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Yopo@iIAn BacleAivn JP
Hydrophilic Petrolatum JP

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0vOeon avagopdc / Reference formula
Bdon / Basis: 1000 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

NELVKOG KNPSG HEALOOWVY 80¢g
White beeswax

ITEQPUALKH 1 KNTUALKH aAkodAN JP 309
Stearyl alcohol or cetanol JP

XoAnoTtepdAn 309
Cholesterol
Nevkn BaleAivn JP g.s.ad 1000 g

White petrolatum JP

Meplypa@n okevaopatog / Preparation description
AeLKN BAon PE EAAQPA XAPAKTNPLOTLKY oour Tov dlatnpel cbotaon aAolrig HETA avduEn pe (oo dyko vepoo.

White base with slight characteristic odour, retaining ointment consistency after mixing with an equal volume of
water.

References: [1]

Apaon kaiL xpAon / Action and use
Bdon nmapaokevwyv. Anatte{tal EAeyX0C CLUPBATOTNTOC HE TNV EVOWHATOOUEVN SPOOTLKH.

Compounding base. Check compatibility with the incorporated active.

References: [1]

Mpodiaypagic / Specifications
Aevkn Bdon: dlatnpel obotaon arolerig HeTd avduén pe (oo dyko DHaTOG.

White base; retains ointment consistency when mixed with an equal volume of water.
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References: [1]

®wg / Light

Agv mopéxeTal 6K eWTOOTABEPSTNTA TOU TEALKOU MPOIGVTOG. H amattoOEVn QUTONPOCTAC(O TOL MEPLEKTN,
€pboov opiletal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kaL o&eidbwaon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal o mepLéKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

Aevkr BageAivn JP: n avtioTtown kabapr mpwtn OAN Katd JP elval mpakTikd adltdAvtn oto vepd.
ZTEQPULALKN | KNTLALKA aAKOOAN JP: n avtiotowyn kKabapr mpwTn OAN KaTtd JP elval mpakTikd adldAvtn oto vePD.

White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.
Stearyl Alcohol: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [3], [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikiG bypaoiag yla To TeEAKO okeDaopa. ATto@ebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

AEV TEKPNPLOVETAL EMLTPENTH BEpUOKpaTlakr amdkAlon i KOKAOG KaTtdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

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

References: [1]

pH kaiL cupBatoéoTnTa / pH and compatibility

Aev op{ZeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTBeTAL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeonc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAec aAAnAemidpaocelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA HPpaoTIKA 1] SlapopeTikd €kboya. OL
LTIOKATAOTACELG analTolv XwpeLloTH Tekunplwon.

Sikalias Greek Formulary | Reference documentation 2



compounding.gr | 10.0 | 2026-10-14

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Aevkn BaleAivn JP: mpwTN VAN UE XOPAKTNPLOUO SLAALTOTNTAC OTO VEPS «MPAKTIKA adldAvtn» Katd JP.
2TEAPLALKA | KNTUALKA aAKOOAN JP: mpwTn VAN HE XOPAKTNPELOUS SLOALTOTNTAC OTO VEPS «TMPAKTIKE aBLAALTN»
Katd JP.

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

References: [3], [4]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KoL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

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

References: [1], [2], [5]

EKTipnon kKwvdéovovu / Risk assessment

ZuyKekpLuévn mapTida avagopdc: 1000 g. MpwTo cuvoTaTikd: AeLKOC KNPAC HeALooWY, 80 g. EAEyETe aveEdpTnTa
TN XNUWKA Hopor, TG HOVADEC Kal KABE KALUAKwaon mpv and CoyLon.

QG €vdLAPEDO, PEPEL ELBLEAKPLTN TAVTOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apaiwon A
npooBdnikn 6pacTtikig analtel véo umoAoylopd ekdOYwv, cuvtApnong Kat BUD. EAéyEte 6TL KABe eEapTwpevn Bdon
€xeL anodeopevbel.

Kataypdyte yia tnv Tomkr avdAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpkela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolyela elgédouv
NG a&loAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

OepULKO 0TAdLO TNC oLYKEKPLUEVNG Blabikaaolag: eAéyETe BEpUOUETPO, TPOTO BEPUaVONG, XPOVLIKY SldpKeLa Kat
anopuyr unePBEpuavonG/anwAeLag dLaAdTn. To TéEAog avduEng dev TavtiCeTal pe TeEKUNPLWPEVN YOEN A A PN
opoyevomno(nan.

Znuelo eAéyyou amnodéopevons: eAEYETE CLOCWUATWUATA, KPVOTAAAOLG, TOTILKEG BLOYOPEC LPMG KaL EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauEng, uéyebocg napTidac Kol MPAYUATIKEG
BEPUOKPAOIEG: HETAPOPA apLlOUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Llooduvauia.

Reference batch: 1000 g. First ingredient: White beeswax, 80 g. Independently check chemical form, units and
every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.
Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [1], [8], [10]

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG Kal N oelpd MPoodrkNg elval AVTEC TNC
MopaKATW dladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [5]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL Vo KAADTITEL OAGKANPN TNV akPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAeypEVOG YEVIKOG Kavdvag: €wg 180 nuépeg atoug 20-25 °C yia oTepe A N LBATIKA PN MOOLUN HOoPYH, UE
TEKMNPLWHEVN aw <0,6. H apyikr modtnta/vypacia, n npootacia and e(oodo vepold Kal N LOLKA KATAAANASTNTA
npénel va vrootnpi{Couv autrh TNV Katnyoplia.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and mapaokevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To cLvoAlké BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN CLYKEKPLEVN TIOPTIBA HETE TOUG EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKG dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ouvdéeTal he TNV TEAKA oOVBEDN, TN cUVTAPNON KAl TG EMTPENOUEVEG BepuoKpaoiec. H
TIUA aw 6gv MPoKOMTEL and To MOGoCaTO VEPOUL H TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €6Lkry aw, SOP-017 kot F-012.

H USP 6ev amnattel pétpnon aw oe k&dBe pn otelpo napaockebaopa. H tekunpuwuévn tagvdunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomnotle{tal wg odnydc: Kataypdeetal pntd wg ekTinon Kat XL WG
péTtpnon. Apei{BoAn rj oplakr tagwéunon anattel 0Lkd TEKPAPLO A KATAAANAN HéTPNon. H nuepounvia TeAkoO
okevdopaTog 6ev vepPBaivel Tn SlaBéoiun NUEpouNvia Twy ABN MAPACKEVATUEVWY CLOTATIKWY/BAOEWY, EKTOHG Qv
€xeL vloBeTNBel emapkrg 61K TekUNPlwon yla TNV akpLBr] TeAk) obvBean.

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.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [11], [7], [9], [11]

Mpoamaitovpeva / Prerequisites

Agv anatteltal ywplotrh Bdon HE KWOLKO uNTPwou. Tuxdv eUToplkd OYXNUA TIAPAUEVEL TO AKPLBEC KATOVOUOTOUEVO
npoidv tou mivaka.

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

References: [1]
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EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNoNG yla noodtTnTteg mL.

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

References: [1]

M£0060¢ mapaokevng / Compounding method

TAETE aAKOOAN, KNpPd Kat BaleAlivn oe vdaTOAovTPO. Mpoabéote xoAnaTePdAN LéEXPL TARPOLG THENG: avabeVOTE
KQTA T Yogn péxpL migng.

Melt alcohol, wax and petrolatum in a water bath; dissolve cholesterol into the melt and stir during cooling until
set.

References: [1]

Mapatnpnoelg / Observations

MeAetriOnke n ayyAkr JP XVIIl (2021). H PMDA avagépet JP XIX and 10/4/2026- anoatte{tal avtinapaBoAr mpww
vloBéTnon.

H eEetaoBeioa nmnyn nopapével n ayyAkr JP XVIII. H PMDA semBeBaiwvel €kdoan JP XIX otig 10 AnptAiov 2026 Kat
npoBAEneL ayyALkr €kdoon evtdc €Toug. ZTNV napoloa epyaaia 5ev OAOKANPWONKE clYKPLON TOL MAHPOLG TEALKOV
LOMWVLKOD KELUEVOL OAWY TWY OYXETIKWVY LOVOYPaAQLWY: dev dnAwveTatl cuuudpewan ue JP XIX.

Reviewed English JP XVIII (2021). PMDA reports JP XIX from 10 April 2026; compare before adoption.

The reviewed source remains English JP XVIIl. PMDA confirms JP XIX publication on 10 April 2026 and schedules
English publication within one year. This work did not complete a comparison of the full final Japanese text of all
relevant monographs; no JP XIX conformity is claimed.

References: [1], [12]

MepLékTnNG KalL ovokevagia / Container and packaging
EpuNnTiKG KAELOTOG EPLEKTNG KT JP XVIII.
Tight container according to JP XVIII.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

NAevkr Bdon: datnpel cbotaon aAolpric LETA avdugn pe (oo éyko DBATOC.

H néBobog, To 6pLo amodoyxrc, N MPAYHATIKA TIUHA Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
alttloAdynon.

White base; retains ointment consistency when mixed with an equal volume of water.
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.

References: [1], [10]

®0Aain / Storage

2TEYavOC EPLEKTNG.
Mo dldpkela mov amnodidetal amnd yevikd kavéva, epapudleTal eEMMAL0V N Oeppokpacia TNG eMAgyUEVNG
Katnyoplag oto nedio BUD. H nnyr 6ev Tekunplwvel avbaipetec aAAayég Bepokpaoiag.
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Tight container.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [1], [6]

A1aOeon / Dispensing

Ev6iduean Bdon yla epyaoctnplakn xprion. H evowudtwon 6paotikig anattel véo éAeyyo obvBeong, pH,
ouvtApnong kat BUD tou teAtkol npoiévtoc.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

Y6pb@pLAn BaleAlvn JP

Epyaotnplakr Bdon - 6xt dpeon xopriynon
MNooétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAAEN: ZTeEYaVOC MEPLEKTNG.

©eppokpaoia yla To BUD autAg tng naptidag:

Hydrophilic Petrolatum JP

Compounding base - not for direct administration
Quantity: _ Batch:

Prepared:  Useby:

Patient / dose / frequency:

Storage: Tight container.

Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio elvat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIPoDTOBETELG. Agv €XEL
optotel BUD nmpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolypa. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA vopobeaoia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AVEEGPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon fj €ykplon Tou
€KOOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc kai mapamnoumnég / Sources and references

[1] Japanese Pharmacopoeia XVIII - Hydrophilic Petrolatum
XVIIlI /2021 » noAawdétepn / earlier | PDF pp. 219 (évtunn / printed 1502) | master formula | 2026-09-10
https://www.mhlw.go.jp/content/11120000/000904449.pdf
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[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo keipevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[3] MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[4] MHLW - Japanese Pharmacopoeia XVIII: Stearyl Alcohol

JP XVIII, 2021; English text | Printed p. 1744; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[6] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[71 lllinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[8] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[9] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[10] 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) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[11] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[12] PMDA - JP publication schedule / Frequently Asked Questions

Current official schedule, retrieved 14 October 2026 | JP19 published 10 April 2026; English edition scheduled within one year | Edition status
only; not a comparison of individual JP19 monographs | 2026-10-14

https://www.pmda.go.jp/files/000242348.pdf
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