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Abstract 

Background: A diverse group of emotions, higher cognitive function, & ability to control complex 

behavior contributes to Psychiatric disorders. The major psychiatric disorders are common & often 

chronic which includes depressive disorders, anxiety disorders, attention deficit hyperactivity disorder, 

autism, OCD, & schizophrenia. As pandemic raged outside, millions of people suffering from spectrum 

of mental health issues ranging from anxiety, depression & finally steeping towards suicide. Apart from 

struggling for existence, ill health, joblessness, financial crisis & everyday stress has severely affected 

mental health of population. It is found that Major Depressive Disorder (MDD) is a major health problem 

affecting the mood, mind, body and behavior of an individual. As compared to communicable disorders 

like TB, HIV/AIDS; prevalence of MDD is much higher in India. Despite of modern medication 

available, there are limitation in the form of addiction and adverse effects. It is estimated that nearly fifty 

percent of treated cases of MDD has shown recurrence. Hence the goal of treatment should be to provide 

effective and safe treatment with no adverse effect that too without recurrence. Present study is set to be 

conducted on polyherbal formulation Mansyadi Capsule in the management of MDD that may provide 

effective herbal management in study population. Objectives: To evaluate efficacy of Mansyadi Capsule 

& Jyotishmati Capsule on Vishaada (Major Depressive Disorder) and to compare the efficacies of both 

treatments. Methodology: A total of 80 patients will be enrolled and divided randomly into 2 equal 

groups. In Group A (Interventional) Mansyadi Capsule and In Group B (comparator group) Jyotishmati 
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Capsule will be given orally for 90 days 2cap BID. Expected Results: Changes in the subjective 

parameters on the basis of Vishaad validated scale & objective parameters i.e., Hamilton Depression 

Rating scale & serum cortisol level will be observed and recorded. Conclusion: Results and conclusion 

will be drawn according to the data obtained in case registration and follow up forms. 

Keywords: Mansyadi Capsule, Jyotishmati Capsule, Vishaad, Depression,  

Main Manuscript: 

Introduction: 

Major Depressive Disorder is most common mental health disorder and its prevalence has increased in last 

ten years. It is one of the complex psychiatric condition which is challenging to treat for the physician and 

also to the patient who experience it.  MDD has some serious sign and symptoms including sadness, 

hopelessness, worthlessness and suicidal tendency. It is found that Major Depressive Disorder (MDD) is a 

major health problem affecting the mood, mind, body and behavior of an individual. These individuals tend 

to lose enthusiasm and working capacity which ultimately leads to physical and mental deficit. As compared 

to communicable disorders like TB, conducted in 2019 estimated that almost 23 million people in India will 

need a treatment of Depressive Disorder. The lifetime and current prevalence of Depressive Disorder was 

found to be 5.25% in India and would require major attention of concerned stakeholder to lineup 

pharmacological and non-pharmacological treatment which is easily accessible and affordable. The Survey 

study reflected that DD is more prevalent in productive age group of 30-59 years and is comparatively higher 

in females than males3. 

In Ayurveda Classics, Depressive illness are described in different context as Manoavasaad, Vishaad, 

Manodainya etc. Vishada has been described in Charak Samhita as Vataja nanatmaja vikara whereas 

Chakrapani defined it as a mental state opposite to that of Utsaha (Enthusiasm). It is explained under 

Manovikar (mental disorder) by Sushruta and Dalhan says “'vishada is that state where manas (mind) is 

afflicted by lack of perseverance due to non-accomplishment or disappointment4”. It is evident from the 

definition that Vishaada can be corelated with major depressive disorder. Various etiological factors like 

ahar(diet), vihar (lifestyle), rogaj(secondary to disease) and manas (psychological) lead to Vishaada. These 

etiological factors contribute in the vitiation Kapha & Vata dosha along with raja and tama vikruti disturbing 

manas leading to Vishaada. The general treatment principles of Vishaada includes Nidan parivarjan, 

Satvavajaya chikitsa, Daivavyapashraya chikitsa, Yukti vyapashraya chikitsa and vihar chikitsa. 

 Previous research reports conclude that, Major Depressive Disorders affect a large population of India and 

there is need to pave the way for prevention and management of Major Depressive Disorders with cost 

effective treatment without adverse effects. Hence a research is set to conduct on MDD with herbal 

formulation (Mansyaadi Capsule). 
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Background and rationale: 

Although the prevalence of Major Depressive Disorders has increased in last ten years, comparatively very 

few clinical trials are conducted which leads to lack of awareness in society for seeking early treatment of 

Major Depressive disorder. The disease burden of mental disorders has increased to double from last few 

decades and so, India needs to invest heavily in mental health services. Although there is rising incidence of 

cases of depression in India, it is relatively less research which paves the way for conducting more and more 

clinical trials to increase awareness in society and to manage the cases of depression effectively. 

Study has reported that prevalence of MDD is higher in reproductive population which significantly 

increases the economic burden of India. Hence there is need to research for cost effective treatment5.  

It is observed from the research that MDD if not managed may prove to be detrimental in terms of 

dysfunction, disability and poor quality of life which exhibits the importance of management of MDD6,7,8.  

In addition to that managing patients of depression pose a significant burden on the caregivers thereby there 

is utmost need that these patients need to be managed as early as possible to reduce the burden of society9.  

Research is also needed to understand the course of MDD in India to determine the need and duration of 

continuation treatment. Studies are also needed to treat depression effectively in primary care setting10.  

WHO report of 2001has recommended that treatment for mental health disorders should be accessible in 

primary care and awareness on mental health should be increased11. This treatment gap can be better resolved 

with herbal form of treatment which can be made readily available in primary care settings. Moreover, 

conducting clinical trials related to mental health will create mental health awareness among masses. 

The long-term use of Selective Serotonin Reuptake Inhibitors (SSRIs) and Tri Cyclic Anti-Depressant 

(TCAs)are prone to develop serious adverse effects which limit their use in clinical practice despite of their 

effectivity. Hence there is need to research for newer forms of drugs which are comparatively free from side 

effects and are safe for their long term use12 

Mansyadi13,14 Capsule is a classical formulation having been indicated in Vishaada in Ayurveda Standard 

Treatment Guideline.  It is said to possess a very good effect in all psychological disorders. Current study is 

an attempt on evaluating the anti-depressant activity of Mansyadi Capsule. 

Present research is design with objective to provide a novel, therapeutically effective and palatable poly 

herbal formulation in given dose which may prove helpful to alleviate the MDD among individuals. Hence 

this trial is aimed at establishing the role of Mansyadi Capsule in Major Depressive Disorder.  

Aims and Objectives:  

Aim: Evaluation of comparative anti-depressant activity of Mansyadi Capsule & Jyotishmati Capsule on 

Vishad (Major Depressive Disorder) 

 

 

http://www.ijcrt.org/


www.ijcspub.org                                                      © 2022 IJCSPUB | Volume 12, Issue 3 July 2022 | ISSN: 2250-1770 

IJCSP22C1054 International Journal of Current Science (IJCSPUB) www.ijcspub.org 482 
 

Objectives 

1. To evaluate the efficacy of Mansyadi Capsule on Vishaada (Major Depressive Disorder) 

2. To evaluate efficacy of Jyotishmati Capsule on Vishaada (Major Depressive Disorder) 

3. To evaluate comparative efficacy of Mansyadi Capsule with Jyotishmati Capsule on Vishaada (Major 

Depressive Disorder) 

 

Material & Methods 

Study Type: Interventional study  

Trial design: Randomized Active Control Double Blind Superiority Clinical Trial. 

Case definition- Diagnosed cases of MDD (Major Depressive Disorder) on DSM V diagnostic criteria 

DSM V Diagnostic Criteria for MDD15 

The DSM-5 outlines the following criterion to make a diagnosis of depression. The individual must be 

experiencing five or more symptoms during the same 2-week period and at least one of the symptoms should 

be either (1) depressed mood or (2) loss of interest or pleasure. 

1. Depressed mood most of the day, nearly every day. 

2. Markedly diminished interest or pleasure in all, or almost all, activities most of the day, nearly every 

day. 

3. Significant weight loss when not dieting or weight gain, or decrease or increase in appetite nearly 

every day. 

4. A slowing down of thought and a reduction of physical movement (observable by others, not merely 

subjective feelings of restlessness or being slowed down). 

5. Fatigue or loss of energy nearly every day. 

6. Feelings of worthlessness or excessive or inappropriate guilt nearly every day. 

7. Diminished ability to think or concentrate, or indecisiveness, nearly every day. 

8. Recurrent thoughts of death, recurrent suicidal ideation without a specific plan, or a suicide attempt or 

a specific plan for committing suicide. 

 
Research Question: 

Whether Mansyadi Capsule is more efficacious as compared to Jyotishmati Capsule in management of 

Vishaada (MDD)? 

 

Ethics and dissemination: IEC certificate, obtained vide Ref No. MGACHRC/ IEC/ September 2021/373 

dated 25.09.2021. CTRI registration under process. 

 

Methodology: 

Study setting: The study will be conducted in Mahatma Gandhi Ayurveda College Hospital and Research 

Centre (MGACH&RC), Salod (Hirapur) Wardha, Maharashtra. 
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Eligibility criteria:  

Inclusion criteria:  

 Males or females between the age of 30 to 55 years. 

 Subjects who will fulfil the DSM-V criteria for the diagnosis of major depressive disorder without 

psychotic features and with single or recurrent episode for minimum two weeks. 

 Subjects who will be diagnosed as mild to moderate cases of MDD on Hamilton Depression Rating 

Scale. 

 Patients willing to give informed consent.  

 Females willing to follow methods of contraception during the course of trial. 

Exclusion criteria:  

 Individuals at significant risk of suicide on the basis of the clinical judgement. 

 Pregnant, breast –feeding or planning to become pregnant during the study. 

 Current history of illness with hepatic, renal, gastroenterological, respiratory, cardiovascular 

(including IHD), endocrinologic, neurologic, immunologic or haematological diseases and infectious 

diseases etc. 

 Significantly abnormal laboratory test and finding of electrocardiograph. 

 Current use of drug abuse or alcohol dependence. 

 Diagnosis of panic disorder, generalized anxiety, dementia, bipolar disorder, schizophrenia, or any 

other psychiatric disorders. 

 

Methodology & Interventions:  

Table 1.  Methodology of the study  

Table 2. Content of Interventional Drugs & Details of Drug Preparation16,17,  

Table 3. Content of Control Drug & Details of Drug Preparation18 

 

Figure 1. Flowchart of study design or methodology  

 

Criteria for discontinuing or modifying allocated interventions:  

 Patients willing to quit in between will be allowed to quit and will be replaced. 

 If patient develops any acute illness during the trial which may hamper the study. 

 Despite of Interventional treatment, Patients shifted into severity score on HDRS will be 

discontinued.  

Follow up:  30th day, 60th day, 90th day of study. 

Assessment Criteria:  

 Subjective Parameters 

Assessment of clinical features of Vishaada according to Validated Assessment scale 19 

 Objective Parameter 
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a. Assessment of Depression by Hamilton Depression Rating Scale (HDR-S)20 

Scoring: In 17-item version, scores can range from 0 to 54.  

< 7 score  Normal 

 7-17 score Mild depression 

18- 24 score Moderate depression 

>Or = 25 score Severe depression 

b. Serum cortisol – Morning blood sample will be taken to assess the cortisol level before and after the 

trial. 

Outcomes:  

Primary: Primary outcome is reduction in the score of HDRS & improvement in the features of Vishaad. 

 

Participant timeline: 90 days treatment and follow up on 30th day, 60th day, & 90th day of study. 

 

 

 

Assignment of interventions: 

Recruitment: Patients will be recruited by Computer Generated randomization method. Subjects who will 

fulfil inclusion criteria & willing to sign the written consent will be enrol for study.The PI will allocate and 

enrol the patient.  

Sample Size 

Sample size is calculated as per the reference of Major depressive disorders from previous research works. 

With 95% Desired Power, allocation ratio 1, Type I error 5%, Common Standard Deviation Deviation 0.4, 

Difference in mean 0.34 using formula below -  

 

Considering 10% dropout rate total minimum sample size is 80, 40 Samples in each group. 

Hence for one-sided hypothesis testing with the type I error level set to 5%, a total of 80 patients – 40 

patients in each group – would be required in order to detect a clinically meaningful difference of 20% with 

95% power and the variance 𝜎 2 = 0.4. 

Total Sample Size – 80 

n 1 (Group I) = 40 

n 2 (Group II) = 40 
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Data collection, management, and analysis methods: 

Observations will be made after completion of study, according to the data collected with the help of 

following: 

I. Case registration Form with detailed history and examination 

II. Follow Up Assessment Proforma 

A)  Drug Analysis 

Ingredients of study drug Mansyadi Capsule will be identified & authenticated from authorities of the 

Institute where trial will be conducted. Physico-chemical characterization and High-performance thin layer 

chromatography (HPTLC) will be done at Authorized Pharmacognosy Department. 

B) Data Analysis  

Testing of Hypothesis will be done. Null hypothesis can be rejected. Observation and results will be 

computed statistically to know the significance level and obtain the conclusions for the study. Appropriate 

Statistical tests will be used for data analysis. 

Data monitoring: The Data coding will be done by PI and supervisor. 

 

Consent: The written informed consent will be taken from the patient before starting the study. During the 

study the confidentiality of each patient will be maintained. 

 

Discussion   

Major Depressive Disorder (MDD) is a major health problem affecting the mood, mind, body and behavior 

of an individual. MDD leads to a serious symptom involving sadness, worthlessness hopelessness, 

pessimistic, guilt, disturbed sleep & appetite, decreased energy or fatigue, difficulty in concentrating & 

making decisions, irritability, suicidal thoughts and attempts. This psychological temperaments & mental 

disorder are broadly discussed in Ayurveda under the Manas Vikaras. Vishada has been described in Charak 

Samhita as Vataja nanatmaja vikara whereas Chakrapani defined it as a mental state opposite to that of 

Utsaha (Enthusiasm). It is explained under Manovikar (mental disorder) by Sushruta and Dalhan says 

“'vishada is that state where manas (mind) is afflicted by lack of perseverance due to non-accomplishment or 

disappointment”. It is evident from the definition that Vishaada can be corelated with major depressive 

disorder. Though the lots of modern medications are available & researches are ongoing in modern science, it 

has shown its limitations due to resistance to antidepressants, its adverse event & raised inter dose 

depression. In the present study herbal formulation Mansyadi kwaath will the interventional drug which is 

mentioned by ayurvedic classics in the management of Vishaad. Thus, the goal of our study is to provide cost 

effective & safe treatment with no or very less side effects as compared to modern medicines & to improve 

the standard of living of the patient. 

Conclusion:  

 Observations will be made according to the Data collected and subjected to statistical analyses to 

draw the results. Conclusion(s) will be drawn according to the observations made in the case registration and 

follow up forms on the various assessment parameters. 
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Figures: 

Figure 1. Flowchart of study design or methodology 
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Table 1.  Methodology of the study  

Groups 
No. of 

patient 
Age Sex Intervention 

Dose 

/day 

Durati

on 

Follow 

Up 

Group A 

Study 

Group 

40 

30 yrs 

to 

55 yrs 

Male 

and 

Female 

Oral Drug 

Mansyadi 

Capsule  

2 Cap  

(500mg each) 

Twice a day 

with lukewarm 

water 

90 

Days 

0th 30th 

60th & 90th 

day 

Group B 

Control 

Group 

40 

30 yrs 

to 

55 yrs 

Male 

and 

Female 

Oral Drug 

Jyotishmati 

Capsule 

2 Cap 

(750mg each)  

Twice a day 

with lukewarm 

water 

90 

Days 

0th 30th 

60th & 90th 

day 

 

Table 2. Content of Interventional Drugs & Details of Drug Preparation 

Mansyadi Capsule Content & preparation 

Content  Latin Name Parts used Ratio  

 Jatamansi  Nardostachys jatamansi Rhizome 1 part  

Ashwagandha Withania somnifera Root 1/4parts  

Parsik Yavani Hyoscymus niger Seeds 1/8part  

Preparation Each capsule contains 300mg of Jatamansi extract, 160 mg of Ashwagandha extract 

& 40mg of Parsikyavani extract will be prepared at Rasashala of MGACH & RC, 

Salod (H), Wardha.  

 

Table 3. Content of Control Drug & Details of Drug Preparation 

Jyotishmatii Capsule Content & preparation 

Content  Latin Name Parts used 

 Jyotishmati Celastrus paniculatus Seeds, Leaves, Small stem 

Preparation Seeds, leaves and small stems of Jyotishmati (Celastrus paniculatus) will be used for 

the preparation of drug. The sample will be dried, powdered and made into capsule 

of 750mg. 
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