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Budesonide 160 mcg and Formoterol fumarate dihydrate 4.5 mcg/dose, Turbuhaler
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1. #em1 Budesonide 160 mcg and Formoterol fumarate dihydrate 4.5 mcg/dose,
Turbuhaler
2. AumiRnlY
2.1 juuuu \Dugea du12 dwduganudmasin
2.2 grulszneu Usenaumasien Budesonide 160 mcg way Formoterol fumarate
dihydrate 4.5 mcg Tu 1 dose
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3.1 Finished product specification

%o Test items Specifications
1 | Identification ATITIY

2 | Wunwshenddg #3IY

3 | Uniformity of delivered dose ATINIY

4 | Particle size A3
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) Test items Specifications
5 | Microbial timit ATIU
6 | Number of deliveries per inhaler #329mU
3.2 Drug substance specification: Budesonide
da Test items USP 41 BP 2016
1 | Identification ATIVHTU ATIVNTY
2 | Whnashenddey 98.0 - 102.0% (dried basis) 97.5 — 102.0% (dried
substance)
3 | Epimer A 40.0 - 51.0% (dried basis) By Liqﬂid chromatography
10.0 - 51.0%
4 | Microbial - Total aerobic microbial count : NMT -
enumeration tests for | 10° cfu/g
specified - Total combined molds and yeast count
microorganisms - NMT 10° cfu/g
5 | Loss on drying NMT 0.3% NMT 0.5%
6 | Related substances - 16a — Hydroxyprednisolone : NMT 0.2% | - Impurities AL : NMT

- Budesonide acetaldehyde acetal
{epimers) : NMT 0.1%

- Budesonide D-homo analoe : NMT 0.1%
- Desonide : NMT 0.10%

- Budesonide gtyoxal (epimers) : NMT
0.07%

- Budesonide related compound E : NMT
0.10%

- Budesonide related cormpound L :
NMT(.2%

- Budesonide related compound G

(epimer) : NMT 0.10%

0.2% (for each)

- Impurities D,K : NMT
0.2% (for each)

- Unspecified impurities :
NMT 0.10% {for each)

- Total : NMT 0.5%
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¥ Test items USP 41 BP 2016
6 Related substances | - Budesonode 21-acetate (epimers) :
NMT 0.10%
- Budesonode 21-butyrate : NMT 0.10%
- Any other individual impurity : NMT
0.10%
- Totat specified impurities : NMT 0.4%
- Total unspecified impurities : NMT 0.4%
3.3 Drug substance specification: Formoterol fumarate dihydrate
ta Test items USP 41 BP 2016
1 | Identification AT ATV
2 | YBunausendrdiy 98.5 - 101.5% (Anhydrous basis) 98.5 — 101.5% (Anhydrous basis)
3 | pH 55-6.5 55-6.5
4 | Optical rotation - -0.10° to +0.10°
Dissolve 0.25 g in methanol R
and dilute to 25.0 mi with the
same solvent
5 | Related substances | By liguid chromatography By liquid chromatography

- Formoterol related compound A
: NMT 0.3%

- Formoterol related compound
B,C,D,F : NMT 0.2% (for each
impurity)

- Formoterol related compound
E,G,H : NMT 0.1% (for each
impurity)

- Any individual unspecified
impurity : NMT 0.10%

- Total impurities : NMT 0.5%

- Impurity A : NMT 0.3%

- Impurities B,C,D,F : NMT 0.2%
{for each impurity)

- Impurity E : NMT 0.1%

- Unspecified impurities : NMT
0.10% {for each impurity)

- Total : NMT 0.5%
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) Test items USP 41 BP 2016

6 | Limit of impurity | By liquid chromatography : By liquid chromatography :
NMT 0.3% NMT 0.3%
7 | Water 4.0 - 5.0% 4.0 - 5.0%

8 | Residue on ignition | NMT 0.1% -

UK - NMT = Not more than
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