A double-blind parallel group evaluation
of the safety and efficacy of aceclofenac
100 mg bid compared with diclofenac 50
mg in patients with rheumatoid arthritis [a
twelve week study ]

The groups were 153 (105) patients and
154 (90) patients respectively, in a double-
blind randomized study of 12 weeks
duration. Aceclofenac was at least equal to
diclofenac in terms of efficacy but there
were notable differences between therapies
in terms of frequency and severity of AE
reported, in favour of aceclofenac. A
significant difference was detected between
the treatment groups with more subjects on
diclofenac experiencing AE considered to
be related to treatment (p=0.012). Fifty-
nine subjects (39%) in the diclofenac group
and 37 (25%) in the aceclofenac group had
treatment-related AE. This was particularly
reflected in the gastro- intestinal AE, that
were the ones reported at an incidence of
over 5%. Nausea was the most common
AE in aceclofenac group (6,5%). In the
diclofenac group dyspepsia (8,9%),
diarrhoea (6,4%), abdominal pain (5,7%)
and nausea (5,7%) were the most common
AE reported.

JJ1 cpaBHUTEILHOM OlleHKH 0€30MACHOCTH H

3¢ dexTuBHOCTH anekaodenaka (100 mr) u
aukJogenaka (50 Mr) ObL10 IPOBeAEHO IBOITHOE
cjiernoe uccjaea0BaHue B MapalieIbHBIX TPynmax
NMPOAOTKUTEILHOCTHIO 12 Heneb.

['pynmel onst ABOMHOTO CIENOTo
PaHIOMU3UPOBAHHOTO UCCIIEJOBAHUS
MPOJIOIHKUTENHLHOCTRIO 12 Hepenb BKiItovanu 163
(105) u 154 (90) mamueHTOB, COOTBETCTBEHHO. 10
3G PEKTUBHOCTH alleKIOPeHAK Kak MUHIMYM HE
ycTynan Iukiao(eHaKy, OOTHAKO MEXKIy TPyIIaMu
OTMEYEHBI 3HAYNMBbIE PA3JIMUUS YACTOTHI U TSHKECTH
MOOOYHBIX SBJICHUH B MMOJIB3Y alleKIo(peHaKa.
Paznuune Mexay rpynnamu JieyeHus ObLI10
3HAYUMBIM: B TpyIIIe TUKIO(peHaKa ObUI0 OOJbIIe
MAalMEeHTOB C HeXenaTtenbHbIMU siBaeHusMu (HA),
paclieHEeHHbIMH KaK CBS3aHHbIE C JIEUCHHUEM (p =
0,012). H4, cBs3aHHEIE C JICUEHUEM,
3aperucTpupoBansbl y 59 (39%) mauueHToB B rpymie
mukinodenaka u'y 37 (25%) B rpynme anexinopeHaka.
B uwacTHOCTH, 3TO OTHOCHUTCS K JKE€ITYI0YHO-
kumegHsM HS; coobmaercst, 9To X 9acToTa
npesbimana 5%. B rpynne anexinogpenaka caMmbiM
pacmpoctpaneHHbM HS Gpia TomHOTA (6,5%). B
rpymne nukiodeHaka Hanbosee YacThIMU
3apeructpupoBaHHbIMU HS Obum qucnerncus (8,9%),
muapes (6,4%), 6o B xxuBote (5,7%) 1 TOMTHOTA
(5,7%).



