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KEY WORD : RHEUMATOD ARTHRITIY SULFASALAZINE' - UNCOATED TABLET! ENTERIGOCATED

TABLETT EFHICACY/ SAFETY/ ACR20/ BLAR
PIYARAT  THONGNOK : EFHCACY AND SAFETY CF UNCOATED SULFASALAZINE TABLET
VERIS ENTERIGOOATED SUFASALAZINE TABLET IN PATIENTS WITH R-EUMATOID
ARTHRITIS. THESIS ADVISOR : ASST. PROF. PORNANONG ARAMMIT, Pharm D, Pn.D,, THESIS
CO-ADVISCR : TASANEE: KITUMNUAYPONG MD. 114 pp. 1SBN 974-17-4636-5

The purpose of this study was to determine the efficacy and safety of uncoated sulfasalazine tablet and
enteric-coated Sulfasalazine tablet  the treatment of petients with active rheurretoid arthitis (RA). The patients
were outpatients  Rneumetology Clinic, Departrrent of Medicine, Rejawathi Hospital during My 2005 and Apil
2006 The active RApatients were treated with a Stable dosage of Methotrexate at least 8 weeks, Artimelarial at
least 16 weeks, Leflunomice at least 24 weeks or any combinations of these: drugs throughout the study. The
patients were randomized into 2 groups, one group wes treated with the uncoated suilfasalazine tablet and the
other group wes treated with enteric-coated Sulfasalazine tablet

Fromithe tofal of 42 petients, 90.48 percent wes female, average age was 42.78 + 1375 (20-73) years
old and average disease curation wes 2.83 £ 256 (058-10.0) years. The patients received Methotrexate,
Avtimelanal and Leflunomice were 85.72, 69,05 and 952 percents respectively. Thirty-nine patients completed
24 weeks study (20 patients  the Uncoated Sulfasalezine tablet group and 19 petients in the enteric-coated
Sulfasalazine tablet group). Thirteen petients (6L.90%) inthe uncoated sulfasalazine tablet group and 15 patients
(7143%  the enteric-coated Sulfasalazine tablet group reached the American College of Rheumetology
cifinition of 20 percent improvement (p=0.743). Two petients (952%) - the uncoated sulfasalazine tablet group
and 4 patients (19.05%)  the enteric-coatedl sulfasalazine tablet group reached a good response according to
the BULAR criteria (p=0.378). The reducing number of tender joints, physician's global assessment, patients
olobal assessment and health assessment were statistically sigpificant cifferent between groups (=045,
p=0.008, p=0.048, p=0.003, respectively). The enteric-coated sulfasalazine tablet group had a higher efficacy.
However, there was 1o significant different between the groups — terms of the numboer of swollen joints, pain
assessment, ESR level and DASB, The enteric-coated Sulfasalazine tablet group had a tendency to have better
response. For the safety profile of both groups, there wes no significarnt cifferent. The uncoated sulfasalazine
tablet group tended to experience more gestrointestinal aclverse events.

Acombination of the enteric-coated sulfasalazine tablet with other DVIARDs tenas to be efficacious
and safe  active RA patients over the 24-week peroid. Firelly, the future study should be replicated by
extension af the number of active RApatients,
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5-ASA
5-HETE
ACR20

AS

BUN
COX
DAS28
DMARDs
EBV

ESR
EULAR

GRPOt
Hb
HBsAg
HCAb
Het

IFNy
g

IL

Ithd
MCP-1
MMPs
NSAIDs
pa’

Pit

RA

5-Aminosalicylic Acid
5-Hydroxyeicosatetraenoic Acid
American College of Rheumatology definition of
20 percent improvement

Ankylosing Spondilitis

Blood Urea Nitrogen

Cyclooxygenase

Disease Activity Score 28

Disease Modifying Anti-Rheumatic Drugs
Epstein-Barr Virus

Erythrocyte Sedimentation Rate
European League Against Rheumatism

Growth-Related Gene Product Alpha
Haemoglobin

Hepatitis B surface Antigen

Hepatitis C Antibody

Haematocrit

Interferon Gamma

Immunoglobulin

Interleukin

Leukotriene B4

Monocyte Chemmotactic Protein-1
Matric Metalloproteinases
Nonsteroidal Anti-Inflammatory Drugs
Phospholipase A2

Platelet

Rheumatoid Arthritis



RF
SCr
SGOT
SGPT
SLE
TA2
TNFa
VAS

WBC

Rheumatoid Factor

Serum Creatinine

Serum Glutamic Oxaloacetic Transaminase
Serum Glutamic Pyruvic Transaminase
Systemic Lupus Erytematosus
Thromboxane Aj

Tumor Necrotising Factor Alpha

Visual Analog Scale

White Blood Cell
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