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Einished product specification : Dorzolamide + Timolol eye drop (BPoos)

®. ldentification test
. Usunaushendigy
Dorzolamide HCl
Timolol maleate
en. pH '
&. Sterility test
&. Related substances for dorzolamide

- Unspecified dorzolamide HCl degradates
- Total dorzolamide HCl degradates

. Related substances for timolol

- Unspecified timolol maleate degradates

- Total timolol maleate degradates
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x&.0 — @od.o% L.A(As free base)
&.0 - ®@o&.0% L.A(As free base)
@.0-D.0
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NMT o.lo %
NMT oo %

NMT o.n %
NMT o.& %

..................................... Usgsiunssunig q/ﬂ'i‘illﬂ']'i ‘5 ATIUNTT

(weisunathmensna ) (Weang2350 AlAnn)

R
- |
Lo
")
-
al
ch
)
ahl
bl 3
D
£a
Soa
[l
ee

¥ g
3
[6LY




Drug substance : Dorzolamide Hydrochloride
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USP e

BP woem

@. Identification
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b. Assay &&.0-006.0%(Anhydrous) &.0-006.0% (Dried substance)
«m.  Impurities/Related Compound A NMT o.¢% | Impurities A NMT o.&%
substances Each individual impurities NMT 0.6% | Impurities C ~ NMT o.e¢%
Total impurities NMT 0.€% | Unspecified impurities NMT o.e0%
Total NMT o.e%
& Loss on drying(BP) Maximum o.&%
Water (USP) NMT o.¢%
&  Sulfate ash Maximum o.e%
©. Residue on ignition NMT o.@%
@. Heavy metals o.000%
Drug substance : Timolol maleate
AuauUANumAaila USP ab BP boem
®. Identification AT NI
— :
. Assay «&z.0-@0e.0% (Dried basis) «c.¢-ao0a% (dried substance)
o pH n.cs-&.en n.@-&.en
&  Enantiomeric purity Impurity A NMT @.0%
&  Related substance Impurities B,C,D,E,F NMT o.0%
Unspecified impurities  NMT o.ec%
Total NMT o.%
©.  Loss on drying NMT o.&% Maximum o.&9%
o.  Sulfate ash Maximum o.a%
«.  Specific rotation -06.0° and -eb.&°
«.  Residue on ignition NMT o.@%
| @0. H/eavy r/netaLs o.co0lb%
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