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(1) Identification test
- Mometasone furoate : m'ﬁ’;ﬁlﬁhumuﬁixﬂuﬁnished product specification
- Benzalkonium chloride : msaﬂﬁi’mmuﬁszﬁluﬁnishecﬁ product specification
(2) YsuumendAgy
- Mometasone furoate : 90.0 - 110.0 % label claim of Mometasone furoate
- Benzalkonium chloride :90.0 - 110.0 % label claim of Benzalkonium chloride
(3) Mometasone furoate per spray - mi?ﬁlﬁﬁumﬂuﬁixﬁluﬂmshed product specification
(4) Weight per spray : m‘sn&i’mmmﬁisu‘luﬁnished product specification
(5) pH :4.3-4.9
(6) Minimum fill : m’;ﬁ]ﬁhumuﬁwq’luﬁnished product specification
(7)  Microbial limits : Wi'mﬁi’mmuﬁisq'luﬂnished product specification
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1.2 ludwetunsifiouen vie. 1(6.1) veseiliauenan NIDUTALBYAITINITAIVAN ARAIN
vosandusmuiitunsdeoul’ Finished product specification) kavtafinunAAMAINYBY
Fngiu (Drug substance specification) nsiiogszrinamsasuulaudludisnduazdouuy
wnasveauNlY (8.5) 1M3au Finished product specification way/wse Drug substance
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2.1 natifiemanluysvmelng AndndadidunamaemidesuseannsgrumsHanumuman
\NsTIBMSIRUMSHAREYBINTINTISNT15UAY GMP-PIC/S viSaifituwvinvesnsensas
assiae lumneeiilauews atudganuseunsasvdey Tnsfinanissusesieiudsene
Usgmasimdiannselind
2.2 nsdimduemindinnseussne Andnseaiidiunnmaemiideiuseannsgiunsudne
namdninasLariENsIMuNIKEnLT GMP-PIC/S wia US cGMP Ve sEmAgNEnaTUagn
auseuNsnsIvaeulneinan1siusasiviulsemalsemasadidnnseiind
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3.1 mamsmsamLﬂmmﬂmmwmamnmmawwam (Certification of analysis) 'lutnmmmamﬂu
mama'(.um'sLaua’mamﬂwwawiammmmwns ENTNANTIINGUTUTON
32 wamwmmmmmmmmmmmu (Raw material) vesshenddnildlunisudnen 'quﬂau’f]u

ﬁ]'JE'IEI'NMG‘UENNNﬁMEJ’ILLﬁwNNaFHﬁC]ﬂU Imamamammsmn Mometasone Fuorate %39
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Mometasone Fuorate BP 2023 Ph.Eur 11.0 USP 43
Identification HPLC/IR IR HPLC HPLC/IR
Assay 98.0-102.0% 98.0-102.0% 97.0 - 102.0%
Specific optical rotation +50 to +55 +50 to +55 +56 to +62
Residue on ignition = - NMT 0.1%
Loss on drying NMT 0.5% NMT 0.5% NMT 0.5%
Related substances - Impurity J NMT 0.15% NMT 0.15% =
Related substances - Unspecified impurities NMT 0.1% NMT 0.1% -
Related substances - Total NMT 0.3% NMT 0.3% NMT 2.0%

Mometasone Fuorate Monohydrate Ph.Eur 11.0
Identification IR/HPLC
Assay 98.0-102.0%
Specific optical rotation +50 to +55
Water 2.5-4.0%
Related substances - Unspecified impurities NMT 0.1%
Related substances - Total NMT 0.3%
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8.1 lunsdituneilouennnnndt 2 ¥ avdesiiduunnmenenanisinu Long term stability
puisuindslunsdousuuans

8.2 'lun'itﬁﬁlu'l"zia161’utmuaxﬁmﬁm'iﬁqﬂﬁmmwhLﬁamawa%‘nm (Therapeutic equivalence)
senhamdndusienandiyiundndueierfuinuu mundninamuaziuujualu ASEAN
Guidelines for the Conduct of Bioavailability and Bioequivalence nseinanSouae Ly
LaquﬁLLazaanqwgtawwxﬁ (locally applied, locally acting products) fe35la3snilmvie
vanedaudusinsd farelui

1) WmsAnvlisuiisulurasaneasy (comparative in vitro studies)
2) FBSsuisunisfinwimandsnwaeans (comparative pharmacodynamic studies)
3) WWTsuisuran1sSNeIMIIAALn (comparative clinical studies)
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