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Finished product specification : Dorzolamide + Timolol eye drop

@. |dentification test A5
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<]

Dorzolamide HCl
Timolol maleate
. pH

«. Sterility test

&. Related substances for dorzolamide
elated substances for timolol
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Drug substance : Dorzolamide Hydrochloride

| auauUAnamaila USP &o BP moom
s ldentification I_ p5I9H1Y AIIIY
| o,  Assay we.o-aoe.0%Anhydrous) e .o-a06.0% (Dried substance)
‘ o Impurities/Related Compound A NMT o.&% | Impurities A NMT o0.&% ll
i substances Each individual impurities NMT o.e% | Impurities ¢~ NMT o.e&%
l. Total impurities NMT 0.&% | Unspecified impurities NMT o.e0%
| _ _ Total NMT o.:n%
| &  Loss on drying(BP) Maximum o.&%
| Water (USP) NMT o.¢%
&  Sulfate ash Maximum o.e%
‘ 5. Residue on ignition NMT o.0% |
| o Heavy metals 0.008% I
rug substance : Timolol maleate
| AuautAinemada 1 USP «a | BP moem |
! @ Identification PTIU ATITWIU —‘
| i Assay «z.0-a06.0% (Dried basis) “c.&-eoca% (dried substance) ;
en. pH_‘ _ n.@-a.an . M.G-a.an i
| & Enantiomeric.purity Impurity A NMT @.0% II
i &  Related substance Impurities B,C,D,E,F NMT o.l0% |
l Unspecified impurities  NMT 0.e0% !
Total NMT o.&% '
| ©. Loss on drying NMT o.&% Maximum o.&% :
o.  Sulfate ash Maximum o.e@% :
| . Specific rotation | -@6.6° and -eb.&° i
| & Residue on ignition | NMT 0.0% : :
: @c. Heavy metals o.oolb% i |
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