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Certificote of Anolysis

Product TIMOLOL MALEATE EP
Batch No. TML 160303 Batch Size 18.0 Ke.
Mfg. Date 03120t6 Exp. Date 0212021
Sampled Qty. 60 g+l0g Sampled by & on AHW20.03.2016
Pack Size 1X5Ke O.C"Ref.No. l6-BPC-0219

SR.NO TEST APPLIED RESULTS I,IMITS
n Characteristics Almost white crystalline powder A white or almost white, crystalline

powder or colourless crystals. Melts at
about 199"C with decomposition

¿" Solubilitv Comnlies Soluble in water and in ethanoi (96%)
a Melting Point Melts at 199.6'C Its meits at about 199'C with

decomposition
4. Identification Complies

A. Soecific ootical rotation -5.970 -5.7 o to 4.2o
B.IR IR spectrum of sample is concordant lvith

that of standard
IR spectrum of sample should be
concordant with that of, standard

C. By TLC NA The principal spot in the chromatogram
obtained with test solution is similar in
position, colour and size to the principal
spot in the chromatogram obtained with
the reference solution

D. Colour test NA The colour becomes violet-blue.
5. Appearance of Solution Complies Solution S is clear and not rnore intensely

coloured than reference solution 8".
6 pF{ 4.1 3.8 - 4.3
a Enantiomeric ouritv bv HPLC 0.37% Impuritv A : NMT 1.0 %
8. Related substances bv HPLC Comolies

mouritv B BDL NMT 0.2 %.
mouritv C ND NMT 0.2 %
mouritv D NI) NMT 0.2 %
mnuritv E ND NMT 0.2 %"

mouritv F ND NMT 0.is %^

Unspecified impurities ND NMT 0.10 o/o of each
Total imourities NIL NMT 0.25 %

9. Loss on drying 0.2o/n NMT 0"5 %
10. Sulohated Ash 0.05Yo NMT O.I%
il Assay by potentiometric

titration
99.9o/o NLT 98.5 % & NMT 101.0 0t

*12 Particle Size by Malvern
mastersizer method

90 o/o < 259 .833 Microns Des less than 300 Microns

x Implies Additional In-House Test / BDL Implies Below detection limit./ NA Implies Not Applicable
Result: The sample complies with the standards of quality prescribed in Rl-CEP 2003-070-Rev 02.
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