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ABSTRACT

Allergic rhinitis is a common health concern worldwide, and Ayurveda offers potential
alternatives to manage its symptoms and underlying causes. Objectives: This study
evaluated the efficacy and safety of Allergy Rakshak Avaleha alone and in combination with
Allergy Rakshak Ghee. Materials and Methods: An open-label, randomized controlled study
was conducted on participants aged 18 to 65 with allergic rhinitis. Participants were
randomly assigned to three groups: Group I received Allergy Rakshak Avaleha (Y2 spoon
twice daily), Group II received Allergy Rakshak Avaleha (Y2 spoon twice daily) and Allergy
Rakshak Ghee (2 drops in each nostril twice daily), and Group III received standard therapy
with levocetirizine (5mg) and montelukast (10mg) once daily for 28 days. The primary
outcomes were the changes in Total Nasal Symptom Score (TNSS), IgE levels, and eosinophil
count at the end of the treatment (EoT), and at the 1-month follow-up. The secondary
outcomes included changes in quality of life (QoL) and adverse events. Results: A total of
240 participants (80 per group) were enrolled in the study. All groups demonstrated a
significant reduction (p<0.05) in TNSS, with Group II showing the greatest reduction in
TNSS compared to Group III. Serum IgE levels did not show significant changes across any
groups. No adverse events were reported in any of the groups. Conclusion: Allergy Rakshak
Avaleha, both alone and in combination with Allergy Rakshak Ghee, was found to be safe and
effective in managing allergic rhinitis. However, a randomized controlled trial with a larger
sample size is recommended.

INTRODUCTION

Respiratory allergies,

particularly allergic  decongestants, and allergen avoidance, are effective in

rhinitis, are a prevalent health concern worldwide,
affecting millions of people. The condition is
characterized by symptoms such as sneezing, nasal
congestion, runny nose, itchy eyes, and watery eyes,
which significantly impair quality of life and
productivity.[ll ~While conventional treatments,
including antihistamines, corticosteroids,
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managing symptoms, they often fail to address the root
causes of allergic conditions.[2l Moreover, long-term
reliance on conventional medications can lead to side
effects and diminishing efficacy, prompting many to
explore holistic and integrative approaches.3!
Ayurveda, an ancient system of medicine, offers
promising alternatives that aim to manage not only the
symptoms but also the wunderlying causes of
respiratory allergies, thereby promoting overall health
and well-being.[45]

Allergy Rakshak Avaleha is an Ayurvedic
formulation designed specifically for managing
respiratory allergies, including allergic rhinitis. The
formulation is enriched with several medicinal
ingredients, each of which has a significant therapeutic
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role. Key components include Solanum surattense
(Kantakari), Curcuma longa (Turmeric), Ocimum
sanctum (Tulsi), Celastrus paniculatus (Jyotishmati),
Phyllanthus urinaria (Bhumyamalaki), Rubia cordifolia
(Manjistha), honey, Praval Panchamrit (with Mouktik),
and Laxmivilas Ras. Each of these ingredients is well-
documented in Ayurvedic texts for their contributions
to respiratory health.[6-13] Solanum surattense, Curcuma
longa, and Ocimum sanctum are recognized for their
potent anti-inflammatory and antioxidant properties,
which help reduce inflammation in the respiratory
tract and alleviate symptoms such as nasal congestion
and irritation.l”8] Celastrus paniculatus is traditionally
used to enhance cognitive function and reduce stress,
indirectly benefiting respiratory health by addressing
stress-induced triggers of allergic reactions.l
Phyllanthus urinaria is valued for its
immunomodulatory properties, strengthening the
body’s defense mechanisms and enhancing resilience
against allergens.[101 Rubia cordifolia offers additional
anti-inflammatory benefits, particularly for both
respiratory and skin health, which are often affected
during allergic flare-ups.[11l Honey, a versatile natural
remedy, is widely used in respiratory conditions to
soothe irritation, suppress cough, and relieve
discomfort caused by nasal dryness.[12] Praval
Panchamrit (with Mouktik) is known for its ability to
manage respiratory issues such as chest congestion
and acidity, while Laxmivilas Ras contributes to overall
vitality by supporting respiratory and digestive
health.[13]

In addition to Allergy Rakshak Avaleha, Allergy
Rakshak Ghee, a formulation made with pure cow ghee
and Anu Taila, provides complementary benefits in the
management of allergic rhinitis. Ghee, a clarified butter
valued in Ayurveda, is famous for its anti-
inflammatory, lubricating, and nourishing
properties.[14] It contains bioactive compounds such as
fatty acids, vitamins, and antioxidants, which
contribute to its ability to reduce inflammation and
moisturize the respiratory mucosa.[!5! Its application is
believed to alleviate dryness and irritation in the nasal
passages, providing relief from symptoms like
congestion and discomfort.l'6] Anu Taila, a key
component of Allergy Rakshak Ghee, is a medicated oil
prepared using a blend of herbs, including Sesamum
indicum (Sesame oil), Cinnamomum camphora
(Camphor), and Saussurea lappa (Kustha), among
others. It is traditionally used in Ayurvedic nasal
therapies (Nasya) to cleanse and lubricate the nasal
passages, reduce inflammation, and support upper
respiratory tract health.l7l Anu Taila is particularly
effective in relieving nasal congestion, reducing sinus
irritation, and promoting immunity.l15]  The
combination of pure cow ghee and Anu Taila in Allergy
Rakshak Ghee provides a unique approach to managing
allergic rhinitis by moisturizing the nasal mucosa,

improving respiratory defense mechanisms, and
relieving inflammation.[é]

Despite the traditional use and preliminary
evidence supporting the benefits of these Ayurvedic
formulations, comprehensive clinical trials are
essential to establish their efficacy and safety in
managing allergic rhinitis. This study aimed to
evaluate the effectiveness and safety of Allergy
Rakshak Avaleha alone and in combination with Allergy
Rakshak Ghee compared to standard therapy.
Furthermore, it aims to offer a holistic perspective on
allergic rhinitis management that has the potential to
improve the health-related quality of life (HRQoL) for
people suffering from allergic rhinitis.[18]

MATERIALS AND METHODS
Study design and setting

This study was an open-label, prospective,
randomized controlled trial. It employed a 3-arm,
parallel-group design, with participants randomly
assigned to one of three groups in a 1:1:1 allocation
ratio. The study was conducted at Arogyam Clinic,
Jalandhar, Punjab, India, from June to October 2024.

Study population

The study included participants aged 18 to 65
years, of both sexes, diagnosed with allergic rhinitis
according to the Allergic Rhinitis and its Impact on
Asthma (ARIA) guidelines. Eligibility required the
presence of at least two nasal symptoms, such as
sneezing, watery rhinorrhea, nasal congestion, or nasal
itching, along with a Total Nasal Symptom Score
(TNSS) of 22 on a 12-point scale at baseline. Exclusion
criteria included anatomical nasal abnormalities,
systemic disorders, recent treatment for malignancies,
use of corticosteroids or antihistamines within a
specified period prior to enrollment, and pregnancy or
lactation. Written informed consent was obtained from
all participants before inclusion in the study. The flow
diagram of participant allocation and progression is
illustrated in Figure 1.

(n=273)

‘ Assessed for eligibility |

Excluded (n = 33)

Not meeting inclusion criteria
(n=33)

Randomized (n = 240)

Group II (n = §0)

Group I(n = 80) Group I1I (n = 80)

Allergy Rakshak Avaleha
(¥ spoon orally twice daily
with water) with
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Figure 1: Consort diagram showing participant
allocation and progression
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Study interventions
The study included three treatment groups:

Group I: Allergy Rakshak Avaleha (Y2 spoon orally
twice daily with water).

Group II: Allergy Rakshak Avaleha (¥ spoon orally
twice daily with water) combined with Allergy Rakshak
Ghee (2 drops, warmed and applied in each nostril
twice daily).

Group III: Standard therapy comprising levocetirizine
(5 mg) and montelukast (10 mg) orally once daily.

The intervention period lasted 28 days. Participants
received detailed instructions on how to use the
medication and were asked to maintain a medication
diary to monitor adherence.

Study procedure

The participants were screened based on
predefined eligibility criteria, and those who did not
meet the criteria were excluded from the study. A total
of 240 eligible participants were enrolled and
randomly assigned to one of the three groups using a
computer-generated randomization sequence in
Microsoft Excel.

Efficacy and safety assessment

Baseline assessments included participants’
clinical and demographic characteristics, medical and
allergy history, physical examination, Total Nasal
Symptom Score (TNSS) assessment, health-related
quality of life (HRQoL) scores, and relevant laboratory
investigations. The primary outcomes were the
changes in TNSS, serum IgE levels, and eosinophil
count, measured at baseline, after 28 days of
treatment, and at the 1-month follow-up. Secondary
outcomes included changes in HRQoL scores at 28
days of treatment and at the 1-month follow-up. Safety
assessments included hematological and biochemical
investigations such as fasting blood sugar (FBS), full
blood count (FBC), erythrocyte sedimentation rate
(ESR), liver enzymes (ALT/AST), and serum creatinine
levels. Adverse events were monitored throughout the
study. All data were recorded in case record forms and
stored in a password-protected electronic system to
ensure confidentiality and security.

HRQoL assessment

The SF-36 is a self-administered questionnaire
used to assess general health status. It consists of 36
questions grouped into eight domains: physical
functioning, social functioning, role limitations due to
physical problems, role limitations due to emotional
problems, mental health, vitality, bodily pain, and
general health perception. Each domain is assigned a
score ranging from 0 (representing the worst possible

health) to 100 (representing the best possible health).
A higher score indicates better health.

Ethics

The study was approved by the Institutional
Ethics Committee of Lovely Professional University,
Punjab, India (ref. no., IEC-LPU/2024/2/22). Written
informed consent was obtained from all the
participants. The study was registered with the Clinical
Trial Registry of India (Registration ID: CTRI/2024/
05/067447).

Statistical analysis

Statistical analysis was performed using SPSS
version 16. The significance level was set at 0.05.
Descriptive statistics were used to summarize the
clinico-demographic characteristics and baseline
disease attributes. Continuous variables were
expressed as mean =* standard deviation, while
categorical variables were presented as proportions.
To assess the homogeneity of participants at baseline
across the different treatment groups, comparisons
were made using appropriate statistical tests. For
comparisons among three data subsets, either ANOVA
or the Kruskal-Wallis test was used, depending on the
data distribution. When comparing two data subsets,
paired-sample t-tests or Wilcoxon signed-rank tests
were applied, depending on the normality of the data.
Post-hoc analysis was conducted for parameters that
showed statistically significant differences.

RESULTS
Demographic and clinical characteristics

Out of the initial 273 participants screened for
allergic rhinitis, a total of 33 participants were
excluded due to not meeting the eligibility criteria.
Finally, 240 participants were included in the study,
with 80 participants in each of the three treatment
groups: Group [ (treated with Allergy Rakshak
Avaleha), Group II (treated with Allergy Rakshak
Avaleha combined with Allergy Rakshak Ghee), and
Group III (treated with Levocetirizine + Montelukast).
Baseline demographic and clinical characteristics were
largely similar across the three groups, except for age,
which showed a significant difference. The mean ages
were 31.61 * 13.21 years in Group I, 28.66 + 11.54
years in Group 1I, and 24.86 * 6.94 years in Group III.
Females predominated in all groups. Clinical
parameters at baseline, including Total Nasal Symptom
Score (TNSS), serum IgE levels, and eosinophil counts,
were comparable across the groups. The mean
baseline TNSS values were 5.86 *+ 2.36 in Group |, 5.16
* 2.07 in Group II, and 5.56 * 2.31 in Group III. The
details of demographic and clinical characteristics are
summarized in Table 1.
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Table 1: Baseline characteristics of participants

Clinico-demographic Group I Group II Group III p-value
characteristics (n=80) (n =80) (n =80)
Age (years) 31.61+13.21 28.66 +11.54 24.86 + 6.94 0.001
Gender (M / F) 39 /41 37 /43 31/49 -
History of allergy 0 0 0 -
TNSS 5.86 + 2.36 5.16 + 2.07 556 +2.31 0.145
Serum IgE level (IU/ml) 398.28 £ 593.35 | 233.69 +321.95 | 435.33+911.10 0.119
Eosinophil count (% of WBC) 1.88 + 3.46 1.69 + 2.26 1.75+1.94 0.891
Efficacy assessment
Assessment of TNSS treatment period (p = 0.039). Post-hoc analysis

All three groups showed a significant reduction
in TNSS over time, with overall p-values of 0.001 for
Group I, 0.000 for Group II, and 0.006 for Group IIL
Post-hoc analysis revealed that in Group [, the mean
TNSS reduced from 5.86 + 2.36 at baseline to 4.51 #
2.33 at EoT (p = 0.001), with a slight increase to 4.89 +
2.26 at the one-month follow-up (p = 0.025). In Group
II, the mean TNSS decreased from 5.16 = 2.07 at
baseline to 3.83 + 2.19 at EoT (p = 0.000) and further
improved to 4.10 * 1.99 at follow-up (p = 0.004).
Group III showed a reduction from 5.56 + 2.31 at
baseline to 4.70 + 2.31 after treatment (p = 0.048),
with additional improvement to 4.46 + 2.12 at follow-
up (p =0.007).

When comparing TNSS across the groups at different
timelines, no significant differences were observed at
baseline or the follow-up period. However, a
significant difference was recorded at the end of the

identified this difference between Group Il and Group
I (p = 0.047), with Group Il showing a greater
reduction in TNSS. These findings indicate that the
combination therapy used in Group II was more
effective in  improving TNSS. A  graphical
representation of TNSS improvement is shown in
Figure 2. The detailed results of the TNSS assessment
are summarized in Tables 2 and 3.

Assessment of serum IgE level and eosinophil
count

Throughout the study period, serum IgE levels did not
show any significant changes from baseline to the EoT
across all groups, with values remaining within the
normal range. Although a significant increase in
eosinophil counts (p = 0.000) was observed after
treatment in both Group I and Group II, the counts
remained within the normal range. These results are
shown in Table 2.

Table 2: Assessment of TNSS, serum IgE, and Eosinophil count

Assessment parameter ‘ Group I Group II Group III p-value

TNSS
Baseline 5.86 +2.36 5.16 + 2.07 556 +2.31 0.145
End of treatment (28 days) 451+ 233 3.83+2.19 470231 0.039
One-month follow-up 489 +2.26 410+ 1.99 446 212 0.066
p-value 0.001 0.000 0.006

Serum IgE level (IU/ml)
Baseline 398.28 +593.35 | 233.69 £321.95 | 435.33+£911.10 | 0.119
End of treatment (28 days) 369.62 +591.85 | 251.52 +375.23 | 345.21 £572.22 | 0.322
p-value 0.718 0.902 0.615

Eosinophil count (% of WBCs)
Baseline 1.88 + 3.46 1.69 + 2.26 1.75+1.94 0.891
End of treatment (28 days) 2.43+2.79 2.45+2.26 1.84 +1.80 0.165
p-value 0.000 0.000 0.078
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Figure 2: Graphical representation of improvement in TNSS
Table 3: Post-hoc analysis results for TNSS

Group Timewise comparison p-value

Group [ Baseline vs. EoT 0.001
Baseline vs. FU 0.025
EoT vs. FU 0.922

Group II Baseline vs. EoT 0.000
Baseline vs. FU 0.004
EoT vs. FU 1.000

Group III Baseline vs. EoT 0.048
Baseline vs. FU 0.007
EoT vs. FU 1.000

Timeline Groupwise comparison p-value

EoT Group I vs. Group II 0.172
Group I vs. Group III 1.000
Group Il vs. Group III 0.047

EoT: end of treatment; FU: follow-up
HRQoL assessment

The HRQoL assessment showed distinct patterns of improvement across the eight domains for the three
study groups. At baseline, scores in all domains were comparable among the groups (p > 0.05). Over time,
Group III demonstrated significant improvement in Physical Functioning (p = 0.002), while Groups I and II
showed no substantial changes. In the Role Physical domain, significant improvement was observed in Group II
(p = 0.000), with no notable changes in Groups I and III. All groups exhibited significant reductions in Bodily
Pain (p < 0.05). In the General Health domain, Groups I and II experienced substantial enhancements (p =
0.000), whereas Group III did not show significant improvement. Group II also showed significant progress in
Vitality (p = 0.000), while Groups I and IIl had no notable changes. For Social Functioning, significant
improvements were observed in Groups I and III (p < 0.05), but Group II showed no significant change. None of
the groups exhibited significant improvement in the Role Emotional domain over time. Lastly, Groups I and II
demonstrated significant enhancements in Mental Health (p < 0.05), while Group III showed no substantial
changes. The HRQoL assessment results for each domain are provided in Table 4.
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Table 4: Results of HRQoL assessment

Domain Timeline Group I Group II Group III p-value

Physical Baseline 55.31 £25.04 | 63.25+21.51 |58.31+27.86 | 0.129

functioning End of treatment | 52.44 +19.83 | 62.69 £ 18.55 | 60.25+13.98 | 0.001
Follow up 50.06 £20.83 | 63.94+£19.25 | 68.81+13.65 | 0.000
p-value 0.321 0.923 0.002

Role physical Baseline 85.31+28.04 | 86.25+23.16 |91.88+26.02 | 0.076
End of treatment 78.94 £+31.97 | 80.63+32.31 | 85.63+23.12 | 0.329
Follow up 73.06 £38.31 | 96.56+11.07 | 85.94+21.36 | 0.000
p-value 0.066 0.000 0.170

Bodily pain Baseline 52.72+£23.35 | 59.91+20.67 |56.97+1540 | 0.077
End of treatment 69.53+20.50 | 64.84+19.68 | 63.19+2595 | 0.175
Follow up 68.03£22.69 | 69.38+2391 | 67.50+2555 | 0.879
p-value 0.000 0.022 0.015

General health Baseline 52.44 + 10.85 51.13+ 6.93 51.25+5.48 0.527
End of treatment 58.75 + 8.84 59.63 £5.94 48.19 + 8.54 0.000
Follow up 53.81+11.40 | 64.13+8.71 52.69+51.69 | 0.038
p-value 0.000 0.000 0.634

Vitality Baseline 51.75+13.12 | 51.56+9.92 50.56 + 7.12 0.738
End of treatment 53.56 +16.56 | 61.25+11.62 | 54.56+18.78 | 0.005
Follow up 5344 +16.20 | 64.69+13.34 |53.25+17.41 | 0.000
p-value 0.707 0.000 0.246

Social functioning Baseline 54.22 +16.15 | 56.56+12.26 |58.13+11.78 | 0.187
End of treatment 62.66 +1795 | 53.91+2092 |67.70+17.86 | 0.000
Follow up 61.09+17.34 | 60.63+1791 | 66.56+16.49 | 0.055
p-value 0.005 0.050 0.000

Role emotional Baseline 84.58 £+ 31.35 | 95.00+21.93 | 90.83 +28.55 0.057
End of treatment 82.08+31.35 |93.75+15.09 |87.50+25.09 | 0.013
Follow up 75.00 £38.43 | 95.00+£1198 | 87.17+24.30 | 0.000
p-value 0.181 0.864 0.616

Mental health Baseline 55.70 + 8.44 54.30 + 6.06 54.65 + 8.42 0.492
End of treatment 61.25+12.45 |5895+10.68 |51.30+63.23 | 0.219
Follow up 58.55+13.86 | 57.10+11.28 | 45.30+12.30 | 0.000
p-value 0.013 0.010 0.281

Safety assessment
No adverse events were reported by any DISCUSSION

participants in any of the treatment groups throughout
the study period. Vital parameters remained within
normal limits for all participants across all groups
during the entire study duration. Furthermore,
hematological and biochemical parameters in all three
groups were within normal limits both at baseline and
at the end of the study period.

Allergic rhinitis, an IgE-mediated inflammatory
condition, is characterized by symptoms like nasal
congestion, sneezing, and rhinorrhea. It occurs due to
an exaggerated immune response to allergens.[19 The
assessment focused on symptom improvement using
tools such as the TNSS, HRQoL measures, and changes
in immunological markers, including serum IgE levels
and eosinophil counts.
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The study showed significant improvements in
allergic rhinitis symptoms across all three treatment
groups. Participants treated with Allergy Rakshak
Avaleha alone (Group 1) exhibited a substantial
reduction in TNSS from baseline to the end of
treatment, with the improvements sustained at follow-
up. Similarly, those in Group II, who received the
combination therapy of Allergy Rakshak Avaleha and
Ghee, experienced the most distinct reduction in TNSS
during the treatment period, with effects persisting at
follow-up. Group IlII, the standard treatment group,
also demonstrated significant symptom relief,
consistent with the well-documented efficacy of
Levocetirizine and Montelukast.[2021] However, the
magnitude of TNSS reduction was greatest in Group II,
emphasizing the potential synergistic effect of the
combination therapy. Post-hoc analysis further
confirmed that the differences in TNSS reductions
were most significant between Group II and Group III,
suggesting the superior efficacy of the investigational
combination therapy over the standard treatment.
These findings are consistent with previous studies on
alternative therapies for allergic rhinitis. For instance,
one study reported a significant reduction in TNSS and
IgE levels with an Ayurvedic formulation (IMMBO)
compared to Levocetirizine and Montelukast.22]
Similarly, Shatyadhi Churna, a herbal formulation, was
found to substantially improve clinical symptoms,
reduce IgE levels, and enhance HRQoL in patients with
allergic rhinitis.[23] Another study demonstrated the
safety and efficacy of Ayurvedic formulations,
including Shirishadi Kwath and Anutaila, in reducing
symptoms.[*l Furthermore, the traditional Chinese
medicine Sanfeng Tonggiao Diwan effectively
alleviated symptoms, particularly in patients with
severe allergic rhinitis.[24] Interestingly, the study did
not observe significant changes in immunological
markers such as serum IgE levels and eosinophil
counts across the groups during the treatment period.
This finding aligns with existing literature, which
suggests that alterations in these markers often
require longer durations of intervention to become
apparent.25s] The observed clinical improvements,
therefore, are likely mediated through mechanisms not
directly reflected in these parameters within the
timeframe of the study.

Levocetirizine and Montelukast are widely
recognized as the standard treatments for allergic
rhinitis. Levocetirizine, a selective H1 histamine
receptor antagonist, works by blocking histamine,
which plays an important role in early-phase allergic
reactions. This mechanism provides rapid relief from
acute symptoms such as sneezing, itching, and
rhinorrhea. The drug’s extended duration of action
ensures sustained symptom control.26] On the other
hand, Montelukast, a leukotriene receptor antagonist,

inhibits  leukotrienes, inflammatory mediators
responsible for nasal congestion, mucus secretion, and
other late-phase allergic symptoms.[27] Together, these
two drugs address both the early and late phases of
allergic inflammation, ensuring comprehensive
symptomatic relief. However, their effects remain
symptomatic rather than curative, as they do not target
the underlying immune dysregulation.

Allergy  Rakshak Avaleha, an Ayurvedic
formulation, takes a more holistic approach by
addressing multiple pathways involved in allergic
inflammation while improving systemic health. The
formulation includes various herbal ingredients with
distinct therapeutic properties. Rubia cordifolia, for
instance, modulates immune responses and reduces
hypersensitivity,[11] while Tulsi improves respiratory
health through its antimicrobial and adaptogenic
properties.28]  Curcuma lIlonga acts as an anti-
inflammatory and natural antihistamine, helping to
alleviate nasal congestion and reduce oxidative
stress.l8]  Solanum xanthocarpum and Phyllanthus
urinaria contribute bronchodilator and adaptogenic
effects, essential for respiratory well-being.[19] Honey,
another ingredient, soothes mucosal irritation and
offers antimicrobial benefits.[12] Additionally,
components like Parval Panchamrit Muktayukt and
Laxmivilas Ras improve immune function and address
systemic imbalances.[!3] The inclusion of ghee in
combination therapy adds value by serving as a
lipophilic medium, improving the bioavailability of fat-
soluble herbal actives, and reducing mucus
formation.'1 The synergistic effects of these
ingredients may offer not only symptomatic relief but
also sustained, comprehensive benefits by targeting
the underlying pathophysiology of allergic rhinitis.
This mechanism may play a key role in our
combination group, which demonstrated greater
effectiveness compared to the other groups.

The study also explored the impact of the
interventions on HRQoL, assessed using the SF-36
questionnaire. HRQoL improvements were observed
across various domains for all treatment groups,
reflecting the broader benefits of the therapies beyond
mere symptom relief. Participants in Group I
demonstrated improvements in domains such as
Bodily Pain, General Health, Social Functioning, and
Mental Health. These changes suggest that Allergy
Rakshak Avaleha not only alleviates physical symptoms
but also improves social and psychological well-being,
likely due to its immunomodulatory and adaptogenic
properties. Group II exhibited the most comprehensive
HRQoL improvements, particularly in domains like
Role Physical, Vitality, and Mental Health. This benefit
could be attributed to the improved bioavailability of
the herbal actives when combined with ghee, along
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with the formulation’s ability to reduce inflammation
and modulate immune responses. In contrast, Group III
showed significant improvements in domains related
to Physical Functioning and Bodily Pain, which align
with the symptomatic relief provided by Levocetirizine
and Montelukast. However, the limited impact on
domains such as Vitality and Mental Health
underscores the symptomatic focus of standard
pharmacological treatment, as it does not address the
systemic imbalances or psychosocial aspects of allergic
rhinitis.

The safety profile of all three interventions was
favorable, with no adverse events reported. This
indicates the acceptability of Allergy Rakshak Avaleha
and its combination with ghee as safe alternatives or
adjuncts to conventional therapy. In support of this, a
study reported no significant changes in laboratory
parameters, including total leukocyte count (TLC),
differential leukocyte count, ESR, liver function tests
(LFT), and renal function tests (RFT) from baseline to
the end of treatment.[24] Similarly, another study found
no treatment-emergent adverse events during the
study, and laboratory investigations at the end of the
study showed no clinically significant changes.[22]

LIMITATIONS

While the results were promising, certain
limitations must be acknowledged. The short follow-up
period in this study may have limited the ability to
capture long-term effects, particularly changes in
immunological markers and the durability of symptom
relief. Moreover, the single-center design restricts the
generalizability of the findings to diverse populations.
Additionally, factors such as cost-effectiveness and
patient preferences between herbal and conventional
treatments were not assessed, leaving scope for
further exploration in future studies.

CONCLUSION

In conclusion, while standard pharmacological
treatment remains effective for allergic rhinitis, the
investigational products, particularly the combination
of Allergy Rakshak Avaleha and Ghee, offer broader and
more sustained benefits with no adverse events.
Therefore, Allergy Rakshak Avaleha alone or in
combination with Ghee can be considered as a
treatment option in the management of allergic
rhinitis. However, further study with a larger sample
size is warranted to explore their long-term effects,
optimal dosing strategies, and potential applications in
other allergic and inflammatory conditions.
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