compounding.gr CGR-BE-038

F€An (Boumpoeaivne 5% w/w

Ibuprofen Gel 5% w/w

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

FéAN * SeppaTiky xprion
Gel * cutaneous use

B€Ayto / Belgium ¢ CGR-BE-038 ¢ Mnyrj / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoooTnta mnyng / Source
quantity

IBounpogaivn 5.09

Ibuprofen

Avudpn YéAn KapBopepovg FTM 95 ¢

Anhydrous carbomer gel 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

Bdon 100 g: mpomuAevoyAukdAn 12 g, kapBouepég 980 3 g, LETOLOLWHPEVN atBavOAn 96% Vv/v g.s. ad 100 g.
Avap(ETe MPOMLAEVOYAUKOAN pe 42 g atBavdAng: dlaomelpeTe KapBoUEPEG TaxEwG, avadeboTe fra 10 Aentd.
KaAOyTe, KOTAWOETE 2 WPEG, CUUMANPWOTE HE aBavOAn Kot KATaWwlETE KAAVUPEVO OAN TN vOXTA. ZTN
Bepuokpaoio SwuUaTiov EvowPaTWoTE 5 g LBoumpogaivng oe 95 g BAongc.

Base, 100 g: propylene glycol 12 g, carbomer 980 3 g, denatured ethanol 96% v/v g.s. ad 100 g. Mix glycol
with 42 g ethanol; disperse carbomer rapidly, then stir gently 10 minutes. Cover, freeze 2 hours, make up
with ethanol and freeze covered overnight. At room temperature incorporate 5 g ibuprofen into 95 g base.

3. Znueio mou anaitei mpoooyn / Point requiring attention

Tormkr mpodndOean: YuKTIKOG €EONMALONOG KATAAANAOG Yia e0QAEKTOLG SLaADTEG. H minyr 6gv kabopilel Bepuokpacio KATAYLENG:
oploTe TNV NP voBeTHOETE TO SOP.

Local prerequisite: cooling equipment rated for flammable solvents. Source does not specify freezer temperature; define it before
SOP adoption.
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Quality review and local adoption record

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

YwAnvapLlo- 15-25 °C. Bdon o oteyavd doxelo otn Bepuokpaaia dwuatiov.
Tube; 15-25 °C. Base in tight container at room temperature.

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

EOQAEKTO: €AEYYOG MNYWVY AVAPAEENG, AEPLOUOD KAl AMWAELWY BLaA0Tn. EAey)x0C €kBeONG 0 KOVELG KAl eMOALYONG HETAED
TTPAOKELWIV.
Flammable: assess ignition sources, ventilation and solvent loss. Control powder exposure and cross-contamination.

FéAN ¢ SepuaTikn xprion. Ovopa/meplekTiKOTNTA, MOCHTNTA, MOPTBA, NUuepounvia, eykekpLpévo BUD, pUAAEN Kol EEXATOULKEVEVES

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

Medio mpog cupnAnpwon / Field to complete Kataypaen / Entry

‘Ek6oan SOP, eEomALloudg, kploweg mapdueTtpol / SOP, equipment, critical
parameters

YnoAoylopoi, éAeyxoc dAatog/evudatwong, andédoaon / Calculations, salt/hydrate,
yield

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

Tomukd BUD, tekuriplo, mepLékTng Kat pOAagn / Assigned BUD, evidence, container,
storage

MopaokeLaoTAC, aveEAPTNTOC EAEYKTAG, EYKpvwy, nuepounvia / Preparer, checker,
approver, date

7. MpoéAsvon KaiL ovvdedepéveg Baocelg / Provenance and linked bases

Formulaire Thérapeutique Magistral 2010 — M-I-1-a-1
Apxelo mov 666nke / Supplied file: Fr formulas/BéAyLo - FTaAA{a.pdf « PDF o€A. / pp. 959-960
MpwToyevAg enionun minyn / Primary official source

Anéboon epyaoiag GR/EN, oxt emionun petagpaaon. MARpng napamopmnri/URL kat SHA-256 0To uNTPwo JSON. AnatTel{Tal avBpwrvn EMOTNHOVIKH
€ykplon. Opot dnudotag avadnuooievong: BA. odnyd 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

