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Abstract

richomoniasis is a common infection worldwide. It is found in
approximately 50% of the patients who complain of vaginal discharge and over
200 million people worldwide become infected every year with it. Literature
reports show highly divergent prevalence rate of trichomoniasis in different
countries and even in different geographical regions. The World Health
Organization has estimated that this infection accounts for almost half of all
curable infections worldwide. In spite of the wide prevalence of this disease, the
choice of treatment available in western is limited and the recurrence rate is very
high after the treatment and symptomatic relief. Tibb-e-Unani claims to possess
a number of effective and safe therapeutic agents which are used commonly in
the treatment of trichomoniasis however the scientific data validating their efficacy
are very few. Therefore, in the present study an attempt has been made to
evaluate a pharmacopoeial Unani preparation viz. Marham Dakhliyun on 60
patients for its efficacy in the management of trichomoniasis. The ointment was
locally applied over vaginal mucosa and fornices in a dose of 5 gm, at bed time,
for 14 days. Patients treated with test drug showed 86.6% reduction in important
clinical features such as abnormal vaginal discharge, pruritus vulva and
trichomonas in wet mount examination. The findings suggested that Unani drug
Marham Dakhliyun is effective in the treatment of trichomoniasis.

Keywords: Unani drug Marham Dakhliyun, Trichomoniasis, Vaginal discharge,
Pruritus vulva.

Introduction

In clinical practice, trichomoniasis is the most common and important vaginal
infection in women. It is found in approximately 50% of the patients who complain
of vaginal discharge. It occurs at any age from birth onwards but most often in
the young adults (Kumar and Malhotra, 2008). Scientific reports show highly
divergent prevalence rates of trichomonas in different countries and even in
different geographical regions (Say and Jacyntho, 2005). The World Health
Organization has estimated that this infection accounts for almost half of all
curable infections worldwide (Schwebke and Burgess, 2004). The complications
associated with trichomoniasis in women include various inflammatory conditions,
cervical erosion, cervical cancer and infertility. Premature rupture of the placental
membranes, contributing to premature labour, and low birth weight babies are
known perinatal complications. Increased risk of HIV infection due to
trichomoniasis is seen in both sexes (Cudmore et al., 2004). It is caused by an
ovoid/pear shaped, actively motile, flagellated parasite i.e. Trichomonas vaginalis
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that is a protozoon, slightly larger than a leucocyte and is anaerobic (Dutta, 2001;
Dawn, 2001). Unani medicine postulates that it occurs following the changes in
the quality or/and quantity of Phlegm (Balgham) in the body especially in pelvic
region. Phlegm is described to be synthesized in liver and used by the organs
as it is one of the important components of the humour, necessary to maintain
the homeostasis. However in case its quality or quantity is compromised anyhow
it becomes a source of diseases and may also serve as a medium for infection
(Ahmad et al., 2011). Trichomoniasis in Unani literature has been further
described to be a type of Sailanur Rahem characterized with excessive uterine
discharge. It has been described that ufunat (infection) in the uterus leads to
weakening of Quwate Hazema (digestive faculty) of urooqge haiz and
predominance of Akhlate Arba are responsible for Sailanur Rahem (lbn Sina,
2007). Majoosi (1889) described that Zofe Quwate Jazeba (weak retentive
power), excess of waste in the body and predominance of Akhlat Arba are the
causative factors of Sailanur Rahem. Some other Unani physicians have
described that Sailanur Rahem is caused by Zofe Quwate Ghazia of Rahem
along with predominance of Akhlate Arba and accumulation of waste material
in the body (Ibn Hubal, 2007; Jurjani, 1903; Kabiruddin, 2003). Two approaches
of treatment are usually adopted by Unani physicians. In case of chronic and
recurrent cases of trichomoniasis both systemic and local drugs are used to
normalize the quality of phlegm in the body and to improve the symptoms
however in acute day to day cases local application is considered sufficient. If
treatment with local application of medicament fails then both oral and local
treatment is given simultaneously. The choice of treatments available in modern
medicine are comparatively few. Even the drugs available for the purpose are
reported to cause side effects and often fail to cure the disease completely. The
disease is usually treated with Metronidazole, a 5-nitroimidazole drug derived
from the antibiotic azomycin. Common adverse reactions of Metronidazole are
usually mild, although some patients do have reactions severe enough to
necessitate halting Metronidazole therapy (Cudmore et al., 2004). Such a
situation warrants some alternative arrangement for the treatment of
trichomoniasis. There are a number of safe and effective drugs in Unani system
of medicine that have been described to be effective in trichomoniasis, vaginitis
and Sailanur Rahem etc. However, many important drugs used extensively in
trichomoniasis by Unani physicians have not been scientifically evaluated for their
efficacy and safety. One such Unani pharmacopoeial preparation Marham
Dakhliyun (ointment), is described to be effective in the conditions mentioned
above (Kabiruddin, 1978) and is commonly used by Unani physicians in
gynecological practice. Therefore present study was designed to study the
efficacy of Marham Dakhliyun in the management of Sailanur Rahem
(Trichomoniasis).
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Materials and Methods

Marham Dakhliyun, manufactured and marketed by Dehlavi Remedies, New
Delhi (Kabiruddin, 1978), was procured from local agency of Malegaon. The
ingredients of Marham Dakhliyun are given in Table 1.

The patients who visited the OPD of Department of limul Qabalat wa Amraz-e-
Niswan, Mohammadia Tibbia College and Assayer Hospital, Mansoora, Malegaon
during 2013-14, were screened for the presence of Trichomonas vaginalis on
the basis of clinical signs and symptoms. The diagnosis of screened patients
was however confirmed after pathological investigation.

After taking the informed consent, 60 diagnosed patients of 18-45 years of age
were included in the study. They were informed about the disease, examination
to be performed and type of treatment. The patients suffering from candidiasis,
chlamydial vaginitis, diphtheritic vaginitis, granular vaginitis, bacterial vaginitis,
senile vaginitis, emphysematous vaginitis, vaginitis adhaesiva, neoplasm of cervix
or vagina or any other systemic disease were excluded from the study. The
permission of Institutional Ethics Committee (IEC) was taken prior to the initiation
of the study. The patients were divided into two groups of 30 patients each with
the help of computer randomized tables/ numbers. The patients in group |, serving
as standard control were treated with Metronidazole in a dose of 400 mg, twice
a day for one week, orally. While the patients in group I, were treated with
Marham Dakhliyun in a dose of 5 gm, intravaginally, once a day at bed time for
two weeks.

Before and after the treatment, specific investigations such as ‘Vaginal pH
Determination’, ‘Amine (Whiff) test’ and ‘Saline Wet Mount Examination of Vaginal
Discharge’ were done to confirm the diagnosis and to use as objective
parameters for the assessment of the efficacy. The pH was measured (Khan,

Table 1: Ingredients of Marham Dakhliyun

S.No. [ Name of Ingredients Scientific Name Quantity
1 Roghan Zaitoon Olea europaeae 140 gm
2 Murdarsang Mono Oxide of Lead 70 gm
3 Tukhm-e-Khitmi Althea officinalis 23.3 gm
4 Tukhm-e-Marwa (Kanocha) Phyllanthus maderaspatensis 23.3 gm
9 Tukhm-e-Katan Linum usitatissimum 23.3 gm
6 Aspaghol Plantago ovata 23.3 gm
7 Methi Trigonella foenum-graecum 23.3 gm
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2007) by using a Ranbaxy pH indicator paper with a range of 4.5 to 7 with distinct
colour keys to 4.5, 5, 5.5, 6, 6.5 and 7. The paper was applied to the anterior
vaginal fornix to avoid contamination with cervical mucus. The colour developed
on the moistened paper was matched with the colour scale provided. The amine
test (Egan and Lipsky, 2000) was performed by adding 2 to 3 drops of 10% KOH
directly to swab or to the discharge on the speculum; release of fishy or amine
odour was recorded as positive Amine or Whiff test. Differentiation between
bacterial vaginosis and trichomoniasis depends on microscopic evaluation of
material recovered from the vagina. The most useful approach for evaluation in
the clinical setting is the wet mount. A drop of vaginal discharge was collected
by a pipette or swab from the posterior vaginal fornix and placed on a clean
warm glass slide. Two drops of normal saline were added and mixed with the
vaginal discharge. A glass cover slip was placed over it. The wet film was
immediately examined under the microscope (HPF 45X). The Trichomonas
vaginalis were recognized by their shape, size and their nozing and rotatory
movements. The presence of large numbers of polymorphonuclear eucocytes
(PMNs) supports the diagnosis of trichomoniasis (Rein and Liang, 1999). The
presence of parasite was recorded in the Case Record Form. The clinical features
were graded on point scales and the changes were noted in CRF on every follow

up.

The patients were advised for weekly follow up and abstinence was advised and
no concomitant therapy was allowed during the period of treatment. At each visit
the patients were examined carefully to assess the different parameters. Each
patient underwent per vaginal examination in lithotomy position after general and
systemic examination. Tenderness of vaginal wall and straw berry appearance
of vagina and cervix was recorded by per speculum examination.

Scoring system for overall evaluation of each patient was done. The vaginal
discharge was graded (Mirza et al., 2011) as none (-) for no discharge, mild (+)
for normal moistness of vagina without staining or moistening the underclothes,
moderate (++) for undeniably soiled the underclothes that requires frequent
changing and washing, and severe (+++) that requires the use of absorbent pad.
Pruritus (Akhyani et al., 2005), burning micturition and dysuria (Marickar and
Salim, 2009) were classified as none (-), mild (+), moderate (++) and severe
(+++). Dyspareunia, backache and lower abdominal pain were assessed by visual
analogue scale (Lin et al., 2005) as none (-), mild (+), moderate (++) and severe
(+++). Tenderness and congestion of vaginal wall and straw-berry appearance
of vagina and cervix were also graded as none (-), mild (+), moderate (++) and
severe (+++). The percentage decrease in scores was determined by comparing
the baseline scores with that of post treatment. Finally, recorded findings were
statistically analyzed using Chi square test to determine the significance.
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Results and Discussion

The test drug was studied for its efficacy in the management of trichomoniasis
by observing clinical features and laboratory investigations. The subjective (Table
2) and objective (Table 3) findings were tabulated, analyzed and compared with
the standard drug.

On the day of registration abnormal vaginal discharge was found in all (100%)
the patients included in the study, while after treatment it remained only in
16.66%, and 13.33% of the patients indicating an improvement of 83.33% and
86.66% of the cases in group | and IlI, respectively. Malodour on day zero was
found in 93.33% and 86.66% of the cases in group | and Il, respectively, whereas
after treatment it reduced and was found only in 14.28% and 11.53% of the cases.
Pruritus vulvae on day zero was found in 100% of the patients in each group,
whereas after treatment it reduced and was found only in 16.66% and 13.33%
of the patients thus 83.33% and 86.66% improvement was observed in group |
and Il, respectively. On day zero, dyspareunia was found in 76.66% and 73.33%
of the cases in group | and Il, respectively, whereas it was found absent in 86.95%
and 90.9% of the cases and found present only in 13.04% and 9.09% of the
cases, respectively. Prior to the treatment low backache was found in 60% and
56.66% of the patients in group | and I, respectively, whereas after treatment it
reduced and found only in 11.11% and 11.76% in group | and I, respectively.
The improvement was observed in 88.88% and 88.23%, of the patients,
respectively. On day zero 53.33% of the patients of both the groups reported
pain in lower abdomen, whereas after treatment it continued only in 12.5% and

Table 2: Effect of Marham Dakhliyun on subjective parameters

Symptoms Group | (Standard Control) Group Il (Test)
(Subjective
Parameters) Baseline Post Improvement| Baseline Post Improvement
treatment treatment

No % No % No % No % No % No %
Abnormal vaginal 30 | 100 | 05 |16.66( 25 |83.33| 30 | 100 | 04 |[13.33| 26 |86.66
discharge
Malodour 28 |93.33| 04 |14.28| 24 |[85.71| 26 |86.66| 03 |11.53| 23 [88.46
Pruritus vulva 30 | 100 | 05 |16.66( 25 |83.33| 30 | 100 | 04 |[13.33| 26 |86.66
Dyspareunia 23 |76.66| 03 |13.04| 20 [86.95| 22 |73.33| 02 |9.09 [ 20 [90.90
Low backache 18 60 02 |11.11| 16 |88.88| 17 |56.66( 02 |11.76| 15 |88.23
Pain in lower 16 |53.33| 02 125 | 14 |875 | 16 |53.33| 03 |18.75| 13 |81.25
abdomen
Burning micturition 21 70 03 |14.28| 18 |85.71| 18 60 03 |16.66| 15 |83.33
& Dysuria
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18.75% of the patients in group | and Il, respectively. Prior to the treatment
burning micturition and dysuria were found in 70% and 60% of the cases in group
I and IlI, respectively. The symptoms were found to be reduced significantly as
only in 14.28% and 16.66% of the patients in group | and Il, respectively reported
these symptoms.

On examination, prior to the treatment tenderness of vaginal wall was found in
76.66% and 60% of the patients in group | and Il, respectively, which reduced
significantly after the treatment and was found in 13.04% and 11.11% of the cases
only. On day zero straw berry appearance of cervix and vagina was found in
26.66% and 23.33% of the patients in group | and IlI, respectively. While after
treatment it disappeared totally, showing 100% improvement in both groups. The
pH > 4.5 on day zero, was found in all the patients in each group. 80 %
improvement was observed after the treatment in both the groups. On day zero,
positive amine test was found in 100% of the patients in each group, whereas
after treatment it was decreased and found only in 10% and 16.66% of the
patients indicating an improvement of 90% and 83.33% in group |, Il, respectively.
The examination of slides prepared from vaginal discharge of the patients prior
to the treatment showed Trichomoniasis in 100% of the patients, whereas after
treatment it reduced and was found only in 16.66% and 13.33% of the patients,
respectively indicating significant improvement.

Relief in clinical symptoms along with reduction in microbiological count was
considered as the criteria of efficacy. The cases having relief from abnormal
vaginal discharge along with absence of trichomonas in slide after treatment were
rated as cured, while the patients having no relief in these two findings were
rated as not cured. Complete cure was observed in 83.33% cases in group |
and 86.66% cases in group Il (Table 4).

Table 3: Effect of Marham Dakhliyun on objective parameters

Signs Group | (Standard Control) Group Il (Test)

(Objective

Parameters) Baseline Post Improvement| Baseline Post Improvement
treatment treatment

No % No % No % No % No % No %

Tenderness of 23 |76.66| 3 |13.04| 20 |66.66| 18 60 2 11.11| 16 |88.88
Vagina

Strawberry 08 |[26.66| Nil 0 08 100 | 07 |23.33| Nil 0 07 100
appearance

pH > 4.5 30 100 6 20 24 80 30 100 6 20 24 80

Positive Amine Test 30 | 100 3 10 27 90 30 | 100 5 |16.66| 25 |83.33

Trichomonas in slide 30 100 5 16.66| 25 |83.33| 30 100 4 13.33| 26 |86.66
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Table 4: Cure rate after the treatment

Response Group | (Standard Control) Group Il (Test)
No. % No. %

Cured 25 83.33 26 86.66

Not cured 5 16.66 4 13.33

The findings in respect of different parameters indicated that there was no
statistical difference between the two groups suggesting that the two drugs
produced almost equal degree of response. The findings suggested that local
application of test drug is equally effective as the oral administration of
Metronidazole. Although in Unani medicine both local and oral treatment is
suggested simultaneously to treat the patients of trichomoniasis with the aims
to improve the quality of phlegm that has undergone through derangement and
to improve the local pathology. But only local treatment is also advised commonly
to treat such a condition. Present study indicated that only local application is
also sufficient to cure the majority of the patients. About 13% of the patients were
not cured with the test drug probably because few patients may have required
the local as well as the systemic intervention as the only local treatment may
not be sufficient to negotiate the severity of the disease. The result is in
consonance with the Unani principle of treatment that suggests that the disease
arises following the disturbance in the quality, quantity or composition of the
phlegm (Majoosi, 2005). Trichomoniasis may develop as sequelae of systemic
derangement of phlegm but it may also develop because of its local overthrow
that is frequently compounded with other factors that trigger the pathology. The
cure rate of only 83% may be because of the demand of the nature of
pathological condition for systemic intervention.

Since the trichomoniasis is a disease of Khilt Balgham having the symptoms of
cold and wet temperament therefore it is obvious to treat it with the drugs that
have hot and dry temperament. Most of the ingredients of Marham Dakhliyun
used to treat the disease are attributed to be hot and dry therefore are suitable
for the treatment of trichomoniasis. Its ingredients have been described in Unani
and ethnopharmacological literature to be Qabiz (astringent), Mohallil (anti-
inflammatory), Mufatteh (deobstruent), Mulattif (demulscent), Mujaffif
(dessicative), Munzij (concoctive) Musakkin (analgesic), stimulant and mentioned
to be effective in vaginal discharge and leucorrhoea (Anonymous, 1962;
Anonymous, 2000; Ghani, YNM; Hakeem, 1999; Khan, 1313H; Kirtikar & Basu,
1991; Nabi, 2007; Nadkarni, 1954). Due to these medicinal properties, Marham
Dakhliyun produces constriction in the vaginal wall, absorbs the vaginal
secretions and resolves the discharge and improves the inflammatory condition.
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These symptoms are common in a disease that arises following the ascendance
of phlegm. Marham Dakhliyun was used intravaginally because the vagina not
only secretes; it absorbs water, electrolytes and the substances of low molecular
weight. Absorption and re-absorption are believed to occur mainly in the lateral
recesses of the lower vagina (Jeffcoate, 1975) therefore local application appears
to be appropriate measure to relieve the symptoms locally.

The study clearly showed that the Marham Dakhliyun is very effective in
trichomoniasis, which is evidenced by decrease in the amount of abnormal
vaginal discharge, pruritus, dyspareunia, backache, pain in lower abdomen,
burning micturition and dysuria, tenderness and congestion of vaginal wall,
strawberry appearance, pH and trichomonas in slide. It was further strengthened
by negative amine test. The efficacy of the test drug may be attributed to its
antiprotozoal activity which was almost equal to that of Metronidazole. Thus, the
study validated the therapeutic regimen proposed by Unani physicians and their
age-old practice with the test drug Marham Dakhliyun in the management of
trichomoniasis.

Conclusion

In the light of findings and the discussion it can be concluded that Unani drug
Marham Dakhliyun possesses significant effect against trichomoniasis. Therefore,
it may be used effectively in patients afflicted with trichomoniasis (Sailanur
Rahem) and associated condition.
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