compounding.gr CGR-BE-016

Kayakia mapakeTapéAnc 250-500 mg FTM

Paracetamol capsules 250-500 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-016 ¢ lMnyrj / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 20 capsules

ZvoTaTLKO / Ingredient MoooTnta mnyng / Source
quantity

MopakeTapdAn, KPOOTAAAOL 5-10g

Paracetamol, crystals

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

KaBoplote pla meplektikdTNTA 250-500 Myg/Kaydkio. BaBuovouriote Tov xaAapd 0yko MApwong tTwv 20
Kawakiwy, xwplg kpoLoelG. AvaulETe YEWUETPLKA TN SPAOTIKA PE 600 aPalWTIKG amalTe{Tal Kal MANPWOTE TA
Kaydakla.

Select one strength, 250-500 mg/capsule. Calibrate loose fill volume for 20 capsules without tapping.
Geometrically mix active with the required diluent and fill.

3. Znpeio mov analtei mpoooyn / Point requiring attention

H ninyn anattel KpuoTdAAovG. H Aemtr KOVLG Hev elval LoodOvaun yla TNy mMepLlypapouevn mApwaon peyéboug 00/000.
The source requires crystals. Fine powder is not equivalent for the described size 00/000 filling process.
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CGR-BE-016 * EAcey)Ol 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

KAglotég KaTtdAANAOC eptéktng, 15-25 °C.
Suitable closed container, 15-25 °C.

H nnyn dlakpivel toyxd 12 pnvwv amnd é6plo xpriong 2 uNvwv. MNa tomkr anodéopevon dev vloBeTodVTAL
OUTOMATWG oL 12 prveg.

The source distinguishes 12-month validity from a 2-month use limit. The 12 months is not automatically
adopted for local release.

To avageepduevo SldoTnua LoyOeL Pdvo HE TIC MPOUMOBETELG TNG CLYKEKPLMEVNG TINYAG. I0TOPIKEG TUHEG XPELGTOVTAL EMAVEAEYYO.

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

6. Toik6G PaPHaKELTLIKOG éAey)oG / Local pharmacy assessment

EAeyxog €kBeong o€ KOVELG Kal EMUOALVONG HETAED MOPACKELWY. EAEYX0C KATAAANAOTNTAC OLOTATIKWY: AaKTOLN.
Control powder exposure and cross-contamination. Assess suitability of declared excipients and allergen sources.

ZKANPG Kaydkia ¢ ond Tov oTépaTog. Ovopa/mepLekTkOTNTA, MoodTNTA, MaPTda, NUEpPopunvia, eykekpLpévo BUD, @OAaEN Kat

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

Medio mpog ocvumAfpwon / Field to complete Kataypaen / Entry

Ekdoon SOP, eEomAlopdc, kploweg mapdueTpol / SOP, equipment, critical
parameters

YnoAoylopol, éAeyxoc dAatoc/evuddtwaong, anédoaon / Calculations, salt/hydrate,
yield

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

Tomkd BUD, tekuriplo, mepléktng kat OAaEn / Assigned BUD, evidence, container,
storage

MapaoKeLAOTAC, AVEEAPTNTOC EAEYKTAG, EYKpvwy, nuepounvia / Preparer, checker,
approver, date

7. NpoéAsvon KalL ovvdedepévec Baocelg / Provenance and linked bases

Formulaire Thérapeutique Magistral, édition 2010 — H-I-1-a-1
Apxelo nov 866nke / Supplied file: Fr formulas/BéAyLo - FTaAA{a.pdf « PDF ogA. / pp. 711-712
MpwTtoyevAg enionun nnyr / Primary official source

CGR-BE-001 * Diluent A FTM — lactose

Anédoon epyaciog GR/EN, 6t emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0to untpwo JSON. H €ykplon Kot Ta dtkatwpata dnuéotag
avadnuooievong napapévouy pog tekunpiwon. / 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

