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AN 1 Mnunemsidenuimurudagiuiesedsuaumn U 2545 - 2554 Puune

suiuuen

HAMINTIFDUAMMWHAAN ViEN WU
s 1,314 @08 (3088t 10.9)
1N 637 nudaumiue Waduunmuunaa
NBOWUNEAA eI LN ITNUasTIus e Az

5.3 wanfamienfindelulssnaliighnass
fawas 11.5 (MINA 1) iahuunngueas
NMIINHIWUIINENENSEUUUTZEMEIUN AN
Snunudstfiasadauamnwlidhanasgu
NNTIgATEEAE 17.0 T9MHBNGNEITZUL
neuliauazda Sasay 14.2 (ANTNA 2)

naaSasieninutymanmsasivdau
AMMW SeWINT 2545 - 2554 10U aspirin
tablets, chloramphenicol ear/ eye drops,
dicloxacillin capsules/ dry syrup, dipotassium
clorazepate capsules, enalapril tablets,
indomethacin capsules waz warfarin tablets
Sudu (et 3) Fawdedaeinmaniinms
ardauaumwiniuszesiaithse Sinmmmn
aghedaLiing

AINN 1 HANIATIFDUAMMNWHANN e uaUTUUL 2545 - 2554 NUUNMINUNBINES

NUIUNSL UL U ITUEN PIUIUAIDE N
WENMAEL lueninasgn Linanasgu
L/ @ & o
YNYUNG &hliGH). YNYING (928B%)
Wz (93) 418 32 (7.7) 1,158 61 (5.3)
— #HURUL 1385 5 (3.7) 384 8 (2.1)
- #NEINY 283 27 (9.5) 774 53 (6.8)
Tudseineg 3,337 605 (18.1) 10,869 1,253 (11.5)
9IN 3,755 637 (17.0) 12,027 1,314 (10.9)
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AN 2 HaMsATIFUAMMWKEaAENuau Tt T 2545 - 2554 UUNNENENMNNTINY)

NUIUNSLLHUMTUEN IUIUAIDLN
EHEY hihunesg lanainassu
TIVUA (5p8ay) VAN (58882)
1. Gastro-intestinal system 146 32 (21.9) 478 43 (9.0)
2. Cardiovascular system 553 98 (17.7) 2,023 216 (10.7)
3. Respiratory system 197 11 (5.8) 699 43 (6.2)
4. Central nervous system 678 162 (23.9) 2,261 384 (17.0)
5. Infections 1,194 196 (16.4) 3,587 327 (9.1)
6. Endocrine system 207 12 (5.8) 646 34 (5.3)
7. Obstetrics, gynaecology and 56 5 (8.9) 194 10 (5.2)
urinary-tract disorder
8. Musculoskeletal and joint diseases 328 73 (22.3) 965 137 (14.2)
9. ﬂﬁjumﬁuq (U 03U NBBIS) 396 48 (12.1) 1,174 120 (10.2)
IIH 3,755 637 (17.0) 12,027 1,314 (10.9)

1=== = Qr o -::I |
MINA 3 wdanwvinuautaguuwulymannmsasiadauaanw U 2545 - 2554

. N Innusage b wansSasieniwudgmamnm deymanmwiny*
MBEN AU (SaEBD)

2545 348 66 (19.0) Dicloxacillin dry syrup/capsules Al

25486 1,112 136 (12.2) Colchicine tablets Al, CU
Indomethacin capsules DS

2547 1,373 164 (11.9) Aspirin tablets free salicylic acid
Indomethacin capsules DS

2548 1,691 99 (5.9) Captopril tablets RS

2549 1,712 172 (10.1) Cycloserine capsules Al
Dipotassium clorazepate capsules Al, DS, RS

2550 1,525 200 (13.1) Warfarin tablets Al

92551 1,251 121 (9.7) Stavudine capsules USanani
Thioridazine HCI tablets DS

2552 1,252 206 (16.5) Aspirin tablets free salicylie acid
Indomethacin capsules CU
Warfarin tablets Al

2553 1,247 118 (9.5) Dipotassium clorazepate capsules Al RS
Enalapril tablets Al, RS

2554 516 32 (6.2) Chloramphenicol eye/ear drops Al RS
Dicloxacillin capsules/dry syrup Al

-, ar a o ; s * "
* AT = YSuauenendiegy (active ingredient), CU = anudainduanadnign (content uniformity),
DS = Msarawyadalen (dissolution), RS = §15887807 (related substances)
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mssnu lailawa®
NNUsEmMeaenINT NI NIEaRNATMS
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ABSTRACT Pharmaceutical quality assurance is one of the strategies to ensure both physicians and
patients that the medicines used in the national health insurance system are of quality. This report
aims to evaluate the quality of medicines used in public hospitals all over the country. The retrospective
study is conducted by reviewing and evaluating the quality test reports obtained during fiscal years 2002
- 2011 under the Pharmaceutical Quality Assurance Program operated by the Department of Medical
Sciences. Those drugs were analyzed in accordance with the methodology and criteria specified in
the pharmacopoeias promulgated by the Minister of Public Health as official pharmacopoeias, or
the newer editions of such pharmacopoeias. The data showed that 1,314 samples (10.9%) from a total
number of 12,027 samples (3,755 registration numbers) of 258 drug items, as listed by their generic
names, or 451 items, as further subdivided each item by their dosage forms, failed to meet the ac-
ceptance criteria. The items that passed the criteria were subsequently included into the Green Book
established by the Bureau of Drug and Narcotic, Department of Medical Sciences. For a decade, the
systematic drug quality surveillance has helped in assessment and evaluation of the quality of drugs used
within the country, as well as reducing redundant tests and saving resources. It also eases the related
public health agencies in procurement of medicinal products and urges the manufacturers to keep

improving the quality of their products to meet the international standards.

Key words : Pharmaceutical quality assurance, green book
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