compounding.gr CGR-BE-020

ZTOMOTLKN YEAN pikovaloAnc Baonc 2% FTM

Miconazole base oral gel 2% FTM

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

ZTOMATIKE YEAN
Oral gel

BéAylo / Belgium ¢ CGR-BE-020 ¢ lMnyrj / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

MikovaldAn Bdon 249

Miconazole base

FALKEPOAN 179

Glycerol

ALB€pLo éAato pévTag 2 drops / otaydveg

Peppermint oil

YnpopeAASTn 4000 39
Hypromellose 4000

Yowp pe ovvTnENTkE FTM g.s.ad 100 g
Preserved water FTM

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. Mé€00ob0o¢ TnG mnyng — cobvoyn / Source method — synopsis

AvouiETte Enpd pkovaldAn kat bTPOPEAASTN. MpooBéoTte oTadlakd YALKEPOAN, alBEépLlo EAaLo Kot DBWP PEXPL
100 g. KaAOyTe kat agpriote nepinov 12 h oto yuyeio yia evuddTwan. OLOYEVOTOLOTE KAl CUOKEVAOTE.
Dry-mix miconazole and hypromellose. Gradually add glycerol, oil and water to 100 g. Cover and refrigerate
for about 12 h to hydrate. Homogenise and package.

3. Znueio movu anattei mpoooyn / Point requiring attention

Anatte{tat Bdon pitkovaldAng, Oxt VITPLkS AAaC. XpeldleTal BoOUOVOUNUEVO OTAYOVOUETPO KAl EAEYXOC
AAANAETE PAOEWV/KOATAAANAGTNTOG TNG OTOMATIKNAG YEANG Yla TOV aaBevH.
Miconazole base, not nitrate, is required. Use a calibrated dropper and assess interactions and patient suitability for an oral gel.
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4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

YrpopeAASTN: LEwdeg SLaAbpaTog 2% otoug 20 °C 3000-5600 mPa-s.
Hypromellose: 2% solution viscosity at 20 °C 3000-5600 mPa-s.
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

YwAnvaplo, 15-25 °C.
Tube, 15-25 °C.

2 UAVEG.
2 months.

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.

Ytopatiky YEAN. Ovopo/meplekTiKOTNTA, MoodTnTa, NapTida, nuepounvia, eykekpiuévo BUD, @OAaEN Kal eEaTOPLKEVUEVEG 0ONYIEG.
Oral gel. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

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

Formulaire Thérapeutique Magistral, édition 2010 — M-IV-2-b-1

Apxelo nov 666nke / Supplied file: Fr formulas/BéAyto - FaAA{a.pdf « PDF ogA. / pp. 1037-1038
MpwToyevAg enionun minyn / Primary official source

CGR-BE-003 * Preserved water FTM

Anédoon epyaoiag GR/EN, oyt emionun petagpaaon. MARpng napamopmnri/URL kat SHA-256 0To untpwo JSON. H éykplon Kat Ta dikatwpata dnudoiag
avadnpooievong napapévouy mpog tekunpiwaon. / GR/EN working adaptation, not an official translation. Full URL and SHA-256 in the JSON register.
Approval and public reuse rights remain to be documented.
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https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

