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Abstract

Objective: To evaluate dose accuracy of the split 3 mg Warfarin sodium (WS) tablets and to study their stability
when stored at the accelerated and normal conditions. Methods: The research studied the split of WS tablets by hand
and by cutting apparatus. The study measured weight of the split tablets and assessed factors affecting the amount of
WS in split tablets including 1) consistency of WS in the split tablet units 2) the accuracy of the dose in each split units
from the examination of content uniformity using the method of USP 37 and 3) the dissolution of WS from split tablet
units. For the stability study, whole tablets and split tablets were kept in controlled cabinets under accelerated conditions
and normal conditions similar to storage in household. The study determined the amount of WS in tablets and their
dissolution when kept at 2 or 4 weeks. Results The split tablets had a variation of amount of WS with one out of 5 split
tablets having %label amount of 95.0-105. This may result from non-uniformity of WS among whole tablets, and
heterogeneity of drugs within a whole tablet. Dissolution declined in both whole and slit tablets kept at the studied
conditions. However, there was no chemical degradation. Change in dissolution may be resulted from change in the
physical property after moisture exposure. Conclusion: Splitting of this lot of WS tablets obtained split tablets with large
erratic dose which could be considered as a risk for patients. Furthermore, taking the tablets out of original packages or
keeping the whole tablets or split tablets in conditions unprotected from moisture should be avoided.
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a15197 3. wamsadszduanusiauevasarmdanluniigidas (% label amount)

o Lo Fnidaen

nief BLANLIA - - - - - -
gan1 a2  yan3  gaN4  Lans  an6

1 95.4 63.6 67.6 62.6 81.1 88.6 60.4

2 96.4 80.2 72.5 74.2 924 90.7 80.6

3 99.2 86.4 74.6 86.8 92.5 92.6 86.4

4 100.0 95.9 83.0 87.3 94 .4 93.8 87.9
5 100.1 103.7 85.6 98.4 102.0 98.4 100.3
6 100.6 124.2 88.3 105.4 106.8 114.3 101.8
7 100.9 124.7 96.5 105.6 111.8 116.8 106.7
8 101.2 128.9 102.2 105.9 114.2 121.1 115.8
9 103.9 1321 103.4 110.5 122.9 125.2 1171
10 107.6 135.0 104.8 119.7 127.2 125.2 123.0
@i’ll,ﬂalﬁl 100.5 107.5 87.9 95.6 104.5 106.7 98.0
SD 3.5 251 13.6 17.7 14.7 15.2 19.3
RSD' (Fa2a2) 3.4 233 15.4 18.5 14.1 142 19.7
Wae 12.2 71.4 371 571 46.1 36.6 62.7
AV (L1Y? 8.3 66.1 43.2 453 38.4 41.6 46.8

1: RSD %38 relative standard deviation (SD/ﬂ"lLasﬂ) x100

2: AV (L1) fo acceptance value luszauf 1 vaIN1INAFAL content uniformity auTarnualy USP 37
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LIS 1 2 3
% LA 914 97.8 99.2
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