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An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

Mnyn / Source: MHLW — Japanese Pharmacopoeia XVIII: Hydrocortisone Acetate 0.5% and Diphenhydramine Base 0.5%
Ointment JP ¢« ALl « JP XVIII, 2021; English text

dappakoTeXVIKN popen / Dosage form
AgppaTtikr aAowen

Cutaneous ointment

AAAeg ovopaoieg / Other names

Hydrocortisone Acetate 0.5% and Diphenhydramine Base 0.5% Ointment JP

ZvvTayn / Master formula

Bdon unoAoylopo0 / Formula basis: 1000 g

A/A ZvoTaTikO / Ingredient MoocoétnTta Movada
No. Quantity Unit
1 O&kr) vdpokopTIZévn JP 5 g

Hydrocortisone acetate JP

2 Awpavodpapivn Baong JP 5 g
Diphenhydramine base JP

3 Aevkn BaleAlvn JP g.s. ad 1000 g
White petrolatum JP

Mnyr o0vBeong / Formula source: [1]. g.s. = enapkrg moodtnta / sufficient quantity - ad = péxpt TeAkd obvodo / to final total.

Meprypagn okevaopatog / Preparation description
Tekunpwwpévo otnv nyr / Documented in source
Aevkn €W wypoki{tpvn aiolen. [1]

White to pale-yellow ointment.

Apaon kaiL xpRaon / Action and use
Mepikrj Tekunpiwaon / Partial evidence

2UVBLAONOG TOMKOD KOPTIKOOTEPOELSOUC KL OVTULOTAMVIKOD. H €18k JP TEKUNPLWVEL
obvBeon/TavTtomnolnon, 6xt KAWLKY aMOTEAETUATIKOTNTA, NALKLOKA épLa ff SogoAoyia Tou ouvbuacouol. [1,
2]

Combination of a topical corticosteroid and an antihistamine. The JP monograph establishes formula and
identity, not combination efficacy, age limits or dosing.
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MpodiLaypagécg / Specifications

Tekunplwpévo otnv nnyr / Documented in source

OE1kn vdpokopTLévn 0,5% M/m Kat dlpatvudpauivn Baong 0,5% m/m w¢ ovopaaTikr abvBeon.
NAELKA-WYPOKI{TPLYN EUPAVLON KL BETIKEG TavTOMOLHOELG. Agv SlvovTal E6IKE aplBUNTIKA dpLa TOCOTLKOD
TMPOOodLOPLOUOL TeALKOU TipoidvToc. [1]

Nominal hydrocortisone acetate 0.5% w/w and diphenhydramine base 0.5% w/w. White-pale-yellow appearance
and positive identification. No numerical finished-product assay limits are specified.

EvaioOnoia oto @wg / Light

Mepikr} Tekunpiwaon / Partial evidence

OE&Lkr vBpoKOoPTIZOVN: PwWTOoeLATONTN TIPWTN VAN EpLop(oTE TNV €KOEON KATA TNV MAPATKELH.
Alpavudpapivn Bdong JP: n JP Intd npootacia tng mpwtng 0OANG and To QWC. [2, 4]

Hydrocortisone acetate is light-sensitive; limit exposure during preparation.
Diphenhydramine: JP requires light protection for the raw material.

EvaioOnoia otov aépa / Air
Mepikr} Tekunpiwaon / Partial evidence
Alpavudpapivn Baong: n JP op(Cel oxeddv mApeg, oteyavd doxelo ue mpootacia and wg. [4]

Diphenhydramine base: JP specifies an almost well-filled tight container protected from light.

EvaioOnoia oto vepo / Water

Mepikr} Tekunpiwaon / Partial evidence

Aegvkn BaleAlvn JP: n avtiotolxn Kabaph mpwtn VAN KaTd JP elvat MPOKTIKA abLdALTN 0TO VEPD.
Alpavudpapivn Bdong JP: n avtiotolxn kabBapni mpwtn VAN KaTd JP elval moAD Alyo dLaAvth oto vepPd.
OE&kr} VBpokopTIZOVN JP: N avtioTolyn kKabapri MPWTN VAN KaTd JP elval mPakTIK& adltdAvtn oto vepd. [3,
4, 5]

White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.
Diphenhydramine: JP classifies the corresponding pure raw material as very slightly soluble in water.
Hydrocortisone Acetate: JP classifies the corresponding pure raw material as practically insoluble in water.

EvaioOnoia otnv vypacia / Humidity
Mepikr Tekunpiwaon / Partial evidence
OE&LkA LOPOKOPTLZOVN: XELPLOPOG O XaNAR oXeTIKA vypacia katd PA015. [2]

Hydrocortisone acetate: use low ambient humidity as specified in PA015.

EvaloOnoia otn Osppokpacia / Temperature
Agv tekpunpwvetat / Not established

Agv TeKUNPLWVETAL EMLTPETTH Bepuokpaciakr andkAlon | KOKAOG KatdyuEnc/andyugng. Ol Bepuokpacies
MOPAOKELAC Kal QUAAENG avapépovTal ota avTtioTtolya nmedla. [1]

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures
are stated in their respective fields.

EvaioOnoia oe pH / pH
Agv tekunpwvetat / Not established

Agv op(Cetal eldlkd €0poC pH ToLv TEAKOD OKELEOUATOG. Agv pooTiBeTal puBULOTAC pH XWplC
TeKUNPLWPEVN aAAayr TN obvBeong. [1]

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.
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AAAec aovppBatoTnTeg / Other incompatibilities

Agv tekpunpuwvetat / Not established

Agv napéxetal TARPNS 60KLUA oLUBATOTNTAC TOU UiyHaTOC HE MPSoBeTa BpaOTIKA 1 BLa@opeTIKA €KGoYA.
Ol LITOKATAOTATELG AMALTOOV XWPLOTH TeKUnplwaon. [1]

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

Eldi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Mepikr Tekunpiwon / Partial evidence

Aegukn BaleAlvn JP: mpwTn OAN HE XOPAKTNPELOUS HLAALTETNTAC OTO VEPS «TIPAKTIKA adldAvtn» Katd JP.
Alpavudpapivn Bdong JP: mpwtn OAN PE XapaKTNPELOUS SLAALTOTNTAC 0TO VEPS «TIOAD Alyo BLaAvTh» Katd
JP. Mpootaocia mpwtNg DANG aATd PWG.

OE&Lkr vBpokopTLZOVN JP: MPWTN VAN UE XOPAKTNPELOUS SLaALTOTNTAC OTO VEPS «TPAKTIKA adLldAvTn» KaTd
JP. [3, 4, 5]

White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

Diphenhydramine: raw-material water solubility is classified as very slightly soluble by JP. Protect the raw

material from light.
Hydrocortisone Acetate: raw-material water solubility is classified as practically insoluble by JP.

ZuvOnkec MapaokKeVNG / Preparation conditions

Mepikr} Tekunpiwaon / Partial evidence

OE&Lkr LBPOKOPTIZOVN: YL TOTILKEC HOPPEC EVOWMHATWVETAL EV PLXPW, SLAALVPEVN A AETITA KovLoTioltNUEéYN,
otnv AN mposTolaouévn Baon. [2]

For topical preparations, incorporate hydrocortisone acetate cold, dissolved or finely powdered, into the
prepared base.

Mpo@uAd&eic mpoowmniko / Staff precautions

Mepikr} Tekunpiwaon / Partial evidence

KaBapr pakpupdvikn epyaotnplakl evbuvpacia, KAALYN HAAALWY Kol YAVTLIO KATA TOV XELPLOPS. AAAQYH
YOVTIWY PETE amnd emudAvvon/ebopd. [6, 7]

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

ZTolXeia yia avaivon kKivéovoou / Risk-assessment inputs
MpakTtikdg kKatdAoyog eAéyyou / Editorial checklist

XounAn nepltekTikdTNTA 600 HpacTikW: anatte(tal akpiBela COylong Kot opoltduopen dtaomopd. Ta 5 g
TNG MPWTNG SPACTIKAC apopolV Tov 0ELKO £0TEPQ Kal Ta 5 g TNG 6e0TEPNG TNV EAeVOepn Bdaon: dev
yi{vovTal looBapelG LMOKATAOTACELG.

ZuykekpLuévn moptida avagpopds: 1000 g. Mpwto cvotatikd: OELk LOpPoKoPTLZOVYN JP, 5 g. EAEyETe
QVEEAPTNTA TN XNUIKA HOPPT], TG HOVADEC Kal KABE KALMAKwan nipy and CoyLon.

EAéyETe opoldpopen Slaomopd tnG 6paoTIKAG KAl anmovo{a CLOCWUATWUATWY HETA TNV YPOEN.
YnepBOépuavan, eloaywyr vepoL f aAiayr BAong HeTABEAAOLY TO MPOQIA TNC MOPACKELHG: KATayPAYTE
MPAYHOTIK anddoon Kol aMWAELEG UETAPOPAC.

KataypdyTte yia Ttnv tomkr avdAvon nocdtnta avd mapackevr, cuxvétnta epyaciag, SldpKela avolkTol
XELPLOPOD, MOaVEC 0600C €KBEONC KAl AMOTEAECUATIKOTNTA TWY HETPWY eAéyyxov. AvTd e{val oTolyeia
€10660v NG agloAdynaong- 6ev anodideTaL MPOOYNUATIKOG TEALKOG BaBUAG Kwblvou.

Znuelo eAéyxou anodéopevanc: eEAEYETE CLUOCWHATWHATA, KPUOTAAAOLC, TOTILKEG BLOYPOPEC LPNC Kal
€EAEVBEPO LYPO HeTA TNV OAOKARPwWaoN TNG HEBSBOoL. KaTtaypdyTe yewueTpla avdENG, Héyebog napTidacg
KOl TTPAYUATIKEG OEpUOKPAGIEG: HETAQPOPA APLBUOD OTPOPWY O AAAO AVAULKTHPO HEV AMOOELKVUEL
Looduvapia. [1, 11, 13]

Two low-concentration actives require accurate weighing and uniform distribution. The first 5 g is the acetate
ester; the second 5 g is free base. Do not substitute other chemical forms mass-for-mass.
Reference batch: 1000 g. First ingredient: Hydrocortisone acetate JP, 5 g. Independently check chemical form,
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units and every scale conversion before weighing.

Check uniform active distribution and absence of aggregates after cooling. Overheating, water ingress or a
changed base alter the preparation; record actual yield and transfer losses.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpom to another mixer does not
establish process equivalence.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period
levikég kavévag und npovnobéoels / Conditional default

Aev evtonioTtnke €8Ik MelpapaTik SldpKeLla oL va KAADTITEL OAOKANPN TNV akpPLBr obvBeon, Tov
MEPLEKTN KOL TN HKPOBLOAOYLKHA KATAAANASTNTA.

EmAeypévog yevikég kavdvag: €we 180 nuépeg otoug 20-25 °C yla oteper A N LBATLKY KN mMéaLun
Hopor, ME TEKUNPLWPEVN aw <0,6. H apylkh mowdtnta/vypaocia, n nmpootacia and {codo vepoL Kal n
QLOLKA KaTaAANASTNTA Mpénel va vmoatnp(Couv avTrh TNV Katnyopla.

Huepounvia xpriong = n evwpitepn enttpentr nuepounvia and noapaokevr + emAeypévn dldpkela, AREELC
TMPWTWY LAWY Kot TUXOV GUVTOPOTEPO TEKUNPLWHEVO OpLo. O Xpdvog UeETA To dvolyua dev napaTtelvel To
OLVOALKS BUD. H TeAkr] NUEPOUNVIO CUPTIANPWVETAL YO TN OLUYKEKPLUEVN TMapT{Ba PHETA TOLC EAEYXOULG.
O yevlk4G kavévag anoteAel guvtnpnTikd 6pLo EMAOYAG KoL OXL MELPOUATLKY anédelg&n oTabepdTNTAG TNG
naptidag. H katnyopla guvdéetal pe tnv TeAK] o0OvVOEON, TN CLVTAPNON KAL TLG ETMULTPEMOUEVEG
Bepuokpaoiec. H Ty aw dev mpokiMTEL and To mocooTd vepol f TNV anWAELX KaTtd tnv Efpavon. MNa
Tekunpiwaon xpnowonowjote SOP-014 kat F-006- yla €16wkr} aw, SOP-017 kat F-012. [1, 10, 12]

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Selected general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported
aw <0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.
Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any
shorter supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after
the required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

EEapTtwpeveg Baocelg / Required bases
Tekunpwwpévo atnv nnyr) / Documented in source

Agv anotteltal xwplotr BAoN HE KWELKO UNTPWoL. Tuxév EUNMOPLKS OXNHO TTUPAUEVEL TO AKPLBEG
KatovopaZopevo mpoidv tou mivaka. [1]

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

EvbelkTIKOG eEomALOMOG / Indicative equipment
MpakTtikdg kKatdAoyog eAéyyou / Editorial checklist

Zuyo6¢ KatdAANANG eAdyxlotng Coylong, youdi{/dmepog 1 opoyevomnolnTtig, doxela avaulEng, ondTovAeg,
BepudueTpo dtav vndpyxel BEpuavaon, dpyava oykouéTpnong yla moodtnteg mL. [1]

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer
for heated processes and volumetric equipment for mL quantities.
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Awadikaoia mapaokevng / Preparation procedure

Egappoyr yevikig pebddov / General-method implementation

H JP mopaméumnel otn yevik péBodo aiolpwv. MpakTikh epappoyn: Cuylote TNV o0&k LEPOoKOPTIZEHVN KoL
N dtpawudpauivn Bdong. AstotplBioTte TNV 0§k LEPOKOPTILOVN UE HLKPO HEPOG TNG BaleAlvng.
EvowpatwoTte tn dtpavudpauivn Bdong kat mpocBéote tn BaleAivn otadlakd éwg 1000 g.
OUOVYEVOTOLAOTE €V PLXPW HE TMpooTacia and ewg, cOPPWYA HE TNV TAnpogopia PA015 yia to
KOPTLKOOTEPOELOEG. EAEYETE OpoLOYyEVELA KL OLOKELGOTE. [1, 2]

JP refers to the general Ointments method. Practical implementation: weigh hydrocortisone acetate and
diphenhydramine base. Triturate hydrocortisone acetate with a small portion of petrolatum, incorporate
diphenhydramine base and progressively add petrolatum to 1000 g. Homogenise cold with light protection,
following PAO15 handling information for the corticosteroid. Check uniformity and package.

Mapatnpnoelg / Notes
Mepikr} Tekunpiwaon / Partial evidence

Enlonun ovopaoia nnyr¢: Hydrocortisone and Diphenhydramine Ointment. H akpBri¢ XNULKA poper] KABe
dpaoTIKAC eppavifeTal oTov T{TAO gpyaaciag Kot otn cuvtayr. [1]

Official source title: Hydrocortisone and Diphenhydramine Ointment. The working title and formula identify the
exact chemical form of each active.

Zvokevaoia kat bALka / Packaging and materials
Tekunpwpévo otnv nnyr / Documented in source

2TEYOVOC, QWTOMPOOTATEVTIKOC MEPLEKTNG KATA JP. To LALKS ToL cwAnvapiov/6oxelov eMAEyETAL YLIX
ouvpBatéTnTa pe TN Autapr Bdon. [1]

JP specifies a tight, light-resistant container. Select a tube/jar material compatible with the fatty base.

Ynobewtypa eTikétag / Label specimen

Ynédetypa ocuunAripwaong / Editorial specimen

AAoLpr} 0ELkAG LBpokopTLZéVNG 0,5% Kat dipatvudpapivng Bdong 0,5% JP
EEwTePLKA Xprion

Moodtnta: _ Maptida:

Mapookevdotnke: _ Xpron éwg:

AgBevric / 86on / ouyxvétnTo:

DOAAEN: ZTEYAVOC MEPLEKTNG, MpooTacia and ewg.

Oepuokpaoia yia To BUD avtrig¢ tng maptidag:  [1]

Hydrocortisone Acetate 0.5% and Diphenhydramine Base 0.5% Ointment JP
External use

Quantity: _ Batch: __

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Tight container, protected from light.

Temperature for this batch BUD:

M£0oboL eAéyxou / Quality-control methods

Tekunpwwpévo atnv nnyr) / Documented in source

TavTtonoinon ogLkAG LBpoKoPTIZAYNG HE TNV €L0WKA XpwHATIKA/@Oopilovoa avtidpaon Tng JP Kat
SLpavudpapivng pe BpwpogatvoAokvovd PeETA amnd ekxOALon. TLC: 600 knAlGeg ota 254 nm pe (6o Rf ue
Ta avtioTolya nmpdTuma. MNa ekxOALoN, avTdpaoThpLa Kot avantugn epapudletal n mAfpng JP p. 1115.
EAéyETe enlong opoloyévela Kal amovai{a CUOCWHATWHATWY.

H u€0060G, To 6pLo amodoxrg, N MPAYHUATIKA TULA Kol 0 EAEYKTAG KaTaypdovTal XwpLtoTd oto F-005.
Anotuyila kplowng npodlaypaerc odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavdAnyn
eAéyxwv xpeldletal attioAdynon. [1, 13]

Identify hydrocortisone acetate using the JP colour/fluorescence reaction and diphenhydramine by bromophenol

blue after extraction. TLC at 254 nm must show two spots matching the respective reference standards. Use JP
p. 1115 for extraction, reagents and development. Also check homogeneity and absence of aggregates.
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Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

®OAa&n / Storage conditions

Mepikr Tekunpiwaon / Partial evidence

2TEYOVOG TIEPLEKTNG, MpooTaoia and Qwc.

Mo 6dpkeLa mov amnodidetal amnd yevikd kavova, e@apudletal emMnAEoY N BEpUoKpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H nnyn dev tekunpwvel avbaipeteg aAAayég Bepuokpaoiog. [1, 9]

Tight container, protected from light.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

Mepikr Tekunpiwaon / Partial evidence

YToAe{HUATA HOAQKTLKOD 0€ polXQ, EMOETUOLC 1 KALVOOKETAOMATA EMTAXOVOLUY TNV avAPAEEN
LEAOoUaTOC. AtoEuyr Kamv{opaTog Kot YOUvAG eAdyac Katd tn xprion. [8]

Emollient residues on clothing, dressings or bedding accelerate fabric ignition. Avoid smoking and naked flames
during use.
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Nedio Tekunpiwong / Scope: Risk-based default categories; not product-specific stability or Greek law
https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding BUD Fact_Sheet.pdf

[13] PIC/S — Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments. PE 010-4, 1
March 2014. Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments). Grade A2. EAeyyxog / Checked 2026-09-12.

MNedio Tekunpiwong / Scope: Professional quality-system framework; not automatic national legal adoption or certification
https://picscheme.org/docview/3443

Ol avaAuTIKEG HéBoBOL TapovoldlovTal cuVOTTIKA. Mo EKTEAEON XPNOLUOTOLO0VTAL TA TARPN
opaneUnOpeva KEQaAaLa, Ta opllOueva avTIOPOOTHPLA KAl N KATAAANAGTNTA GUCTAUATOG.

Analytical methods are summarised. Execution uses the full cited chapters, specified reagents and
system-suitability requirements.

AveEdpTnTn eAANVIKA Kat ayyALkrh andédoon/opydvwon otoxelwy Tng avagepduevng nnyrig. Asv anoteAel
enionun petdepaon 1§ £ykpLon Tov ekdOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official
translation or publisher endorsement.
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https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
https://picscheme.org/docview/3443

®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/A ZVOTATLKO OewPNTLKA Mova MapTida AAEN OANg Zuyio0sioca Ymnoypaen
No. Ingredient nmoooTNTA oa OANG Expiry moooTNTA Signature
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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