compounding.gr CGR-BE-001

ApalwTiké A FTM — AakTO(n

Diluent A FTM — lactose

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

‘EkB0x0 MARpwong kKayakiwv
Capsule-filling excipient

BéAyLo / Belgium ¢ CGR-BE-001 « lMnyr| / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoooTnta mnyng / Source

quantity

MovoD8pLkA AaKkTdln, MOAD Aemtr KOVLG 99.5¢g
Lactose monohydrate, very fine

KoAAoeLEEG Gvubpo BLoEeblo muptLtiov 0.5¢g
Colloidal anhydrous silica

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 — covvoyn / Source method — synopsis

NelotpBrioTte To dlo€eldlo mupttiov pe 2-3 g AakTOCNG. EvowpaTtwoTe oTadlakd tTny vmdAotrn Aaktdln Ue
YEWMETPLKA apaiwon.
Triturate silica with 2-3 g lactose. Incorporate the remainder by geometric dilution.
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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 nepléktng, 15-25 °C.
Airtight container, 15-25 °C.

H nnyn napamnéunel otn cuvtopdTEPN AREN TWY CLOTATIKWY: dEV dlvel aplBUNTIKS dLldoTnua.
The source refers to the earliest ingredient expiry; no numerical period.

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

EAeyyxog €kBeong o€ KOVELG Kal EMUOALVONG HETAED MOPACKELWY. EAEYX0OC KATAAANAGTNTAC OLOTATIKWY: AAKTALN.
Control powder exposure and cross-contamination. Assess suitability of declared excipients and allergen sources.

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-1-a.7
Apxelo nov 666nke / Supplied file: Fr formulas/BéAyto - FaAA{a.pdf « PDF ogA. / pp. 85
MpwToyevAg enionun minyn / Primary official source

Anédoon epyaciag GR/EN, éxt enionun petdgpaon. MAfpng napamopnr)/URL kat SHA-256 oto pntpwo JSON. H éykplon Kat Ta dikatwpata dnuéoLag
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

