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a.e Finished product specification : Brimonidine tartrate Ophthalmic

solution o.e&% in & ml

1h) Test items Specifications
® | Identification muﬁiz‘lﬂu Finished product specification
© | Assay «&-@od& % of label amount of Brimonidine tartrate
o | pH w.o-0.&
& | Impurities/Related substance muﬁssq‘lu Finished product specification
& | Osmolarity muiszylu Finished product specification
o | Particulate matter m’mﬁisq‘lu Finished product specification
o | Sterility test mu‘ﬁiquu Finished product specification
a.lo Drug substance specification : Brimonidine tartrate
Complied with drug substance specification
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- PAGE + Immunoblotting

- Peptide mapping / LC
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a.e Finished product specification : Ophthalmic Balanced Salt Solution ¢oo ml

D) Test items Specifications
® | ldentification Meet the requirement
(Sodium, Chloride, Potassium,
Calcium, Magnesium, Acetate,
Citrate)
© | pH o.& ~ &.0
Sodium b - m.am Mg/Ml (enc.'d ~ eve.ob mEg/L)
(Limits ®o-ee0% labeled amount)
@ | Potassium melen. &€ ~ dob.co mgml (®.&o - @o.¢ mEg/L)
{Limits c&-a0&% labeled amount)
& | Chloride c.ad - &.co mg/ml (ebl.vo - em&.&o mEg/L)
(Limits ®¢-@0&% labeled amount)
o | Calcium 060.ce - aca.ol mg/ml (¢.6c - o.aoc MEg/L)
(Limits cto-e@0% labeled amount)
@ | Magnesium al. el - ax.e@ mg/ml (b.oo - mlo& MEg/L)
(Limits ®o-e@0% labeled amount)
S | Sodium Acetate.en*HisO on.de - clbx mg/ml
(Limits wo-e@o0% labeled amount)
Acetate b&.co ~ me.&n MEg/L
& | Sodium Citrate lo*HwO ®.&n - o.c0 mg/ml
(Limits Ro-e@0% labeled amount)
Citrate 0. 06 — ex.00 MEg/L
@o | Osmolarity bad - ma& MOsmol/kg
@® | Particular matter
> @0 um Not more than w&/ml
2 & um Not more than ev/ml
e | Volume filled Meet the requirement
@ | Sterility test Meet the requirement
oc | Bacterial endotoxins Not more than o.lb& EU/ml
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