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According to the 2019 Global Burden of Disease report, 34.3 million people in India suffer from asthma, making up
13.09% of the worldwide burden. A proper solution to this problem is still elusive in modern medicine. As a result, the
world is anticipating certain traditional treatments in this area. For bronchial asthma, Unani doctors administer both single
medications and several Unani formulations. One such frequently recommended Unani medicine is Habb-e-Hindi-Zeeqi. In
the current study, the Regional Research Institute of Unani Medicine (RRIUM), Aligarh, conducted a clinical, biochemical,
and haematological evaluation of the therapeutic efficacy and safety of the Unani compound medicine Habb-e-Hindi-Zeeqi
during the years 2021-2022. Out of the patients who visited the outpatient department (OPD), a total of 26 patients were
chosen. For four weeks, the patients received one tablet (125 mg) of the Unani compound medicine Habb-e-Hindi-Zeeqi
orally twice a day after meals. The results were statistically assessed using Dennett's test one-way analysis of variance
(ANOVA). According to the current study, the Unani compound medicine is safe, non-toxic, and highly successful in

treating bronchial asthma. More research in a large population is advised.
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Patients with bronchial asthma suffer from a
chronic illness that affects their social, physical,
and mental health. Asthma affects about 339
million individuals worldwide. In terms of
disability-adjusted life years (DALYSs), asthma
ranked 23™ globally among the top 20 illnesses that
cause disability, according to the Global Burden of
Diseases, Injuries, and Risk Factors Study 2015,
Asthma prevalence has steadily risen in both
industrialized ~ and  developing  nations?®.
Approximately 300 million people worldwide
suffer from asthma, and by 2025, an additional 100
million are predicted to be impacted*®.

Clinical signs of asthma include coughing,
wheezing, chest tightness, and dyspnea. Asthma is a
chronic respiratory disease marked by reversible
airflow restriction linked to bronchial hyper
responsiveness and ongoing inflammation’®. This
clinical condition is generally regarded as one of the
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primary non-communicable diseases that can impact
both adults and children, significantly impairing their
quality of life and increasing the risk of death®.

In the Unani medical system, Zeeg-un-Nafas
(bronchial asthma) has been treated with a variety of
single and compound medications.

Depending on the drug class, dosage, and
administration  method, the currently given
medications in the allopathic medicine system might
have a variety of adverse effects. Cough, headache,
vomiting, fever, nausea, sweating, dyspepsia, and
increased anxiety™™® As a result, focus has now
switched to herbal and traditional systems of
medicines including Unani medicines since they are
cost-effective and versatile in the treatment of
bronchial asthma with little to no adverse effects. In
light of the aforementioned, the safety and therapeutic
effectiveness of Unani compound medications Habb-
e-Hindi-zeeqi in cases of Zeeg-un-Nafas (bronchial
asthma) have been assessed using scientific criteria,
with the findings reported.
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Methodology

Study design

A multicentric, open-label clinical research was
conducted. Habb-e-Hindi-zeeqi, a Unani medicine,
was supplied by the Central Council for Research in
Unani Medicine, New Delhi. The study was
conducted in Aligarh at the Regional Research
Institute of Unani Medicine (RRIUM). A total of 26
people, regardless of gender, aged 18 to 65, were
selected from the outpatient department (OPD) using
pre-established inclusive and exclusive criteria. The
total number of cases that were registered was 32, of
which 26 were finished and 6 were dropped. The
safety and effectiveness of Habb-e-Hindi-zeeqi, were
evaluated using biochemical and haematological
markers as well as the alleviation of symptoms.

Drug, dose and mode of administration

The patients received one tablet (125 mg) of the
Unani medicine Habb-e-Hindi Zeeqi twice a day,
after meals, for four weeks™ (Table 1).

Selection criteria

The following criteria were used to include study
participants who were attending the outpatient
department of their respective centers and had a clinical
diagnosis of Zeeg-un-Nafas (bronchial asthma):

Inclusion criteria

1. Men and women ranging in age from eighteen to
sixty-five.

2. Objective proof of reversible airway obstruction,
either naturally or with therapy (>12% and >200 mL
decrease in FEV1 and/or a 25% and 60 L/min change
in PEFR).

3. At least six months of asthma prior to
enrollment.

Exclusion criteria

The following conditions ruled out Zeeg-un-Nafas
(bronchial asthma) patients from participating in
the study:

1. A ratio of FEV1/FVC < 50%.

2. A nursing and pregnant woman.

3. A patient suffering from cancer, tuberculosis,
and other respiratory tract infections.

Table 1 — Constituents of Habb-e-Hindi-Zeeqi (NFUM Part-l)14

S.NO. Name of ingredient  Scientific name Quantity
1. Beesh Mudbbar Aconitum ferox Wall. ex. Ser.  154¢.
2. Post-e-Bekh-e-Madar Calotropis procera (Ait) R. Br. 30g.
3. Aab-e-Adrak Zingber offcinale Rosc 30g.

4. A patient with hepatic and renal insufficiency,
diabetes mellitus, and co-morbidities.

5. A patient who regularly takes systemic or oral
corticosteroids for ailments other than asthma.

Assessment of temperament (mizaj)

At baseline, a temperament (mizaj) assessment was
conducted. The patients’ temperaments were
evaluated using the 10 predetermined factors found in
the Ajnas-e-ashra.

Evaluation of the follow-up

Clinical evaluations were performed on the
following days: baseline (first day), I** F-up (7" day),
1™ F-up (14" day), 111" F-up (21% day), and IV" F-up
(28" day). Both objective and subjective clinical
observations were included in the follow-up sheet.

Assessment of efficacy

1. Pulmonary function test using spirometry:
FEV1, FEV1/FVC ratio, and PEFR.

2. Using the asthma control questionnaire (ACQ),
the effectiveness outcome was assessed.

3. The number of absolute eosinophils counts
(AEC).

Assessment of safety
Based on biochemical analyses, the following
findings about the test drug's safety have been made:

Biochemical analysis

Serum glutamate transaminases [SGPT (EC
2.6.1.2) and SGOT (EC 2.6.1.1)]* serum alkaline
phosphatase enzyme (S-ALP, EC. 3.1.3.1)*, blood
ureal’, serum creatinine®®, total bilirubin®®, uric acid®
were analysed.

Haematological investigation

Haematological variables were carriedout®. It consist
of haemoglobin (Hb), erythrocyte sedimentation rate
(ESR), total leucocytes counts (TLC), red blood
corpuscles (RBC), differential leucocytes counts (DLC):
polymorphs, lymphocyte and eosinophil counts, and
absolute eosinophil counts (AEC).

Collection of blood serum

A new vein was punctured to obtain blood samples
for every inquiry. One milliliter of blood was
combined with ethylene diaminetetraacetic acid
(EDTA) for various haematological parameters; and
two to three milliliters of blood were allowed to
coagulate before the serum was separated by
centrifugation for various biochemical parameters.
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For all necessary scientific parameters, biochemical
and hematological analyses were performed.

Statistical evaluation

One-way analysis of variance (ANOVA) by
Dennett’s test was used for statistical analysis of the
data. When the p-value was less than 0.05, the values
were regarded as significant.

Results

Demographic study

A total of 26 patients with Zeeg-un-Nafas
(bronchial asthma) were included in the demographic
study. The incidence is higher for male individuals 16
(61.54%) (mean age 44.38 years) than female subjects
10 (38.46%) (mean age 33.1 years). Previous authors
have made a similar observation?, but other studies
found that women are more likely than men to suffer
asthma®?!. The incidence is higher among business
09 subjects (34.62%) than among housewife patients
(26.92%), followed by students and vendors.
Incidences among non-vegetarian patients were
higher at 23 (88.46%) than vegetarian patients at 03
(11.54%) (Table 2) (Fig. 1). The authors had reported
similar perspectives®?’. Phlegmatic 21 patients
(80.77%) had the highest incidence of temperament,
followed by sanguine 03 patients (11.54%) and
melancholy 02 patients (7.69%) (Table 2) (Fig. 2).
Researchers had reported similar findings®®®. The

maximum patients were treated with allopathic
medicines (53.85%), followed by Ayurvedic medicine
(26.92%) and Unani drugs (19.23%).

Assessment of efficacy

Clinical assessment

Subjective Parameters

Pulmonary Function Test (PFT)
The spirometer SP10BT model (CONTECH
Medical System Co. Ltd., China) was used to perform

Classification of Dietary Habits

B Non- vegetarian
M vegetarian

88%

Fig. 1 — Distribution of patients according to dietary habits

Table 2 — Demographic information displaying the distribution of patients with Zeeg-un-Nafas (bronchial asthma) by age, sex, marital
status, occupation, socioeconomic status, body mass index, dietary habits, length of illness, and temperament

Characteristic Variables

1.Sex Male
Female

i. Business

ii. Housewife
iii. Student

iv. Vendar

i. Non-vegetarian
ii. Vegetarian

i. Allopathic

ii. Ayurvedic

iii. Unani

i. 0 month to 12 months
ii.13-24 months
iii. 25-36 months
iv. 37-48 months
v. 49-60 months
vi. 61-72 months
vii. > 73 months
i. Phlegmatic

ii. Melancholic
iii. Sanguine

iv. Bilious

2. Occupation

3. Dietary habits

4. Treatment history

5. Duration of disease

6. Temperament

Number of male, female & %

Mean age (in years ) £ SD
44.38+12.90
33.10+14.46

16 (61.54%)
10 (38.46%)
09 (34.62%)
07 (26.92%)
04(15.39%)
06 (23.08%)
23 (88.46%)
03 (11.54%)
14 (53.85%)
07 (26.92%)
05 (19.23%)
07 (26.92%)
Nil
08 (30.77%)
01 (3.85%)
Nil
08 (30.77%)
02 (7.69%)
21 (80.77%)
02 (7.69%)
03 (11.54%)
Nilil
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pulmonary function tests (PFT), which included the
FEV1/FVC ratio, forced expiratory volume (FEV1) in
the first second, and peak expiratory flow rate (PEFR).
When comparing the results of baseline and various
treatment follow-up for 28" days, a significant increase
in pulmonary function test was noted: PEFR, FEV1,
and FEV1/FVC ratio on 21st days (111" F-UP) were
8.63% (p<0.01), 9.05% (p<0.01), and 5.78% (p<0.01),
respectively, and on 28" day (IV"-F-UP) post-
treatment were 13.38%  (p<0.0001), 13.87%
(p<0.0001), and 9.36% (p<0.0001), respectively
(Table-3) (Fig. 3). The other researchers have likewise
observed comparable findings®.

Asthma Control Questionnaire (ACQ)

When compared to baseline values with various
treatment follow-up for 28" days, a significant
decrease in the ACQ score on 21% days (111" F-UP)
was 24.57% (p<0.01) and on 28th days (IV"-F-UP)
post-treatment was 53.02% (p<0.0001) (Table 3)
(Fig. 4). The other investigators have also observed
comparable findings®.

Absolute eosinophil counts (AEC)

When compared to baseline readings with various
treatment follow-ups on the 28" day, no discernible
changes in absolute eosinophil counts (AEC) were

Percentage of Temperament

BILIOUS| 0
SANGUINE | 11.54
MELANCHOLIC| 7.69

PHLEGMATIC 80.77

0 10 20 30 4 50 6 70 8 90

Fig. 2 — Distribution of patients according to temperament

found (Table 3). Similar findings have also been
reported by the other studies®.

Assessment of safety

Biochemical Studies

Liver and kidney function tests
There had been no noticeable changes in either the
kidney or liver function tests. Thus, it can be

Distribution of PEFR on the basis of time period
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Fig. 3 — Graph showing the distribution of PEFR on the basis of
time period in bronchial asthma patients treated with Unani
compound drug Habb-e-Hindi-Zeeqi

Distribution of ACQ Scores on The Basis of Time
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Fig. 4 — Graph showing the distribution of Asthma Control
Questionnaire (ACQ) score on the basis of time period in bronchial
asthma patients treated with Unani compound drug Habb-e-Hindi-Zeeqi

Table 3 — Effect of Unani compound drug Habb-e-Hindi Zeeqi on PFTR (L/Sec), FEV1 (%) FEV1/FVC (%), Asthma Control
Questionnaire (ACQ) and absolute eosinophil counts (AEC) in Zeequn Nafas (Bronchial Asthma) patients. [*p<0.05 & **p<0.01 are

significant, ***p<0.001 is highly significant]

Group — Baseline 1 F-up (2" F-up) (3" F-up) Post-treatment
(0*-day) (7"-day) (14"-day) (21"-day) (V" F-up) (28"-day)
PEFR (L/Sec.) 6.95+0.70 7.05+0.80 7.18+0.75 7.55+0.74** 7.88+0.75***
FEV1 (%) 78.23+8.19 79.58+9.38 81.15+8.27 85.31+7.70** 89.08+8.48***
FEV1/FVC (%) 79.27+7.73 79.81+7.38 81.19+6.72 83.85+5.86** 86.69+6.59***
ACQ Scores 13.92+3.15 13.46+3.29 12.65+3.46 10.50+3.93** 6.5443.54***

Absolute eosinophil counts (AEC) 212.56+85.02

219.94+177.66 - -

208.40+146.91

ACQ: Asthma Control Questionnaire, AEC: Absolute eosinophil counts
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concluded that there was no adverse or negative
reaction brought on by the test medication.
As a result, the drug's safety is conformed
(Table 4). Similar inferences had been made by
other authors®.

Haematological studies

There had been no noticeable changes in the levels
of haemoglobin, red blood cells (RBCs), total
leucocyte counts (TLC), erythrocyte sedimentation
rate (ESR), and differential leucocyte counts
(DLC) (Table 5). Other authors had undertaken a
similar intervention® %,

Discussion

This study, which was conducted in 2021-2022,
aims to investigate the efficacy of Unani compound
drug Habb-e-Hindi-Zeeqi and validate its efficacy and
safety in treating patients of bronchial asthma. The
findings are based on clinical, biochemical, and
haematological parameters of 32 registered bronchial
asthma patients, which were assessed; 26 of whom
had completed the investigations successfully. Habb-
e-Hindi-Zeeqi, the test drug, has been found to be
non-toxic, safe, and effective for human use.

While validating Habb-e-Hindi-Zeeqi' efficacy
with previous research on several other Unani
medicines in the treatment of bronchial asthma,
including Shati churna®, Sharbat-E-Sadar®’, Trial
drug® Kalongi (Nigella sativa L.), Darchini
(Cinnamomum zeylanicum Blume), and Shehad
(pure honey). Test Group II*° consisted of the
decoction of Irsa (lris ensata Thunb), Mulethi

(Glycyrrhiza glabra Linn.), Kakrassenghi (Pistacia

integerrima  Stewart ex Brandis), Zangibeel
(Zingiber officinale Rosc.), and Gul-e-zoofa
(Hyssopus  officinalis Linn.), Berg-e-Arosa
(Adhatoda  vasica  Nees), and  Aslus-Soos

(Glycyrrhiza glabra Linn.). Test Group Ill consisted
of a powdered mixture of Maghz-e-Amaltas (Cassia
fistula Linn.), Zangibeel (Zingiber officinale Rosc.),
Irsa (Iris ensata Thunb), and Qaranfal (Eugenia
caryophylla Thunb). It revealed that the safety
parameters SGOT, SGPT, alkaline phosphatase,
urea, and creatinine are missing from these
earlier investigations.

However, the studies on one Unani coded drug
UNIM-352%° and two other Unani formulations* that
contain  Aslussoos (Glycyrrhiza glabra Linn.),
Parsiyaoshan (Adiantum capillus veresis), Zufa yabis
(Hyssopus officinalis), and Sapistan (Cordia
dichotoma Forst) also lack the majority of the
crucial subjective measures for assessing drug
efficacy, such as the asthma control questionnaire
(ACQ) and absolute eosinophil counts (AEC). As a
result, these investigations lack some crucial
scientific parameters (Table 6). Our test medication,
Habb-e-Hindi-Zeeqi, has shown preliminary
promising results in treating bronchial asthma and
conform to all necessary safety, toxicity, and
efficacy parameters. Our research also supports the
findings of previous studies on the above-discussed
Unani medicines. Regardless, before this test drug is
used in broader medical use, we recommend
additional research on a bigger population to better
understand its safety and efficacy.

Table 4 — Impact of Unani medicine Habb-e- Hindi Zeeqi in the level of SGPT, SGOT, alkaline phosphatase, bilirubin, blood urea,
serum creatinine and uric acid, in Zeeg-un-Nafas (Bronchial Asthma) patients

Parameter —» SGOT SGPT Alkaline Phosphatase ~ Bilirubin Blood Urea  Creatinine  Uric Acid
Group (IUIL) (IUIL) (UIL) (mg %) mg%)  (mg%) (Mg %)

Baseline (0% -day) 8.84+3.68  10.89+ 7.50 71.01+30.69 0.70£0.26  21.67+5.49 1.00+0.18 4.48+1.13
1% F-up (7" days) 9.40+4.14  9.95+5.65 68.73+27.53 0.68+0.20  20.69+6.04 0.89+0.14 4.77+1.35
Post-treatment (28" -days)  9.05+4.09 9.83+4.30 64.02+27.27 0.65+0.19  21.63+7.26 0.87+0.12 4.62+1.48

Table 5 — Effect of Unani compound drug Habb-e-Hindi Zeeqi in the level of haemoglobin, R.B.C. count, total leucocyte counts (TLC),
erythrocyte sedimentation rate (ESR), polymorphs, lymphocytes and eosinophils count in Zeeg-un-Nafas (Bronchial Asthma) patients

Parameter —®  Haemoglobin ReBC , 13'LC , E.S.R. Differential leucocyte counts (DLC)

Group ¢ 9 %) (10%/mm)  (10/mm’) (mm /hr) Polymorphs ~ Lymphocytes  Eosinophils
1H 2H (%) (%) (%)

Baseline 13.73£1.73 4.53+0.63 7.97+2.68 31.0+13.91 41.0+11.73 67.00+9.97 27.00+9.64 6.00£1.77

(0" -day)

1* F-up (7lh days) 13.75x1.55 4.59+0.55 7.57+2.32 30.0+12.74 42.0+9.62 66.0+8.75 30.00+7.85 4.00+1.78

Post-treatment 13.66+1.66 4.55+0.58 7.93+2.63 27.0+12.61  39.0+10.47 65.00+9.35 29.00+8.70 6.00+2.81

(28"-days)
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Table 6 — Showing Unani medicines previously studied in the treatment of bronchial asthma, providing abstract information on safety,
toxicity, adverse side-effects and efficacy etc. on scientific lines (2011-2022)

S. no Name of Unani drugs investigated

Parameters

Safety Biochemical & Haematological
Significant decrease in AEC, ESR &

1. Shati churna®
Serum IgE<

2. Sharbat-E-Sadar®’

parameters.
3. Trial drug® Kalongi (Nigella sativa),
Darchini (Cinnamomum zeylanicum) and
Shehad (pure honey).

The drug was found safe on
haematological and biochemical

No significant alterations in Hb, TLC,
Neutrophil, Lymphocytes, Basophils
and Monocytes had been observed.
*No safety parameters i.e., SGOT,

Subjective parameters for efficacy
Highly significant improvement has been
noticed in Spirometry parameters i.e.,
FEV1, FVC & PEFR.

Reduction in dyspnoea on exertion or
rest, cough, rhonchi and PEFR

Highly significant improvement has been
noticed in Spirometry parameters i.e.,
PEFR, while FEV1, FVC are non-
significant.

SGPT, ALP were carried out.

4. Unani compound formulations® has divided
into Three test groups: Group | Gul-e-zoofa
(Hyssopus officinalis Linn.), Berg-e-Arosa
(Adhatoda vasica Nees) and Aslus-Soos
(Glycyrrhiza glabra Linn.); test group Il was
decoction of Irsa (Iris ensata Thunb), Mulethi
(Glycyrrhiza glabra Linn.), Kakrassenghi
(Pistacia integerrima Stewart ex Brandis),
Zangibeel (Zingiber officinale Rosc) and test
group 111 was powdered combination of
Qaranfal (Eugenia caryophylla Thunb), Irsa
(Iris ensata Thunb) Zangibeel (Zingiber
officinale Rosc) and Maghz-e-Amaltas
(Cassia fistula Linn.).

5. Unani coded drug UNIM-352 Unani coded

Significant reduction in eosinophil
count and absolute eosinophil count
had been observed.

*No safety parameters i.e., SGOT,
SGPT, ALP were carried out.

Markedly reduced the eosinophil and

Highly significant improvement has been
noticed in Spirometry parameters i.e.,
PEFR and other subjective parameters
Chest expansion, respiratory rate,
number of attacks of breathlessness

No subjective parameters were done.

drug® neutrophil counts in blood and
bronchoalveolar lavage (BAL). No safety
parameters i.e. SGOT, SGPT, ALP were
carried out.

UNIM-352 also attenuated the levels of

TNF-a, IL-4, GM-CSF and NF- «B
whereas histone deacetylase (HDAC)
levels were elevated in both blood and

BAL fluid.
6.  Unani formulation** composed of Aslussoos
(Glycyrrhiza glabra Linn.), Parsiyaoshan
(Adiantum capillus veresis), Zufa yabis
(Hyssopus officinalis) and Sapistan (Cordia
dichotoma).

*Parameters not studied

Both safety parameters of biochemical
and haematological were carried out.
No clinically significant side effects
were observed.

Test drug exhibited stistically significant
in cough, sputum production, and
Breathlessness, wheezes, chest X-ray
and spirometric measures consisting of
FEV1, FEV1/FVC, PEF

Conclusion

Results and discussions suggest that Habb-e-Hindi
Zeeqi, a Unani formulation, is a safe and effective
treatment for Zeeg-un-Nafas (bronchial asthma).
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