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AsppaTtikO dStaAvpa pvo&ldiAng 2% w/w FTM

Minoxidil cutaneous solution 2% w/w FTM

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

AldAvpa ¢ deppaTtikn xprion
Solution ¢ cutaneous use

BéAylo / Belgium ¢ CGR-BE-013 * IMnyrj / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 50 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source

quantity

MwoE&L6(ANn Bdon lg
Minoxidil base

IoompomUALKE AAKOOAN 31g
Isopropyl alcohol

MpomuAevoyALKOAN 4.2 g
Propylene glycol

KekaBapuévo 0dwp, mpdogpata BPaouévo Kal YuxOEv g.s.ad50¢g
Freshly boiled and cooled 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 TN MVOELBIAN 0TO Uiy LoOTPOTMUALKAG aAKOOANG KAl TIPOTIVAEVOYAUKOANG, 0 LOATOAOLTPO GTOUG
40 °C. NMpooBéote oTadlakd To VOWP KAl CUMNMANPWOTE ota 50 g.

Dissolve minoxidil in the isopropyl alcohol/propylene glycol mixture in a 40 °C water bath. Add water
gradually and adjust to 50 g.

3. Znueio mou anaitei mpoooyn / Point requiring attention

Anotte{tat Hvo&Ll6iAn Bdon, 6xt LEPOXAWPLKS GAXG. H mMeEpLeKTIKOTNTA elval KaTd pda.
Minoxidil base is required, not hydrochloride. Strength is by mass.
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4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

Agv peTaQEpOVTaL EOIKA apOUNTIKA dpla £6W. EpapudlovTal ot OXETIKEG YEVIKEG Kal ELOLKEG HOVOYPAP(EC.
No specific numerical limits are reproduced here. Relevant general and individual monographs apply.
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

FUVAALVO QPLOA(BLO pE BoolueTPLkS eEdpTnua, 15-25 °C.
Glass bottle with metering device, 15-25 °C.

2 UAVEG.
2 months.
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: €AEYYOG NYWVY AVAPAEENC, AEPLOUOD KAl ATMWAELWY BLaAdTn.
Flammable: assess ignition sources, ventilation and solvent loss.

AtdAvpa ¢ deppatiky xprion. Ovoua/meptekTikdTNTA, MOCdTNTA, MAPTdA, NUEPOUNViX, eykekpLévo BUD, @OAaEN Kat

€EATOMLIKEVPEVEG 0ONYiEG.
Solution * cutaneous use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnmAnpwon / Field to complete Kataypaen / Entry

‘Ekdoan SOP, eEonAlopdg, kploweg napduetpol / SOP, equipment, critical
parameters

YnoAoylopol, éAeyxog dAatog/evuddtwaong, anédoon / Calculations, salt/hydrate,
yield

AnoteAéopata QC, amokAloelg, andépaon / QC results, deviations, decision

Tomuk6 BUD, tekurplo, mepLtékTng kat gOAagn / Assigned BUD, evidence, container,
storage

MapaoKeELAOTAC, AVEEAPTNTOC EAEYKTNAG, EYKP(vwY, nuepounvia / Preparer, checker,
approver, date

7. NpoéAevon kKaL ovvdedepéveg Baoelg / Provenance and linked bases

Formulaire Thérapeutique Magistral, édition 2010 — D-VII-d-1
Apxelo nmov 666nke / Supplied file: Fr formulas/BéAylo - FaAA{a.pdf « PDF ogA. / pp. 499-500
MpwTtoyevig enionun ninyr / Primary official source

Anédoon epyaciag GR/EN, ot emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0To unTpwo JSON. H éykplon Kot Ta dtkatwuata dnudotag
avadnpooievong mapapévouy mpog tekunpiwaon. / GR/EN working adaptation, not an official translation. Full URL and SHA-256 in the JSON register.
Approval and public reuse rights remain to be documented.
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https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

