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Kayakia omipovoAaktovng 25 mg FTM

Spironolactone capsules 25 mg FTM

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

ZKANPA Kaywdakila ¢ and Tov OTOUATOG
Hard capsules » oral use

BéAylo / Belgium ¢ CGR-BE-014 « lMnyr| / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 20 capsules

ZvoTaTLKO / Ingredient MoooTnta mnyng / Source

quantity

2TLpovoAaKkTdvn 500 mg
Spironolactone

ApalwTIKO A FTM g.s. 20 capsules
Diluent A 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 — covvoyn / Source method — synopsis

TomoBetrioTe nepinov 1 g apatwTikol oto tydlo. NMpoabéote ta 500 mg SpaoTikAG Kot avaulETe.
Mpoacdloplote TOV aAnMALTOOEVO OYKO pE BaBuovounuévn xwpnTikétnTa 20 Kawakiwv xwplc cvunieon.
MpooBéoTe aPAlWTLKS, EMAVAVAMIETE KAl MTANPWOTE.

Place about 1 g diluent in the mortar. Add 500 mg active and mix. Determine fill volume from the calibrated
capacity of 20 capsules without tamping. Add diluent, remix and fill.
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CGR-BE-014 * EAcyXOl 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

KatdAAnAoG kKAgloTdC epLéktng, 15-25 °C.

Suitable closed container, 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

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.

ZKANPG Kawdkia ¢ and Tov oTépaTtog. Ovopa/meplekTkOTNTA, MoadTNTA, MaPTda, NUEpopnvia, eykekplpévo BUD, @OAaEN Kat

€EATOMLIKEVPEVEG 0ONYiEG.
Hard capsules  oral use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnmAnpwon / Field to complete Kataypaen / Entry

‘Ekdoan SOP, eEonAlopdg, kploweg napduetpol / SOP, equipment, critical
parameters

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

AnoteAéopata QC, amokAloelg, andépaon / QC results, deviations, decision

Tomuk6 BUD, tekurplo, mepLtékTng kat gOAagn / Assigned BUD, evidence, container,
storage

MapaoKeELAOTAC, AVEEAPTNTOC EAEYKTNAG, EYKP(vwY, nuepounvia / Preparer, checker,
approver, date

7. NpoéAevon kKaL ovvdedepéveg Baoelg / Provenance and linked bases

Formulaire Thérapeutique Magistral, édition 2010 — E-I-1-a-1

Apxelo nmov 866nke / Supplied file: Fr formulas/BéAylo - FTaAA{a.pdf « PDF ogA. / pp. 521-522
MpwTtoyevig enionun ninyr / Primary official source

CGR-BE-001 ° Diluent A FTM — lactose

Anédoon epyaoiag GR/EN, éxt emionun petdgpaon. MAfpng napamopnr/URL kat SHA-256 oto pntpwo JSON. H éykplon Kat Ta dikatwpata dnudoLag
avadnuooievong nmapapévouy pog 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

