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Abstract

Introduction: Labour is a physiological process characterized by onset of uterine contractions leading to progressive
increase in frequency, intensity and duration of uterine contractions, effacement and dilatation of cervix with descent of
foetus through birth canal resulting in delivery of foetus with placenta and membranes. Hyoscine butyl bromide is most
commonly used in labour room and has variable results in both primigravida and multigravida. Aim and Objective: 1.
To evaluate the efficacy of Hyoscine-n- butyl bromide (buscopan) suppository in the active phase of labour in a
primigravida.2. To evaluate the maternal and fetal complications of using the buscopan suppository. Materials and
Methodology: Primigravida with gestational age 37 completed weeks - 40 weeks admitted in the labour ward with
spontaneous onset of labour or induced labour who-fulfil the inclusion & exclusion criteria were randomly selected in
this study after taking informed consent. Study group: 150 pregnant women at the initiation of active phase allowed
forlabour with instillation of single dose of Buscopan rectal suppository (10 mg) in active phase for cervical dilatation.
Control group: 150 pregnant women at the initiation of active phase allowed forlabour without any drug for cervical
dilatation. Study Design: Prospective case control study. Result: The mean duration of active phase of labour in study
group is 3 hours 10 minutes & in control 5 hours 44 minutes. The difference between both the groups was statistically
significant (‘p” value < 0.001). No significant difference in maternal and fetal complications between study group and
control group. Conclusion: Buscopan suppository was very effective in reducing the duration of active phase of labour
by promoting cervical dilatation. There was no significant second or third stage complication with the use of the drug. No
untoward side effects were noted in the mother or foetus.
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Introduction

The stages of labour are the most dynamic one and
require very careful observation. Any method which
shortens the duration of labour without any
complication is always welcomed by patient as well as
obstetrician [1]. For obstetricians who are present at
delivery nothing is more disturbing than the prolonged
labour even though abnormal troublesome events may
not accompany it. This is also the case for the expectant
mother herself who suffers from increased fatigue of
labour, anxiety & worry caused by prolonged labour
[2]. In prolonged labour, the mother is exposed to
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higher risk of infection, dehydration and ketosis &
unrecognized obstructed labour. The foetus is exposed
to danger of infection, asphyxia & excessive cranial
moulding. The prolonged labour also made way for
certain remote complications like genital prolapse,
disability of bladder, sphincter mechanisms, pelvic
infections and certain late psychological sequel which
affected the mother in her attitude towards further child
bearing [3].

Hyoscine —N- Butyl Bromide is a semisynthetic
derivative compound of belladonna alkaloid. It is a
labour stimulant which was introduced by CH
Boehringer Sohn Ingelhim Am Rhein Germany [4]. It is
derived from a shrub (Dubosia) found in Australia.
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Hyoscine —N- butyl bromide smoothens the passage of
labour by shortening the duration of active phase of first
stage of labour without any untoward foetal and
maternal effects. Hyoscine —N- Butyl Bromide was
introduced which was an effective antispasmodic with a
high safety profile. Hyoscine —N- Butyl Bromide has
the ability to mitigate spasm of cervix uteri and lower
part of corpus uteri. It inhibits the cholinergic
transmission in the synapses of the intramural
parasympathetic ganglia.

The advantages of Buscopan: [2,4]

1. Specific antispasmodic action on abdominal and
pelvic organs.

2. Absence of undesirable side effects on salivary
gland, sudoriferous glands and optical organs.

3. The contractions are in no way affected, but due to
better co-ordination of contractions, pace of cervical
dilatation is increased.

4. Tt has a peripheral anticholinergic action but no
central action as it does not cross the blood brain
barrier.

The side effects are [4]: Dryness of mouth, tachycardia,
blurring of vision and drowsiness.

The rationale of using rectal suppository: Rectum has
a rich blood supply and lymph supply; drugs can cross
the rectal mucosa like other mucosa. Gastric irritation is
avoided; by using a suitable solvent duration of action
can be controlled. Partial bypass of hepatic metabolism
is possible. It has faster absorption than oral route. It is
easy procedure to administer the drug.

Pharmacokinetics [2, 4, 6]: Duration of action is 5-10
minutes of administration. Following oral adminis-
tration 2-8% is absorbed. It appears in the bile in 2-6
hours and in the urine in 6-12 hours. Following
administration 2% is excreted in the urine and 90% in
the faeces. Its plasma half-life is 8 hours.

Materials and Methods

It is a prospective study conducted in the Department of
Obstetrics and Gynaecology at Public health centre,
West Mambalam, Chennai, for a period of 6 months
from June 2017 to December 2017.

Primigravida women with gestational age 37 completed
weeks - 40 weeks admitted in the labour ward with
spontaneous onset of labour or induced labour who-
fulfil the inclusion & exclusion criteria were randomly
selected in this study after taking informed consent.
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Study group: 150 pregnant women at the initiation of
active phase allowed forlabour with instillation of single
dose of Hyoscine-N-butyl bromide (Buscopan) rectal
suppository (10 mg) in active phase for cervical
dilatation.

Control group: 150 pregnant women at the initiation of
active phase allowed forlabour without any drug for
cervical dilatation.

Study Design: Prospective case control study.

Inclusion Criteria: Primigravida, gestational age- 37
completed to 40 weeks, cephalic presentation, induced
or spontaneous labour, singleton pregnancy, membranes
intact/ ruptured, and drug given at 3-4 cm of cervical
dilatation with regular uterine contractions.

Exclusion criteria: Post term, foetal distress, previous
LSCS, malpresentation, cephalopelvic disproportion,
multiple pregnancies, severe anaemia, cardiac disease,
severe Pre-eclampsia / eclampsia preterm pregnancies,
antepartum haemorrhage, cord prolapse.

Hyoscine N-butyl bromide suppository (10 mg)
single dose was administered at 3-4 cm cervical
dilatation with regular uterine contractions at the
initiation of active phase of labour in study group.

Patient was reassessed by doing vaginal examination
every 2 hours or earlier, if: Rupture of membranes
occurred or patient started bearing down.

Fetal wellbeing was confirmed by cardiotocograph.
Labour was monitored clinically by Partograph. Time
was recorded at 3-4 cm of cervical dilatation that is at
the time of initiation of active phase and at full cervical
dilatation that is the end of active phase.

Duration of active phase of labour calculated.
Continuous electronic foetal heart rate monitoring was
done for all patients in active phase of labour. Patients
were encouraged to keep their bladder empty.

Any maternal side effects of the drug such as
tachycardia, dryness of mouth, flushing, headache,
nausea, vomiting and hypotension were noted and
treated accordingly.

After delivery of placenta, cervix and vagina were
inspected to exclude any trauma to cervix. After
delivery, fetal well being assessed by Apgar score at 1
minute and 5 minutes and other neonatal complications
noted if any.
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The following parameters were recorded: Duration of
active phase of first stage of labour, Apgar score (at 1
minute & at 5 minutes.), maternal and perinatal
complication

Statistical Analysis: The collected data was analysed
with Statistical Presentation System Software (SPSS)
for Windows, Version 17.0, the frequency analysis and

Result
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percentage analysis were used to find the distribution of
data, to describe about the data, mean and S.D. was
used. To find the significance between the study and
control group, Mann Whitney test, Independent Student
T test and for the nominal data Chi square test was used.

In all the above statistical tools probability value p <
0.05 is considered as significant.

The mean age in study group was 24.41 years and in control group was 24.72 years and all were primigravida in both

groups. The mean gestational age was 38.72 weeks and in control group was 38.69 weeks, thus selection of patients in

both groups were similar [Table 1]

The average duration of active phase of labour in study group was 189.79 minutes (3hours) and in control group was
344.08 minutes (5 hours), thus it is statistically significant (p<0.00) [Table 2]. Rate of caesarean section in study group
25(16.6%) and in control group 30(20%). No significant difference in second and third stage of labour complications in
both groups. No significant difference in maternal andfetal complications in both groups. [Table 3]

Table-1: demographic profile & results.

Study group Control
(n-125) Group (n-120)
Mean age 24.41years 24.72years
Paritymean gestational age Primigravida Primigravida
(in weeks) 38.72 38.69
Mean duration of active phase of 189.79+64.67 344.08+82.28
labour. (in minutes)
Mode of delivery Normal vaginaldelivery 115 105
Instrumentalvaginaldelivery 10 15
Caesareansection 25 30
Indication ofcaesarean Section Foetal distress 15 14
Arrest ofcervicaldilatation 4 6
Cephalopelvicdisproportion 6 10
Diagnosedduring activeLabour
Second stage Foetal distress 3 7
complications Arrest ofdescent 2 3
Shoulderdystocia 3 2
Third stage complications Atonic PPH 7 9
Cervical tears 7 9
RetainedPlacenta 2 2
Neonataloutcome APGAR score At At 5 minutes At AtS
minutes minutes minutes
0-3 0 0 0 0
4-6 3 0 6 1
7-10 147 150 144 149
Maternal sideeffects Maternaltachycardia 7 6
Vomiting 13 10
Dryness of mouth 4 2
Flushing of skin 1
Nausea 12 9
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Table-2: Duration of Active phase of labour
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Duration of active Study group Control group
Phase of labour (n=125) (n=120)
Total % Total %
Number Number
< 3 hours 65 52.4 4 33
3-4 hours 10 323 10 8.2
4-5 hours 12 9.7 25 20.5
5-6 hours 2 1.6 34 27.0
>6 hours 6 4.0 49 41.0
Mean time(in minutes) 189.79 344.08
S.D. 64.67 82.28
‘P’ value <0.001
Table-3: Maternal complications
Maternal side effects Study group Control
(n-150) (n-150)

Total group % Total group %
Maternal tachycardia 7 4.66 6 4
Vomiting 13 8.66 10 6.66
Dryness of mouth 4 2.66 2 1.33
Flushing of skin 1 0.66 1 0.66
Nausea 12 8 9 6
‘P’ — value 0.998

Discussion

Buscopan has been used as drug to reduce or shorten the
duration of labour in some parts of the world, but there
is few literature of review to relate with their efficacy
and use in labour.

In this study the initial cervical dilatation at which drug
was given, was 3-4 cm. In most of the studies drug was
administered at 3-4cm of cervical dilatation, which was
comparable to the presentstudy [7, 8, 9, and 11]. In the
present study [Table 1], the mean duration of active
phase of labour was 3 hours 10 minutes (189.79
minutes) which was comparable to the studies by
Somayeh etal [12] and DayaSirohwaletal [6].Similar
results were found by Samuels et al [13]. Thus with the
use of drug, duration of active phase of labour was
significantly reduced [Table 2]. Buscopan primarily acts
on cervix and not to increase uterine contractility. This
is important as it proves it has little effect on second and
third stage of labour thus avoids complications to
mother and foetus [13]. Hyoscine butyl bromide has

been used to shorten the duration of labour, whereas its
analgesic property is probably negligible in context of
labour [14]. In contrast Al Dohami stated Hyoscine is a
muscarinic antagonist that acts on cervix and has no
effect on duration of labour or cervical dilatation [15].

For fetal distress and arrest of descent at full cervical
dilatation, instrumental vaginal delivery was conducted.
Shoulder dystocia both in study group and control was
due to big baby (birth weight > 3.5 kg). But there was
no significant difference in 2" stage complications
between study and control group. So there was no effect
of the drug on 2™ stage complications. There was no
significant 2™ stage complication in this present study
(‘p” value-0.535) which was comparable to the study
done by Qahtani [16], Daya Sirohiwaet. al [6] and
Samuel [13] which observed no complications.
Difference between the study group and control was not
statistically significant (p value- 0.953, calculated by
chi square test) for third stage complication [ Figure 2],
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so there was no significant 3™ stage complication in this
present study which was comparable to the study done
by Daya Sirohiwaletal [6, 13] which also showed no
complications. At no time in the period of gestation is
the offering aid for purpose of foetal outcome so
concentrated as it is during labour. Hence it has to be
ensured that the drugs which are used for hastening
labour must be free from foetal side effects and do not
adversely affect the fetal outcome.

Among study group, no neonate had APGAR between
0-3 at 1 minute & at 5 minutes. 2% of neonates had
APGAR between 4-6 at Iminute & no neonates at 5
minutes. Among cases 98% had APGAR between 7-10
at 1 min & 100% at 5 minutes. APGAR of the babies at
1 minute (‘p’ value - 1) and 5 minute (‘p’ value- 0.317,
calculated by Mann Whitney test) showed that the drug
used had no adverse effects on the foetus.

In the present study the drug did not have adverse
effects onthe neonates. Similar outcome was obtained
by study done by Kirimet al [17]. Tewari et.al [11] in
their study concluded that the drugs did not interfere
with utero-placental circulation.

In the present study, atropine side effects were seen in
the test group. The most common side effect seen was
nausea and vomiting. Difference between the study
group and control [Table 3] was not statistically
significant (p value —0.998 calculated by Chi square
test). So in the present study the drug did not have any
adverse maternal side effects, which is comparable to
study supported by Samuel et al [13].

Limitations:The sample size of the present study was
100 in study group and 100 in control group; though
small in number, results obtained were similar to
previous studies. Study with larger sample size and
longer duration can compare the effects on maternal and
fetal outcome. Another limitation was there were
limited reviews of literature similar to this topic.

Conclusion

Painless child birth has been the cherished desire of
every women and the constant aim of the obstetrician.
The stress and strain results in the reduction in the
capacity of pelvic musculature to relax causing
subclinical dystocia.

Various forms of pharmacological interventions have
helped in shortening the duration of labour by
augmenting the cervical dilatation, making the child
birth safe.
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What the study adds in the existing
knowledge?

Hyoscine-N-butyl bromide suppository was very
effective in reducing the duration of active phase of
labour by promoting cervical dilatation.

There were no significant second or third stage
complications with the use of the drug. No untoward
side effects were noted in the mother or foetus.

Hyoscine-N- butyl Bromide suppositories are safe and
effective in reducing the duration of labour. Definitely it
will reduce the incidence of prolonged labour due to
delayed cervical dilatation and maternal and fetal
complications associated with prolonged labour.

Because of its convenience of administration (as rectal
suppository), it can be comparable alternative in rural
set-ups where trained medical personnel may not be
available most of the times.
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