Comparison of Diflunisal and Paracetamol for the
Relief of Post-Episiotomy Pain
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Summary.

Objective: To compare the analgesic efficacy of diflunisal and

paracetamol in  women requiring pain

slotomy in a randomized study.

Institution: Ege  University Faculty of Medicine,

Izmir.

Department
of Obstetrics and Gynecology,
Materials and Methods: A

relief after episiotomv were enrolled in the study. The pa-

total of 100 women requiring pain

tients were randomized into two groups to receive either
1.5 g of paracetamol divided in equal three doses or Ig
of diflunisal divided in equal two doses daily. Pain inten-
sity was assessed with pain reliefscores 2, 6, 24, and 36
hours after the procedure and the mean pain score was
calculated.

Results: The difference between the pain scores of patients tak-
ing paracetamol or diflunisal related to hours after the
procedure  was found to be statistically  insignificant
([)>(0.05). The difference between the mean pain scores of
patients taking paracetamol or diflunisal related to hours
after the procedure was also found to be statistically in-

significant  (p>0.05).

Conclusion: Diflunisal was found to be as effective as parac-
etamol at this dosage regimen in the treatment of posi-
Adverse and ac-

episiotomy pain. reactions were rare,

ceptable with both drugs.
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Nonsteroidal anti-inflammatory drugs
(NSAID) were used for more than 25 years to treat

rhcumatologic diseases, were then introduced to re-
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Amag:  Epizyotomi  sonrasi  agrimn  sagaltiminda  diflunisal  ve

relief after epi- parasetainol'iin analjezik  etkinliklerinin randomize  ¢alis-
na bigiminde karsilagtirilmast

Calismamin -~ Yapidigi  Yer. Ege  Universitesi Kadin — Hastaliklart

ve Dogum Auabilim Dali,  zmir

Materyal ve Metod: Calismaya epizyotomi sonrasi agrisi olan
100 hasta alind.
iki  guruba

Hastalar randomize olarak 50 hastalik
ayrilarak giinde 1.5 g paracetamol ii¢  esil
doza boliinerek veya giinde 1 g diflunisal iki esit doza
béliinerek peroral verildi. Agri siddeti agri skoru ile 2, 6,
24, 36. saatlerde degerlendirildi ve ortalama agri skoru

hesaplandi.

Bulgular: Paracetamol veya diflunisal alan hastalarin  islem

skorlart  arasinda
saptanmadi(p>0.05).

veya diflunisal alan hastalarin

sonrast  saatlere  gore  hesaplanan  agri

istatistik olarak anlaml Jark

Parasetamol islem son-

rast  saatlere  gore  hesaplanan  ortalama  agri  skorlari
arasinda da istatistik olarak anlamli Sark
saptanmadi(p>0.05).

Sonu¢:  Bu  sagaltim  dozunda  diflunisal  agrimin  giderilmesinde

parasetamol kadar etkilidir.
kabul edilebilir

Yun etki her iki ila¢ ile de

diigiik  ve oranda  goriilmiistiir.

Anahtar Kelimeler: Parasetamol Diflunisal, Epizyotomi, Agri
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lieve pain after tooth extraction, and finally about
10 years ago for postoperative analgesia. NSAIDs
have been increasingly used over the past ten years
in the treatment of postoperative pain, such that
they now play an important role in the management
of postoperative analgesia, either alone or com-
bined with opioids (1). When used alone, they arc

effective in relieving minor or moderate pain such
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as that seen after maxillofacial, minor orthopedic,
or some ambulatory surgical procedures, and post-
partum pain (episiotomy). In these indications, the
main benefit as compared with opioids is the lack
of respiratory 'depression, nausea and vomiting.
Since these side effects delay discharge from the
hospital, the use of NS AIDs may result in faster re-
covery and earlier discharge. Because ofthe ceiling
effect of NSAIDs, their efficacy as sole agents is
usually insufficient to treat pain after major surgery.
NSAIDs should then be combined with opiods(2).

In this study the analgesic effect of two
NSAIDs were compared with respect to relieving
the post-episiotomy pain.

Method

A randomized trial was carried out in 100
women suffering from postepisiotomy pain in Ege
University Faculty of Medicine Obstetrics
Department between the dates of March 1997 and
June 1998 to compare the analgesic efficacy of di-
flunisal and paracetamol. A hundred patients pre-
senting with mediolateral episiotomy after the vagi-
nal delivery were recruited. There were no other
criteria for inclusion. The criteria for exclusion
were unwillingness of the patient to participate,
sensitivity to paracetamol or diflunisal, lacerations
other than the episiotomy and episiotomy incision
larger than 5 cm. The study was approved by the
hospital's Ethics Committee and all patients gave
written informed consent.
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A total of 100 patients were enrolled in the
study. The patients were randomized according to
their hospital record number into two groups to re-
ceive either 1.5 g of paracetamol (Minoset-Roche)
daily divided in equal three doses (Group A, n=-50),
or 1 g of diflunisal (Dolphin-Sanovel) daily divid-
ed in equal two doses (Group B, n=50). Pain inten-
sity was assessed with pain relief scores 2, 6, 24,
and 36 hours after the procedure. In pain scale 0
stands for no pain, 1 for mild pain, 2 for moderate
pain, and 3 for severe pain (3).The mean pain
scores for both drugs were calculated as described
by Bitsch et al (3). The obstetrician and the nursing
staff caring for the patients postoperatively were
unaware of which patients had received paraceta-
mol or diflunisal. No other medication for analge-
sia was given to either group of patients. The side
effects of the drugs were recorded. Pain scores re-
lated to hours and the mean pain scores were com-
pared between groups using a Chi-Square test ac-
cepting PO.05 as significant.

Results

The number of patients according to the pain
level and hours after the procedure for the drugs
paracetamol (Group A) and diflunisal (Group B)
were summarized in Table 1. The mean pain scores
of patients taking paracetamol or diflunisal related
to hours after the procedure was summarized in
Table 2 and shown in Figure 1. The difference be-
tween the mean pain scores of patients taking
paracetamol or diflunisal related to hours after the

Table 1. Number of patients in pain scale related to hours after the procedure for paracetamol (Group A) and

diflunisal (Group B)

Group A Group B
pain 2nd 6th 24th 36th 2nd 6th 24th 36th
scale hour' hour’ hour’ hour’ hour' hour’ hour’ hour*
0 0 0 24 0 0 0 27
1 0 25 31 24 0 18 38 23
2 34 24 17 35 32 12 0
3 16 1 0 0 15 0 0 0
X-
ip=0.83
‘P=0.20
'P=0.45
4P=0.44
234
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Table 2. The mean pain scores related to paraceta-
mol and diflunisal after the procedure

Hours after the Group A Uroup B
episiotomy Paracetamol Diflunisal
2 238 2.32
& 1.64 1.52
24 .24 1.30
36 0.46 0.36
- - -# - - Diflusinai
2.5 ;

re— W s e Tl E-Fealall

Mean pain score

.45

Hour

Figure 1. Mean pain sores of patients taking paracetamol or
diflunisal refated to hours after the procedure

procedure was found to be statistically insignificant
(p>0.05). Nausea and vomiting was recorded in 6
patients using diflunisal and in 4 patients using
paracetamol.

Discussion

Episiotomy is one of the most common surgi-
cal procedures performed by the obstetricians. The
relief of post-episiotomy pain should necessarily be
provided for the patient comfort and for the rapid
return of patients to daily living. The incidence of
pain after vaginal delivery or vaginal termination of
pregnancy was also increased by the routine use of
oxytocic agents for the involution of uterus, which
should be discriminated from the episiotomy pain
(4). In our study the location of the pain was asked
to the patients with respect to the somatic nature of
the episiotomy pain.
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Van Winzum et al. (5) studied 740 patients
complaining of pain after oral or orthopedic surgery
or episiotomy comparing efficacy and safety of di-
flunisal with that ofacetylsalicylic acid, glafenin or
placebo and they found diflunisal to be effective in
relieving postoperative pain in 75-85% of patients.
No serious drug-related clinical or laboratory ad-

verse experiences were encountered in their study.

Buck et al.(6) performed a double-blind study
in women with post-episiotomy pain to compare
the efficacy of 500 mg diflunisal twice daily, 65 mg
dextropropoxyphene plus 650 mg paracetamol 3-
times daily, and placebo. Their results as assessed
by descriptive rating scales, showed that all three
treatments were equally effective in relieving pain.
De-Vroey et al.(7) carried out a double blind ran-
domized trial in 161 primiparous women suffering
from moderate to severe post-episiotomy pain to
compare the analgesic efficacy of single doses of
diflunisal (125 mg, 250 mg, of 500 mg), aspirin
(600 mg), and placebo. The results of pain rating
assessments made before and at hourly intervals af-
ter drug administration showed that both the active
drugs were more effective than placebo and pro-
duced similar pain relief over the first 4 hours. The
analgesic efficacy of aspirin tailed off after 4 hours
but pain relief with 500 mg diflunisal was still evi-
dent after 8 hours. Over 65% of patients in the di-
flunisal group had effective relief of pain after 8
hours whereas there was no significant difference
between the aspirin and placebo-treated groups by
the seventh and eighth hour. Yalcin et al.(8) studied
the efficacy of diflunisal in cancer pain and com-
pared to dipyrone. Diflunisal was given at the
dosage of 500 mg perorally twice a day, and dipy-
rone was given at the dosage of 500 mg perorally
three times a day in 50 patients. Pain intensity was
assessed by 10-point visual analog scale. Diflunisal
reduced the pain score by a mean of 4.65+3.10,
whereas dipyrone reduced the pain the pain score
by a mean of 3.25 (p<0.001).

The finding of insignificant difference
(P<0.05) between the mean pain scores of parac-
etamol and diflunisal related to hours after the pro-
cedure in our study shows diflunisal to be as effec-
tive as paracetamol in women with episiotomy
pain. A twice day dosage schedule seems to be clin-

ically adequate, 500 mg twice daily to be equally
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effective as paracetamol 500 mg three times daily
providing better patient compliance. However, re-
garding the cost; diflunisal is three times more ex-

pensive than paracetamol m our treatment regimen.
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