compounding.gr | 10.0 | 2026-10-14

CGR-JP-001 | 10.0

AmoppoenTiKA KPépa JP

Absorptive Cream 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

Nevkn BaleAivn JP 400 g
White petrolatum JP

KNTuAkr) aAkodAn JP 100 g
Cetanol JP
NEVKOG KNPOG LEALOCWV 509

White beeswax

2e0KLOAETKN copBLTAvn 509
Sorbitan sesquioleate

NOOVLPOUAKPOYOAN JP 59
Lauromacrogol JP

AlBvAonapaBévn fj ueBuAomnapaBévn JP 1lg
Ethylparaben or methylparaben JP

BoutuAonapaBévn | nponuvAonapaBévn JP 1lg
Butylparaben or propylparaben P

KekaBapuévo 0dwp JP (x08Nnv | g MePLEKTEC) g.s.ad 1000 g
Purified water JP (bulk or in containers)

MNeprypag@n okevaopatog / Preparation description
NA€LKHA OTIATIVA KPEUQ E EAQ@PA XOPOKTNPLOTIKY OCOUN.
White lustrous cream with slight characteristic odour.

References: [1]
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Apdaon kaiL xpon / Action and use
Bdon nopaokevbwy. Anatte{toal EAeyxoG GUMBATOTNTOC HE TNV EVOWHATOOPEVN §PATTLKH.
Compounding base. Check compatibility with the incorporated active.

References: [1]

Mpobiaypagéc / Specifications
A€LKH, OTIATIVA KPEUQ.
White, lustrous cream.

References: [1]

®wg / Light

Agv mapéxeTal EL6IKA WTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatTtoOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

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

References: [1]

Aépac kat o€eidbwaon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPATNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavolc atudoealpac.
Tnpeitatl 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

Aevkn BaleAivn JP: n avtiotolxn kabapr mpwtn VAN KaTd JP elval mPakTIKE abldAuTn 0To VEPD.
KNTuAlkr aAkoOAn JP: n avtiotolxn kKabapr mpwtn VAN Katd JP elval mpakTIK& adldAvtn oTto vePO.

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

References: [3], [4]

Yypaocia / Humidity

Agv dlveTal aplBunTkd épLlo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY 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 TEKUNPLWVETAL EMTPENTH BepUoKpaaLlakr andkAlon fj KOKAOC KaTtdywuEnc/anéyugnc. OL Bepuokpaciec
MOPACKEVNAC Kol QUAAENC avapépovTal oTa avtioTola nedla.

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

References: [1]
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pH kai ovpBatétnta / pH and compatibility

Agv op{CeTtat 16kd €0pog pH TOL TEALKOD OKELAOUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TNG obvBeang.

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

References: [1]

AAAeGg aAAnAemibpaoelg / Other interactions

Aev napéxetal mARPNS 6ok ouuBatdTNTAC TOL PiyHaTOoG HE MPboBeTa dpaoTIKA 1 dLapopeTikd €kGoya. OL
LTIOKOTAOTAOELG aMALTOOY XWwPLoTh TeKUNPiwon.

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

References: [1]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

Aeukn BaleAivn JP: mpwtn OAN UE XAPAKTNPELOUS SLOALTOTNTOC OTO VEPOS «TIPAKTIKAE adldAvTn» KOTd JP.
KnTuAwkry aAkodAn JP: mpwtn 0OAN HE XAPAKTNPELOUO SLAAVTAOTNTOC OTO VEPOS «TPAKTLKA adldAvtn» Katd JP.

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

References: [3], [4]

MpooTtacia epyalopévwy / Staff protection

KaBapr pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KoL YEVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amd emudAvvaon/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 napTtida avagopdc: 1000 g. Mpwto cvotaTtikd: Acvkr BaleAivn JP, 400 g. EAéyETe aveEdpTnTa TN
XNULIKA Hopor, TIG HOVADECG Kal KABE KALUdKwaon mpw and ZoyLon.

QG €vdLApEDO, QEPEL ELBLEAKPLTN TAVTOTNTA KAl CLUYKEVTPWON: 6ev SlatiBeTal WG TEAKS pdpuako. H apaiwon A
npooBdnikn 6pacTikig analtel véo umoAoylopd ekdOYwv, cuvtApnong Kat BUD. EAéyEte 6TL kABe eEapTwuevn Bdon
€xeL anodeopevbel.

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

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

Znuelo eAéyyou amnodéopevons: eAEYETE CLOOWUATWUATA, KPVOTAAAOLG, TOTILKEG BLOYOPEC LPMC KaL EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avduEng, uéyebocg napTidac Kol MPAYUATIKEG
BEPUOKPAOIEG: HETAPOPA apLlOUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Reference batch: 1000 g. First ingredient: White petrolatum JP, 400 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
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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]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopeAg Kal napTidag KdBs cuoTaTiKoD, KaTayPaer BEWPNTLKWY
MOGOTATWY KAl EAEYX0C KaBapLdTNTAC TOL EEOMALOUOV. OL BEPUOKPAOIEG Kal N oElpd MPOoodRKNC elval AVTEG TNC
nopokdTw Sladikaciag.

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]

Texkpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL VA KAADTITEL OAGKANPN TNV akPLR oOVBEDN, TOV TMEPLEKTN KaL
TN UkpoBLloAoykr KataAAnAdTNTA.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC Yo LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnaotwonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr to enttpénel/anattel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapke( N ovopaoia evdc ouvTnENTIKOL £4v aLTO €xel apalwbel, adpavorolnOel
peTaepBel o GAAN @don.

Huepounvia xpriong = n evwpitepn emtpenth NUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY Kal TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapate{vel To ouvoAké BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN TMapT{BA HETA TOUG EAEYXOUG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal Ye TNV TEAKA oOVOEDN, TN CLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpaTieG. H
T aw 6gv mMpokLTTEL and To MoooaTéd vEPOL N TNV amMWAsLx KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotjote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un oteipo napackedaoua. H tekpunplwuévn tagwéunon tng
OLYKEKPLPEVNG a0vBeang umnopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxL we
pétpnon. Auei{BoAn | oplakr Tagwéunon anattel 6Lkd TEKUAPLO A KATAAANAN H€TPnon. H nuepounvia TeALKOO
oKkeLAopaToC 6ev vmepPBaivel Tn SlaBéoiun NUEpounvia Twy BN MOUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC OV
€xeL voBeTnOel emapkAC 6K TEKUNPlwon yla TNV akpLBr TeAKA obvBeaon.

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

Selected general rule: up to 35 days for an agueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

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.
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References: [1], [7], [9], [11]

MpoanaiToVpeva / Prerequisites

Agv anatteltol xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MapapéveL To akPLBEG KATOVOUACOHEVO
npotév tou nivaka.

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

References: [1]

E€omAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG yla MooOTNTEG 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£0o60o¢ mapaokevnc / Compounding method

TAETe Ta MévTte AOQIAQ CLOTATIKE o€ LEATOAOLTPO Kal dLatnerioTte ~75 °C. ALGADOTE TOUG ETLAEYHEVOLC
ouVTNPENTIKOUG €0TéPeC 0To VOBWP oToug 80 °C. TuvdvdoTe, YOAAKTWHATOMOLAOTE KAl avadedOTE KATE TNV YOEN

MEXPL TNENG.

Melt the five lipophilic ingredients in a water bath at ~75 °C. Dissolve selected parabens in water at 80 °C.
Combine, emulsify and stir during cooling until set.

References: [1]

MNapatnpnioelg / Observations

EmAéETe évav eatépa and kadBe TeOyog. JP XVIII- enavéAeyyog EvavTL JP XIX (2026).

H eEetagBeioa nnyn nopapével n ayyAkn JP XVIII. H PMDA semBeBaiwvel ékdoan JP XIX atig 10 AnptAiov 2026 Kat
npoBAEneL ayyAlkr €kdoaon evtdc €Toug. ZTNV napoloa epyaaia 5ev OAOKANPWONKE cUYKPLON TOL MAHPOLG TEALKOV
LOTMWVLKOD KELUEVOL OAWY TWVY OYXETIKWY HOVOYPAPLWY: §EV dNAWVETAL GLUUUOPPWON UE JP XIX.

Select one paraben from each pair. JP XVIII; compare with JP XIX (2026).

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]

MNeplékTNG KaL ovokevaoia / Container and packaging
EpuNTiKG KAELOTSOG EPLEKTNG KaTd JP XVIII.
Tight container according to JP XVIII.

References: [1]

MowoTikOG éAeyxocg / Quality control

A€LKH, OTIATIVA KPEUa.

H néBobog, To 6pLo amodoyxnc, N MPAYHATIKA TIUH Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
attoAdynon.
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White, lustrous cream.
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: [11], [10]

®0AaEn / Storage

2TEYOVOG TIEPLEKTNG.
Mo dldpkela mov amodidetal and yevikd kavova, epapudletal emmnAéov n Beppokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H nnyr dev tekunplwvel avbaipeteg aAAayEg Beppokpaciog.

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]

AwaOeon / Dispensing

Evbldueon Bdon ywa epyactnplakn xprion. H evowpdtwon dpaoctikic anattel véo éAeyyxo obvBeong, pH,
ouvtripnong kat BUD Ttou teAlkoD mpoiévTod.

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

References: [1]

EmioApavon / Labelling

Anoppo@nTikr Kpéua JP

Epyaotnplakri Baon - 6xt dueon xopriynon
Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouxvéTnTa:

®OAOEN: ZTEYAVOC MEPLEKTNC.

©epuokpaoia yia to BUD autAg tng naptidag:

Absorptive Cream 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 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc Lo TIC £6LIKEC poDMoBEoeLg. Agv €xEL
oplotel BUD mpayuaTtikig maptidag kat 6ev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta agTolyela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epappoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLApKELAG HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVLKN vouoBeaoia.

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
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framework and are not presented as Greek legislation.
AVEEAPTNTN EAANVIKA Kot ayYALKH anédoon/opydvwan oTolxelwy TNG ava@epOuevng mNyg. Aev anoTteAel enionun peTd@paon r £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 kaiL mapanopunég / Sources and references

[1] Japanese Pharmacopoeia XVIII - Absorptive Cream

XVIII /2021 « naAatdtepn / earlier | PDF pp. 417 (évtunn / printed 815) | master formula | 2026-09-10
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[2] PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo kelpevo / 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_l_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: Cetanol

JP XVIII, 2021; English text | Printed p. 722; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.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 Illinois 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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