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Abstract- Abstract: It is characterized by severe uterine pain during menstruation. It is a very common complaint, experienced by
45-95% of reproductive age group women. Prostaglandins are known to increase myometrial contraction and constrict small
endometrial blood vessels to produce ischemia and pain, the aim of the study is to evaluate the Effect of Habbul Ghar and Maul
Asal in Primary Dysmenorrhea

Method: This is single blind randomized standard controlled study. Inclusion Criteria-Patients with regular menstrual cycle
and painful menstruation and exclusion criteria are intra uterine contraceptive devices, organic pelvic pathology, systemic illness,
allergic /sensitive to NSAIDs. 4.5gms Habbul ghar is powdered and mixed with gand to form pills, 2 pills TID along with Maul
Asal 20 ml from first day of menses up to 5 days. Primary and secondary outcome was assessed. Visual Analogue scale (VAS)
Score and Verbal Multidimensional scoring system (VMSS).

Result: Marked improvement in dysmenorrhea was observed in both the groups. VAS mean score before and after
treatment is 7.67+1.4 vs 5.70+1.26 in test group and in control group it is 7.43+1.28 vs 5.97+1.16 with a p value of (p<0.001**).
In VMSS mean score before and after treatment is 2.47+0.68 vs 1.73+0.45 in the test group and in control group it is 2.40+0.50 vs
2.00+0.26 with a p value (p<0.001**). Significant improvement is found in subjective and objective parameters of both the

groups.

Interpretation and conclusion: This data suggests that both drugs were safe, effective in improving and relieving
symptoms of dysmenorrhea, and test drug is equally effective as control drug. Further, research is certified in larger sample size

for longer duration is recommended.

Index Terms- Habbul ghar: dysmenorrhea: Maul Asal: VAS: VMSS.

Introduction:

! It is a medical condition characterized by severe uterine
pain during menstruation.? According to ACOG pain
associated with menstruation is called as dysmenorrhea.
The major cause of absenteeism from work amongst
young women thus decreasing efficiency and quality of
life among affected women." The incidence of primary
dysmenorrhea  of  sufficient  magnitude  with
incapacitation is about 15-20%.% It is a very common
complaint, experienced by 45-95% of women of
reproductive age group. The term primary dysmenorrhea
is described as cyclic menstrual pain without any
identifiable associated pathology, whereas secondary
dysmenorrhea frequently complicate endometriosis,
of the uterus leading to uterine hypoxia and ischemia,
which are believed to cause pain and cramps in
primary dysmenorrhea.®

In classical unani literature, usr-i-tamth has been
described as dard al-rahim or auja -al rahim. The pain
usually occurs in the uterus and spreads to the
surrounding areas. It has been mentioned that any
obstruction to the flow of menstrual blood alters the
temperament (si -i-mizaj) resulting in difficult or
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leiomyomas, PID, adenomyosis, endometrial polyp and
menstrual outlet obstruction.* Primary dysmenorrhea’s
characteristic symptom is cramps, colicky spasms of pain
in the suprapubic area, occurring within 8-72 hours of
menstruation and peaking within the first few days as
menstrual flow increases. In addition to painful cramps,
many women with primary dysmenorrhea experience
other menstrual-related symptoms, including back and
thigh pain, headaches, diarrhoea, nausea and vomiting®.
Excess production and release of prostaglandins during

menstruation by the endometrium cause hyper
contractility
painful  menstruation. Habbul Ghar possesses

musakkine aujaa, muhallile warm, mudire haiz
properties.>®” It helps in easy flow of menstruation and
relieve the pain. The aim is to validate scientifically
the effect of Habbul Ghar in dard al-rahim.

Materials and Methods:

Study design: Single blind randomized standard
controlled study. was carried out from January 2018 to
December 2018 in Dept. of OBG National Institute of
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Unani Medicine hospital, Bengaluru. Ethical clearance
was obtained from institutional ethical committee vide
no. (IEC-No.-NIUM/ICE/2016-2017/013/ANQ/05)
approved this study, and CTRI1/2018/03/012646.

Sample size calculation: Sample size was calculated
by using formula

— (Za/2+21-B)(o))2
n=2x { rd } L
n = sample size required, d = Expected clinical

significant difference in vomiting (mean difference) =
9

o =Pooled standard deviation = 18.3

Z,,=1.96 for P < .05, Z;5-0.84 r= 1 (ratio= 1:1), The
sample size calculated was 62.72.

Selection criteria: Patients with age group of 18-35
years.®

Patients with regular menstrual cycle and painful
menstruation.
Exclusion criteria:
devices.

Organic pelvic pathology.

Systemic illness.

Allergic /sensitive to NSAIDs.

Participants:

60 patients were allocated by computer generated
randomization chart into 2 blocks. 30 patients in the
test (group A) and 30 patients in the control (group B)
were included.

Investigations:

Following investigations were carried out in each case
to exclude the patients with pathological conditions

Intra uterine contraceptive

patients (18 in the test group and 12 in control group)
after treatment in objective parameters i.e. VAS and
VMSS in test and control group respectively. VAS in

mentioned under exclusion criteria and to assess the
safety of test drug.

For exclusion: Haemoglobin, RBS, USG - Pelvis.
Safety profile: LFT (SGOT, SGPT, Alkaline
Phosphatase) and RFT (Blood Urea, Serum
creatinine).

Intervention:

Control group: Mefenamic acid 500 mg BD from
first day of menses to 5 days.

Test group: Pills form as per standard preparation.
Dosage and duration: 4.5 gms Habbul-ghar is
powdered and mixed with gand to form pills, 2 pills
TID along with Maul Asal 20 ml from first day of
menses up to 5 days”.

Subjective  parameters  Painful  menstruation
associated with nausea
Study  procedure: Patients complaining  of

dysmenorrhea symptoms like uterine cramping,
nausea, vomiting, backache, diarrhoea, giddiness,
syncope and fainting.

Patients were clinically examined and required
haematological and biochemical investigations were
done. The patients fulfilling the inclusion criteria were
given informed consent form and written consent
taken and included in the study.

Treatment outcome:

Based on primary outcome out of 60 patients changed
found in all 30 patients (18 in test group and 12 in
control group) and patients were categorized into
complete relief, partial relief and no relief in subjective
parameters before and after treatment as follows:
Based on secondary outcome out of 60 patients
changed was found in 30

test group mean score was 7.67+1.4 before treatment
and after treatment 5.70+1.26 where as in control
group mean score

before treatment it was 7.43+1.28 and after treatment it was 5.97+1.16 which was statistically strongly.

Objective parameters:
Visual Analogue scale (VAS) Score.
Verbal Multidimensional scoring system (VMSS).

significant (p<0.001) in both the groups. In test group mean score of VMSS before treatment was 2.47+0.68 and after
treatment it was 1.73+0.45 where as in the control group mean score of VMSS before treatment it was 2.40+0.50 and
after treatment it was 2.00+£0.26 which was statistically strongly significant (p<0.001) in both groups

Results:

Demographic distribution in test and control groups of dysmenorrhea patients

Test group Control group P value &
REMIES n=30 n=30 Lsies Test used
Age in years
<20 9(30%) 8(26.7%) 17(28.3%) P=0.294
Student
20-30 13(43.3%) 12(40%) 25(41.7%) t test
31-40 8(26.7%) 10(33.3%) 18(30%)
Total 30(100%) 30(100%) 60(100%)
Mean + SD 24.331£6.61 26.131£6.56 25.23+£6.59
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Socio economic status

Lower Middle 11(36.7%) 7(23.3%) 18(30%) | P=0.046%,
Fisher Exact
Upper 4(13.3%) 3(10%) 7(11.7%) Test
Upper Lower 4(13.3%) 14(46.7%) 18(30%)
Upper Middle 11(36.7%) 6(20%) 17(28.3%)
Total 30(100%) 30(100%) 60(100%)
Education
Iliterate 2(6.7%) 2(6.7%) 4(6.7%) _P:0-271
Primary 2(6.7%) 2(6.7%) 4(6.7%) F'Sh%SEtxaCt
Secondary 7(23.3%) 12(40%) 19(31.7%)
High School 4(13.3%) 7(23.3%) 13(21.7%)
Graduation 12(40%) 4(13.3%) 16(26.7%)
Post-Graduation 3(10%) 3(10%) 6(10%)
Total 30(100%) 30(100%) 60(100%)
Habitat
Rural 1(3.3%) 1(3.3%) 2(3.3%) P=1.000,
Fisher Exact
Urban 29(96.7%) 29(96.7%) 58(96.7%) Test
Total 30(100%) 30(100%) 60(100%)
Diet
Mixed 21(70%) 17(56.7%) 38(63.3%) P=0.284
Chi=Square
Veg 9(30%) 13(43.3%) 22(36.7%) Test
Total 30(100%) 30(100%) 60(100%)
Religion
Muslim 19(63.3%) 17(56.7%) 36(60%) | P=0.598, not
significant,
Non-Muslim 11(36.7%) 13(43.3%) 24(40%) chi-square
Total 30(100%) 30(100%) 60(100%) test
Table 3: Age at menarche in test and control groups in Dysmenorrhea patients.
Age at menarche Test group Control group Total
11 4(13.3%) 5(16.7%) 9(15%)
12 17(56.7%) 9(30%) 26(43.3%)
13 7(23.3%) 15(50%) 22(36.7%)
14 0(0%) 1(3.3%) 1(1.7%)
15 2(6.7%) 0(0%) 2(3.3%)
Total 30(100%) 30(100%) 60(100%)
Mean + SD 12.30+0.95 12.40+0.81 12.35+0.88
P=0.664, Not Significant, Student t test
Mizaj distribution in test and control groups of dysmenorrhea patients.
. Test group Control group P value &
il n=30 n=30 Lo test used
Damwi 10(33.3%) 11(36.7%) 21(35%) P=0.284
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Fisher Exact

Sawdawi 7(23.3%) 10(33.3%) 17(28.3%)
Balgami 7(23.3%) 8(26.7%) 15(25%)
Safiawi 6(20%) 1(3.3%) 7(11.7%)
Total 30(100%) 30(100%) 60(100%)

Test

Visual analogue scale- a comparative assessment in test and control groups of dysmenorrhea patients.

VIEIEL Test group Control group Total P value
analogue scale
Before treatment 7.67+1.4 7.43+1.28 7.55+1.33 0.503
After treatment 5.70+1.26 5.97+1.16 5.83+1.21 0.398
Difference 1.967 1.467 1.717 -
t value 13.320 10.351 16.113 -
p value <0.001** <0.001** <0.001** -
Verbal multidimensional scoring system- a comparative assessment in test and control groups of dysmenorrhea patients
Verbal
multidimensional Test group Control group Total P value
scoring system
Before treatment 2.47+0.68 2.40+0.50 2.43+0.59 0.667
After treatment 1.73+0.45 2.00+0.26 1.87+0.39 0.007**
Difference 0.732 0.400 0.567 -
t value 6.886 4.397 7.790 -
p value <0.001** <0.001** <0.001** -

Safety parameters- a comparative assessment at different study time points in two groups studied

714

Variables Tes;;t:g;(c)) up Cont;gl?’group Total P value

SGOT(IU/L)

e  Before treatment 21.85+7.32 23.50+7.53 22.68+7.41 0.393

o After treatment 19.87+6.54 21.50+8.85 20.68+7.76 0.420
SGPT(IU/L)

e  Before treatment 22.62+15.20 21.90+10.34 22.26+12.89 0.830

e After treatment 19.33+6.73 19.50+6.32 19.42+6.47 0.922
Alkaline phosphate (1U/L)

o  Before treatment 201.03+49.83 205.40+51.1 203.22+50.09 0.739

e After treatment 197.18+40.4 191.07+42.41 194.13+41.18 0.570
Blood urea (mg/dl)

o  Before treatment 21.67+5.01 24.10+7.16 22.88+6.25 0.133

e After treatment 28.72+5.54 28.47+7.47 28.6+6.52 0.880
Serum creatinine (mg/dl)

e  Before treatment 0.70+0.12 0.70+0.12 0.70+0.11 1.000
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e After treatment 0.79+0.11 0.77+0.12 0.78+0.12 0.579
Outcome measures assessed in Dysmenorrhea patients.
Outcome measure Test _group Contrc:l group Total P value
n=30 n=30
Primary outcome
P=0.121
Change absent 12(40%) 18(60%) 30(50%) Chi-Square
Test
Change present 18(60%) 12(40%) 30(50%)
Total 30(100%) 30(100%) 60(100%)
Secondary outcome
Change absent 0(0%) 2(6.7%) 2(3.3%) P;iosﬁiz
Exact Test
Change present 30(100%) 28(93.3%) 58(96.7%)
Total 30(100%) 30(100%) 60(100%)

Table 16: Therapeutic outcome of Dysmenorrhea patients studied.

7.67£1.4

5.70+1.26

7.43£1.28

5.97+1.16

VMSS

2.47+0.68

1.73+0.45

2.40+0.50

2.00+0.26

Discussion: The study entitled “Effect of Habbul
Ghar and Maul Asal in Primary Dysmenorrhea- A
Randomized standard controlled clinical study” was
conducted in the Dept. of lImul Qabalat wa Amraze
Niswan, National Institute of Unani Medicine Hospital
Bengaluru during 2016-2017. Patients (n=100) of
dysmenorrhea were assessed for eligibility, among
which 10 patients denied to participate in study, 100

Age:

Dysmenorrhea is the most common disorder in women of
reproductive age.’® The Mean+SD of age of the
participants included in the present study were
24.3316.61 and 26.13+6.56. maximum number of
patients belongs to age group 20-30 years i.e. 25(41.7%).
Followed by 31-40 years i.e. 18(30%), <20 years i.e.
17(28.3%) with a p value P=0.294, which is not
significant in the test and control group respectively
(table 2). This study results are consistent to studies
conducted by kural MR et al,'! the average age of the
participants was 20.4+1.8 years, ranging from 17-25
years. our result similar to the results of Habibi N et al,*
who reported mean age of the participants was ranged
from 18-27 years mean (20.69 + 1.59). our result similar
to the study result of Najifi et al,"* who reported mean
age of the participant in the study was 22.2+2.18 years

This publication is licensed under Creative Commons Attribution CC BY.
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patients were accepted for enrollment. Out of 100, 30
patients were excluded, 60 patients who fulfilled the
inclusion criteria were randomly allocated in two
groups; 30 in test and 30 in control and assessed for
subjective and objective parameters of dysmenorrhea.
The study design was single blind, randomized
controlled study. Efficacy assessment was based on
VAS and VMSS.

(range 19-30 years). Primary dysmenorrhea is defined as
menstrual pain in the absence of any organic pathology,’
and is most common in women under the age of 25.°
Socioeconomic status:

In present study 18(30%) patients belong to Lower
Middle class, 18(30%) patients belong to upper lower
class, 17(28.3%) patients belong to upper middle and
7(11.7%) patients belong to upper class with a p value of
0.046*, Which is significant among test group and
control group respectively (table 2). This study results
consistent with Omidvar S et al," who reported
dysmenorrhea present in 27.3% lower socioeconomic
status, 60.9% in middle class patients and 11.8% in
higher socioeconomic status patients. This study shows
that it was common in patients with upper middle and
lower middle socio economic status and it is a fact that
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patients attending the NIUM OPD are from upper middle
income group.

Education:

In our study 4(6.7%) patients were illiterate, 4(6.7%)
patients studied up to primary education, 6(10%) patients
had post-graduation degree, 13(21.7%) had high school
education, 16(26.7%) patients had graduation degree,
and maximum number of patients belongs to secondary
education i.e. 19(31.7%) with a p value 0.271 which is
not significant in test and control group (table 2).
According to Khodakarami B et al,"® dysmenorrhea in
high school grade students 130 (81.19%), grade one
students 130 (92.41%), grade two students 157(86.69%),
grade three students 77 (78.71%) and pre university level
494 (85.32%). This results contrary to the present study
results because of different setting.

Habitat:

In the present study 58(96.7%) patients were from urban
area and 2(3.3%) patients were from rural area with a p-
value of 1.000, which is not significant in the test and
control group respectively (table 2). This study results
consistent to study conducted by Avasrala KA et al,'®
who reported dysmenorrhea present in 53% urban
population and 44% rural population. Present study
results consistent to study conducted by Sinha et al., who
reported girls with dysmenorrhea 74.4% in urban schools
and 72.7% in rural school. Study conducted by
Madhubala C et al,'” who reported prevalence of
dysmenorrhea was 81.5% in rural area, and 76% in urban
girls, it was contradictory to the present study, may be
due to NIUM hospital is situated in metropolitan city,
Bengaluru, that might be the reason behind maximum no.
of patients in this study being from urban area.

Diet:

In this study 38(63.3%) patients had mixed dietary habit
and 22(36.7%) patients were purely vegetarians with a p-
value of 0.284, not significant in the test and control
group respectively (table 2). High consumption of
sugars, salty snacks, sweets and desserts, tea and coffee,
is associated with increased risk of dysmenorrhea, study
conducted by Barnard et al,'* who reported that
intervention by a low fat vegetarian diet reduces the
intensity of dysmenorrhea.’’® As per unani text
consumption of ghaleez aghdhyia (heavy diet), increases
the viscosity of blood and lead to the formation of sudda,
hence blood cannot flow easily through minute blood
vessels.”® So that uterus undergoes forceful contraction
with spas nmm during menses to expelled out the morbid
viscous matter which result in pain.?**

Religion:

In the present study maximum number of patients
36(60%) were belong to Muslim religion and 24(40%)
were Hindu religion with a p-value of 0.598 not
significant in the test and control group respectively
(table 2). Study conducted by Omidvar S et al,**" who
reported majority of patients belonged to Hindu families
i.e. 84% while those from Islam, Christianity and other
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religions varied from 1.3-12.3%. It was contradictory to
the present study, this difference may be due to different
settings and in NIUM hospital mostly patients come from
Muslim community that might be the reason behind
maximum no. of patients in this study being Muslims.
Age at menarche (years):

In the present study the mean age of menarche was
12.30+0.95 and 12.40+0.81, maximum no. of patients
belongs to age group 12 years i.e. 26(43.3%) followed by
13 years i.e. 22(36.7%), 11 years i.e. 9(15%), 15 years
i.e. 2(3.3%) and 14 years i.e. 1(1.7%) with a p- value
0.664, not significant in test and control group
respectively (table 3). Present results are consistent with
Sinha S et al,” and Armour M et al,®> who have reported
in their study the mean age at menarche was 12.87 years
(SD % 1.45) and 12.7 (1.5) respectively and found no
significant relationship between age of menarche and
dysmenorrhea. This study results consistent to the study
results conducted by Khodakarami B et al,** the age at
menarche was found to be 12.92 +1.05 years. According
to unani physicians, menstruation begins in the age of 10
years and the maximum age limit is 14 years.”

Mizaj:

In the present study the highest prevalence of
dysmenorrhea was observed in women with damwi mizaj
21(35%), followed by saudawi mizaj 17(28.3%),
balghami mizaj 15(25%) and safrawi mizaj 7(11.7%)
with a p value of 0.284 which is significant in the test
and control group respectively as assessed by
temperament scale (table 6). This study results consistent
to the study conducted by Zaidi S et al,** 40.81% patient
were from damwi mizaj, 21.76% patients were from
balghami mizaj and 37.41% patients were from safrawi
mizaj. There is no direct evidence showing the type of
mizaj found in women affected with dysmenorrhea. A
similar larger trial purely based on unani parameters
should be conducted with the main objective of
assessment of mizaj for further establishment of facts.
Subjective parameters:

In this study nausea present in 20.0% patients, vomiting
in 43.4%, diarrhea 13.3%, giddiness 36.7% patients and
head ache in 53.3% patients. According to the study
conducted by Heba A et al,®® Nausea present in 11.3%
patients, vomiting present in 10.9% patients, diarrhea
present in 11.7% patients dizziness present in 15.5%
patients and head ache present in 18.2% patients, this
study results are contradictory to the present study
results, which may be due to different settings

Objective parameters

Visual analogue scale:

In the test group mean score of VAS was 7.67+1.4 before
treatment and after treatment it was 5.70£1.26 which was
strongly significant (p<0.001**). In control group mean
score of VAS before treatment which was 7.43+1.28 and
after treatment it was5.97+1.16 which was statistically
strongly significant with a p<0.001** (table 12). In
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intergroup comparison results indicated that Habbul-
ghar was found to be more effective than mefenamic
acid.

Verbal multidimensional scoring system:

In the test group mean score of VMSS was 2.47+0.68
before treatment and after treatment it was 1.73+0.45
which was strongly significant (<0.001**). In control
group mean score of VMSS before treatment which was
2.40£0.50 and after treatment it was 2.00+0.26 which
was statistically strongly significant with a p value of
<0.001**(table 13). In intergroup comparison results
indicated that Habbul-ghar was found to be more
effective than mefenamic acid.

Safety profile

In this study no adverse effects were observed as safety
parameters blood urea, serum creatinine, SGOT, SGPT,
serum alkaline phosphatase was found to be in the
normal range and showed no statistical significance on
pre and post-test comparison were within normal limits
before and after the study (table 14).

Adverse effects

No adverse effects were reported with regard to test and
control during consumption; hence in the present study
both drugs were safe clinically.

Outcome measures: (table 15)

Primary outcome

Based on primary outcome out of 60 patients changed
found in all 30 patients (18 in test group and 12 in
control group) and patients were categorized into
complete relief, partial relief and no relief in subjective
parameters before and after treatment as follows:
Nausea:

In this study, in the control group out of 30 patients, 6
were having nausea, while there were no patients in the
test group. In the control group out of 6 patients, 2
patients had complete relief and 4 patients were having
mild nausea means that 5 patients were partially relieved
from nausea. There were no patients in the test group
having nausea.

Vomiting:

In this study 6 patients in the control group and 7 patients
in test group were having vomiting. Out of 6 patients, 3
patients having mild and 3 patients were having
moderate vomiting. In test group out of 7 patients out of
which 2 were having mild and 5 were having moderate
vomiting, 2 patients had complete relieved in control
group while all over 11 patients were partially relieved.
Giddiness:

Out of 30 patients in the test group 10 patients were
having giddiness in the test group and 2 patients were
having giddiness in the control group.l patient got
complete cure in test group while 9 patients were
partially relieved but in control group 2 patients were
partially relieved, no one got complete cure.
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Diarrhoea:

In the present study in test group 1 patient was having
diarrhea in the test group while in control group 3
patients were having diarrhea. Both in test group and
control group patients were partially got relived from
diarrhea there was no complete cure in both the groups.
Head ache:

In the present study in test group out of 30 patients, 11
patients were having head ache where as in the control
group 5 patients were having head ache. No patient had
complete relieved in both the test and control group, all
over patients were partially relieved.

Secondary outcome.

Based on secondary outcome out of 60 patients changed
was found in 30 patients (18 in the test group and 12 in
control group) after treatment in objective parameters i.e.
VAS and VMSS in test and control group respectively.
VAS in test group mean score was 7.67+1.4 before
treatment and after treatment 5.70+1.26 where as in
control group mean score before treatment it was
7.43£1.28 and after treatment it was 5.97+1.16 which
was statistically strongly significant (p<0.001) in both
the groups. In test group mean score of VMSS before
treatment was 2.47+0.68 and after treatment it was
1.73£0.45 where as in the control group mean score of
VMSS before treatment it was 2.40+0.50 and after
treatment it was 2.00+0.26 which was statistically
strongly significant (p<0.001) in both groups.
Therapeutic outcome

In present study results were analyzed on the basis of
VAS and VMSS scoring which was strongly significant
(p<0.001) in both the groups (table 16).

Conclusion:

In conclusion result of this study validates the claims of
unani scholars and it is specific for the treatment of dard-
i- rahim, Habbul-ghar and Maul Asal has a noticeable
efficacy and safety in dysmenorrhea. The data suggest
that test drug was equally effective as control drug, as it
possesses musakkin-i-auja ‘e, muhallil-i-waram, mudirr-
i-hayd properties. It helps in easy flow of menstruation
and relieve the pain.

Recommendation: As dysmenorrhea is widely prevalent
and common complaint with adverse impact on quality
of life which sometimes results in activity restriction.
Therefore, this complaint should be taken into proper
consideration to improve the quality of reproductive
health. Moreover, there has been increasing interest of
alternative treatment now. Women can use herbal
remedies more comfortable in dysmenorrhea. Further,
double- blind, randomized controlled trials on larger
sample size for longer duration are recommended.
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