compounding.gr CGR-BE-030

YOPOaAKOOALKO SLaAvpa epuOpopvKivnG 4% w/w

Erythromycin Hydroalcoholic Solution 4% w/w

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

AldAvpa ¢ deppaTtikn xprion
Solution ¢ cutaneous use

B€Ayto / Belgium ¢ CGR-BE-030 ¢ Mnyrj / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source

quantity

EpuBpopukivn 4409
Erythromycin

Avudpo KLTpLkd 0ED 04g
Anhydrous citric acid

MeTtovolwpévn atbavéAn 96% v/v, moldtntag FTM 509
Denatured ethanol 96% v/v, FTM grade

KekaBapuévo 0dwp g.s.ad 100 g
Purified water

g.s. ad = guunAfpwon éwg TeAkr pala/dyko. Ta e0pn KAl oL EVOANAKTIKEG amattolv emAoyr piag ovvtayig. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. M€60b0G TnG mMNyng — ocobvowyn / Source method — synopsis

AlaADOTE £pLBPOULKIVN KOl KLTPLKS 0ED oTNV alBavdAn. ZuUnAnNPwWoTe ota 100 g ye mpdopaTta BPaouévo Kal
YuxBév DOWP KL OlOYEVOTIOLAOTE.

Dissolve erythromycin and citric acid in ethanol; make up to 100 g with freshly boiled and cooled water and
homogenise.

3. Znueio mou anaitei mpoooyn / Point requiring attention

H apyikr moodtnta 4,40 g mepthaupdvel vnepdogoroyia mapaokevig 10% yla anod0unon. H OVOUOOTIKY TMEPLEKTIKOTNTA MAPAUEVEL
4%.
The 4.40 g charge includes 10% manufacturing overage for degradation; labelled strength remains 4%.
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Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

EpuBpopukivn 90-115% TNnG ouvtayoypapnuévng noodtnTag.
Erythromycin 90-115% of prescribed amount.
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

KaoTtavéypwun yudAwn oudAn: 15-25 °C.
Amber glass bottle; 15-25 °C.

loToplkA dLldpkeLa: 2 HAVEG: XPAoN META TO Avolypa €wG 2 HAVEG, EVTOC OLVOALKAG AAENG.
Historical validity: 2 months; in-use limit 2 months, within overall expiry.

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

EOQAEKTO: EAEYXOG TINYWY AVAPAEENG, AEPLOUOD KL AMWAELWY SLAADTN. EAeyxog €kBeang o€ KOVELG KAl EMUOALYONG LETAED
MAPACKELWV.
Flammable: assess ignition sources, ventilation and solvent loss. Control powder exposure and cross-contamination.

AldAvpa ¢ deppatikn xprion. Ovouo/mePLEKTIKOTNTA, MOoOTNTA, MoPTida, NuEpopnvia, eykekpiuévo BUD, gOAaEN Kat
€EATOMIKEVPEVEG 0ONY(EG.
Solution ¢ cutaneous use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnAnpwon / Field to complete Kataypaen / Entry

‘EkB6oon SOP, eEomALloudc, Kploweg mapdueTpol / SOP, equipment, critical
parameters

YroAoylopol, éAeyxog GAatog/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, EYKplvwy, nuepounvia / Preparer, checker,
approver, date

7. MpoéAsvon Kal ouvdedepéveg Baoelg / Provenance and linked bases

Formulaire Thérapeutique Magistral 2010 — D-1-2-b-2
Apxelo nov 666nke / Supplied file: Fr formulas/BéAyto - FaAA{a.pdf « PDF ogA. / pp. 217-218
MpwToyevAg enionun minyn / Primary official source

Anédoon epyaoiag GR/EN, éxt enionun petdgpaaon. MAfpng napamopnr)/URL kat SHA-256 oTo pnTtpwo JSON. AnatTel{Tal avBpwrvn EMOTNHOVLKH
€ykplan. Opot dnudotag avadnuoaicvong: BA. 06nyod mnywv. / 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

