compounding.gr CGR-BE-007

AlcoTtOopaG HIKPOKPULUOTAAALKAG
KUTTAPIVNG/KAPHUEAAOCNG 4% FTM

MCC/carmellose dispersion FTM

IZTOPIKH EKAOZH - ‘EAgyX0G LOYXVOG TIPLY amnd vioBéTnon
HISTORICAL EDITION - Review currency before adoption

Yypo evoidpeco ¢ Oxt avtoteAng odnyla xopriynong
Liquid intermediate * no standalone administration directions

BéAyto / Belgium ¢ CGR-BE-007 ¢ Mnyrj / Source edition: 2010

1. Z0vOeon avagopdc / Reference formula

MégyeBog avagopdg / Reference batch: 100 g

ZvoTatiko / Ingredient MoocoétnTa mnyng / Source

quantity

MUKPOKPUOTAAALKA KLTTAP{VN KL vaTplodxoG KappeAASTn (Avicel RC 581) 49
Microcrystalline cellulose and sodium carmellose (Avicel RC 581)

Yowp He ovvTnPENTIK& FTM 96 g
Preserved water FTM

g.s. ad = ouunAnpwon éw¢ TeAKr pala/dyko. Ta €0pn Kal oL EVOAAAKTIKEG amattoly emAoyr piag ovvtaynic. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. M€06060G TnG MNyng — ocobvowyn / Source method — synopsis
AlaomnelpeTte €v Poxpw o€ motrpt 400 mL pe opgoyevomolnTr bWNAARS SLATUNONG Yo 3 min.
Disperse cold in a 400 mL beaker using high-shear homogenisation for 3 min.

3. Znueio movu anaitei mpoooyn / Point requiring attention

Anaute{Tol n oLyKeKPLUEVN ouveneEepyaouévn MoldTNTa KUTTAPVNG/KAPUEAASTNG: OXL amArf kuTTapivn.
The specified co-processed grade is required; plain cellulose is not a substitute.
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CGR-BE-007 ¢ EAceyXOl KOl TEKMNPLWON

Quality review and local adoption record

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

Agv peTaQEpOVTaL EOIKA apOUNTIKA dpla £6W. EpapudlovTal ot OXETIKEG YEVIKEG Kal ELOLKEG HOVOYPAP(EC.
No specific numerical limits are reproduced here. Relevant general and individual monographs apply.
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

AgpooTeynC eLPVOTOUOG TEPLEKTNG, 15-25 °C.
Airtight wide-neck container, 15-25 °C.

1 étog otnv LoTtoptkA mnyr 2010.
1 year in the historical 2010 source.

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

Formulaire Thérapeutique Magistral, édition 2010 — B-II-3-a.2

Apxelo nov 666nke / Supplied file: Fr formulas/BéAyto - FaAA{a.pdf « PDF ogA. / pp. 104
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

