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PUOMIOMEVO YOAAKTWHA KETORAKPOYOANG FTM

Buffered Cetomacrogol Emulsion FTM

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

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

BéAylo / Belgium ¢ CGR-BE-021 « lMnyr| / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source

quantity

KntooteapuAikry aAKOOAN 249
Cetostearyl alcohol

KetopakpoyoAn 1000 0.6g
Cetomacrogol 1000

EAaik6g dekuAeoTEPQC 69
Decyl oleate

MpomuAevoyAuKOAn 39
Propylene glycol

20pPLkd KAALO 0.27 g
Potassium sorbate

ALo6ELvo pwaeoptkd vaTpLo dLOEpLkS 0.30¢g
Sodium dihydrogen phosphate dihydrate

dwopoptkd oED, dekamAdola apaiwaon FTM, § vdpo&eidlo vatplov 1 M g.s. pH 5
Phosphoric acid, FTM tenfold dilution, or sodium hydroxide 1 M

KekaBapuévo 06wp g.s.ad 100 g
Purified water

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 AAKOOAN, KETOUAKPOYOAN Kol EAQIKS dekuAeoTépa otoug ~70 °C. Ze 75 g Bpaopévou 0datog dlaAbote
QWOPOPLKS AAQG KOl TIPOTIVAEVOYAVKOAN. ZToug 70 °C mpoaB£oTte TNV LOATIKA TNV EAALWON GAON KL
opoyevoroljote. Metd tnv Yogn mpoabéate To gopPLkd SlaAvpévo o€ 5 g mpdopata Bpacpuévou Kat YuxBEvTog
06atoc. PuBuiote pH kat TeAkn pala.

Melt alcohol, cetomacrogol and decyl oleate at ~70 °C. Dissolve phosphate and propylene glycol in 75 g
boiled water. At 70 °C add aqueous phase to oil phase and homogenise. After cooling add sorbate dissolved in
5 g freshly boiled and cooled water; adjust pH and final mass.

3. Znueio movu anaitei mpoooyn / Point requiring attention

To apatd puoeopLlkd MpoépxeTal amnd 0ED =85%, apatwpévo dekamAdaola Katd FTM.
Dilute phosphoric acid derives from =85% acid diluted tenfold according to FTM.
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4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

>tdxoG pH 5- €bpo¢ 4,5-5,5.
Target pH 5; range 4.5-5.5.
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
Aegv kaBopileTal oto andonooua mov PeAeTBNKE. / Not specified in the reviewed extract.

Agv 6lveTal aplBunTIKA dldpkela yia Tn cuvtnpenuévn Bdon oto ouykeKpLPEvo andomnaocpa. H xwploth ekdoxn
XwWp(c ouvTNENTKS avaeépel 1 eBdoudda.

No numerical period for the preserved base in this extract. The separate preservative-free variant specifies 1
week.

To avaeepduevo SldoTnua LoyXOeL PdVo HE TIC MPOUMOBETELG TNG CLUYKEKPLUMEVNG TINYAG. I0TOPLIKEG TIHEC XPELGTOVTAL EMAVEAEYYO.

MeTd to dvolrypa 6ev vmepBaivetal N ouvoAlkr) AEnN. / Source periods depend on the exact source conditions. Historical values
require review. In-use periods cannot extend overall expiry.

6. Tomik6G PapHaKeLTLIKOG éAey)oG / Local pharmacy assessment

Mpw and napaokeLr: EAEYX0C TALTAOTNTAG/MOLOTNTOC MPWTWY LAWY, CUUBATATNTAG KAl KATAAANASTNTAG Yla TOV AoBEVH.
Before compounding: check raw-material identity/quality, compatibility and patient suitability.

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

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

Medio mpog cupnAnpwon / Field to complete Kataypaen / Entry

‘Ekdoaon SOP, egonmAlopdg, kploweg napduetpol / SOP, equipment, critical
parameters

YnoAoylopoi, éAeyxoc GAatog/evudatwong, anddoaon / Calculations, salt/hydrate,
yield

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

Tomukd BUD, tekurjplo, mepLlékTng Kat pOAagn / Assigned BUD, evidence, container,
storage

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

7. MpoéAsvon Kal ovvdedepéveg Baocelg / Provenance and linked bases

Formulaire Thérapeutique Magistral 2010 — B-1-3-b.3-4
Apxelo mov 666nke / Supplied file: Fr formulas/BéAylo - FaAA{a.pdf « PDF oeA. / pp. 54-55, 72
MpwToyevAg enionun minyn / Primary official source

Anédoon epyaoiag GR/EN, éxt enionun petdgpaaon. MAfpng napamopnr)/URL kat SHA-256 oto pnTpwo JSON. AnatTe{Tat avOpwrvn eMOTNHOVIKH
€ykplan. Opot dnudotag avadnuoaicvong: BA. 06nyo6 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.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

