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FMAAGKTWHA KPOTAMLTOVNG 10% w/w

Crotamiton Emulsion 10% w/w

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

FTOAGKTWHO * SEPUATIKA XPrion
Emulsion ¢ cutaneous use

BéAyLo / Belgium ¢ CGR-BE-027 « lMnyr| / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 200 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

KpoTtauttévn 2049

Crotamiton

Yypn napaeivn 40 g

Liquid paraffin

Knpdc keTopakpoydAng FTM (80:20) 8¢
Cetomacrogol wax FTM (80:20)

KekaBapuévo 0dwp g.s.ad 200 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

OepudveTe KpoTauLTdvn, mapaeivn kat knpd otouvg ~70 °C. Bpdote nepinov 90 g KOaTOC KAl YOETE OTOLG
~70 °C. Npoobéate To ULod oTn Aunapr edon pe avddevon. Metagépete otn QLAAN, avakvrioTe Arla 1 Aento,
EKTADVETE e TO LTOAOLTIO BEPPS VOWP Kal avakvioTe AAAO0 1 AenTd. ZUUMANPWOTE PE MPOCPATA BPACUEVO
Kal yuxBév LOwpP ota 200 g Kot POETE pe Ama avddevaon.

Heat crotamiton, paraffin and wax to ~70 °C. Boil about 90 g water and cool to ~70 °C. Add half to the oil
phase while stirring. Transfer to bottle, shake gently 1 minute; rinse with remaining hot water and shake
another minute. Make up to 200 g with freshly boiled and cooled water; cool with gentle agitation.

3. Znpeio mov analtei mpoooyn / Point requiring attention

Knpdg: 80% kntooteapuALlky aAkodAn + 20% ketopakpoydAn 1000. Avakivnon mpw tn xprion.
Wax: 80% cetostearyl alcohol + 20% cetomacrogol 1000. Shake before use.
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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

Kaotavéyxpwun yudAwwn eudAn 300 mL- 15-25 °C.
300 mL amber glass bottle; 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

Mpw and napaokevr: EAeEYX0C TALTAHTNTAG/MOLOTNTOGC MPWTWY LAWY, CLUUPBATATNTAG KAl KATAAANASTNTAG Yl TOV aoBeV.
Before compounding: check raw-material identity/quality, compatibility and patient suitability.

FaAdKTWHO © BEpUOTLKA XPHON. OVOUO/MEPLEKTIKOTNTA, MOoOTNTA, MapTida, nuepopnvia, eykekpiuévo BUD, pOAaEN Kat
€EATOMLIKEVPEVEG 0ONY(EG.

Emulsion ¢ cutaneous use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

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 — D-I-4-b-2
Apxelo mov 866nke / Supplied file: Fr formulas/BéAylo - FTaAA{a.pdf « PDF o€A. / pp. 267-268
MpwTtoyevAg enionun nnyr / Primary official source

Anédoon epyaciog GR/EN, 6t emionun petdepaon. MARpng napanounr/URL kat SHA-256 0Tto unTpwo JSON. Anatteltatl avBpwmivn €MOTNUOVIKY
éykplan. Opot dnudaotag avadnuoaievang: BA. o6nyd 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.

MNpoowrnikr npwTtoBovAia / Independent initiative * v2.0 « 2026-09-07 eAida / Page 2


https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

