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ABSTRACT
This was an open label, non-randomized and non-comparative study to assess effect of Colicarmin plus drops on Colic, Griping Pain, Indigestion,
Flatulence, and diarrhea in Paediatrics patients. A total 75 patients were enrolled in study, all the patients were followed-up at the end of treatment
and clinical examination was done, along with recording of adverse events. Infants below 6 months: 1-4 drops, 4-6 times a day, 6 months to 1 year: 45 drops, 4-6 times a day, 1 year to 3 years: 5-6 drops, 4-6 times a day, 3 years to 5 years: 6-10 drops, 4-6 times a day. Colic and griping pain: More
than 50% patients got relief in five minutes, Indigestion: More than 50% patients were cured in 24 hours, Flatulence: More than 50% got relief in just
15 minutes, Diarrhea during teeth eruption: More than 50% patients got relief in 4 days. Colicarmin plus drops an Ayurvedic formulation has benefits
like digestive, carminative and spamolytic which gives relief from colic and griping pain, indigestion, flatulence, nausea and diarrhea without any side
effects.
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INTRODUCTION

MATERIAL AND METHODS

Evaluation of Abdominal pain can challenge both parents and the
pediatrician. Possible causes for a child's abdominal pain range
from trivial to life- threatening, with little difference in the
child's complaints 1. The only symptom which they show is
crying every now and then on account of abdominal discomfort
occurring due to flatulence, indigestion, nausea, vomiting or
colic. Colic is a common childhood condition marked by
prolonged episodes of intense crying, in almost 10-30% of
newborn babies usually during the evening hours2. Some other
problems commonly occurring with babies are diarrhea i.e.
increased frequency and water content of stools, gas, indigestion
which is associated with chronic relapsing gastrointestinal
problem. It is important to distinguish colic from specific
disorders that can produce abdominal pain or cramping and
prolonged crying, including infection, food allergies, or intestinal
obstruction. If no physical causes can be found, colic is usually
the diagnosis3. Some of the possible causes of colic are
abdominal discomfort and intestinal gas (e.g., caused by
abnormally rapid digestion [hyper peristalsis], or high levels of
intestinal hormones, such as mottling), Allergy or intolerance to
breast milk, hunger or overfeeding, immature digestive system or
central nervous system, oversensitivity to stimulation (e.g.,
activity, excitement, anxiety) etc.

Patients: A total of 75 patients were enrolled for the clinical
trial and all the patients completed the study.

Some of the herbs have tendency to cure infantile abdominal
problems some of which are listed in (Table 1). 4-5

Inclusion criteria: From among 75 patients 40 had problems
of colic and griping pain, 15 suffered from indigestion, 9 had
flatulence problem and the rest 11 suffered from diarrhea during
teeth eruption (Table 2). All infants and children aged between 3
months to 5 years, suffering from abdominal colic with
associated spasmodic abdominal pain and griping, bloating of
abdomen and excessive crying were included in the study.
Exclusion criteria: Those infants or children who were having
severe vomiting and diarrhea, and those suffering with extreme
systemic disorder were excluded from the study. Composition of
Colicarmin plus drops is given in Table 1.
Procedure: The study was an open, non- randomized and noncomparative, phase III clinical trial, conducted as per the ethical
guidelines of Declaration of Helsinki. The study was carried out
at Radhika Maternity home, Kalavad road, Nalanda corner,
Rajkot.
Pretrial clinical examination: The history was noted by
interviewing the parent/guardian. Thorough clinical examination
and symptomatic evaluation was carried and noted down in the
CRF. Parents/guardians of the patient were advised to
administer the drug at a dose given below in table 3.
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Table 1: Colicarmin Plus drops Composition
Herbs
Soya (Peucedanum graveolens)

Use
Relaxes the smooth muscles in the intestine and helps to relieve colicky
abdominal pain
Dysentery and digestive disorders
Abdominal disorders
Clears constipation
Soothe stomach pain, stimulate appetite, curb nausea, motion sickness and
diarrhea
Intestinal gas and Stomach upset
Used in dyspepsia and abdominal disorders
Used in abdominal disorders
Relieve problems associated with colic
Stomach disorders
Excipients
Excipients

Sukshma Ela (Elettaria cardamomum)
Kanta karanj (Ceasalpinia bonducella)
Sovarchal (Unaqua sodium chloride)
Kulianjan (Alpinia galangal)
Hing (Ferula foetida)
Saindhav (Sodii chloridum)
Nimbu ka Sat (Citrus medica)
Saunf (Anethum foeniculum)
Nagarmoth (Cyperus scariosus)
Flavoured Sugar Syrup Base
Colour: Sunset Yellow FCF & Carmosine

Quantity/ml
8.00 mg
6.00 mg
4.00 mg
4.00 mg
1.00 mg
2.00 mg
2.00 mg
2.00 mg
0.750 mg
0.500 mg
Q.S.

Table 2: Classification of Patients according to the observed symptoms for the treatment with Colicarmin Plus Drops
Indications
Colic and Griping
Indigestion
Flatulence
Diarrhea during teeth eruption
Total

Number of Patients
40
15
9
11
75

Table 3: Age group of Number of Patients and the given dose
Age
Infants below 6 months
6 months to 1 year
1 year to 3 years
3 years to 5 years

Number of Patients
25
25
20
5

Dose Recommended
1-4 drops
4-5 drops
5-6 drops
6-10 drops

Duration
4-6 times a day
4-6 times a day
4-6 times a day
4-6 times a day

RESULTS
Table 4: Relief in the abdominal disorders after consuming Colicarmin Plus Drops
Indications

Total
number of

Colic and griping pain
Indigestion
Flatulence

Patients
40
15
9

Number of Patients getting relief at different time intervals after consuming Colicarmin Plus drops

5 min
30
4
4

15 min

30 min

24 h

48 h

72 h

96 h

120 h

33
5
6

37
6
7

39
10
8

39
12
0

40
13
0

0
0
0

0
0
0

All patients were followed-up at the end of treatment on day 7 and symptomatic evaluation and clinical examination was done, along
with recording of any adverse events
Table 5: Relief in diarrhea during teeth eruption after consuming Colicarmin Plus drops
Indications
Diarrhea during teeth eruption

Total number of Patients
11

During the study more than 50% symptomatic relief was
observed in just 5 minutes in case of Colic and griping pain and
for Flatulence relief was observed within 15 minutes. In case of
indigestion relief was obtained within 24 hours, while in case of
diarrhea during teeth eruption more than 85.00% relief was
obtained within 7 days. The other compla ins o f na usea and
vomiting was also reduced by using Colicarmin Plus drops.

Number of Patients getting relief
2 days
4 days
7 days
4
7
10

It has been predicted that colic in children could be due to
intolerance towards cow’s milk, swallowing of air, transient
lactase deficiency, tummy trouble, reflux heartburn due to
stomach acid and milk flowing back into the windpipe, a
growing digestive system with muscles that often spasm, gas,
hormones that cause stomach aches or a fussy mood,
oversensitivity or over-stimulated by light, noise, etc., a moody
baby or a still-developing nervous system 6-9.

DISCUSSION
Colic usually appears a few weeks after birth and carries on
until the baby is about three to four months old. Even though
the baby may scream for all he/she is worth, colic is not
dangerous or harmful. Experts say colic has no long-term
effects and a baby with colic will gain weight and feed
normally.

CONCLUSION
The study carried out on 75 patients with prescribed dosage of
Colicarmin Plus drops showed that more than 50% patients got
relief in just 4 days. A significant relief from colic and griping
pain, indigestion, flatulence and diarrhea during teeth eruption
were observed. Excessive crying due to abdominal pain also
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subsided. Thus Colicarmin plus drops offers many advantages
like digestive, carminative and spasmolytic which gives relief
from colic and griping pain, indigestion, flatulence, nausea and
diarrhea without any side effects. The excellent result of this
formulation is due to the blend of herbal ingredients present in
it. Each and every ingredient present in this formulation is
proved for their effectiveness in various abdominal disorders.
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