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ALEBNNANA e HHanISaIATaUAMMIN  Fagude Famsa nadisudIuen Javhidlunide
whanespunniuluudasnsidisuduenagntos 3 “NeondaN TN AMMNUAZEREN (Green Book)”
Junda laguuneunguenlunisine ssy  nawanmsEsslNgumwefiguanlsaneiuia

11
<~ £

Fodm e JUuuue MTanTNFauANMMN  FEWINABUAMIAN 2550 - NUENEU 2555 NIN-

N 2 amsmlunduednazuinvudaymamnn

Jymaumwiny EM5EN Fnudedn  Aesnasgiu (Goasz)
naaau

USnudenaany Amoxicillin trihydrate dry syrup 83 6 (7.2)

Amoxicillin + potassium clavulanate dry syrup 51 4 (7.8)

Cefalexin dry syrup 25 2 (8.0)

Cefoperazone sodium + Sulbactam sodium sterile powder 3 1 (33.3)

Dicloxacillin dry syrup 17 7 (41.2)

Erythromycin estolate dry syrup 63 1 (1.6)

Lincomycin HCI sterile solution 62 1 (1.6)

Gentamycin sulfate sterile solution 24 5 (20.8)

USnaudiadauazasaaIza Amikacin sulfate sterile solution 34 16 (47.1)

Chloramphenicol eye/ ear drop 28 6 (21.4)

USnauaend aUazaNNULANEIN Amoxicillin capsules 71 2 (2.8)

hnininde Ampicillin sodium sterile powder 50 8 (16.0)

Cefazolin sodium sterile powder 41 1 (2.4)

Cycloserine capsules 5 2 (40.0)

Dicloxacillin capsules 90 19 (21.1)

Ofloxacin tablets 22 2 (9.1)

Usnagmaanuaznmsazans Amoxicillin + potassium clavulanate tablets 70 7 (10.0)

Mebendazole tablets 20 3 (15.0)

mIacany Erythromycin stearate tablets 49 1 (2.0)

Imipramine HCI tablets 20 2 (10.0)

Norfloxacin tablets 125 23 (18.4)

Rifampicin tablets 13 1 (7.7)

Rifampicin + Isoniazid + Pyrazinamide tablets 8 1 (12.5)

Sulfadiazine tablets 11 2 (18.2)

Albendazole tablets 42 16 (38.1)

anwaziheasmsazag Ceftriaxone sodium sterile powder 47 1 (2.1)

saagm mMsazag wazdsunan Stavudine capsules 18 18  (100.0)

Usanah Cloxacillin sodium sterile powder 36 7 (19.4)

ANNULANININRUNLRRY /AN UFNLFND Cefalexin capsules 52 1 (1.9)

2D9AIE Acyclovir tablets 86 1 (1.2)

Clotrimazole vaginal tablets 49 4 (8.2)

anudunsa-ae Mebendazole suspension 35 25 (71.4)
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MmN 3 Namsnlunguenszuuilauazvaanidan nudaymamain

Jaymaaummwinwu M5 PUIUMBEN  HaNaITIu (Faeaz)
Anadau

Usunamenday anuLanaNiutinmas Aspirin tablets 145 60 (41.4)
wazansaE

USunadndngyuazmsazais Warfarin sodium tablets 130 31 (23.8)

USunadndeyuazasaasnd Enalapril maleate tablets 57 8 (14.0)

Isosorbide dinitrate tablets 15 2 (138.3)

mIazand Doxazosin tablets 169 41 (24.3)

Gemfibrozil tablets 217 1 (3.7)

Methyldopa tablets 64 3 (4.7)

Verapamil tablets 29 4 (13.8)

CAFGERLLER Amlodipine tablets 26 3 (11.5)

Ramipril tablets 17 1 (5.9)

AsaNEAILazMIBZAE Clopidogrel bisulfate tablets 14 3 (21.4)

mM3nd 4 Namsnlungueszuulszamdiunarn inudamamniw

Jymaumwiny EM5EN Pnudedn  Aesnasgiu (Gousz)
Ainasau
USnaudnendany Fluphenazine sterile solution 22 13 (59.1)
USnadnaanuaznmsazans Fluoxetin capsules 76 9 (11.8)
USinuaenddn wazanNENILENDYBI6EN Alprazolam tablets 74 3 (4.1)
USnauaenddn anuEEyauaeIEN Trifluoperazine HCI sugar coated tablets 19 19  (100.0)
wazMIazae
Usnadmaan enuuanaaihwinmas Lithium carbonate capsules 53 11 (20.8)
MIUANAIYDIE/ MTBTAE
USnaudendan Ssaaaa was Dipotassium clorazepate capsules 35 35 (100.0)
ANNFNNTNDYDIAIEN
Usnaudendat Ssamaa waz Chlordiazepoxide tablets 27 17 (63.0)
ANNFNLFNDVBIMEINTATAY Lorazepam tablets 169 16 (9.5)
NIazaNg Amitriptyline HCI tablets 31 2 (6.5)
Carbamazepine tablets 88 8 (9.1)
Perphenazine tablets 48 34 (70.8)
Thioridazine HCI tablets 98 45 (45.9)
Trifluoperazine HCI film coated tablets 11 3 (27.3)
Ssdanea Gabapentin capsules 17 17 (5.9)
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SN NUAMLNITNMITBINSHAzEN UMITTINAUWA 12
doaudamaumnel INTINTEILHUMIIN
ngmﬂaLﬁ'mﬁuqmmwuazmmgmwamﬁ’msﬁm
#Al5lulszing Fedredrwasnsaiiiunisans
nguangluszuad) 2551 - 2555 il

1. msud lanzideudSvewaalnsusiionu
ﬁmLﬂﬁLLazmsmmqu@mmwLf‘iaqmﬂwamsmn—

gautthszlsaamnuaslniuluiissaarafidam
“L " Y 61 ° (% (12)
Nhanesuluszaugs

2. msud lanziliaudsuenladins lzaniie
wAUZe (omeprazole capsules) UBNINNANITATIA
Ienzenladinalgaziiouatga wuirdulvg
PO danadalszanimuazanulasant
Tumssnmn™?

el
MIFNAIBENUBEATIAFDUAMNIN
nMsgualagNNaadasiennnlsawnenua 14
Fduuuuhe madandademvualuiivinezes
hatsluudasnsdaunihinasasaugamwli
watiseshniutiudayaliwenzimeadfuas
wiawa mﬂmsmaaumqﬁmﬂﬁﬂ’ﬁmsaaﬂmLﬁa

M3Nd 5 NamIen lungudy Jiduanlsamennainudamamnin

Jaymammwinny a5 Hnumedn  Aeaesgiu (Gasazdfiaunuy)
inedau MPENNAFDU)
naneIzUUMALAUmETa

UYsunauarnaaey Fexofenadine tablets 16 4 (25.0)

Salbutamol tablets 19 1 (5.3)

mIazane Theophylline (sustained release) tablets 17 2 (11.8)

naNENINWINAINLILE NIzON Ud

Vi dary anudianayamen Indomethacin capsules 47 21 (44.7)
wazMIazane

mMIacang Meloxicam tablets 28 6 (21.4)

Tenoxicam tablets 19 1 (5.3)

A5aNLA? Colchicine tablets 46 4 (8.7)

anudunsa-an Ibuprofen Suspension 29 5 (17.2)

NANBITZUUNNLAUDINTS

Usnadrenaagy Omeprazole sterile powder 51 3 (5.9)
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MIacany Dicyclomine HCI tablets 18 3 (16.7)

naueszuusaslsiia
A3aNLA? Glibenclamide tablets 30 4 (13.3)
ANNFNUTNDYDIAIEN Glipizide tablets 61 1 (1.6)
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Abstract: Quality Assurance for Pharmaceutical Products Used in Public Hospitals

Suratchanee Savetsila, B.Sc. in Pharm., M.Sc. in Pharm.; Somkhachi Hongthong, B.Sc. in Pharm.,
M.P.H.; Masvalai Likitthanaset, B.Sc. in Pharm., M.Sc. in Pharm.

Bureau of Drug and Narcotic, Department of Medical Sciences, Ministry of Public Health

Journal of Health Science 2014;23:501-12.

Drug supply management system has been reformed by the Ministry of Public Health, Thailand,
in order to ensure the quality, efficacy and rational use of drug, with affordable price. The Department
of Medical Sciences has conducted a program on quality assurance for pharmaceutical products. The
objective of this study was to assess the quality of pharmaceutical products used in public hospitals,
especially the quality of products in the Essential Drug List. The selection criteria of products were: high
consumption, wide range price variation for the same product, products in the Essential Drug List or life
threatening drugs. At least 3 production lots of each registered products selected by simple random
sampling were sent from 360 public hospitals to the designated laboratories during October 2007 —
September 2012, covering 184 products. Altogether 5,585 samples, both locally manufactured and
imported, were analyzed according to the official or current pharmacopeial requirements. The results
shown that 88.8 percent of the total samples conform to the pharmacopeial standards and 11.2 percent
of the total samples were substandard. The major problems were content of pharmaceutical active
ingredients, related substances and dissolution. One important finding was that the substandard products
were often associated with manufacturers’ failure on revised quality control part as legally specified in
the improved official pharmacopeial due to life-long drug registrations. In conclusion, the information
regarding the drug quality obtained from this study would be helpful for all the concerned parties in the

procurement process as well as improvement of drug registration process.

Key words: Drug Quality Assurance, Pharmaceutical Procurement, Drug Quality Information
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