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ABSTRACT

It is a randomized, open label comparative study between Pyridium and Cystone to asses the analgesic efficacy in treating burning
micturition & pain during voiding of urine with in 48 hours of diagnosis of uncomplicated urinary tract infection. Materials and methods: The
study comprises 80 patients divided into 3 groups. Patients in first group (Pyridium alone) -treated with dose of 200 mg tid over 48 hrs
period beginning at the time of diagnosis. Total dose of 1200 mg of pyridium is administered in the first group. In the second group ( Pyridium +
antibiotics) (ciprofloxacin,doxycycline) --- were administered. In the third group two tablets of Cystone were administered tid for a period of 48
hrs. Results: Satisfactory response is seen in pyridium with antibiotic group showing 91% reduction in burning micturition and 89% reduction in

pain during voiding of urine as compared to cystone. Conclusion: Pyridium when administered with antibiotics is efficacious as short term

analgesic in treatment of uncomplicated urinary tract infections.
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INTRODUCTION

Urinary tract infections are quiet common in clinical practice. The
associated symptoms are burning micturation, pain during voiding
and increased frequency of urination. Phenazopyridine (Pyridium)
acts as urinary tract analgesic. It has mostly been studied in animal
models , but they may not be very representative of humans!! Rat
models have shown its half-life to be 7.35 hours [2l and that it is
excreted 40% hepatically!?! .It is known that the chemical has a
direct topical analgesic effect on the mucosa lining of the urinary
tract. It is rapidly excreted by the kidneys directly into the urinelt
Hydroxylation is the major form of metabolism in humans,!l and
the azo ring is usually not cleaved!!] On the order of 65% of an oral
dose will be secreted directly into the urine chemically unchanged .

Side effects of Phenazopyridine

This drug frequently causes a distinct color change in the urine,
typically to a dark orange to reddish color .Other such side effects
include fever ,confusion, shortness of breath , and swelling of the
face, fingers, feet, or legs. Long-term use may cause yellowing of
nails®- Phenazopyridine should be avoided by people with glucose
6 phosphate dehydrogenase defeciency4 [5116] because it can cause
hemolysis (destruction of red blood cells ) due to oxidative stress 7]
Since phenazopyridine discolors the urine, it interferes with the
standard urine dipstick test done in a physician's office, especially
the leukocyte esterase parameter-8]

Cystone

It is an herbal formulation which maintains composition of urine
and is use to treat burning micturation, recurrence of urinary tract
infections!!

Cystone causes disintegration of the calculi and the crystals by
acting on  the mucin which binds particles together. Cystone's
antimicrobial activity is beneficial in the prevention of urinary tract
infections associated with urinary stones and crystalluria. Cystone's
antispasmodic and anti-inflammatory  activities relieve ureteric
colic and alleviate symptoms of painful and burning micturition.

Contraindications - There are no contraindications for the use of
Cystone

Special precautions - Special precautions are to be exercised in
patients with kidney liver & heart impairement.

Side effects - Cystone does not produce any side effects, if taken as
per the prescribed dosage.

Drug interactions - No clinically or biochemically significant drug
interactions have been reported with use of cystone.

MATERIALS AND METHODS

Present study was conducted on 80 patients of uncomplicated
urinary tract infection who attended out patient department (Rural
health center, Bhaskar General hospital, Moinabad), during the
period of September 2008 to March 2010.

Inclusion criteria

Male, female patients above 18 years. Patients able to give informed
consent Patients of uncomplicated UTI (must have either cystitis or
urethritis). Patients with positve urine dip stick test showing
nitrates and leucocyte esterases. Patients must have pain and
burning sensation.

Exclusion criteria

Any diagnosis that is not an uncomplicated UTI. Patients sensitive to
these drugs on prior use.. Patients of child bearing age, pregnant
women, lactating women. Subjects unable to comprehend informed
consent. Patients with G6PD deficiency and hemolytic anemias.

Study design: 80 patients both male and female of uncomplicated
UTIs were randomly enrolled into the study for a period of 48
hrs. The patients had burning micturition and pain during voiding of
urine as chief complaints. These patients were divided into three
groups. Phenazopyridine group (comprising 35 patients),
Phenazopyridine with antibiotic (comprising 25 patients),
Appropriate  antibiotics  like Doxycycline,  Ciprofloxacin  are
administered.Cystone group (comprising 20 patients). Thorough
investigations were done on the patients and baseline recording of
symptom  assessment questionnaire was taken from the patients
before administering the drugs.

Dosage regimen: In the first and second group 200mg of
phenazopyridine was administered tid over 48 hrs period beginning
at the time of diagnosis. Total dose of 1200 mg is administered. In
the second group antibiotics are added. In the third group two
tablets of Cystone were administered tid for a period of 48
hrs. Symptom assessment questionnaire was taken from patients at
baseline (before drug administration) and were repeated at 24 and
48 hrs and results were compared.

Investigations: Urine dipstick test for nitrates and leucocyte
esterases.

Complete urine examination.
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Complete Blood picture
Blood Urea Nitrogen.

Serum creatinine.
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The patients are asked to circle the score while recording. Out of
60patients of pyridium group 35 patients were in pyridium alone,
group-1 ,25 were in pyridium with antibiotic group-2 & 20 in
cystone group group -3. All were suffering with moderate to severe

symptoms at the beginning of therapy.

ECG
The patients are asked to fill the following questionnaire
Please indicate the following Did not have Mild Moderate Severe
Burning sensation 0 1 2 3
Pain during voiding 0 1 2 3
Frequency of urination 0 1 2 3
Low back pain 0 1 2 3
Baseline score
Pyridium alone Pyridium with antibiotic Number of patients25 Cystone
Number of (Group-2) Number of patients20
patients35(Group-1) (Group-3)
Burning sensation Score 2&3 Score 2&3 Score 2&3
Pain during voiding Score 3 Score 3 Score 3
Frequency of Score2&3 Score2&3 Score2&3
urination
Low back pain Score2&3 Score2&3 Score2&3
Values at 24 hrs- % cured
Pyridium alone Pyridium with antibiotic(25) Cystone(20)
Out of (35) patients (Group-2) (Group-3)
(Group-1)
Burning sensation 30% 51% nil
Pain during voiding 60% 63% 2%
Frequency of urination 50% 52% 3%
Low back pain 30% 40% nil
Values at 48 hrs - % cured
Pyridium alone Pyridium with Cystone Out of 20pts
Out of 35 pts Antibiotic out of 25 pts (Group3)
(Group1) (Group2)
Burning sensation 73% 91% 53%
Pain during voiding 80% 89% 44%
Frequency of urination 66% 83% 51%
Low back pain 70% 80% 30%

Statistical data

P” VALUE significant

Positive correlation seen withP <0.05 in group 1&2.
Positive correlation seen withP <0.05 in group 2&3.

Observation

Out of 60 patients on pyridium therapy 43 were female & 17 were
male 35 patients were on pyridium alone and 25 patients on
pyridium with antibiotic , after 48hrs 73%(n-25 patients)
reduction is seen case of burning micturition in group-1 and
91% ( n-23 patients) in group-2. Patients on cystone therapy group-
3 had relief of symptoms of burning micturition by 53% (n-10
patients.) Reduction in pain during voiding was seen by 89% in -
group2, Frequency of burning micturition 83% group-2 Lowback
pain 80% in group-2 Group 2 shows high reduction in symptoms
compared to groupl & 3. No adverse effects were reported during
the study.

RESULTS

Our study shows that marked reduction in urinary symptoms of
burning micturition & pain is seen in pyridium group with antibiotic
when compared to pyridium group alone& cystone group.

CONCLUSION

As we see satisfactory response ,Pyridium is very useful as adjuvant
to antimicrobial therapy in uncomplicated urinary tract
infection. Highly efficacious as short term analgesic to relieve pain &

burning micturition as compared to cystone in uncomplicated
urinary tract infections.
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