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Background: Pregnant women are more prone to vulvovaginitis which is a great challenge for obstetricians today. In Ayurveda, Upapluta
Yonivyapad described by Acharya Charaka, Sharangadhara, and both Vagbhata can be compared to vulvovaginitis during pregnancy.
Aims: The present study aimed to evaluate efficacy of Dhatakyadi Varti in the management of Upapluta Yonivyapad (vulvovaginitis during
pregnancy). Materials and Methods: A total of 80 female patients in the age group of 19—40 years were registered and divided into two
groups. In Group A (n = 46), Dhatakyadi Varti was inserted intravaginally, and in Group B (n = 34), Clingen vaginal suppository was inserted
intravaginally once at bed time for 14 days. The effect of therapy was assessed on the basis of relief in subjective and objective criteria,
i.e., vaginal smear test. Results: In subjective parameters, such as Yoni Srava, Yoni Kandu, Yoni Vedana, Yoni Daha and Yoni Daurgandhya,
better result was observed in trial Group A receiving Dhatakyadi Varti. Highly significant relief (P < 0.001) was observed in fungal infection,
and significant relief (P = 0.005) was observed in Gram - negative bacterial infection and pus cells in Group A. In Group A, 34.88% patients
had complete remission, marked improvement was found in 34.88% cases, and only 2.32% patients remained unchanged, while in Group B,
33.33% patients reported complete remission, marked improvement was found in 10% cases, and 20% patients remained unchanged. Conclusion:
It was concluded from the clinical trial that Dhatakyadi Varti is highly effective in reducing subjective and objective variables of Upapluta
Yonivyapad and can be introduced as a safe herbal therapy of vaginal discharge during pregnancy.
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detach from tree untimely due to the effect of Krimis (parasites),
Vata and Abhigata, similarly fetus also gets detached due to
the influence of all these factors. Upapluta Yonivyapad has
been described by Acharya Charaka,?! both Vagbhata,?
and Sharangadhara,” but only Acharya Charaka has clearly
mentioned that it is a disease of a pregnant woman, and thus, it
can be compared to vulvovaginitis during pregnancy. According
to Acharya Charaka, when a pregnant woman consumes faulty

Pregnancy is a beautiful phase in women’s life and desire to
have a healthy progeny is innate and very intense in every
living being. Pregnancy is associated with specific anatomical,
physiological, and immunological changes that can predispose
to infection and also alter the response to the disease process.
Some of the infections may be serious and life-threatening for
the mother, while others may seriously jeopardize the fetus

or neonate leaving the mother asymptomatic. Fetal infections
may develop early in pregnancy to produce obvious stigmata
at birth. Alternatively, organisms may colonize and infect the
fetus during labor and delivery. Infection is the most clearly
recognized and more widely studied and responsible for about
20%—40% of all cases of pre-term birth and other complications
such as premature rupture of membranes, chorioamnionitis,
and spontaneous abortion. As per Acharya Sushruta, as fruits
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and also suppresses desire of vomiting and inspiration, then
vitiated Vayu withholding Kapha aftects Yoni and produces
abnormalities such as yellowish vaginal discharge associated
with pricking pain and this condition is known as Upapluta
Yonivyapad ) Acharya Charaka has mentioned Dhatakyadi
Taila™ for Yoni Pichu, for this disease, but in the present study,
the same has been prepared in the Varti form considering
that Varti Kalpana is convenient for patients as it can be
administered by self without much precaution and supervision.

Hence, the clinical study was carried out with the aim to
evaluate and compare the efficacy of Dhatakyadi Varti with
Clingen vaginal suppository in the management of Upapluta
Yonivyapad (vulvovaginitis).

In the present study, patients were selected from the outpatients
Department of Stree Roga and Prasuti Tantra with positive
Trichomonas vaginalis/fungal hyphae/pus cells in the vaginal
smear or Gram-negative organisms in Gram staining were
registered for the trial. A detailed history was taken according
to the proforma specially prepared for this purpose.

The raw drugs for Dhatakyadi Varti [Table 1] were
obtained from Pharmacy of Gujarat Ayurved University and
authenticated in the Pharmacognosy Laboratory of IPGT and
RA. Varti was prepared in the Department of Rasashashtra
and Bhaishajya Kalpana. Table 2 shows the ingredients of
Dhatakyadi Varti.

Dhatakyadi Yavakuta was taken in a big container, and then
eight times distilled water was added and heated till it was
reduced up to V4. Prakshepa Dravya was added into Kwatha
and the solution was stirred for 5 min. Then, gelatin powder
was added into mixture. Whole solution was melted in water
bath and propylparaben sodium salt was added. Heat was
constantly supplied and the solution was continuously stirred
until a homogeneous mixture was obtained; then, it was poured
into suitable chilled molds. After the drug settled, it was kept
in refrigerator for 15 min and then it was packed into sterile
plastic packets.

The study had a due clearance from the Institutional Ethics
Committee (Ref. PGT/7-A/Ethics/2013-14/1767, dated
10/09/2013) and CTRI registration was done (CTRI Number:
CTRI/2015/05/005747). Before initiation of the study,
informed written consent was taken from each patient. Patients
were asked to withdraw their name from the study at any time
without giving any reason if they wish.

For this clinical trial, an open-labeled randomized standard
control interventional method was adopted.
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Table 1: Ingredients of Dhatakyadi Yavakuta

Drug Botanical name/chemical  Part used Ratio
constitute
Dhataki Woodfordia fruticosa Kurz. Dried flower 1 part
Amalaki Phyllanthus emblica Linn. Dried fruit 1 part
Srotanjana Sb,S, Powder -
Madhuka Glycyrrhiza glabra Linn. Dried root 1 part
Utpala Nymphaea stellata Willd. Dried leaves 1 part
Jambu Syzygium cumini Linn. Dried seed 1 part
Amra Mangifera indica Linn. Dried seed 1 part
Kasisa FeSO,.7H,0 Powder -
Lodhra Symplocos racemosa Roxb. Stem bark 1 part
Kataphala Mpyrica esculenta Buch. Dried fruit 1 part
Tinduka Diospyros peregrina Stem bark 1 part
Guerke.
Saurashtrika KAI(SO,), 12H,0 Powder -
Dadima Punica granatum Linn. Dried fruit 1 part
bark
Udumbara Ficus glomerata Roxb. Dried fruit 1 part

Table 2: Ingredients for each Dhatakyadi Varti of 3 g

Ingredients Quantity required
Dhatakyadi Yavakuta 0.60 g
Distilled water 4.80 ml (8 times)
Gelatin powder 03¢g
Propylparaben sodium salt 0.02¢g
Prakshepa Dravyas 0.02¢g

1. The pregnant women belonging to age group from 19
to 40 years having clinical features such as Yoni Srava
(vaginal discharge), Yoni Kandu (itching vulva), Yoni
Daha (burning sensation in vagina), Yoni Vedana (pain
in vagina), and Yoni Daurgandhya (foul smell in vagina)

2. White discharge or inflammation present during Speculum
examination

3. Presence of either of Trichomonas vaginalis, fungal
hyphae, and pus cells in the vaginal smear or Gram-negative
organisms in Gram staining.

1. Nonpregnant women

2. Pregnant women having age below 19 years or above
40 years

3. Hypersensitivity to drug and inability to confine to the protocol

4. Women with severe physical illness, any systemic disease
such as diabetes mellitus, any organic pathology or
hepatic, cardiac, renal disease, or any acute infection

5. History of sexually transmitted diseases or/and of human
immunodeficiency virus (HIV).

1. Routine hematological examination such as complete
blood count and urine routine and microscopic examination
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were carried out before and after the course of treatment

2. Biochemical test, i.e., fasting blood sugar and serological
test such as S. venereal disease research laboratory (VDRL)
and S. HIV were carried out in all the patients before
starting the course of treatment.

3. Specific investigations such as vaginal pH, vaginal smear,
and Gram staining tests were carried out before and after
the course of treatment.

In Group A, Dhatakyadi Varti (each of 3 g) was inserted
intravaginally once at bed time for 14 days, and in Group B,
Clingen vaginal suppository (clotrimazole 100 mg, clindamycin
100 mg) was inserted intravaginally once at bed time for 14 days.

*  The improvement in the patient was assessed on the basis
of reliefin the signs and symptoms of the diseases such as
Yoni Srava, Yoni Kandu, Yoni Vedana, Yoni Daha and Yoni
Daurgandhya and a special scoring pattern was adopted
for this.

Assessment of the therapy was carried out by comparing the
before treatment and after treatment changes of vaginal pH,
vaginal smear, and Gram staining test.

After completion of course, patients were advised to report
every 15 days for 1 month.

If <25% changes were found in sign and symptoms of
disease, then it was considered as no change in condition,
like wise changes of 26%-50% were considered as mild
improvement, changes of 51%—-75% were considered as
moderate improvement, changes of 76%-99% were considered
as marked improvement, and 100% relief was considered as
complete remission in disease condition.

Wilcoxon signed-rank test for nonparametric paired data,
paired ¢-test for quantitative parametric paired data, and
unpaired #-test for quantitative unpaired data were used. The
results were interpreted at the level of P> (.05 as insignificant,
P < 0.05 as significant, P < 0.001 as highly significant, and
P <0.0001 as extremely highly significant.

A total of 80 patients of Upapluta Yonivyapad (Vulvovaginitis
during pregnancy) were registered. Among them, 46 patients
were registered in Group A and 34 patients were in Group B.
A total of 73 patients completed the course of treatment while
seven patients left the course of treatment (3 patients from
Group A and 4 patients from Group B). In the present study,
maximum numbers of patients, i.e., 68.75%, belonged from
the age group of 25-30 years. Maximum numbers of patients

i.e., 76.25% were Hindu, 87.5% were homemakers, 66.25%
patients were from lower middle class, and 73.75% of patients
were from the joint family. 82.5% of patients belonged to urban
area. 62.5% patients had second-trimester pregnancy. 72.5%
patients were vegetarian. In diet, 81.25% of patients were
consuming Madhura Rasa while 70% were consuming Katu
Rasa. Mandagni and Vishamagni were observed in 33.75% and
31.25% of patients, respectively. 47.5% patients were having
habit of Vishamashana and 21.25% patients were having
the habit of Adhyashana. 38.75% of patients were addicted
to tea while 08.75% of patients were addicted to tobacco.
Divaswapa (day sleep) was observed in 75% of patients, 56.25%
of patients had the history of intercourse 1-2 times/week and
Chhardi Nigrahana (suppression of vomiting) was found in
58.75% of patients. Among the chief complaints, maximum
numbers of patients, i.e., 100% patients, had complaint of Yoni
Srava (vaginal discharge). Yoni Kandu was found in 58.75% of
the patients, Yoni Vedana and Yoni Daha were found in 37.5%
and 13.75% of cases, respectively. Pandu Pichchhila Yoni
Srava (white mucoid discharge) was present in 71.25% of cases,
Dadhivat Yoni Srava (curd like discharge) was present in 25%
of cases, and Jaliya Yoni Srava (watery discharge) was present
in 3.75% of cases. Among the associated complaints, 51.25%
patients had complaint of Katishula (backache), 40% patients
had Mutradaha (burning micturition), and 26.25% patients
had complaint of Udarashula (abdominal pain). On the basis
of per speculum examination, vaginitis was observed in 60%
of cases, while vulvitis and cervicitis were observed in 43.75%
and 15% of cases, respectively. In vaginal pH test, most of the
vaginal samples, i.e., 31.25%, indicated vaginal pH 6.0 (acidic)
while 28.75% indicated vaginal pH 7.0 followed by 20%, 10%,
8.75%, and 1.25% of vaginal samples indicated 3.0, 4.0, 5.0, and
8.0 (alkaline) vaginal pH, respectively. In vaginal smear test and
gram staining, pus cells were observed in 100% cases, fungal
hyphae was found in 35% of cases, and Gram-negative bacteria
organism was found in 92.5% of cases. During follow-up,
5 patients in Group A and 12 patients in Group B had complaint
of recurrence of vaginitis within 1 month.

In symptom of Yoni Srava, better percentage of relief, i.e., 87.5%
was found in Group A compared to control group, i.¢., 49.15%,
and this value is statistically highly significant (P < 0.001).
Yoni Kandu was better relieved, i.e., 91.07% in Group A
than in Group B, i.e., 64%. These comparative data were
statistically highly significant (P < 0.001). Better percentage
of relief, i.e., 87.88%, was found in Group A in relieving Yoni
Vedana compared with the Group B, i.e., 50%, which was
statistically highly significant (P < 0.001). In relieving Yoni
Daha and Yoni Daurgandhya, Group A showed better results,
i.e., 84.61% and 90%, respectively, than that of Group B which
is 57.14% and 70%, but these findings were not statistically
significant (P > 0.05) [Table 3 and Graph 1].

Better percentage of relief was found in Group A in relieving
Katishula, Udarashula, and Mutradaha, i.e., 50%, 47.37%, and
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94.12%, respectively, when compared with the control group,
i.e., 23.08%, 40%, and 72.22%. This value was statistically
insignificant (P > 0.05).

One hundred percent relief was found in vulvitis in Group A and in
control group, i.e., 62.5%. Vaginitis was better relieved in Group A,
i.e., 96%, than in Group B, i.e., 87.5%, [Table 4 and Graph 2].

Fungal infection was better relieved in Group A, i.e., 78.12%, than
in Group B, i.e., 50%, and the difference of effect between the
groups was statistically insignificant (P=0.187). Better percentage

100

of relief was found in Group B in relieving bacterial infection,
i.e., 50%, when compared with the Group A, i.e., 17.33%, and it
was statistically insignificant (P = 0.002). Better percentage of
relief was found in Group B in relieving pus cells 87.5% when
compared with the Group A, i.e., 50%. This value was statistically
insignificant (P = 0.515) [Table 5 and Graph 3].

In the trial group, 15 patients (34.88%) got complete
remission and 15 patients (34.88%) had marked improvement.

120
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Graph 1: Comparative effect of Group A (7 = 43) and Group B (7 = 30)
on chief complaints of the patients of Upapluta Yonivyapad

Graph 2: Comparative effect of Group A (7 = 43) and Group B (7 = 30)
on gynecological examination of the patients of Upapluta Yonivyapad

Table 3: Comparative effect of Group A (n=43) and Group B (7=30) on chief complaints of Upapluta Yonivyapad

Chief complaints df Percentage of relief Mean difference t P Significance
Group A Group B

Yoni Srava (vaginal discharge) 71 87.5 49.15 0.824 4.859 <0.001 HS

Yoni Kandu (itching vulva) 44 91.07 64 0.933 5.939 <0.001 HS

Yoni Vedana (vaginal pain) 31 87.88 50 0.864 4225 <0.001 HS

Yoni Daha (burning sensation in vagina) 9 84.61 57.14 0.571 1.144 0.282 IS

Yoni Daurgandhya (foul smell in vagina) 15 90 70 0.125 0.451 0.658 IS

df: Degree of freedom, HS: Highly significant, IS: In significant

Table 4: Comparative effect of Group A (n7=43) and Group B (7=30) on gynecological examination of the patients of

Upapluta Yonivyapad

Gynecological parameters df Percentage of relief
Group A Group B
Vulvitis 26 100 62.5
Vaginitis 39 96 87.5
Tenderness (during P/S examination) 31 87.88 50
Foul smell (during P/S examination) 15 100 70

Mean difference t P Significance
0.425 3.082 0.005 S
0.0850 0.764 0.449 IS
0.864 4.225 <0.001 HS
0.236 0.970 0.347 IS

df: Degree of freedom, S: Significant, IS: In significant, HS: Highly significant, P/S: Pelvic/speculum

Table 5: Comparative effect of Group A (n=43) and Group B (n=30) on vaginal smear test of the patients of Upapluta

Yonivyapad

Vaginal smear test df Percentage of relief
Group A Group B

Fungus 23 78.12 50

Gram-negative bacteria 66 17.33 50

Pus cells 71 50 87.5

IS: In significant, S: Significant, df: Degree of freedom
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Mean difference t P Significance
0.470 1.359 0.187 IS
-0.625 -3.224 0.002 S
0.116 0.654 0.515 IS
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While 8 patients (18.60%) were found with moderate
improvement, 4 patients (9.30%) with mild improvement,
and 1 patient (2.32%) remained unchanged. In the Clingen
vaginal suppository group, 10 patients (33.33%) had
complete remission and 3 patients (10%) had marked
improvement, while 3 patients (10%) had moderate
improvement, 8 patients (26.66%) had mild improvement, and
6 patients (20%) remained unchanged [Graph 4].

On the basis of all clinical features and principles of treatment,
Upapluta Yonivyapad seems to be nearer to vulvovaginitis
during pregnancy. Acharya Charaka has mentioned
Dhatakyadi Taila for Yoni Pichu, but in this present study,
the same drug has been used in the Varti form. Varti Kalpana
is convenient for patients to administer by own, and there
is no need of any precaution and supervision. As in modern
science, vaginal suppositories are of fixed dose, to resemble
that parameter vaginal suppositories were prepared.

Most of the drugs of this Yoga have Kashaya Rasa,
Ruksha Guna and Kapha Dosha Shamaka properties.
They have been reported as Stambhaka™'5 (styptic),
Garbhashayashothahara (anti-inflammatory),-10:12.15-181
Kandughna'**'7-1°1 (antipruritic), Twagdoshahara!®*'°
(dermatic), Krimighna'®'-'*#2% (anthelmintic), antibacterial,/*!"1%]
antifungal,**'17] and antimicrobial®'®! [Chart 1].

In the present study, maximum numbers of patients were from
the age group of 25-30 years. This indicates that this disease
is a common problem of active reproductive life.?!) Most of
patients were from lower middle class; these people cannot get
proper diet and hygienic environment. Hence, the chances of
infection are higher in lower strata. Most of patients were of
second trimester; this suggests that during second trimester,
decreased immunity causes decreased local defense mechanism
which is also responsible for growth of microorganism.
According to Acharya Charaka, 5" month onward Garbhini
becomes emaciated, suffers from loss of strength, and feels
excessively exhausted.”” Most of patients had the history
of intercourse 1-2 times/week. It is mentioned in Ayurvedic
classics that Atimaithuna (excessive sexual intercourse) is one
of the important causative factor for all Yonivyapad and during
pregnancy is prohibited by Acharyas.?>**

Results of clinical study suggest that Dhatakyadi Varti is much
more effective to treat fungal infection compared to clingen
vaginal suppositories. In bacterial infection, control group
shows better relief compare to Dhatakyadi Varti trial group.
Recurrence rate is also low in Dhatakyadi Varti trial group,
and it can definitely become effective herbal formulation to
treat vulvovaginitis during pregnancy.

Upapluta Yonivyapad is the disease of the pregnant women
which produces untowards outcomes if left untreated.

100
80
60
%
40
20
0 - _E_
Fungus Gram Neg. Bacteria Pus cells Vaginal pH
HGroup A 78.12 17.33 50 16.2
HGroup B 50 50 87.5 7.82

Graph 3: Comparative effect of Group A (7 = 43) and Group B (7 = 30)
on vaginal smear test of the patients of Upapluta Yonivyapad
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Graph 4: Overall effect of therapies on 73 patients of Upapluta
Yonivyapad

Vrana Shodhana property

Cleans vagina
(Yoni Shodhana)

Kledahara and astringent
properties

Krimighna, antimicrobial, Inhibits growth of
Dhatakyadi Varti antifungal, antibacterial —» microorganism
properties

Kanduhara-Dahaprashmana Relief in itching and
properties burning

Heals & rejuvenates
vaginal epithelium

Antioxidant, Rasayana, Ropana,
Sandhanakara, Brimhana properties

~
[ Treats Upapluta Yonivyapad ]

Chart 1: Probable mode of action of Dhatakyadi Varti

Dhatakyadi Varti not only treats the disease but also
normalizes the vaginal flora. It can be concluded that
Dhatakyadi Varti is highly effective in reducing subjective and

objective variables of Upapluta Yonivyapad (vulvovaginitis
during pregnancy).
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fAeTee Wigre e |, w3, frear S

THAAT ATRATY FeaTa oIS (ed o SATe TET SIAT & ST 1% 31T & S \Surdl & o U T=f
FATAT gl AR | AT ITIAT TITHSATIAG 0l THATAEATS o (SIS (ed o T TAdT ahl
ST TehelT g1 TELT 9Tl H ITCAAT ATAATIR (STATaeTor Fearatodrsied) &7 et
TEATT GTAFATS AT o FRAT AT 1 TA | 2% - ¥o TU & M AYg | FA <o URMAT &l
GSTIehd ToRT TTATI ST ATHTT TEa<or JorTelt & &7 a¥1 | [aeriord har T a9 'T' § ¥
IR T gTaFaTis afd 3 TTH 6 70 § TAied Uk 918 A1ag (&A1 d T TATHE TTR 6
o dt ) qur A § 33 AR F s aeire A qareredy (FA s oo . AT
TAT @R Qoo {1, IT.) wfAfaw U T Arag AT T T # T1iee T2T0 & forw <
TS| EHE aw T # w3 ARt quran Y H 30 AR gy ata = 1 et saty
QO AT AL AT OH 3 AN qAT A A T ¢ AR 9 = 7 g =T g & &net
T T ST Tooliaed JXHIET TIT Aleoliaed TLTHIET SIE ASITaTd THIAT o6 & TTH
RO % e 9% foRAT AT | A U AT Seheer § HqieT T 9 H (p<o.oo9)
ATAFATH, TTH FITTHT STETI] 1 HATE HITAHTA H AT (p=o0.0 oY) ITH TIMH 474 T
TN TH 3%.£C% TRAT R T ATH, 3%.£¢% HT TeIH ATH U .32 % Hf FAqH AT ITH
T SR a1 a7 | 33.33 % NN & qOT ATH, 20 % Tl TeIH ATH TH R0 % &l FAdH

AT TH g3l s e steas & 97 Aoy R g & graeatts afd saeqar
TITATIE & AAV I FH LA H TATAFRILT ¢ ST AT g TATGEAT o I (o e o

MT9E sas f=iehcaT & & | YA il ST Fha |t g
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