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SUMMARY 

Menstrual irregularity is a considerable nuisance for women because it leads to an unpredictable menstrual flow. It is most 
likely to occur at the extremes of reproductive life. Ayurveda describes Artava as the eighth Dhatu for females and also as a 
Upadhatu of Rasa dhatu. Ayurvedic literature has delineated different types of Artava doshas such as Artava vriddhi (menorrhagea), 
Artava kshaya (oligomenorrhea) and Raktapradara (DUB) and other related conditions. The treatment of these disorders is mainly 
aimed at controlling Vata, which is primarily responsible for causation of such irregularities. The pharmacotherapy consists of 
herbs, which alleviate Vata e.g., Ashoka, Triphala, Hingu, Trivrit, etc. In the modem treatment periodic use of estrogens is most 
common. However, increasing risk of cancer restricts practice of hormonal therapy. Hence, & polyherbal formulation has been 
designed on the basis of available Ayurvedic literature for use in menstrual irregularities. In the present study, the effect of a 
polyherbal preparation, Dabur Mensta, was studied on 50 women in the mean age group of 25-30 years (±7.34), suffering from 
menstrual irregularities, in an open, prospective clinical study. The drug was administered through oral route at a dose of 10 ml 
b.i.d. for 90 days. The subjects were sub-grouped as increased duration of cycles, decreased duration of cycles, decreased bleeding 
days, increased bleeding days, decreased menstrual flow and increased menstrual flow. Majority of the subjects i.e., 8 out of 13 
(61.54%) with increased duration of cycles showed mean reduction of 13.48 days from baseline to end of the study. All the 14 
subjects with decreased duration of cycles showed mean increase of 08.69 days from baseline to end of the study. In subjects with 
increased or decreased number of bleeding days (n=22), the frial drug produced improvement. The trial drug was also found to be 
effective in reducing the increased flow, which was clinically significant. All the subjects falling under both irregular cycle duration 
and irregular bleeding days reflected relief from the respective clinical symptoms. The study reveals that the Ayurvedic preparation 
could be effective in correcting menstrual irregularities, and, therefore, subjected to more rigorous clinical trials. 

Key words: Artava, Artavadosha, menstrual irregularities (Mis), polyherbal formulation 

Glossary of Ayurvedic terms: Artava: Menstrual blood; Artavadosha: Menstrual disorders; Dhatus: Body's basic constitu
ents; Doshas: Three basic metabolic principles responsible for all bodily functions, also know as biological humour; Rasadhatu: 
First among the seven body constituents; Updhatu: Supportive tissues of Dhatus; Vata: The dosha responsible for all 
movements in the body, biological air humor. 

INTRODUCTION luteinizing hormone (LH), estrogen and progesterone play 
. , ^ .̂ .. . . . „ roles during the ovulatory cycle. An equilibrium and 
Menstruation disorders are a common problem . , . f ., , ^ • , *• i„„«i„ ^x 

. . . , ,H nx -ru J J ^^ balance between the release and circulating levels of 
dunng ado escence (1,2). These disorders may cause ^^^^^ ^^^^^^^^ ^^^^ ^^^ ^̂  and regular (8. 
significant anxiety for patients. Physical and g). Ayurvedic literature describes >Arta.a as the eighth 
psychobgical factors contnbute to the problem. 24-32 o. / ^ t , -i i ; ; ^^ • ^tn^^^Jl^t.. 
i, ' , ^ , • ., ^ , \ j »u J * Drtafty for females and also as a L/padhafu of Rasa d/?afu 
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y, .. , .̂ / , . , „ X tu reproductive health was emphasized in all the classical 
bleeding) are the menstrual problems usually met with. . . , . . .u.^ * on K,,,«„ «* v^^; \/.,«^^wo /„. , 

^r^' ^.^. . X . , xu ui „ ^u texts of Ayurveda. About 20 types of Ybn/Vyapads (gy-
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consists of herbs, which alleviate Vata e.g. Ashoka, 
Triphala, Hingu, Trivrit, etc. 

The modern medications used in the 
management of menstrual disorders depend on the type as 
well as etiology of the disorder. Usually, hormones, 
non-steroidal anti-inflammatory drugs (NSAIDs) and 
mineral supplementations are used depending on the 
causative factors and symptoms (3). In India many polyherbal 
formulations, in the form of syrups, capsules and tablets, 
are marketed for comprehensive relief from menstrual 
irregularities. These preparations are based on traditional 
formulations and are usually known as cycle regulators. One 
such fonnulation was investigated in this study to find its 
effect on the various menstrual irregularities. 

MATERIALS AND METHODS 

An open label, non-comparative, prospective study 
design was formulated. The trial drug was in the form of a 
syrup and consisted of Ashok Chhal (Saraca asoka), Daru 
Haridra (Berberis aristata), Rakt Chandan, Dhatki Pushpa, 
Amia, Bahera, Haritaki, Amarasthi (Mangifera indica), 
Neelkamal (Nymphaea stellate), Shunthi, Mustak, Safed 
Jeera, Vasaka, Pippali, Nishoth, Kalaunji, Ajwain and Hing 
as the ingredients. The complete composition of the 
formulation is given below (Table 1). 

Table 1. Composition of Dabur Mensta - Each 10 ml 
contains extracts derived from: 

S. No. 

1. 
2. 
3. 
4. 
5. 
6. 
7. 
8. 
9. 
10. 
11. 
12. 
13. 
14. 
15. 
16. 
17. 
18. 
19. 
20. 

Ingredient 

Ashok Chhal 
Ghrit Kumari 
Daru Haridra 
Rakt Chandan 
Nishoth 
Kalaunji 
Ajwain 
Shunthi 
Am la 
Bahera 
Haritaki 
Mustak 
Safed Jeera 
Vasaka 
Pippali 
Amarasthi 
Neelkamal 
Hing 
Dhatki Pushpa 
Madhu 

Excipients 

Quantity 

1000 mg 
24 mg 
24 mg 
24 mg 
48 mg 
48 mg 
48 mg 
48 mg 
48 mg 
48 mg 
48 mg 
48 mg 
48 mg 
48 mg 
48 mg 
24 mg 
24 mg 
10 mg 
280 mg 
2000 mg 

OS. 

The trial dnjg had undergone acute oral toxicity and 
repeated dose (90 days) toxicity study and was found to be 
safe for human use. The LD̂ ,̂ values of Dabur Mensta in rats 
and mice by oral route were found to be greater than 2000mg/ 
kg body weight. The 90 days repeated dose toxicity study 
revealed no observed effect level (NOEL) of Dabur Mensta 
in Sprague Dawley rat through oral route was found to be 
1000 mg/kg body weight for male and female rats. The project 
got approval from Ethics Committee of M. A. Podar Ayurvedic 
Medical College and Hospital, Worii, Mumbai. The study was 
conducted at M. A. Podar Ayurvedic Medical College & Hos
pital, Worli, Mumbai, and the subjects were enrolled from 
O.P.D. of Department of Stree Roga and Prasuti Tantra 
(GyanecologyS Obstetrics). Prior informed consent was taken 
from all subjects. Complete history was recorded and gen
eral and systemic examinations were done to satisfy the in
clusion and exclusion criteria. Subjects w/ith diagnosis of men
strual irregularities in the age group 13-45 years and diag
nosed cases of dysfunctional uterine bleeding were included. 
The general health, nutritional status and haemoglobin lev
els of all subjects were assessed before and after the trial. 
Subjects were explained about the complete study 
procedure. Patients having organic causes of menstrual ab
normalities like uterine myeloma, pelvic inflammatory dis
ease, adenomyosis, polyps, fibroids, endometriosis, etc., those 
participating in any other clinical study, those having systemic 
disorders like thyroid dysfunction, pituitary disease or coagu
lation disorders, those having any other chronic infections 
like respiratory and cardiac problems, diabetes or renal dys
function or those having moderate or severe mental retarda
tion were excluded as per the pre-determined criteria of ex
clusion. Nursing, pregnant or lactating women were also ex
cluded. On day 0 the subjects were evaluated and recoiited 
into the study The investigations like complete blood profile, 
routine urine analysis and LFT and RFT for evaluation of 
safety of the trial drug were conducted both at the start and at 
the close of the trial. Pelvic ultrasonography was done at the 
baseline for exclusion purposes. At each visit the 
following observations were made: regularity of menstrual 
cycle (date-wise), status of menstaial flow (along with the 
number of days of bleeding) and VAS scores for 
subjective evaluation were recorded. After enrollment, all the 
subjects were given placebo syrup till the date of start of men
struation. The treatment was started from day 5 of menstrua
tion (5"" day from the start of the menstnjal cycle). All sub
jects were evaluated thereafter fortnightly (at two weekly in
tervals). A total of 7 visits were planned over a period of 120 
days. Difference in the mean scores from baseline to the last 
follow up was analyzed to find the efficacy of the trial dnjg. 
The drug-was administered at a dose of 10 ml b.i.d. for 12 
weeks and further followed up for another visit without trial 
medicine after four weeks. The data were subjected to statis
tical analysis adopting hierarchical ANOVA. Multiple com
parisons among the successive time periods of each group 
were analyzed by Dunnets procedure at 95% confidence level. 
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The effect of the trial drug on renal, hepatic and 
haennatological parameters was assessed. The tests were 
carried out before and after administration of the trial drug. 
All the safety tests were within normal limits before and 
after administration of the trial drug. There was no visible 
/ clinical sign or symptom related to central nervous 
system observed during the trial and also no ADR/AE 
was recorded in any subject. 

RESULTS 

A total of 50 females suffering from Mis were 
enrolled in the study. Out of them, 48 completed the total 
duration of the study i.e., 120 days. The remaining two 
subjects were drop-outs due to reasons not relating to 
the trial drug. The mean age of the study sample was 
25.80 (+7.34)year Majority of the subjects (21) who com
pleted the study were in the 13-25 year age group. The 
subjects were sub-grouped as shown in the table 2. 

Table 2. Sub-grouping of the subjects in the study 

Symptoms Increased Decreased Nonnal Total 
cycle cycle duration 

duration duration of cycles 

Increased bleeding days 02 05 02 09 

Decreased bleeding days 07 02 04 13 

Increased menstrual flow 02 06 15 23 

Decreased menstrual flow 00 00 00 00 

Normal bleeding days 02 01 00 03 

Total 13 14 21 48 

Effect of the trial drug on irregular duration of cycles 
Effect on increased duration of cycles (n=13) 

In subjects reporting with increased duration of 
cycles (n=13), there was a gradual decrease in the 
duration of cycles by the end of 120 days of study (Table 
3). 09 out of the 13 (69.23%) achieved normal duration 
of cycles by the end of the third cycle. However, in two 
subjects (15.38%) no further cycle in terms of menstrual 
flow was observed and no effect of the 
treatment was observed. The over ail mean change 
observed was statistically significant (p<0.05). 4 subjects 
reached fourth cycle also within this span of 120 days. 

Table 3. Pattern of improvement in the subjects 
with increased duration of cycles 

Cycle I Cycle II 
(n=13) (n=11) 

Cycle III 
(n=9) 

Cycle IV 
(n=4) 

Mean change 
Baseline- % 
cycles 

Mean duration 44.23 31.36 30.33 3075 13.48 30.48 

S.D. •-13.03 +5,41 +2.50 +4.19 

Effect on decreased duration of cycles (n=14) 

In subjects reporting with decreased duration of 
cycles (n=14), there was a gradual increase in the 
duration of cycles by the end of 120 days of study (Table 
4). All the subjects (100%) achieved near normal dura
tion of cycles by the end of the third cycle, with a mean 
duration of 30.71 (+ 06.91) days. The mean change was 
08.69 days, i.e., 39.50% increase in the duration of cycle 
with p<0.05. All except one subject showed normal mean 
duration in the fourth cycle also. 

Table 4. Pattern of improvement in the subjects with 
decreased duration of cycles 

Cycle I Cycle II Cycle III Cycle IV 
(n-14) (n=14) (n=13) cycle 4 

Mean 
change 
Baseline-
cycle 

Mean duration 22.00 25.57 3071 30.69 8.69 39.50 

S.D. +2.18 j4.38 +6.91 +7.25 

Effect of trial drug on irregular bleeding days 
Effect on increased bleeding days (n=9) 

The mean number of days of improvement was 2.75 days 
(from 7.88+2.20 to 5.13+0.60) i.e., a reduction of 34.90% 
with p<0.05 (Table 5). 

Table 5. Effect of the trial drug in subjects with 
increased bleeding days 

Cycle I Cycle II 
(n=9) (n=9) 

Cycle III Cycle IV Mean % 
(n=9) (n=9) change 

Mean bleeding 
days 

SD 

7.88 

+2.20 

7.63 

+1.74 

6.13 

+1.73 

5.13 

+0.60 

2.75 34.9 

Effect on decreased bleeding days (n=13) 

After intervention with the trial drug all subjects 
showed normal bleeding days by the 2""* cycle, which re
mained within the normal range during further trial dura
tion. The mean increase in bleeding days was 0.86 (till 
cycle III), i.e., 22.81% increase (Table 6). 

Table 6. Effect of the trial drug in subjects with de
creased bleeding days 

Cycle I Cycle II Cycle III Cycle IV Mei>n % 
(n=13) (n=13) (n=10) (n=8) change 

Bleeding days 3.77 4.23 4.30 4.63 

S.D. +1.24 +0.83 •K).82 -tO.74 

0.86 22.81 

Effect on subjects with normal duration of cycles and 
bleeding days witft fieavy flow (n-15) 

Among the subjects with heavy flow (under 
normal duration of cycle and bleeding days), only one 
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subject showed improvement by the 2"'' cycle. But by the 
third cycle it was found that all subjects had improve
ment and had only moderate flow (Table 7). 

Table 7. Efficacy of the trial drug in the amount of 
flow in subjects with normal duration of cycles and 
bleeding days with heavy flow 

Amount 

Heavy 

Moderate 

Scanty 

Baseline 

15 

0 

0 

Cycle 1 

15 

0 

0 

Cycle 2 

14 

1 

0 

Cycle 3 

0 

15 

0 

Cycle 4 

0 

15 

0 

(Data: Number of subjects) 

Change in number of pads used 

The samples used less number of pads with pro
gression of the treatment (Table 8). 

Table 8. Mean number of pads used at each visit by 
subjects with increased bleeding days 

Baseline Cycle I Cycle II Cycle III Cycle IV 

Mean 
S.D. 

21.44 
2.70 

18.00 
1.80 

13.56 
2.60 

12.00 
2.65 

10.89 
2.98 

Safety of the trial drug 

No ADRs were observed during the entire study 
period in any of the subjects. The pre- and post-safety 
investigations (complete blood profile, routine urine 
analysis, LFT, RFT and USG) did not show any signifi
cant change, which revealed the safety of the trial drug. 
Only 12 subjects had Hb values below 10% (lowest 8.5). 
Out of them seven had complained of heavy bleeding, 
four had scanty bleeding and one had moderate 
bleeding. 

DISCUSSION 

In the present study the effect of a polyherbal 
formulation, Dabur Mensta, was investigated for efficacy 
in- various menstrual irregularities in women. Such 
polyherbal formulations are believed to produce lesser 
side effects because of the small dosage of each herb in 
the formulation. However, there could be summation/syn
ergy of individual ingredients in rendering higher thera
peutic efficacy than individual ingredients. A herbal cycle-
regulator to replace HRT is an ideal choice, and, hence 
this study. During the study 50 female subjects suffering 
from Mis were treated with this herbal preparation. The 
subjects were grouped into various subgroups. The herbal 
preparation offered relief to most of the subjects and, in
terestingly, worked as a cycle-regulator. It, on the one 
hand, brought about increase in the duration of cycle in 
those subjects who at baseline complained reduced du
ration of cycle and, on the other hand, decreased the cycle 
duration in subjects who at baseline complained longer 

cycle durations. Subjects with complaint of heavy bleed
ing also demonstrated a promising effect in reducing the 
duration and extent of bleeding. Significant clinical relief 
was observed in the majority of subjects. The mecha
nism of action of the trial drug is not yet established, 
though some of the ingredients have been individually 
reported to have effect on the female reproductive sys
tem (12-14). None of the subjects showed any type of 
ADR either during or after the trial period. The safety pro
file in terms of blood biochemistry and other investiga
tions also did not show any change in pre- and post-treat
ment readings. Looking at the high risk associated with 
the hormonal replacement/ supplement therapy (11,IS
IS), this can prove to be a safe alternative to the modern 
treatment. 

It can be concluded from this study that all the 
subjects falling under both irregular cycle duration and 
irregular bleeding days gained relief from their respec
tive clinical symptoms on treatment with the Ayurvedic 
preparation. The data generated point to scope for more 
extensive clinical trials, with more number of subjects 
under each category and introduction of additional pa
rameters and end points as practiced in the modern clini
cal medicine. 
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