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&e Finished product specification
{8 Test ltems Specifications
&.@.@ | Identification Complied with finished product specification
el | Assay ®o.0-660.0% of the labeled amount of

Fenoterol hydrobromide
®o.0-6000.0% of the labeled amount of
Ipratropium bromide

&.a.m | pH Complied with finished product specification
&.a.c | Uniformity of dosage units | Complied with finished product specification
¢.e.¢ | Volume in container Comptied with finished product specification
€. | Impurities -~ Complied with finished product specification
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&e.0 | Sterility

Complied with finished product specification

&l Drug substance specification

(@) Ipratropium bromide : USP

18 Test items Specifications

@ | Identification Meet the requirement

o | Assay &@.0 % - eolb.o% of the labeled amount of
Ipratropium bromide (on the anhydrous basis)

| pH é.o - 0.o

& | Water determination e - @& %

& | Residue on Ignition Not more than o.®%

b | Heavy Metals Not more than c.coa%

o | Limit of Ipratropium related compound A Not more than c.@%

& | Related compounds

- Ipratropium related compound C

- Ipratropium related compound B
[(&s) - Ipratropium bromide]

- N - isopropylnoratropinium bromide

- Apo-lpratropium bromide

- Any unspecified impurity

- Total impurities

Not more than oc.ec%

Not more than o.e0%

Not more than o.ec0%
Not more than o.ec%
Not more than o.ea0%
Not more than o.lb¢%

() Ipratropium bromide : BP/Ph Eur.

U8 Test items Specifications

@ | ldentification Meet the requirement

o | Assay &0 % - @00.6% of the labeled amount of
Ipratropium bromide {anhydrous substance)

o | Melting point About o °C

& | pH &0 - a.&

& | Impurity A Not more than o.e%

b | Related compound

- Impurity D (atropic acid)

- Impurities B,C (dl-tropic acid)
- Unspecfided impurities

- Total impurities

Not more than o.0&%

Not more than o.@% (each impurity)
Not more than o.e%

Not more than o.lb&%

o | Water ne — &.a %
2 | Sulfated ash Not more than o.e%
’
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() Fenoterol hydrobromide : BP/Ph Eur.

49 Test jtems Specifications

@ | Identification Meet the requirement

o | Assay &0 % - @oe.0% of the labeled amount of
Fenoterol hydrobromide (dried substance)

o | pH &b - &lo

& Related substances

- Impurity A Maximum &.o%
- Impurity C Maximum o.m%
- Impurity B Maximum o.l2%
- Unspecified impurities Maximum o.@%

- Sum of impurities other than A | Maximum o.m%

& |lron Maximum ao ppm
b | Loss of drying Maximum o.&%
e | Sulfated ash Maximum o.a%
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