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TEAIBIAAMAENYSANIZ
Brimonidine Tartrate ophthalmic solution 0.1% in 5 ml eye drop
WU 16,000 vm  Tsaweunaveuunu
1. doen Brimonidine Tartrate ophthalmic solution 0.1% in 5 ml eye drop
2. qudnRRaly
2.1 guuuy Huansezensusimanide Ta findeader dmivlévesnm (ophthalmic
solution)
2.2 dwlseneu lu 1 fadfnsvesansavany Usenaume Brimonidine Tartrate 1.0 mg
23 AMMUrUSTY - UTTgluMTuEwAIERnUSmAnEe dmiuntenn warusTeinsidesiu
e U3ams 5 ml
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HantInTdaTdnunmbuluaiu finished product specification  was drug
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3.1 Finished product specification: Brimonidine Tartrate ophthalmic solution 0.1%

in 5 ml eye drop

L] Test items Specification
1. | Identification Test ATIT
2. | Assay 95.0 — 105.0% of the L.A. of Brimonidine
3. | pH ATIVTY
4. | Steriity ATIWY
5. | Osmolality RIIIU
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L) Test itemns Specification

6. | Viscosity ATV
7. Volume in container 100 — 110 % of LA,
8. Particulate matter ATIVU

- PR 2 10 um Lty 50 per mi
- UM 2 25 pm Bifiu 5 per mi

- UM 2 50 pm Litfiu 2 per ml

3.2 Drug substance specification : Brimonidine Tartrate

te Test items B.P. 2016

1. | Identification Test : RIITIU

2. Assay 99.0 — 101.0 % (dried substance)

3. Specific optical rotation +9.0 to +10.5 (dried substance)

4. Related substances - Unspecified impurities (for each) : NMT 0.10%
- Total : NMT 0.2%

5. Loss on drying NMT 0.5%

6. Sulfated ash NMT 0.2%
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