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CERTIFICATE OF ANALYSIS

Name of the Dyug BRIMONIDINE TARTRATE AR NO.: FP/D42114/0019
Baich No. 201404202P Mfg. Date January’2014
Biatch Size 6.350 Kg Exp. Date December 2018
Lot Size - Analysis Date 189/01/2014
Results of the analysis and protocols of the tests spplied
[ s No. Test Specification Result
_ i Descrigtion White {o slightly yellowish powder. Slightly yeliowish powder.
Z Solubility Soluble in water and slightly soiuble in Saiuble in water and shghtly
methanol soluble in methanot
3 identification
infrared absorption The iR spectrumn of sample should be Complies
Specirophotometry concordant with IR spectrum of
Beffworking Standard of Brimenidine
tarirate.
4 pH of soiution (1 % wiv solition} | Between 3045 3.91
3 Appearance of solution Solution Should be clear and not more Solution is clear and less
! intensely coloured than reference intensely coloured than reference
soiution Yv. solution Yy.
5] Specific optical rotation +80°10 +10.5° +14.0°
7 Loss on drying (105 °C for 3y | Mot more than 8.5 % (.33 %
8 Suiphated ash i Mot more than 0.1 % 0.04 %
9 Heavy Metals Not more than 20 ppm Less than 20 opm
10 | Related Substances By HPLC | 1) individual Impurities:
Acetyl Brimonidine: NMT 0,10 % Less than 4.01 % (LOD)
Bramo sompound: NMT 0.10 % Less than 0.01 % {LCOD}
Desbromobrimonidine; NMT 0.10 % Less than 0.01 % {LOD}
il Unknown impurity: NMT 010 % Less than 0.01 % (LOD)
N i) Total impurities: NMT 0.50 % Less than 0.01 %
11 Assay 96.0 % - 101.0 % of Ca:HaoBrNs.CoHsOe | 89.9 %
(By HPLC) on the dried basis,
12 Residual solvent . Acelone NMT 5000 ppm 1348 ppm
By GG Ethyi acetate: NMT 5000 ppm Less than 24 ppm (LOD)
Methanol NMT 2000 ppm 133 ppom
Manochlore Benzene: NMT 360 ppm Less than 2.88 ppm (LOD}
Fine hMethylene chioride (MDC):
) NMT 600 ppra Less than 4.8 ppm (LOD)
3 Benzene: NMT 2 ppm Less than .19 ppm (LOD)
13 Tartrate content 33.2 %~ 344 % 334 %
by Titration
14 Acetic acid conterit by GC NMT 5000 ppm Less {han 0 ppm (LOD)
The sample complies with the prescrized above Inhouse specification.
Pre;jiicig By {Analyst) Approved By (QC Manager)
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