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&.e Finished product specification

(@) Dorzolamide Hydrochloride and Timolol Maleate Opthalmic Solution USP

b) Test ltems Specifications

@ | Identification Meet the requirement

o | Assay wo.0 - emo.0% of the labeled amount of
Dorzolamide
®0.0 - @®0.0% of the labeled amount of
Timolol

M pH e - e

& | Sterility Meet the requirement

& | Organic impurities

for Dorzolamide hydrochloride
- Dorzolamide related compound D
- Dorzotamide related compound B
- Any individuat unspecified impurity

Not more than o.&%
Not more than v.0%
Not more than o.¢%

- Total impurities
for Timolol maleate
- Timolol Impurity G
- Timotol Impurity B
- Timolol Impurity D

- Total impurities

Not more than m.0%

Not more than o.¢%
Not more than @.0%
Not more than o.¢%

- Any individual unspecified impurity | Not more than o.5%

Not more than lv.0%

(w) Dorzolamide and Timolol Eye Drops BP

it Test ltems Specifications
& | ldentification Meet the requirement
o | Assay «&.0 - ®@o&.0% of the labeled amount of
Dorzdlamide
«¢.o - mod.0% of the labeled amount of Timolol
an pH &0 -b.o
& | Sterility Meet the requirement

& | Related substances
for Dorzolamide

- Impurity B

- Impurity D

- Total impurities

Not more than e.6%
Not more than ole%

- Any other individual impurity } Not more than o.lb%

Not more than &.:m%

arda

r_l
................ USEEMATINMT aq%‘aﬁ/nsmm‘i asds /W/% ATIUATS

(WanMuAsaT giums)

(wa @iggn nunaz) (uraafini Wantsniiie)




U Test [tems Specifications
for Timolot
- Impurity B,D,G Not more than o.€% (for each impurity)

- Any other individual impurity | Not more than o.b%

- Total impurities Not more than o.&%

&l Drug substance specification
(@) Dorzolamide hydrochloride USP

9o Test ltems Specifications
® | ldentification Meet the requirement
o | Assay ®et.o - @oe.0% of the labeled amount of
Dorzolamide hydrochloride {(anhydrous basis}
m | Residue on lgnition Not more than o.@%
& | Organic impurities
- Any individual impurity Not more than o.a@%
- Total impurities Not more than o.¢%

& | Limit of Dorzolamide
, Not more than o.&%
hydrochloride related

Compound A

> Water determination Not more than o.¢%

(w) Dorzolamide hydrochloride BP/Ph Eur.

ib) Test ltems Specifications
@ | Identification Meet the requirement
b | Assay s.o ~ @oe.0% of the labeled amount of
Dorzolamide hydrochloride {dried substance)
m Impurity A maximum o.&%
Related substances

- Impurity C Not more than o.e&%

- Unspecified impurities Not more than o.a%

- Total impurities Not more than o.m%
& | Loss on drying Not more than o.&%
o | Sulfated ash maximum o.e%
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() Timolol maleate USP

b) Test ltems Specifications
@ | Identification Meet the requirement
b | Assay .0 - @olw.o% of the labeled amount of Timolol
maleate (dried basis)

m | pH M. — @.m
& | Loss on dying Not more than o.&%
& | Residue on lgnition Not more than o.@%
o | Enantiomeric purity Not more than @.0%
¢ | Organic impurities

- Timolol related compound B, | Not more than o.e%

G, DEF
- Any Unspecified impurities Not more than o.@%
- Total impurities Not more than &.0%

(&) Timolol maleate BP/Ph Eur.

k) Test Items Specifications
@ | Identification Meet the requirement
b | Assay &e.& - moe.0% of the labeled amount of Timolol
maleate (dried substance)
o | Specific rotation/optical rotation | Between -o.o° and -&.a°
& pH m.e - &M
& Enantiomeric purity
-lmpurity A Not more than @.0%
b | Related substances
- Impurities B, C, D, E, F Not more than o.w% (for each impurity)
- Unspecified impurities Not more than o.e%
- Total impurities Not more than o.e%
# | Loss on drying Maximum o.&%
@ | Sulfated ash Maximum o.@%
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