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Abstract

Menopausal symptoms experienced by women vary widely, and while many women transition through
menopause with manageable symptoms, others experience severe symptoms, which may impair their quality
of life. The purpose of this study was to determine the effect of Tribulus terrestris, ginger, saffron, and Cinnamo-
mum on menopausal symptoms. A randomised, triple-blind, controlled trial design was used for this study. The
participants were 80 postmenopausal women aged 50-60 years. A demographic data form and the Menopause
Rating Scale were used to collect data. The women were randomly divided into two groups, each of which re-
ceived either an Aphrodit capsule or a placebo twice a day for four weeks. The two bottles looked exactly the
same, so that the investigator and the participants were not aware of the contents of the bottles. Each Aphrodit
capsule contained 40 mg of Tribulus terrestris, 12.27 mg of Zingiber officinale, 3 mg of Crocus sativus extract,
and 11 mg of Cinnamomum zeylanicum, while the placebo capsules contained 50 mg of starch. Descriptive
and inferential statistics were used to analyse the data. A statistically significant change was reported in the
menopausal symptoms of the intervention group compared with the placebo group. The results of the study

demonstrate that the Aphrodit capsule was effective in reducing menopausal symptoms.
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Introduction

Menopause is a natural phase of life, but it can bring
about physical problems for women. Menopause is de-
fined as the time following the final menstrual period,
and it is usually confirmed when a woman has missed
her periods for 12 consecutive months in the absence
of other obvious causes [1]. Menopausal syndrome in-
cludes a variety of symptoms, such as fatigue, head-
ache, nervousness, loss of libido, insomnia, depression,
irritability, palpitations, and joint and muscle pain [2, 3].

Menopause is often accompanied by physical symp-
toms, such as hot flushes, and emotional changes, such
as mood swings. There is also an increased tendency
towards obesity [4]. Psychological symptoms include
mood changes, irritability, anxiety, nervous tension,
difficulty concentrating, and depression. These symp-
toms have been linked to hormonal changes and can

impair overall quality of life for a substantial number of
women [5, 6]. Several large, longitudinal studies have
demonstrated an increased risk of depression or de-
pressive symptoms during the menopausal transition
[5-7]; 80% of women in pre-menopause or early meno-
pause complain of these symptoms [8]. Approximately
61% of postmenopausal women have sleep problems,
which can lead to other problems, such as daytime
drowsiness [9]. Hot flushes (which affect 75-85% of
postmenopausal women) and night sweats can affect
sleep quality as well [10].

A wide variety of pharmacological and non-pharma-
cological methods of addressing symptoms at this stage
of life are available [11, 12]. One of the pharmacological
methods is hormone therapy [6, 13]; in the past, women
were encouraged to use hormone replacement therapy
(HRT) to relieve menopausal symptoms [14]. Although
there is substantial evidence of the advantages of HRT
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[15-17], due to widespread anxiety over its safety, and af-
ter the publication of the Women’s Health Initiative and
the Million Women Study, there has been growing inter-
est in complementary and alternative medicines [16, 18,
19]. Complementary and alternative medical therapies
might be useful for managing symptoms in older adults
[20]. Aphrodit is a herbal supplement consisting of sever-
al plants, such as ginger, saffron, cinnamon, and Tribulus
terrestris; each of the compounds has a special therapeu-
tic effect. Mazora et al. (2010) introduced Tribulus terres-
tris fruit as a herbal supplement effective in sexual per-
formance in women [21]. In addition, a number of recent
experimental studies and clinical trials have indicated
that saffron is effective in the treatment of mild to mod-
erate depression [22]. According to an article published
in “Social Science & Medicine”, ginger has been used to
treat the symptoms of hot flushes and night sweats as-
sociated with menopause [23].

In contrast, in a study by Huntley and Ernst (2003)
investigating the effects of black cohosh, red clover,
kava, dong quai, and other herbal supplements on hot
flushes in 45-65-year-old women, the results showed
that they were of no benefit [24]. Nonetheless, it was
confirmed that Aphrodit reduced sexual dysfunction
in menopause [25], and Low in a study conducted in
the USA, observed that taking saffron supplements re-
sulted in improvements in hot flushes and other meno-
pausal symptoms [26].

Because studies regarding the effects of Aphrodit
on sexual performance have reported controversial
findings, this study examined the effect of oral Aphro-
dit capsules on menopausal symptoms, in order to con-
tribute to the strategies available for improving quality
of life in postmenopausal women and to increase the
health levels of the family and the community.

Material and methods

In this randomised, controlled, triple-blind study,
participant recruitment and data collection were con-
ducted between August 2013 and July 2014. A sam-
ple of menopausal women experiencing self-reported
menopause symptoms was recruited for the study. The
inclusion criteria were as follows: generally healthy fe-
males aged 50-60 years, menopausal for at least one
year, not using HRT, and no medical or psychiatric con-
ditions. Any participant consuming other drugs during
the study was excluded. The other exclusion criteria in-
cluded consuming Aphrodit capsules for less than three
weeks and any serious medical conditions.

Two surveys were used in this study. The first study
was a demographics collection questionnaire that in-
cluded ten items: age, age at onset of menopause, mar-
ital status, education status, occupational status, eco-
nomic status, age difference between the subject and
her partner, number of pregnancies, number of children,
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and family size. The second study was the Menopause
Rating Scale (MRS) questionnaire. The scale is designed
and standardised to assess the occurrence and sever-
ity of the symptoms/complaints of postmenopausal
women. The MRS is composed of 11 items that assess
menopausal symptoms, including depressive mood, irri-
tability, anxiety, hot flushes, heart discomfort, sleeping
problems, muscle and joint problems, sexual problems,
bladder problems, and dryness of the vagina. Each of
the 11 symptoms contained in the scale is given a score
of 0 (no complaints) to 4 (severe symptoms), depending
on the severity of the complaint. For a particular indi-
vidual, the total MRS score is the sum of the scores ob-
tained for each symptom [24]. Heinemann et al. (2003)
have published translations of the MRS in various lan-
guages, and the Persian version has been used previ-
ously in various studies in Iran [25, 27].

After detailed explanations of the procedure and
the general objective of the study were provided to the
participants, they gave informed consent and were ran-
domly assigned to the Aphrodit or placebo group (A and
B bottles, respectively). As the study was triple-blind,
only the pharmacist knew the identity of each type of
capsule, and because the participants and investigator
were blind to the treatment, the statistician was also
blind until the analysis was completed. The two bottles
appeared completely the same, so that the investigator
and the participants were not aware of the contents
of the bottles. Each Aphrodit capsule contained 40 mg
of Tribulus terrestris, 12.27 mg of Zingiber officinale,
3 mg of Crocus sativus extract, and 11 mg of Cinnamo-
mum zeylanicum, while the placebo capsules contained
50 mg of starch. Both groups took one of their respec-
tive capsules twice daily for four weeks. Aphrodit is
a herbal supplement produced by the Goldaru Compa-
ny in Tehran. All of the participants were followed up
weekly by phone, and they were asked to fill out the
MRS again after completing the intervention.

Sample size was calculated based on 80% power and
5% type 1 error, and it was determined that 40 subjects
were needed for each group. The subjects were involved
in the study until the end of week 4. During the follow-up
visits, the participants were informed of their actual treat-
ment. Of the 80 participants who were enrolled in this
study, 63 women successfully followed and completed the
study protocol (21.2% were excluded). This reduction in
sample size was attributed to the following reasons: diag-
nosis of diabetes (n = 4), diagnosis of hypertension (n = 3),
use of aspirin (n = 4), and irregular consumption of the
capsules (n = 6). After one month all of the participants
visited their healthcare centres again and completed the
MRS assessment. The scores of the two groups before
and after the intervention were measured, compared, and
analysed. The results were analysed using paired and in-
dependent t tests. A level of 0.05 was considered signifi-
cant in the tests. All analyses were performed using SPSS
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software. All ethical considerations were followed, and the
study was approved by the Research Chancellor of Iran
University of Medical Sciences.

Resulis

All 63 participants completed the MRS for the
second time following the intervention. To assess the
equivalence of the two groups, personal characteristics
were analysed. No significant differences were noted in
the personal characteristics of the two groups regard-
ing age, time of last menstruation, number of children,
occupation, or number of pregnancies (Tab. 1).

The total mean (SD) scores of the MRS in the Aph-
rodit group were 21.93 +3.83 before intervention and
13.11 +2.91 after intervention. The placebo group’s ini-
tial total menopausal symptom score was 22.13 +3.36;
the score after using the placebo was 22.13 +3.38. There

Tab. 1. Demographic characteristics

was a significant difference in the Aphrodit group be-
fore and after intervention (p = 0.01) (Tab. 2); there was
no significant difference in the placebo group before
and after intervention (p = 1.0) (Tab. 3). T test analysis
showed that there was a significant difference between
the two groups after intervention (p = 0.006) (Tab. 4).

Discussion

The purpose of this study was to determine wheth-
er a botanical supplement known as Aphrodit could
assist in reducing symptoms of menopause. Mazora et
al. (2010) showed that the consumption of Tribulus ter-
restris fruit was effective on the sexual performance of
women [21]. In addition, Low observed in the USA that
saffron supplements led to improvements in hot flush-
es and other menopausal symptoms [26]. The present
study replicates these findings. The group treated with

Characteristics Afrodit Placebo The results of statistical tests for homogeneity
Age 55.3 £53.6 54.2 £+3.31 t=0.7;df =61; p=0.54
Menopause age 453423 48 £1.9 t=1.53;df =46; p =0.15

Number of children 2.1+34 3.6 +1.7 t=0.54;df =61; p=0.58

Number of pregnancies 3441 2.1+4.8 t=-1.47;df =-98; p =-0.15

Occupation status Housewife (80%)

Housewife (81%)

Fisher Test p = 0.07

Tab. 2. Frequency of menopausal symptoms before and after the intervention in the Aphrodit group

Before After Paired t-test
Menopausal symptoms .
Mean % SD Mean % SD analysis
Physical 9.31 £1.75 4.54 £1.52 t=1.98; df = 27; p = 0.0001
Mental 9.31+£2.30 5.54 +£1.79 t=2.11;df = 28; p =0.003
Genitourinary 3.31+1.49 3.04 £1.31 t=1;df=28;p=0.3
Total 21.93 +3.83 13.11 £2.91 t=1;df =25;p=0.01

Tab. 3. Frequency of menopausal symptoms before and after the intervention in the placebo group

Before After Paired t-test
Menopausal symptoms .
Mean * SD Mean + SD analysis
Physical 9.33 £1.76 9.27 £1.96 t=8.52;df =28; p=0.08
Mental 9.17 £2.15 9.03 £2.07 t =10.06; df = 28; p = 0.3
Genitourinary 3.62+1.92 3.83+2.01 t=5.1;df =25;p=0.8
Total 22.13 £3.36 22.13 £3.38 t=0.00;df=29;p=1

Tab. 4. Comparison of menopausal symptoms after the intervention between the two groups

Group Aphrodit Placebo Independent t-test
Menopausal symptoms Mean + SD Mean + SD analysis

Physical 4.54 +1.52 9.27 £1.96 t =1.31; df = 98; p = 0.0001
Mental 5.54 £1.79 9.03 +2.07 t=0.63; df =98; p = 0.02
Genitourinary 3.04 +1.31 3.83 +2.01 t=93;df=98;p=0.1
Total 13.11 +2.91 22.13 £3.38 t=1.9; df = 98; p = 0.006
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Aphrodit in this study exhibited a significant improve-
ment in menopausal symptoms, which might suggest
that Aphrodit is tolerated better than many pharma-
ceutical tranquilisers currently being prescribed for this
client group [25].

A previous study reported that Tribulus terrestris
increased testosterone levels and improved sexual
function in post-menopausal women [28]. However, in
the present research, the Aphrodit supplement was in-
effective in improving the genitourinary symptoms of
menopausal women (p = 0.3).

On the other hand, for women who need relief for
mild vasomotor symptoms, NAMS (2004) recommends
considering lifestyle changes first, either alone or com-
bined with a non-prescription remedy such as dietary
isoflavones, black cohosh, or vitamin E. Other herbal sup-
plements such as Aphrodite are not recommended [29].

It should be mentioned that the present study is
limited by its small sample size, and the results can-
not be generalised to a wider population. In addition,
the study assessed only short-term effects; long-term
effects were not tested in this study. These limitations
should be considered in further studies.

Conclusions

Aphrodite improves the symptoms of menopause in
postmenopausal women, and the findings of this study
support the effectiveness of Aphrodite in the clinical
management of menopausal symptoms. In addition,
the absence of negative side effects, which are com-
monly seen with prescribed hypnotics, suggests that
traditional herbal supplements might be a suitable al-
ternative in the treatment of menopausal symptoms.
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