compounding.gr CGR-BE-037

Evaiwpnua Bevfoikol sotépa HeTpovidbaloAnc — 200
mg/5 mL w¢ peTpovidaloAn

Metronidazole Benzoate Suspension 200 mg/5 mL as Metronidazole

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

MNéoo evatwpnua
Oral suspension

BéAyto / Belgium ¢ CGR-BE-037 ¢ Mnyrj / Source edition: 2010

1. Z0vOeon avagopdc / Reference formula

MégyeBog avagopdg / Reference batch: 101.4 g (=100 mL otnv ninyr / in source)

ZvoTatiko / Ingredient MoocoétnTa mnyng / Source

quantity

Bevlolkdc e0TépPac neTpovidaloAng 6.44 g
Metronidazole benzoate

Bevloikd vdtpLo 0.100 g
Sodium benzoate

MoAvoopBLké 80 0.100 g
Polysorbate 80

Aloomopd ULKPOKPUOTAAALKHG KUTTAPVNG/KAPUEAAOTNG FTM 759
MCC/carmellose dispersion FTM

Natplodxog cakyapivn 0.20g
Sodium saccharin

loxupd Bappa emKdpmov/pecokapmov vepavtdLon, FTM 5.09
Strong bitter-orange epicarp/mesocarp tincture, FTM

KekaBapuévo LOWP g.s.ad 101.4 g
Purified water

g.s. ad = oLUMARPWON £wWG TEALKH pAZa/OyKo. Ta 0PN Kat Ol EVAAAAKTIKEG anatTtoby emAoyh piag cvvtayrg. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. Mé0060G TnG MNyng — ocbvoyn / Source method — synopsis

NAeLOTPLRAOTE TOV £0TEPA E TN dlaomopd KuTTaPvNG, TUNHATIKE. AlaADoTe oakyapivn, Bevloikd vATPLO Kot
noAvoopPikd ge 10 g npdopata Bpaouévou Kat yuxBEévtog 06aToG. EvowuaTwoTE, MPoaBéate BAuua,
EKTMAOVETE/LETAQEPETE KAl OUUMANPWOTE ota 101,4 g.

Triturate ester with cellulose dispersion in portions. Dissolve saccharin, sodium benzoate and polysorbate in
10 g freshly boiled and cooled water. Incorporate, add tincture, rinse/transfer and make up to 101.4 g.

3. Znueio mou anaitei mpoooyn / Point requiring attention

6,44 g e0tépa = 4,00 g peTpovdaldAng kKaTd mnyr. Anatte{tal motonotnuévo Bapupa tTng npoBAenduevng mpodlaypapnig, oxtL Kowd
APWHA TTOPTOKAALOD.

Source equivalence: 6.44 g ester = 4.00 g metronidazole. Use qualified tincture to the specified standard, not ordinary orange
flavour.
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4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

levikd 6plo FTM 2010: 90-110% tng dnAwpévng paoTikig, ekTég e0WKAC e€alpeong (PDF oeA. 15).
E@apuolovTal Kat ol EAEYXOL TNG QAPUAKOTEXVIKAG HOPQPHG.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

H obvoyn &ev amoteAel avaAvtikd SOP. Tavtonoinon, detypatoAnyia, pEBodoL, mpdTuna avapopds Kat Hikpoflakh motdTnTa

eAéyxovTal oto mpwtdTLTO. / This synopsis is not an analytical SOP. Check identification, sampling, methods, reference standards
and microbial quality in the original.

5. MepléKTNG, UAAEN Kal Sidpkela TNG MNYHAGS / Source container, storage and period

®LdAn 100 mL pe dooopeTpikA muméta- 15-25 °C.
100 mL bottle with dosing pipette; 15-25 °C.

lotopikr dLdpkela: 2 Piveg- xpron HETA TO AvOLyHa €wG 2 MAVEG, EvTOG OLVOALKAG ARENG.
Historical validity: 2 months; in-use limit 2 months, within overall expiry.
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 TTOPACKELWV.
Control powder exposure and cross-contamination.

MNéouo evatpnua. Ovopa/mepLekTkOTNTA, MoodTNTA, MAPTdaA, NUEPOUNVIX, eyKeEKPLEVO BUD, @OAQEN KOl EEXATOMIKEVIEVEG
o0dnyleg. Avakivnon mpw amnd xprion.
Oral suspension. Name/strength, quantity, batch, date, approved BUD, storage and individual directions. Shake before use.

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 2010 — K-II-1-a-1

Apxelo nmov 666nke / Supplied file: Fr formulas/BéAylo - FTaAA{a.pdf « PDF ogA. / pp. 887-888
MpwTtoyevAg enionun nnyr / Primary official source

CGR-BE-007 « MCC/carmellose dispersion FTM

Anédoon epyaciog GR/EN, 6t emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0to untpwo JSON. Anatte(tatl avBpwrivn €MOTNUOVIKY
€ykplon. Opot dnudotag avadnuoaoievong: BA. 06nyd nnywv. / GR/EN working adaptation, not an official translation. Full URL and SHA-256 in the JSON
register. Human scientific approval is required. For public reuse terms, see source guide.
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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

