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Drug substance specification (USP)
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Finished Product specification
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Drug substance specification (Reference USP)

e Definition Colorless, cubic crystals or white crystalline
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Finished Product specification
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Finished Product specification
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Drug substance specification (Reference LISP)

n.w Definition White ar almost white, hyeroscopic powder. Freely
soluble to very soluble In atcohol; frealy soluble in
water and in mettydene chlorde,

acle Identification test - rﬂﬂﬂf-i’mﬂ"mﬁ‘i:qh drug substance specification
- ATIN R ANTITe Enantiomeric purity
- mrrssnum syl B IR ey sodium

aun LS8R0 (assay) dd.o = mok.o% {anhydrous and solvent-free basis)

s Impurities

o Drganic impurities The reporting level for impurities is o.od%

= oot i
1T HN o Ordanic imparities

Marme doceptance Criterla
MMT {34)
Sulfoxide Imipurity oa
Cis-isonmer oo
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Marme Acceptance Criteria
NRT (%)
Michael Adducts @ and & o.md™
Methylketone impurity .66
Methylstyrens impurity oL
any other individual impority LR
Total impurities o

*  impurities Liarmrrsnwen A A e T ames Tt
el e Emanticmeric purity
S-anantiomer Taify oo

g Water determination iy a.c% (Method Ia)

Finished Product (Reference LISP)

m.& Descriptions Fl'i'l‘ilﬂui1uﬂ11ﬁ-"]|'i'.}1,|IH finished praduct specification
ol ldentification test ﬂ‘i‘ﬁmi“mﬁ’lﬁim'iu finished product specification
s UBNieddey (dssay) ind - mooldoWLA, 18 Montelukast CicHgCINOLS
an. Dissolution ﬂﬂﬂdﬂumﬂuﬂ'im.ﬂu finished product specification
end Uniformity of dosage units asreei syl finshed product specification

m.5b Impurities
indo.g Oreanic impurities MTITHIUATUATIAN o

#1514 Crganic impurities

ACCEpTance critera

ilﬂﬂ"lﬁ
Hot more than (%)
Sulfonide I purity @l
Montelukast ketone impurity oo
cis-somer o

Montelikast -
Methylketone impurity P
Michael adduct &
Michael adduct s -
Methylstyrene impurity =
Any other individual degradation product

alnlalr|plnle [s]s

mo. Total impurities
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Drug substance specification {Refarence EP)

am Definition white or almost white, hygroscopic powder

e Identification test - Hsmm\awﬁﬁmﬂu drug substance specification
- METTRIUAIINYE Enantiomenic purity
- praarusnaA sy hnFrdanTrreday sodium

mun UTHWTENERTY (Assay) @0 — mol.o% (anhydrous substance)

e I purities

Enantiomeric purity

Impurity A Wifiu oe%
Related substances
Impurity B Ly c.efs
impLrity © Lty ol0%
impurities F Wiy o.meh
impurities G Ly o.md%
sum of impurities Dand E - Lilfu o.ee%
unspecified impurities Lt o.eod
total Inmpurities Ly =.5%
o Water i «.0%

Finished Product specification

a@ Descriptions mﬂ:«humu'ﬁrﬁmu finished product specification
aln |dentification test mﬂniﬂumuﬁwu'lu finished product specification
an.on USnourie 1Ay (Assay) et - mao.o¥bl A

. ; i i a5
m. Dissolution llmindn go® Ty ws ud
m.& Uniformity of dosage units m‘.l-:lni'mmm"‘l‘r‘..qlu finished product specification
auo Impurities 'nﬂmhumm“mu'lu finished product specification
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(GNP waafrssyis ya o vseuy urewdnimsiisnaninfimun sidnpamnangla (GMP PIC/S) Tuwmnn
siilauare Wi nsdewidheniUsan Favnidaduses GMP PIC/S wedlsandningmin
Ussiwgiimiawlafofusesdaingie Cenfficate of Phamaceutical Products #aaniatlszum
gudmaiaszndime

e« Drladsfusomnisanslinswivedsuguin (Canificate of Analysis of finish pracuct)
maarueriamiEneun SRS

=& Imbideiuspmiserviirseiuarhiuen s s i nua e A Thidend Ay Certification
of analysis of drug substance) evosuTdndudnen LezuTHNu AR Tngay

b lanasiudunuduiusseninesgunsnineesirpRiusiend wy drug substance) cae M
nssiimunasfedinmiauiogy (finish product)
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