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. Finished product specification

7o Test items Specifications
@ | ldentification Complied with finished product specification
o | Assay =¢.0-0ad.0% of the labeled amount of Ipratropium Br

mé.o-ae&.0% of the labeled amount of Fenoterol HBr

e | Uniformity of delivered dose w38 | Complied with finished product specification
Uniformity of metered dose

. . . 1 i o
& | Number of deliveries per inhaler | lilfeandwissyliluaain

& | Particle size 19U Fine particle dose | Complied with finished product specification
specification(BP) 38 Aerodynamic
particle size (USP) %98 Deposit of
emitted (BP)

o |Leakage Complied with finished product specifjeation
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i Test items Specifications

¢ | Sterility/Microbial limits Complied with finished product specification
® | Water content Complied with finished product specification
« | Impurities Complied with finished product specification

&ln Drug substance specification

(@) Ipratropium bromide ; USP

g9 Test ttems Specifications

@ | Identification Meet the requirement

b | Assay &m.0 % - @ob.0% of the labeled amount of
Ipratropium bromide (on the anhydrous basis)

m | pH &0 -¢a.o

& | Water determination ne - & %

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

b | Heavy Metals Not more than o.coa%

¢ | Limit of lpratropium related compound A | Not more than o.e%

© | Related compounds

- Ipratropium related compound C

- Ipratropium related compound B
[(ws) - Ipratropium bromide]

- N - isopropylnoratropinium bromide

- Apo-lpratropium bromide

- Any unspecified impurity

- Total impurities

Not more than c.eo0%

Not more than c.e0%

Not more than o.@0%
Not more than c.e0%
Not more than c.e0%
Not more than o.lb&%

() Ipratropium bromide : BP/Ph Eur.

i) Test items Specifications
@ | ldentification Meet the requirement
o | Assay &c.0 % - ®00.&% of the labeled amount of
Ipratropium bromide {anhydrous substance)
m | Melting point About bmo °C
€ |pH &0 - &
& | Impurity A Not more than o.e%
© | Related compound
- Impurity D (atropic acid) Not more than o.0&%
- Impurities B,C (dl-tropic acid) Not more than o.@% (each impurity)
- Unspecfided impurities Not more than o.e%
- Total impurities Not more than o.lbe%
o | Water e - & %

& | Sulfated ash

Not more than o.e%
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(o) Fenoterol hydrobromide : BP/Ph Eur.

1) Test items Specifications

@ | Identification Meet the requirement

b | Assay &at.0 % - @om.0% of the labeled amount of
Fenoterol hydrobromide (dried substance)

o | pH el -&lb

@ | Related substances

- Impurity A Maximum &.o%
- Impurity C Maximum o.a%
- Impurity B Maximum o.b%
- Unspecified impurities Maximum o.@%

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

& |Iron Maximum @0 ppm
v | Loss of drying Maximum o.&%
o | Sulfated ash Maximum o.a%
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