compounding.gr CGR-JP-001

AmoppoenTiKi Kpépa JP

Absorptive Cream JP

IZTOPIKH EKAOZH - ‘EAgyX0G LOYXDOG TIPLVY aTtd vIoBEéTNON
HISTORICAL EDITION - Review currency before adoption

Huwoteper BAon ¢ GEPUATIKI MAPACKELN
Semi-solid base ¢ cutaneous preparation

lanwvia / Japan ¢ CGR-JP-001 « Mnyrj / Source edition: XVIIl / 2021 * naAadtepn / earlier

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avapopdc / Reference batch: 1000 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

Aevkn BaleAivn JP 400 g

White petrolatum JP

KNTuAtkr) aAkodAn JP 100 g

Cetanol JP

NA€ELKOC KNPOC MEALOCWY 5049

White beeswax

2E0KLOAEIKA copBLtdvn 5049
Sorbitan sesquioleate

A0OLPOUAKPOYOAN JP 59
Lauromacrogol JP

AlBvAomnapaBévn rj peBvAonapaBévn JP lg
Ethylparaben or methylparaben JP

BoutuAonapaBévn r mpornvAonapaBévn JP lg
Butylparaben or propylparaben JP

KekaBapuévo 06w JP (x0BNV 1 o€ MEPLEKTEC) g.s. ad 1000 g
Purified water JP (bulk or in containers)

g.s. ad = oguunAfpwon éwg TeAkr pada/dyko. Ta e0pn Kal oL EVOAAAKTIKEG amattolv emAoyr piag ovvtaynig. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. Mé0odo¢ TnG mnyng — covvoyn / Source method — synopsis

TAETe Ta MEvTE AMOQPLAQ CLOTATIKE 0€ LOATOAOLTPO Kal dlatnpAoTe ~75 °C. ALaADOTE TOUG EMAEYUEVOULC
oLVTNPENTLIKOUG €0TEPEG 0TO DOWP oTOoLG 80 °C. ZUVBVACTE, YOAAKTWHATOMOOTE KOl avadedoTE KATA TNV
WoEN péXPL MAENG.

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.

3. Znpeio mov analtei mpoooyn / Point requiring attention

ETAéETe évav eotépa amnd kdBe CeOyoc. JP XVIII- emavéAeyyxog évavtt JP XIX (2026).
Select one paraben from each pair. JP XVIII; compare with JP XIX (2026).
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compounding.gr CGR-JP-001

CGR-JP-001 * 'EAcy)Ol KOl TEKHNPLWON

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

AELKH, OTIATVA KPEua.
White, lustrous cream.
H obvoyn &ev amoteAel avaAvtikd SOP. Tavtonoinon, detypatoAnyia, péBodot, mpdTuna avapopds Kat Hikpoflakh modTnTta

eAéyyovtal aTo mpwTtdTLmo. / This synopsis is not an analytical SOP. Check identification, sampling, methods, reference standards
and microbial quality in the original.

5. NepLékTNG, @UAAEN Kal didpkela TNG MNYAG / Source container, storage and period

ITeEYavOG MEPLEKTNG.
Tight container.

Aev evtomniotnke aplOunTké BUD oTo Xpnotuomolnuévo Kelevo. Agv anodidetal avtéduata TIUA.
No numerical BUD was found in the text used. No automatic period is assigned.
To avagepduevo SldoTnua LoyxOeL PdVo HE TIC MPOUTOBETELG TNG CLYKEKPLHMEVNG TINYAG. IOTOPLIKEG TIHEG XPELGToVTAL EMAVEAEYYO.

MeTd To dvotypa dev vnepPaiveTatl n cuvoAtkr) AREN. / Source periods depend on the exact source conditions. Historical values
require review. In-use periods cannot extend overall expiry.

6. Tomik6G PapHaKeLTIKOG éAeyxoG / Local pharmacy assessment

Mpw and napaokevn: EAEYX0C TALTATNTAG/MOLOTNTOGC MPWTWY LAWY, CLUUBATATNTAG KAl KATAAANASTNTAG Yla TOV AoBEVH.
Before compounding: check raw-material identity/quality, compatibility and patient suitability.

ENAIAMEZO / BAZH — Ovopa, cbotaon, naptida, nuepopnvia mMapaokevig, eykekptpévo BUD, gOAQEN.

INTERMEDIATE / BASE — Name, composition, batch, preparation date, approved BUD, storage.

Medio mpog cupnAnpwon / Field to complete Kataypaen / Entry

‘Ek6oon SOP, eEomAloudg, Kploweg mapdueTpol / SOP, equipment, critical
parameters

YroAoylopol, éAeyxog dAatog/evuddtwaong, anédoon / Calculations, salt/hydrate,
yield

AnoteAéopata QC, anokAloelg, andeaon / QC results, deviations, decision

Tomukd BUD, tekurplo, meplékTng Kat pOAagn / Assigned BUD, evidence, container,
storage

MapaokevaoTrg, aveEdPTNTOG EAEYKTAG, EYKpvwy, nuepounvia / Preparer, checker,
approver, date

7. MpoéAsvon Kal ouvdedepéveg Baoelg / Provenance and linked bases

Japanese Pharmacopoeia XVIII — Absorptive Cream
PDF og€A. / pp. 417 (évtunn / printed 815)

MpwToyevAg enionun minyn / Primary official source
PMDA FAQ Q3/Q7: JP XIX kat épot xpriong / JP XIX and reuse

Anédoon epyaciag GR/EN, éxt emionun petagpaaon. MARpng napamopmnri/URL kat SHA-256 0To HNTPwWo JSON. AnatTe{Tal avBpwvn EMOTNHOVIKH
€ykplon. Opot dnudotag avadnuoaicvong: BA. 06nyod mnywv. / GR/EN working adaptation, not an official translation. Full URL and SHA-256 in the JSON
register. Human scientific approval is required. For public reuse terms, see source guide.
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https://www.mhlw.go.jp/content/11120000/000904440.pdf
https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0001.html

