compounding.gr CGR-BE-017

Mooipo evalwpnpa HaKPOKPLOTAAALKAG
viTpo@ouvpavtoivnc 6 mg/mL FTM

Macrocrystalline nitrofurantoin oral suspension 6 mg/mL FTM

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

MNéoo evatwpnua
Oral suspension

BéAyto / Belgium ¢ CGR-BE-017 ¢ Mnyrj / Source edition: 2010

1. Z0vOeon avagopdc / Reference formula

MégyeBog avagopdg / Reference batch: 71 g = 70 mL (FTM)

ZvoTatiko / Ingredient MoocoétnTa mnyng / Source

quantity

NLTpO(poupa\)To'f\)r], HOKPOKPLOTAAALKH 420 mg
Nitrofurantoin, macrocrystalline

Atoomopd KuTTapvnG/KAPUEANSTNG FTM 52549
MCC/carmellose dispersion FTM

FAUKEPOAN 749
Glycerol
Apwpa pmavavag 70 mg

Banana flavour

Yowp e ovvTnPENTK& FTM g.s.ad71g
Preserved water FTM
g.s. ad = ouunAfpwon éw¢ TeAKr pala/oyko. Ta €0pn KAl ol EVOAAAKTIKEG amattolv emAoyr piag ovvtaynic. / g.s. ad = make up to final

mass/volume. Ranges and alternatives require selection of one formula.

2. M€6060G TnG Mnyng — oobvowyn / Source method — synopsis

OPOYEVOTIOLAOTE MPWTA TO dXNUA E YAVKEPOAN Kal dpwia. MPoabéoTe TN HAKPOKPLVOTAAALKY dPACTIKNA HE
Ao avddevon, WOTE va N OPLUPATIOTOOV oL KPOOTAAAOL. ZUUMANPWOTE oTa 71 g.

Homogenise the vehicle with glycerol and flavour first. Add macrocrystalline active with gentle mixing to
preserve crystals. Adjust to 71 g.

3. Znueio movu anattei mpoooyn / Point requiring attention

H wooduvapuia 71 g/70 mL agopd akplBWG avTd To dyxnua. Agv umokadioTaTal and UIKPOKPUOTAAALKY TOLOTNTA KAl SEV
opoyevomoLle{Tal LoYLPA HETA TNV MPOCORKN TNG dPACTIKAG.

The 71 g/70 mL equivalence is specific to this vehicle. Do not substitute microcrystalline material or apply high shear after adding
active.
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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

AoCLUETPLKO QLaA(BLO, mpooTaoia and ewc, 15-25 °C. AVaKIVAOTE.
Metered bottle, protected from light, 15-25 °C. Shake.

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.
MNéowo evatpnua. Ovopa/meplekTkOTNTA, MoogdTNTA, MAPTdaA, NUEPOUNVIX, yKeEKPLEVO BUD, @OAQEN KOl EEXTOMIKEVIEVEG

0bnyleg. Avakivnon mpw and xprion.
Oral suspension. Name/strength, quantity, batch, date, approved BUD, storage and individual directions. Shake before use.

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 — K-I-4-a-1

Apxelo nov 666nke / Supplied file: Fr formulas/BéAyLlo - FTaAA{a.pdf « PDF o€A. / pp. 871-872
MpwTtoyevig enionun ninyr / Primary official source

CGR-BE-007 » MCC/carmellose dispersion FTM

CGR-BE-003 * Preserved water FTM

Anédoon epyaciag GR/EN, éxt emionun 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
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

