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3 1 leshed product specn‘lcatlon

%’a “Test ltems - e Speuﬁcatlons

3.1.1 | Identification Meet the requirement

3.1.2 | Assay 351 - 429 mg/g of Budesonide
99— 12.1 mg/e of Formoterol fumarate dihydrate

3.1.3 | Uniformity of Delivered Dose Meet the requirement

3.1.4 | Fine particle dose Budesonide 108 - 216 mcg/dose
Formoterol 3.0 — 6.2 mceg/dose

3.1.5 | Weight of content NLT 100 mg

3.1.6 | Delivered dose (uniformity) Meet the requirement

3.1.7 | Impurities an degradation product | Meet the requirement

3 2 Drug substance specrflcatlon Formoterol fumarate (USP38)

fo [ Test Items Sl Specnflcatlons

3.2.1 | Identification Meet the requirement

3.2.2 | Assay 98.5 — 101.5 LA. of Formoterol fumarate
(anhydrous basis)

3.23 | pH . 55-6.5

3.2.4 | Water dete{mipétion (method 1) 40-50%

325 | Residue on.ignition NMT 0.1%
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D) - Test ltems ' e ’\ Specifications .

3.2.6 | Total impurities NMT 0.5 %

.

3.2 Drug substance specification: Budesonide (USP38)

“da | o Testltems | Spééifitations' :
3.2.1 | Identification Meet the requirement
3.2.2 | Assay 98.0 - 102.0% LA. of Both Epimers {dried basis)
40.0 - 51.0% LA. of Epimer A
3.2.3 1 Loss on drying NMT 0.3%
3.2.4 | Total aerobic microbial count NMT 1000 cfu/e
3.2.5 | Total combined molds and yeast | NMT 100 cfu/g
3.2.6 To’;é[ unspecified impurities NMT 0.4 %
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