ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AlorL@n o&eldbiov pevdapyovpov JP 20%
Zinc Oxide Ointment JP 20% w/w

CGR-JP-006 * Ekdoon / 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.

Mnyn / Source: MHLW — JP XVIII: Zinc Oxide Ointment JP 20% w/w ¢ Al — en{onun gappakomotia / cuvTayoAdyLo « 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 OEe(blo yevdapyvpouv 200 g
Zinc oxide
2 Yypr napagivn 30 g

Liquid paraffin
3 Neukn aiowery JP (CGR-JP-005) g.s. ad 1000 g
White Ointment JP (CGR-JP-005)
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
Aeukn aiowen. [1]

White ointment.

Apaon kaiL xpAon / Action and use

AgppaTikr aAoLgr] UE MPOCTATEVTIKO 0Ee(6l0 Yevdapylpou. H JP kaBopilel moldTnTa KoL oovBean: dev
KaBop(Cel kKAWLKA docoAoyia otn cuykekpLuévn povoypagia. [1, 5]

Cutaneous ointment containing protective zinc oxide. JP specifies quality and composition; this monograph does
not prescribe a clinical dose.

Mpodlaypagéic / Specifications
Aevkn aAoler He mepltekTikéTNTA ZNO 18,5-21,5% Katd pdla. Epapudlovtal ol Sokiuég TavTomnoinong,
KaBapdTnNTOC Kl Ppoodlopltauol tng JP. Agv divovtat €0kd pH, aplOunTikd &Wwdec 1§ xpdvog xpriong. [11]

White ointment containing 18.5-21.5% w/w ZnO. JP identification, purity and assay tests apply. No specific pH,
numerical viscosity or beyond-use period 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

ZnO: MPAKTIKA abLAAVTO 0€ vePO KAt atBavoAn. [5]

ZnO: practically insoluble in water and ethanol.

EvaioOnoia otnv vypacia / Humidity
Agv TEKUNPLWVETAL €L6LKO oTolxe(o Yo To TeAKS okebaopa oTL eEeTaobeloeg nnyéC. Anate{Tat
OLUMANPWHATIKA Tekunplwan mpvy 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 TEKUNPLWOVETAL ELBLKO oTolxE(o Yo TO TeEAKS okebaopa aTL eEeTaobeloeg nnNyEG. Anatel{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
ZnO: daAdeTal og apald avépyova oEa: e Atmapd oEéa oyxnuatiCel odnwveg. [5]

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

AAAec aovppBatoTnTeg / Other incompatibilities

Agv TeKunplwveTal £161kd otoxelo yia To TeAKS okebaoua oTiG eEeTaoBe{oeg mnyéc. AnattelTot
OLUMANPWHATLKA Tekunplwan TPy oplabel mpodlaypaen. [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

AkpLBeic TavtdTnTEG: OEE(BLO Pevdapylpov / Zinc oxide; Yypr napaeivn / Liquid paraffin; Agukr] aAolen JP
(CGR-JP-005) / White Ointment JP (CGR-JP-005). Xpnol1omotoivTol QaPUAKOTIOWAKEC TMPWTEC VAEC TNG
noponeunépevng €kdoaong, ue enaArifevon CoA. Aev aAAdGleL avBaipeTa dAag, evuddTwon A
neplekTikéTNTA. H moodtnTa g.s. Kataypdeetat otnv naptida. [1]

Exact identities: Oge(dlo yevdapylpov / Zinc oxide; Yypr napagivn / Liquid paraffin; Agukr aAower JP
(CGR-JP-005) / White Ointment JP (CGR-JP-005). 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 aplOPNTIKG dpla XWEovL yia avTr tn obvBeon. Oplote Tomkd SOP ue KATAAANAEC
KaBap€g ouvBAKeG, EAeyyxo Beppokpacoiag kat mpdAnyn emuéAvvong. H mpdtaon eival cuvTakTikdg
KatdAoyog eAéyyou. [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 npootateuTtik evbupacia Kot KAALUPA KEQAANC kaTtd AEMPS PN/L/PG/002/00. Omou unidpyxeL
moavdTnTa €NAQPG, KATAAANAQ YavTia- mpooTaoia avanvoriG/opOaAwyY dTov 0 Xelplondc okdvng To
anottel. To akptBEG LALKS yavTLoD, 0 agplopds Katl n mpootacia avamnvorig kabopiCovtal and SDS Kat
TomKk ekTiUnon ékBeong. [4]

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.
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ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs
H Slaomopd 20% otepeol anattel opoloyévela. Meplopiote TNV €kOeon o€ okdvn ZnO. H avaAvTiKn
HEBODOC MepLAaBdvel amoTéPPwon, 0&€a Kal appwvia Kot xpetdletal Eexwploth ekTinon Kwdovov. [1]

A 20% solid dispersion requires homogeneity. Limit exposure to ZnO dust. The analytical method involves
ignition, acids and ammonia and requires a separate risk assessment.

Texkpnpiwon duapkelag xpRong / Evidence for beyond-use period

Agv apéxetal xpdvog xprionc/BUD yla To TEALKO OKEDAOUQ OTN CUYKEKPLUEVN povoypagla. Agv
anodidetal avbaipeta dldpkela. AmattodvTal KATAAANAX Sedopéva oTaBepdTNTAC KOl £YKPLON TOL
ueDOLYOL PapHaKoToLloL TPV and anodéauevon. [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
CGR-JP-005 — Agukr alowgr JP / White Ointment JP
OL BdoeLg mov avagépovtal nepAapBdvovtal 0To MOKETO: EAEYETE KaL TIG EapTAOELG TouG. [1, 2]

CGR-JP-005 — Agvkr aAowpr JP / White Ointment JP
Referenced bases are included in the package; also check their dependencies.

EvbelKTIKOG eEomALOMOG / Indicative equipment

Zuy06¢ KaTdAANANG SLaKPLTIKAG LkavdTNTAC, Youd(/ondtovAa, KATAAANAOL TEPLEKTEG AVAMLENG KoL TEALKO
boyelo. MpooBéoTte OYKOUETPLKA yia ML, EAeyxOuevo voatdAovTPO OTOL N UEB0BOC MPoPBAETEL TAEN KAl
KaTdAANAo @iAtpo émou nteital. AVaALTIKOG EEOMALOUOC GOPOWYA e TIG SoKLUEG eAEyyou. [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.

Awadikaoia mapaokevng / Preparation procedure

1. Napaokevdote Kat eAEyETe tn Acukr) Ahowgri JP (CGR-JP-005).

2. Zvylote ZnO 200 g, vypn napapivn 30 g kat Bdon péxpt 1000 g (BewpnTtikd 770 g B&ong).

3. Atooneipete To ZnO ota AUTOQIAQ CUOTATLIKA KOl HOAGETE HéEXPL OpoLoyEévela aOUQwva We JP 11-4. H
ActoTpi{Bnon tTov ZnO pe TNV opagivn mpw Tn otodlakn evowpdTwaon Bdong anoteAel mpotevduevn
ToTmkr €€eldikevan, mpog £ykpLan, dxL ELBLKA eMKUPWHEVO B TNG Hovoypaeiac. [1, 2]

1. Prepare and check White Ointment JP (CGR-JP-005).

2. Weigh Zn0O 200 g, liquid paraffin 30 g and base to 1000 g (theoretically 770 g base).

3. Disperse ZnO in the lipophilic components and knead until homogeneous under JP 11-4. Levigation of ZnO
with paraffin before gradual base incorporation is a proposed local implementation requiring approval, not a
specifically validated monograph step.

MapatnpiRoscilc / Notes

H JP emutpénel dAAeg BAoelg amnd emuéPoug oLoTATIKE, xwpP(C €6 MoooTikr eEeldikevan. Zto napdv
EMAEYETOL AMOKAELOTIKE N pnTr obvBeon pe White Ointment JP. [1]

JP permits other bases using individual constituents without quantitative detail here. This record exclusively
selects the explicit White Ointment JP formula.

Zvokevaoia kat ALka / Packaging and materials

EpunTikd KAELOTOG epLékTNG (tight container). [1]

Tight container.
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Ynodewypa eTikétag / Label specimen

AMolpri oEeldiov wevdapyipou JP 20%

MNoodtnta: - Moaptida: - Mapaokevri: - Xpron éwg:

Mévo eEwTtepLkr] XprAon. POAAEN: EpunTtikd KAELOTO. Agv oplleTal €16k Bepuokpacia f Sldpkela xprong.
AacBevric/6oooAoyia i epyaotnplakn xprion: - dappokelo/TNAépwvo:

YnddeLya mPoG Mpooapuoyr] and Tov QopHoKoToLd: OxL TEALKH EYKEKPLUEVN ETIKETA. [1]

Zinc Oxide Ointment JP 20% w/w

Quantity: - Batch: - Prepared: - Use by:
External use only. Storage: Keep tightly closed. No specific temperature or beyond-use period is prescribed.
Patient/directions or laboratory use: - Pharmacy/telephone:

Specimen for pharmacist adaptation; not a final approved label.

M£0obol eAéyxou / Quality-control methods

Tavtonoinon: anotéppwon delypatog 1 g- K{TPvo UTIOAELUPA €V BEPUW, AELKO HETA YOEN. To 6Evo
SLdAvpa voAe{ppaTog divel Aeukd (Cnua pe eEakvavooldnpikd(ll) k&dALo. KaBapdtnta: ekTeEAEOTE TNV
A PN 6ok JP yia aoB€oTio, Hayvrolo Kot GAAEC avopyavec npoouiEelg (6elyupa 2 g, 6Ewvn dldAvon
TEQPPAG, avTLOPATELG OEAALKOD/QWOPOPLKOD PETA appwvia). Mpoodloploud: anoTéPpwaon akpLBWE
Cuylopévwy mepinov 2 g, 6Evn 6ldAvon Kat apaiwon ota 100 mL. KAdopa 20 mL titAodote{tal pe EDTA
0,05 mol/L o€ pvBuloTiké pH 10,7, deiktng eriochrome black T. K&8e mL avtiotolxel o 4,069 mg ZnO
0TO KAGOoMQ: oLVTEAEOTAC apaiwong 5 yla To oLVOALKS Selypa. Oplo 18,5-21,5% m/m. AnattodvTal
nMAAPNG JP Kat KaTdAANAO avaAuTikd epyaothplo. [1, 2]

Identification: ignite a 1 g sample; residue is yellow while hot and white on cooling. Its acid solution gives a
white precipitate with potassium hexacyanoferrate(ll). Purity: perform the full JP calcium, magnesium and other
inorganic-impurity test (2 g sample, acid dissolution of ash, oxalate/phosphate reactions after ammonia). Assay:
ignite an accurately weighed sample of about 2 g, dissolve in acid and dilute to 100 mL. Titrate a 20 mL aliquot
with 0.05 mol/L EDTA at buffer pH 10.7 using eriochrome black T. Each mL equals 4.069 mg ZnO in the aliquot;
dilution factor 5 applies to the full sample. Limit: 18.5-21.5% w/w. Full JP instructions and a suitable analytical
laboratory are required.

®OAa&n / Storage conditions
EpunTikd KAELOTS. Agv op{TeTal e1dLkr) Bepuokpaoia | dldpkela xpriong. [1]

Keep tightly closed. No specific temperature or beyond-use period is prescribed.

El81kéc 0bnyiec 61aOeonc / Dispensing instructions

AgpuaTtikr xprion o0uewva pe aELoAdynon eapuakomnolol/latpol. H mnyr v napéxel ouxvédtnTa,
dldpkela Bepamnelag rj elOIkEC madLatplkég 0dnyleg. Agv dnAwvetal otelpdTNTA. [1]

Cutaneous use following pharmacist/clinician assessment. The source provides no frequency, treatment
duration or specific paediatric directions. Sterility is not claimed.

MpoéAevon Kal emavaypnolpomnoinon / Provenance and reuse

Mnyr: Ministry of Health, Labour and Welfare, Japan, Japanese Pharmacopoeia XVIII, ayyAkr| ékdoaon
2021. Enavaypnolpomnoinon katd Public Data License 1.0 péow tngG moAttikAg MHLW, pe anédoon mnyng
KoL EMLOAPOVON 0AAQYWY. EAANVIKY HETA@paon, ayyAlkr) obvoyn/avadldpbpwaon Kal CUVTAKTIKES
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 OPOUC. ZUUMANPWHATLKES
nAnpogopieg AEMPS/CDC anobi{dovtal xwplotd.

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.
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[1] MHLW — JP XVIII: Zinc Oxide Ointment JP 20% w/w. 2021 JP XVIIl (2021), printed pp. 1929-1930; General Rules 11-4, p.
20. Al official pharmacopoeia. EAeyxog / Checked 2026-09-10.

https://www.mhlw.go.jp/content/11120000/000904449.pdf

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

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.
EAeyxo¢ / Checked 2026-09-10.

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

[5] FN/2003/PA/028 OXIDO DE ZINC. FN/2003/PA/028 Raw-material properties, handling and incompatibilities. Al official
formulary. EAgyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf

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

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

[7]1 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

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

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

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

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

[10] PMDA — JP XVIII supplements and errata index. Supplement | 2022; Il 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 avaALTIKEG HEBO0DOL cuvoyiCovTal. MNa eKTEAETN AMOLTOOVTAL T AR PN TMAPATIEUMOPEVA KEPAALQ,
avTdpaoThpLa Kot KPLTipLa KATAAANASTNTAC CLOTAUATOC.

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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