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Drug substance specification (Reference USP) (BPwoo«)

. Definition Colorless to white, prismatic crystals, or white,
crystalline powder, or small white pellets. Is
practically odorless, but may gradually develop a
slight odor of ammonia upon tong standing. Its
solutions are neutral to litmus. Freely soluble in
water and in boiling alcohol; practically insoluble in

chloroform and in ether.

m.lo |dentification test m’mmummﬁizﬂu drug substance specification (IR,
HPLC)
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A5 @ Organic impurities

< Acceptance criteria
VoA
Not more than (%)
@. Urea related compound A 0.®
. Any other individual unspecified 0.®
impurity
o. Total impurities .o
a.& Alcohol Insoluble Matter LA o.0a%

Finished Product specification

o.® Descriptions mi’sﬁwhummﬁisqlu finished product specification
oo Identification test mmshumuﬁixq‘l,u finished product specification
an.en USHeudaendnAgy (Assay) ®o.0 — ebo.0% LA

o.& Impurities m’mhumuﬁiquu finished product specification
en.& Uniformity of Dosage Units mi’sﬁlci’lumuﬁ'isﬂuﬁﬁa content uniformity

.o Microbial Limits Total aerobic microbial count NMT @o® cfu/g

Total combined yeasts/mold count NMT @o® cfu/g
Absence of Staphylococcus aureus
Absence of Pseudomonas aeruginosa
.o pH m’ﬁwhumuﬁiwiu finished product specification
o. Minimum Fill G\S’Jﬁ]ﬂi’]umuﬁ‘iaﬁﬂu finished product specification
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<ol lunsaitunsdougnnunnnit b U agfesdidiuinwienanisfinw Long term stability
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