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Drug Quality Assurance under The National List of Essential Medicines
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Drug Quality Assurance under The National List of Essential Medicines
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6 tramadol hydrochloride capsule 43
7 chloramphenicol sodium succinate injection 26
8 chlorpromazine hydrochloride injection 4
9 dextrose / with Sodium chloride injection 36

10 furosemide injection 38
11 meropenem injection 3
12 tramadol hydrochloride injection 16
13 salbutamol inhalation 13
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Drug Quality Assurance under The National List of Essential Medicines
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naun ¥ WYNNEN ‘ﬁ‘nﬂ o1l anaun ¥ WWYNNEN ‘ﬁ“ﬂﬂ o1l
1 allopurinal tablet 47 21 medroxyprogesterone acetate tablet 11
2 amlodipine tablet 10 22 metoprolol tartrate tablet 46
3 atorvastatin film coated tablet 3 23 metronidazole tablet 10
4 azathioprine tablet 17 24 naproxen tablet 37
5 chloroquin phosphate tablet 58 25 perphenazine film coated tablet 15
6 chlorpropamide tablet 29 26 phenytoin sodium tablet 6
7 clarithromycin tablet 42 27 praziquantel tablet 29
8 clonidine HCL tablet 8 28 prazosin HCI tablet 32
9 dapsone tablet 11 29 probenecid tablet 14
10 dexamethasone tablet 16 30 propanolol HCI film coated tablet 76
11 diazepam tablet 73 31 sulfasalazine tablet 20
12 dicyclomine HCL tablet 7 32 terbutaline sulphate tablet 54
13 digoxin tablet 91 33 thiamazole (Methimazole) tablet 19
14 ethinylestradiol and levonorgestrel tablet 73 34 trihexyphenidyl HCI tablet 43
15 griseofulvin tablet 93 35 cefalexin capsule 33
16 Guaifenaesin tablet 12 36 cefdinir capsule 3
17 hydralazine HCI tablet 54 37 clofazimine capsule 7
18 hydrochlorothiazide tablet 75 38 fluconazole capsule 16
19 hydroxyzine HCI tablet 65 38 phenytoin sodium capsule 8

20 levodopa+Carbidopa tablet 26

[
v Aa

319”1 39 518M3 1,289 MvE1a

y A o ¢ & ! ¢ o o ! S o
Mmaed 4 HaadueulanazungaiiunusiNAIIUANMNeNNIITeIna oUTIWNTIT0 Related Substances 1Az

N1592219Y0IAY (Dissolution)

aaud ¥o igymaen Sumedsiing o
1 amitriptyline hydrochloride film coated tablet 24
2 chlorpheniramine maleate tablet 31
3 diethylcarbamazine citrate tablet 7
4 ethambutol tablet 16
5 zidovudine capsule 6
I EY] 84
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Abstract
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Drug Quality Assurance under the National List of Essential M edicines

Sooksri Ungboriboonpisal, Masvalai Likittanaset, Rojana K ovitwatanapong,

Bureau of Drug & Narcotic, Department of Medical Sciences, Ministry of Public Health.
Journal of Health Science 2008; 17:SV11736-46.

The monitoring and evaluation of products quality of drugs in stocks of 385 governmen
pitals after purchase and delivery was conducted. The quality assurance of drugs is crucia
success of treatment programmes. In this survey of drug quality, at least 3 production lots
registered products selected by simple random sampling were sent from hospitals in each r:
the country to a designated laboratory during fiscal years 2004-2007, covering 172 drugs
National List of Essential Medicines, B.E. 2004. A total of 5,693 samples or 1,532 registered
ucts, both locally manufactured and imported, were analyzed according to the official or @

t hos-

1l to the

of each

bgion of
in the
prod-

urrent

pharmacopeial requirements by the national laboratories, Department of Medical Sciences. The

results revealed that 90.0 percent of the total samples or only 83.0 percent of registered [
conformed to the pharmacopeial standards. Of the 10.0 percent of total samples or 261 re
products, only some batches were found to be substandard. The major problems were relg
stances, chromatographic purity and dissolution respectively. One important finding was th
registered products were often associated with manufacturers’ failure on quality control re
under protective status of life-long registration- as legally specified in the improved official
macopeia because of life-long registration. Finally, the information regarding the drugs d
obtained from this study would be helpful for healthcare providers in making decisions on p
selection as well as for the Drug Committee for editing the National List of Essential Medicine
or withdrawal of any drug products once scientifically proven to be substandard.
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