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The Quality of Phenytoin Sodium Injections
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Abstract

Phenytoin Sodium Injections are listed as class A in the National List of Essential Medicines 2017 in the epileptic drugs category. The previous quality surveys of this drug
by the Regional Medical Sciences Center 7 Khon Kaen in the fiscal year 2010 (15 samples), and by the Regional Medical Sciences 11 Center Surat Thani in the fiscal year 2013
(10 samples) showed that all samples of Phenytoin Sodium Injections conformed to the requirement for the content of active ingredient and pH. Since Phenytoin Sodium
Injection is classified as dangerous drug in the Medicine Act B.E. 2510, Phenytoin Sodium Injections were reevaluated for their qualities again by Bureau of Drug and Narcotic,
Department of Medical Sciences in the fiscal year 2016. The samples were collected from the public hospitals by the single window system. A total of 19 samples, 4
manufacturers and 4 formulations from 6 manufacturers and 8 formulations in Thailand, with strength of 50 mg per milliliter were analyzed on the content of active ingredient
and pH, by using the methods and specifications of United States Pharmacopoeia (USP 38). The analytical methods were verified for the suitability prior to sample testing. The
results found that all sample of Phenytoin Sodium Injections conformed to the requirement for the content of active ingredient and pH. Thus, it can be concluded that

Phenytoin Sodium Injections in Thailand have satisfactory qualities.
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The United States Pharmacopeia 38, The National Formulary 33. 2015. The United States Pharmacopeia Convention, Inc. Rockville, USA. 4869-4871.




