compounding.gr CGR-BE-029

FéEAn epuvOpopukivne 2% R 4% w/w

Erythromycin Gel 2% or 4% w/w

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

FéAN * SeppaTiky xprion
Gel * cutaneous use

BéAylo / Belgium ¢ CGR-BE-029 ¢ lMnyr} / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avapopdc / Reference batch: 50 g — emAoyr piag otANG / choose one strength

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source

quantity

EpuBpopukivn 1.10 g (2%) / 2.20 g (4%)
Erythromycin

Avudpo KLTpLkd 0ED 0.100 g (2%) / 0.200 g (4%)
Anhydrous citric acid

MeTtovolwpévn atbavéAn 96% v/v, moldtntag FTM 22.5¢9
Denatured ethanol 96% v/v, FTM grade

Y6po&umponuvAokvtTapivn 400, mowdtntag FTM 259
Hydroxypropylcellulose 400, FTM grade

KekaBapuévo LOWP g.s.ad 50 g
Purified water

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 — cobvoyn / Source method — synopsis

BpdoTte 25 g 0datog, yoETe otoug ~75 °C Kal dlaomel{pete TNV KLTTAPIVN. AvadedoTe péExPL Beppokpaaia
dwpatiov kat Yo&te oo yuyelo 1 wpa. AlaADGTE 0EL Kol EpuBpPOopLKIvN TNV alBavOoAn. EvoOwPaTWOTE 0TN
YEAN, KaAODyTE, apriote 1 wpa 0To Yuyelo Kol CUUMANPWOTE TN KAla pe mpdogaTta Bpaouévo Kat YuxBév DdWP.
Boil 25 g water, cool to ~75 °C and disperse cellulose. Stir to room temperature; refrigerate 1 hour. Dissolve
acid and erythromycin in ethanol. Incorporate into gel, cover, refrigerate 1 hour and adjust mass with freshly
boiled and cooled water.

3. Znpeio mov analtei mpoooyn / Point requiring attention

H ninyn nepthapBavel vnepdoooroyia napackevic 10% yia anoddunaon, dxt VEa OVOUAOTLKY MEPLEKTIKOTNTA. KaTaypdyTe TNV
emAoyn 2% 1 4%.
Source includes a 10% manufacturing overage for degradation, not a new labelled strength. Record selection of 2% or 4%.
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Quality review and local adoption record

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

EpuBpopukivn 90-115% tng ovvtayoypapnuévng noodtntag. HPC: 300-560 mPa-s o€ LOATIKO 2% M/V OTOUG
20 °C.

Erythromycin 90-115% of prescribed amount. HPC: 300-560 mPa-s at 2% m/v in water, 20 °C.

H obvoyn &ev amoteAel avaAvTtikéd SOP. Tavtonoinon, detypoatoAnyia, p€Bodot, 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. NepLékTnG, POAAEN KoL Sidpkela TNG MNYAG / Source container, storage and period

TwAnvaplo- 15-25 °C.
Tube; 15-25 °C.

loToplkA dLdpKeLa: 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 avaeepduevo SldoTnua LoyXOeL PdVo HE TIC MPOUMOBETELG TNG CLUYKEKPLUMEVNG TINYAG. I0TOPLIKEG TIHEC XPELGTOVTAL EMAVEAEYYO.

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

6. Tomik6G PapHaKeLTLIKOG éAey)oG / Local pharmacy assessment

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

FéAN * Seppatiki xprion. Ovouo/mePLeKTIKOTNTA, MOodTNTA, MapTida, nuepounvia, eykekpluévo BUD, OAQEN Kot EEATOULKEVUEVEG

odnyleg.
Gel » cutaneous use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnAnpwon / Field to complete Kataypaen / Entry

‘Ekdoaon SOP, eEonmAlopdg, kploweg napduetpol / SOP, equipment, critical
parameters

YnoAoylopoi, éAeyxoc GAatog/evudatwong, anddoaon / Calculations, salt/hydrate,
yield

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

Tomukd BUD, tekurjplo, meplékTng Kat pOAagn / Assigned BUD, evidence, container,
storage

MapaokevaoTrg, aveEdPTNTOG EAEYKTAG, EYKpvwy, nuepounvia / Preparer, checker,
approver, date

7. MpoéAsvon Kal ovvdedepéveg Baocelg / Provenance and linked bases

Formulaire Thérapeutique Magistral 2010 — D-I-2-b-1
Apxelo mov 666nke / Supplied file: Fr formulas/BéAyLo - FTaAAl{a.pdf « PDF o€A. / pp. 213-214
MpwToyevAg enionun minyn / Primary official source

Anédoon epyaoiag GR/EN, éxt enionun petdgpaaon. MAfpng napamopnr)/URL kat SHA-256 0to pnTtpwo JSON. AnatTe{Tat avOpwrvn EMOTNHOVIKH
€ykplan. Opol dnudotag avadnuoaicvong: BA. 06nyo6 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

