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Analysis and evaluation of loratadine tablets

WANG Yu, ZHENG Shufeng, GUO Weibin, TANG Lichao, HUANG lJianying, LI Lingling
Xiamen Institute for Food and Drug Control, Xiamen 361012, China

Abstract: Objective To evaluate the quality status of loratadine tablets. Methods Using statutory testing methods and combine
with the exploratory research to evaluate the quality of loratadine tablets by statistical analysis of the results. Results The statutory
standard methods showed 248 batches of loratadine tablets samples were qualified, the qualified rate was 100%. Exploratory studies
have shown that the improved HPLC method of related substances could be separated from loratadine and five impurities with a
good resolution. Adopting two points for biopharmaceutics classification system (BCS) Il drugs’ assessment could distinguish the
quality of the dissolution of loratadine tablets. Conclusion At present the most products quality of loratadine tablets can meet the
current specifications. The exploratory research suggests that the new-established method can be used to improve the quality
specification and is suitable for controlling the quality of this drug. The quality of domestic-made preparations needs to be improved.
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Table 2 Factor f; of Loratadine Tablets in 3 different pH value of dissolution medium
EA I S f2 o .
pH3.0 ZZ 1l 75 0.6%F LIALE-80 (1) pH6.8 ZZ i 0.1%SDS /K

R 100.0 100.0 100.0
79.8 91.3 833
1 60.4 58.6 57.0
2 31.2 37.5 294
3 347 40.0 65.7
4 313 20.5 26.6
5 314 329 36.1
6 28.9 414 43.6
7 374 46.6 46.0
8 57.6 61.3 69.4
9 29.8 234 24.5
10 24.8 314 15.7
11 25.5 21.6 21.4
12 254 299 41.1
13 273 37.7 423
14 30.0 325 332
15 26.5 32.0 39.0
16 30.5 34.8 30.6
17 27.3 344 29.8
18 38.2 43.7 355
19 264 23.6 31.9
20 31.5 38.0 39.6
21 67.2 78.3 65.7
22 42.7 21.1 18.7
23 49.0 28.7 25.5
24 36.0 24.0 53.7
25 242 25.8 38.0
26 284 27.2 28.6
27 29.5 63.7 325
28 59.7 60.0 50.0
29 48.3 41.8 39.0
30 28.7 40.4 50.2
31 31.7 65.8 50.7
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