA — JP XVIIl supplements and errata index. Supplement | 2022; 1l 2024; base errata March 2026 Selected entries
checked; no change to these four compositions identified. Al official edition control. EAeyxog / Checked 2026-09-10.

https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0029.html
OL avoAUTIKEG EBOBOL cuvoyi(CovTal. MNa eKTEAETN amALTOOVTOL TA TARPN MOPATEUNOMEVA KEQAALA,
aVTBpaoTAPLA 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-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/aviso-legal/
https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560
https://www.mhlw.go.jp/chosakuken/index.html
https://www.digital.go.jp/en/resources/open_data/public_data_license_v1.0
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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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