NURTURING CHILD, THE AYURVEDIC WAY

STANDARD OPERATING
PROCEDURE FOR

SWARNAPRASHAN

Government of Lumbini Province
Ministry of Health
Health Directorate

Provincial Ayurveda Hospital
Bijauri, Dang

www.pahdang.P5.gov.np






-~

TATEL HATAT A L AR AT Richcarad T Tareey dheg Tareed M

(@

T TA TEAE TAAT g AAACTHTERD! TAEed JagH, Mg & qa1 I
TGS AT ANEGHT AN G R FqUiee HEHE 1 g
Tidfafeees! gUard, PRI, YAEH T sqaitad e T esiobd | ar
TG A AT GERAT (SOP) TaR TRTHT 7 |

ARG {ATAY Standard Operative Procedure for Swarnaprashana

LT IE22) ﬁ%w Edition: 2026 o . o
©Copyright: Provincial Ayurveda Hospital, Bijauri, Dang






T TS THR e
T, T TR AT
TATEY HeATAT <=p°

mzﬂms‘ﬂ) i'mra T AT
T4 06153 1
4. %d\"&

Message from Health minister of Lumbini Province

It gives me immense pride and honour to launch the Swarnabindu Prashan program across all districts of
Lumbini Province. This ancient Ayurvedic tradition, rooted in the wisdom of our culture, offers a natural
and holistic approach to nurturing our children's overall health. By enhancing immunity, intellect, and
strength through carefully prepared herbomineral formulations, this program promises to safeguard the
future generation with the best of our indigenous knowledge.

This SOP is the product of diligent effort and collaboration among Ayurveda paediatricians, pharmacy
specialists, and health experts. Their commitment to blending time-tested Ayurvedic principles with
modern standards of safety and quality ensures effective and hygienic implementation of the
Swarnabindu Prashan in our Ayurvedic hospitals and health centres. With their expertise, we are
confident that the program will be carried out with professionalism and care across Lumbini province.

| convey my heartfelt wishes to all the Ayurvedic doctors, health workers, and institutions who will
spearhead this program, bringing hope and wellness to children throughout the province. | urge all
families to embrace this initiative with trust and active participation to help strengthen their children’s
physical and mental health. Together, we can create a healthier, more resilient generation grounded in
our rich Ayurvedic heritage.

The government of Lumbini Province remains committed to promoting integrative health approaches that
unite traditional wisdom and modern healthcare advancements. May this noble endeavour inspire
collective responsibility, pride, and sustained effort toward safeguarding the wellness of our children and
community at large for years to come.
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Minister
Ministry Of Health
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Webslte: https:/mohp.lumblni.gov.np

v

i



vi



Lumbini Province Government _, %4 "%%)
%
)

Ministery of Health "zi%ff
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Message from Health Secretary

It is a moment of great pride for Lumbini Province to launch the Swarnabindu Prashan
program, an ancient Ayurvedic practice aimed to boost the immunity, intelligence, and
overall health of children. This program, implemented through our Ayurvedic hospitals
and health centres in all districts, reflects our commitment to integrating traditional
knowledge with modern public health goals to promote holistic child development.

All Ayurveda centres are urged to strictly adhere to the guidelines on preparation,
dosing, and administration as laid out in this document. Adherence to these protocols
will promote the safety, efficacy, and uniformity of the program across the province. We
extend our heartfelt gratitude to the dedicated Ayurveda specialists who have
meticulously developed these guidelines to maintain the highest standards.

The success of the Swarnabindu Prashan program relies greatly on the active
participation and cooperation of the community. We warmly invite all families,
caregivers, local leaders, and community members to engage with this initiative, share
their experiences, and provide feedback as the program rolls out across Lumbini
Province. Your insights and suggestions are invaluable in helping us refine and improve
the delivery of Swarnabindu prashan to ensure it meets the needs of every child.
Together, through open dialogue and collaboration, we can build a healthier future
grounded in tradition and trust with modern standard and research.

Finally, we offer our best wishes for the success of the Swarnabindu Prashan program.
The Ministry of Health is committed to further strengthening Ayurveda and alternative
system of medicine through on-going support, capacity building, and expansion of such
preventive health programs.

Durga Laxmi Shrestha
(Province Secretary)

(_ Health Secretary
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GOVERNMENT OF LUMBINI PROVINCE Phone Number: 082-590435
HEALTH MINISTRY Email: hd@lumbini.gov.np

HEALTH DIRECTORATE ebsite: www.hd.lumbini_gov.np

RAPTI VALLEY (DEUKHURI)

Speech from Health director of lumbini province

Swarna Bindu Prashan is not merely a traditional ritual; it is a strategic intervention aimed at
enhancing the long-term health indicators of Lumbini Province by boosting the innate immunity and
cognitive resilience of our youngest citizens. By integrating this time-honoured Ayurvedic practice
into Maternal and Child Health (MCH) objectives, we are effectively bridging the profound clinical
wisdom of the Kashyapa Samhita with the administrative rigor of modern healthcare management.

This initiative, which brings the synergistic benefits of Swarna Bhasma and Medhya herbal essences
to fortify paediatric immunity and cognitive vitality, is now being operationalized across all twelve
districts to ensure universal access.

Health Directorate emphasizes that the success of this mission is rooted in "One Health" excellence,
requiring all Ayurvedic hospitals and health centres to maintain the highest degree of pharmaceutical
integrity and dosing precision. We are moving beyond a purely curative model of medicine to foster a
proactive, preventive health culture that protects the next generation from common ailments before
they arise.

Through standardized protocols, continuous training, and evidence-based implementation, we are
committed to making Swarna Bindu Prashan a cornerstone of our health system. This unified effort
reflects our vision for a resilient Lumbini Province, where the integration of traditional wisdom and
modern policy creates a foundation of lifelong wellness for our children.

(,f(f e

Mr. Roshan Lal Chaudhary
Health Director
Health directorate, Lumbini Province
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PREFACE

The Government of Lumbini Province, through the Ministry of Health and Health
Directorate, is committed to strengthening public healthcare by integrating evidence-
based traditional medicine . This Standard Operating Procedure (S.O.P.) establishes
a unified and mandatory protocol for Swarnabindu Prashan, standardizing pediatric
Ayurvedic care across all Provincial and District Ayurveda Hospitals and health
centres.

Rooted in classical texts like the Kashyapa Samhita, Swarnaprashana is a vital public
health intervention aimed at enhancing pediatric immunity, cognitive development,
and metabolic function . To ensure the absolute safety and efficacy of this practice,
this manual provides comprehensive, end-to-end guidelines. It strictly governs the
entire operational lifecycle—from the rigorous sourcing of Swarna Bhasma, pure
honey, and Brahmi Ghrita to quality control, Good Manufacturing Practices (GMP),
and clinical administration .

Crucially, this S.O.P. pioneers the integration of modern pharmacovigilance and
public health ethics into traditional practice. It institutionalizes a robust framework
for informed consent and Adverse Drug Reaction (ADR) recording, ensuring strict
compliance with the Nepal Health Research Council (NHRC) and Department of
Drug Administration (DDA) guidelines .

We extend our profound appreciation to the Ayurvedic Medical Officers,
pharmacists, and administrative leadership at the Provincial Ayurveda Hospital,
Bijauri, Dang, for their technical diligence in developing this authoritative guide .
Through this S.O.P., our Ayurvedic health institutions are fully equipped to deliver
safe, standardized, and effective preventative care, safeguarding the health of the
next generation.
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STANDARD OPERATING PROCEDURE FOR
SWARNAPRASHANA ADMINISTRATION

IN PROVINCIAL AND DISTRICT AYURVEDA
HOSPITALS







S.0.P. for Swarnaprashana Administration in Provincial and District Ayurveda Hospitals

1.1. Purpose

This Standard Operating Procedure (S.O.P.) establishes a unified protocol for the preparation,
administration, and quality control of Swarnabindu Prashan within Lumbini Province. It
standardizes practices across Ayurveda hospitals, health centres, and manufacturers to ensure the
intervention is safe, effective, and consistent with classical Ayurvedic principles. The S.O.P.
defines the required composition (Swarna Bhasma, honey, Brahmi ghrita), clarifies staff
responsibilities, and sets minimum standards for its pediatric use in enhancing immunity and
cognitive development.

1.2. Scope

This S.O.P. applies to all public institutions and approved partners in the Swarnabindu Prashan
programme in Lumbini Province, including Ayurveda hospitals, health centres, licensed
pharmaceutical manufacturers, and regulatory bodies. The scope governs the entire operational
lifecycle—from raw material sourcing and formulation to clinical administration, documentation,
and adverse event reporting—ensuring full compliance with classical texts and the policies of the
Ministry of Health.

1.3. Background & Historical Context

The utilization of metals and minerals for therapeutic purposes is a cornerstone of Ayurveda, dating
back thousands of years. Among these, Gold (Swarna) holds a preeminent position, revered not
only as a precious metal but as a potent therapeutic agent. In ancient Vedic literature, gold is
referred to as Hiranya, symbolizing purity, vitality, and longevity.

The roots of Swarnaprashana can be traced to ancient rites of passage known as Samskaras.
The Manusmriti and Ayurvedic texts describe the Jatakarma Samskara (birth ritual), where a
newborn is administered a mixture of gold, honey, and ghee. This practice was designed to initiate
the child’s physiological functions, specifically Medha (intellect) and Ayu (longevity). Over
centuries, this ritual evolved into a specialized pediatric intervention known as Swarnaprashana,
aimed at fostering holistic growth and bolstering immunity in children.

1.4. Introduction

Swarnaprashana (Sanskrit: Swarna = Gold; Prashana = Ingestion) is a unique Ayurvedic
preventive and promotive health measure for children. It involves the oral administration of
processed gold (Swarna Bhasma) mixed with honey (Madhu) and cow’s ghee (Ghrita), often
fortified with Medhya (nootropic) herbs like Vacha (Acorus calamus), Brahmi (Bacopa monnieri),
and Shankhapushpi (Convolvulus pluricaulis).

This practice is not merely a cultural ritual but a calculated therapeutic intervention categorized
under Kaumarabhritya (Ayurvedic Pediatrics). It serves as an immunomodulator (Rasayana) and
a cognitive enhancer (Medhya). While traditionally administered on the auspicious day of Pushya
Nakshatra, its benefits are cumulative, supporting the child’s physical, mental, and immunological
development from infancy through adolescence (0—16 years).

1.5. Review of Classical Ayurvedic Texts

The theoretical foundation of Swarnaprashana is firmly established in authoritative Ayurvedic
compendia:


https://www.perplexity.ai/search/on-behalf-of-health-ministry-o-6HiXCzg1QT25xts0UtEU1A

1.5.1.
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Kashyapa Samhita (The Pediatric Authority):

Acharya Kashyapa provides the most explicit reference in the Lehana Adhyaya. He elucidates
the multifaceted benefits of Swarnaprashana with the verse:

"Suvarnaprashanam hyetat medhagnibalavardhanam..."”

According to this text, the practice enhances:

1.5.2.

1.5.3.

Medha (Intellect): Improves memory, retention, and cognitive agility.

Agni (Digestive Fire): Optimizes metabolism and digestion, crucial for growth.
Bala (Strength/Immunity): Bolsters physical strength and resistance to disease.
Varna (Complexion): Improves skin tone and luster.

Grahapaha: Protects against idiopathic syndromes and microbial infections (historically
termed as Graha).

Kashyapa further quantifies the efficacy based on duration:

One Month: The child becomes "param-medhavi" (highly intelligent) and is protected
from common ailments.

Six Months: The child becomes "Shrutadhara" (one who retains whatever is heard),
indicating exceptional memory and cognitive capacity.

Sushruta Samhita & Charaka Sambhita:

While the specific term "Swarnaprashana" appears less frequently, the principles are ubiquitous.

1.6.

Sushruta classifies gold as a Rasayana that promotes longevity and arrests aging
(Vayahsthapana). He recommends gold with honey and ghee for newborns to establish
vitality.

Charaka advocates the use of gold in Jatamatra Chikitsa (neonatal care) to enhance life
force and intellect.

Conceptual Review of Swarna (Gold) & Processing

In Ayurveda, raw gold is never used therapeutically due to potential toxicity and lack of
bioavailability. It undergoes a rigorous pharmaceutical process to transform it into a safe, bio-
assimilable form.

Shodhana (Purification): Gold foils are heated red-hot and quenched strictly in specific
liquid media (like buttermilk, decoction of Dolichos biflorus, etc.) to eliminate physical
and chemical impurities.

Marana (Incineration/Calcination): The purified gold is triturated with herbal extracts and
subjected to prolonged heat cycles (Putapaka) to produce Swarna Bhasma.

Scientific Characterization: Properly prepared Swarna Bhasma comprises biologically
synthesized nanoparticles (typically 50-100 nm). These nanoparticles possess unique
physicochemical properties that allow them to be absorbed at the cellular level without



S.0.P. for Swarnaprashana Administration in Provincial and District Ayurveda Hospitals

causing heavy metal toxicity. They are biologically compatible, non-toxic, and
therapeutically active in micro-doses.

1.7. Scientific Rationale & Mechanism of Action

The pharmacological action of Swarnaprashana can be understood through the synergy of its
components, bridging traditional wisdom with modern scientific understanding:

e Immunomodulation (Vyadhikshamatva): Gold nanoparticles stimulate the
reticuloendothelial system. Research indicates they enhance macrophage activity and
modulate the response of T-cells and B-cells, leading to improved antibody production.
This "non-specific immunity" acts similarly to an oral vaccine, priming the body’s defense
mechanisms against bacterial and viral pathogens.

e Nootropic & Neuroprotective Effects (Medhya): The vehicle (Anupana) plays a critical
role. Ghee is lipid-soluble and capable of crossing the Blood-Brain Barrier (BBB). It acts
as a carrier (Yogavahi) for the gold nanoparticles and herbal extracts (like Brahmi). Once
in the central nervous system, these components exhibit antioxidant activity, reduce
oxidative stress in neural tissue, and modulate neurotransmitter function (e.g.,
Acetylcholine), thereby enhancing memory, attention span, and learning ability.

o Antioxidant Activity: Swarna Bhasma has demonstrated significant free-radical
scavenging activity. By reducing oxidative stress, it protects developing cells and tissues
from damage, supporting overall growth and metabolic stability.

e Synergy of Honey and Ghee: In Ayurveda, honey and ghee are
considered Amrita (nectar). Honey facilitates absorption through mucosal linings, while
ghee enhances bioavailability and nourishment of the nervous system. Together, they
potentiate the action of the gold.

1.8. Safety Profile
Safety is a paramount concern when administering metallic preparations to children. However,

distinguishing between raw heavy metals and processed Ayurvedic Bhasmas is crucial.

e Non-Toxicity: Chronic toxicity studies in animal models have shown that standard Swarna
Bhasma is non-toxic to the liver and kidneys at therapeutic doses.

e Biocompatibility: The incineration process renders the gold chemically inert and
biologically assimilable.

o Standardization: When prepared following Good Manufacturing Practices (GMP) and
standardized for particle size and purity, Swarnaprashana is safe for long-term pediatric
use.

1.9. Public Health Relevance

In the context of developing nations like Nepal, Swarnaprashana offers a strategic public health
intervention.

o Preventive Healthcare: It serves as a cost-effective prophylactic measure against recurrent
respiratory and gastrointestinal infections, reducing the burden on primary healthcare
facilities.



1.11.
1.11.1.

1.12.
1.12.1.

S.0.P. for Swarnaprashana Administration in Provincial and District Ayurveda Hospitals

Addressing Malnutrition: By improving Agni (digestion/metabolism), it aids in better
absorption of nutrients, combating malnutrition and stunting.

Cognitive Capital: Enhancing the cognitive potential of the pediatric population
contributes to long-term societal productivity.

Responsibilities

Ayurvedic Medical Officer (AMO): Oversees the preparation, administration, and
monitoring of Swarnaprashana.

Pharmacist (Ayurvedic): Prepares and verifies the Swarnaprashana formulation.

Quality Control (QC) Officer: Ensures raw material quality and conducts basic testing.
Nursing Staff: Assists in administration and patient counseling.

Hospital Administrator: Ensures availability of resources and compliance with regulatory
standards.

Materials and Equipments

Raw Materials

Swarna Bhasma (Gold Calx): Purified and incinerated gold nanoparticles, prepared as per
Ayurvedic texts.

Honey (Madhu): Pure, unadulterated, preferably aged honey.

Brahmi Ghrita: Ghee processed with herbs such as Brahmi (Bacopa monnieri), Vacha
(Acorus calamus), Shankhapushpi (Convolvulus pluricaulis), and Guduchi (Tinospora
cordifolia).

Herbal Powders (Optional): Medhya herbs (e.g., Brahmi, Vacha, Shankhapushpi,
Yashtimadhu) for enhanced efficacy.

Equipments

Stainless steel vessels for mixing and heating

Mortar and pestle (iron or stone) for trituration

Analytical balance (precision: 0.1 mg)

Sterile wooden spoons for mixing

Amber glass bottles or food-grade plastic sachets for storage

pH meter and basic microbial testing kits (if available)
Cleanroom or sterile area for preparation

Refrigerator (for temporary storage of Brahmi Ghrita, if required)

Procedure

Raw Material Sourcing and Verification

1.12.1.1. Swarna Bhasma:

Procure from certified suppliers with documented Shodhana (purification) and Marana
(incineration) processes.
Verify quality using traditional Bhasma Pariksha tests:

o Varitara: Bhasma floats on water.

o Rekhapurnata: Bhasma enters finger ridges when rubbed.

o Nischandratva: No metallic luster under light.

o Amla Pariksha: No color change with curd or lemon juice.
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o [f laboratory facilities are available, confirm absence of heavy metals (e.g., lead, arsenic)
via local approved labs.

1.12.1.2. Honey:

e Source pure, unadulterated honey from certified suppliers or local beekeepers with quality

certification.

Check for moisture content (<20%) and absence of microbial contamination (visual and

smell test; lab testing if feasible).

o Ensure no artificial additives or preservatives.

1.12.1.3. Brahmi Ghrita:

Prepare in-house or procure from certified manufacturers.
For in-house preparation:
o Use 50 ml ghee with 200 ml herbal decoction (e.g., Guduchi, Brahmi, Vacha,
Shankhapushpi, 2 g each) and process on low flame until water evaporates.
o Filter and store in airtight containers.
Test for rancidity (no foul odor) and microbial contamination (if testing kits are available).
Verify shelf life (typically 6 months).

1.12.2. Preparation of Swarnaprashana

1.12.2.1. Ratio and Composition:
e Swarna Bhasma: 3 mg (e.g., 30 mg per 30 ml of final product)
e Honey: I ml (e.g., 10 ml per 30 ml of final product).
e Brahmi Ghrita: 2 ml (e.g., 20 ml per 30 ml of final product).
1.12.2.2. Mixing Process:
e In a sterile area, weigh Swarna Bhasma using an analytical balance in a stainless steel
vessel.
e Add measured honey and mix thoroughly with a sterile wooden spoon for 10—15 minutes
to form a uniform suspension.
e QGradually incorporate Brahmi Ghrita, triturating for 3 hours to ensure homogeneity.
Maintain mixture at 35—40°C using a warm water bath to ensure consistency.
.12.2.3. Dosage Standardization:
Prepare single-dose units (5 ml or 10 ml) for pediatric administration.
Recommended dosage:
o Infants (6 months—1 year): 1 drop
o Children (1-2 years): 2 drops
o Children (3-5 years): 4 drops
Adjust dosage based on AMO’s assessment of patient’s age, weight, and health condition.

1.13. Quality Control

1.13.1. Basic Testing:

e Verify homogeneity by visual inspection (no sedimentation of Swarna Bhasma).
e Check pH (4.0-6.0) using a pH meter, if available.
o Conduct sensory tests (color, odor, consistency) to ensure no spoilage.

[ ] o — o

1.13.2. Microbial Safety:

e Perform basic microbial checks (if kits are available) to ensure absence of E. coli,
Salmonella, and S. aureus.




1.13.3.

1.14.
1.14.1.

1.15.
1.15.1.

1.15.2.

S.0.P. for Swarnaprashana Administration in Provincial and District Ayurveda Hospitals

If testing facilities are unavailable, send samples to approved labs.
Stability:

Store prepared Swarnaprashana for no longer than 3 months.
Check for signs of spoilage (e.g., odor change, phase separation) before administration.

Administration Guidelines

Timing and Method:

Administer Swarnaprashana early in the morning on an empty stomach for optimal
absorption.

Preferably administer on Pushya Nakshatra day for traditional significance, though daily
or monthly administration is acceptable.

Use a clean dropper or spoon to administer the dose.

Ensure the child faces east during administration, as per Ayurvedic tradition.

Patient Counseling:

Inform parents about benefits (e.g., immunity, cognitive enhancement) and potential risks
(e.g., rare allergic reactions).

Advise monitoring for adverse effects (e.g., rash, digestive discomfort) and to report
immediately.

Recommend a course of at least 30 days for maximum benefits.

Packaging and Storage

Packaging:

Use amber glass bottles or food-grade plastic sachets for single-dose (5 ml or 10 ml) or
multi-dose (30 ml) units.
Ensure airtight sealing to prevent contamination.

Labeling:
Include:
o Product name: Swarnaprashana
o Composition: Swarna Bhasma, Honey, Brahmi Ghrita
o Dosage instructions: Age-specific dosage, e.g., Infants (6 months—1 year): 1 drop,
Children (1-2 years): 2 drops and Children (3-5 years): 4 drops
o Storage instructions: Store at 15-25°C, avoid sunlight, do not refrigerate.
o Batch number, preparation date, and expiry date (3 months from preparation).
o Hospital name and certification details.
o Warning: “For use under Ayurvedic medical supervision.”
Storage:

Store in a cool, dry place (15-25°C) away from sunlight.
Avoid moisture ingress to prevent microbial growth.
Use within 3 months of preparation or as per stability data.

Safety Precautions

Use only certified Swarna Bhasma to avoid toxicity from impure gold.
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1.17.

Screen patients for metal allergies or chronic conditions (e.g., liver/kidney issues) before
administration.

Discontinue use if adverse reactions (e.g., rash, nausea) are observed and consult AMO
immediately.

Ensure sterile handling during preparation to prevent contamination.

Record Keeping

Maintain records of:
o Raw material procurement and quality certificates.
o Preparation details (batch number, date, quantity, AMO approval).
o Administration details (patient name, age, dosage, dates of administration).
o Adverse event reports, if any.
Retain records for at least 3 years or as per local health regulations.

Regulatory Compliance

Adhere to Ministry of Health and Populations and/or Department of Ayurveda and
Alternative Medicine guidelines for Ayurvedic medicines.

Ensure preparation aligns with Kashyapa Samhita and other classical texts.

Submit periodic reports to local health authorities, if required.

Train staff on S.O.P. and Ayurvedic principles annually.

Monitoring and Follow-Up

Monitor patients for efficacy (e.g., improved immunity, cognitive development) through
follow-up visits.

Record any adverse events and report to the AMO and local health authorities.

Conduct periodic audits of preparation and administration processes.
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FI=1RIF T [Socal ATT47 ACTATEEHT FqUTRTT FATHT I #T7% T=eT #Eraare

Ig HEE AT BTG (S.0.P) B Hed I qARel Jeuiwa Tuiieeg Wbt
TAT, TMEH, T UEAL [HF=00T RN U Gahihd T AAbIHd Weldwd edqiiud T4 8l |
g fE9 TG FEE gHiEd TE:

HIA BT G T a0 el A9 AETATA/FATEeT Hegg@dl e qaard
T WARTHT Ush®qdr B I |

FIEAT T UEAT: €0 HEA, HE T SEN HAHT QMU ATAAH A=A qrefal IS T
A ICAET AU (GMP) RS T |

T T AT TR HeATe T ATl sg =€t 3T (DDA) 1 HI9ETE 9&d At
T (Pharmacovigilance) T Hf?loclgvi HIAEEHT AHTE T |

T S.0.P. IFeFl U WHR, TR HAT HIded qHAllerd a1 dFagd Wd
FHPTIEEAT A g

q. Wi qor el Agae FEAAT T TaRed HaRE |
2. TEUigTeT Ieara qar Breeer T genstawE sty fEi s |
3. gEefrgd MAHTHR AT AHT HBTEE |

TgDH! BT Hedl qaed] @RE T FHiiaueia wHadT qam, s geme,
ARG STFEAT, T Widbel AN A(A6aT (ADR) WAaaTav e Geaul Fsfer Sahelrs

THIF |

JUHCHE FAGHHT AN 91 T GiHoees! FANT A1gas [ibcar qgidsl T
ATIETH BT, TH! e et af gl g | AHed, g (Fnf) o Faa Uh Tgaed
AR T WA TS U RO STARICHES AT IH Fared T ARCH F |
N AfE qifeerE e R aMuet @, wEe gad, @ T Suigen gdimers
ERICEN

13



FIRTRI% T4 ISl ATgas ACTAAGEH CqUARIT FATTHT AT 777 G B

AT T A WA qrdeee] SaHH GEhR (TH AT8H) B T amedl Tl g,
T ESa s 99, 7 T 2! [ "ersy Aty Seorm wiuw goar s
ST R wree, FHET T8 Her (@Hgw @war) T ary (@) 9w aeer
T T GUR T FEE SURIc® SLIAHT A Hiqre MRy Bl | erarednier T
S 0TaTes, AT VAT OIS A9 Ueh [AfeTE ot Rifecan afaesT 9ar s v,
SO HET I2d SIEEHl Y AhEers gemEr iy ¥ sieesr qafitE
IRE e R R I R A S W

24. UR=T

T (FFFa: @9 = G, TN = 9SS/ Garsd) ATeeEed] Al FiqaraT
TRUHT U @R I FaR® T @we Yae® SO 8l | J8A1 Jeiied g9 (Fa) weq)
e AFA AATH I W8 (WY) T el 27 (F0) 41 Fr T8 9o TWeg | a9ars
IT YIS TAIST W: Hed (AfRdss qhads) 3@'@'@%‘5 GR:?T T (Acorus calamus),
T;l'lgﬁ (Bacopa monnieri), T QT%W (Convolvulus pluricaulis) &lm |

Il A¥AE Had U Qed(dd a1 GFIRETA [@afd AT THU, o €areed Y@+ T ST
N qAfTT A B s BaRyed d=aiid aiihd Us Hibcasia Fl e

T ST TG TGS T FEA Bl A [T HAT TS RIS TRUSHT G, TEH
FEeEE Ul grg, TEd A bIb] eETEEaRy eI (0-9§ av)
YR, AARE T HaUdcas [@wEes cal e |

2.5. AT T-IgEhl Hie

*
IR HgIvdd AR ANIHING ATFas T-Ie&H Tdiud g

2.5.1. HETYRAT (a1 Rk anfasies a=):

AT HYAGT CIEH AT W TGP Faveal TE geaw WM Tl g | Il
TUNHEST  GgAAHE  AWEEds [ 'k W TE IRl G
"GAVIITT BT HEATTaTaE 74, "

ES

o

TG JrgHT AR, A AT (F HUBEAT IR S

o HeT (g &) T s ¥ EREea® g 1 |
o HART (AT TTH ): qT=F T HSTATHH ATs ATHAT T8, [T [AhTEaHT AN Hewa Ul
FI
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FIRTRI% T4 ISl ATgas ACTAAGEH CqUARIT FATTHT AT 777 G B

o T (TTRK/AALET): ARG Aich T I AIICHS AT TGS |

o AN (FHFA): FIAH! W T THHAT IR AT |

o TEUE: AT IWEE T AEHIETT qgHAveede Jasy (Vdels I T

AT |

2.5.2. YT FA(AD! ATACAT THTEHTAT:
UF AieHT: g=a1 q-HAEr (AAH GAH) q7g T G IMeede g &g |
T e T AT (GAPT U GFA) T, el AR THI WMt T FHACHSD
AATTS 954 Mg |
2.5.3. A Giear T & e
A GAATS U THET BT BT Aibd THI G Sql araigers gemE f@vg T
A BHaTs Uy (FAFAOT) | Il a0 Qe Sad e T&9Ar T4 78
T T gAHT e R Wt g

[ |
SR WA ik T Afgdh AT @13 SIaArA Fifdhcar (\Fasra et g=me) W
gD TANTHT FHTAT THT G |

2.6. U () BT FAAERM T FEHEA farer

ARAEHT, Foall TSGR R T~ e ITasadl (bioavailability) T
FRT Higed TN IUARCHS ILIAHT AN FANT TG | TART T A F@elrs ssia

T gERaTETe o9 |

o NG (YENH): GAHT el THEEEs Tl g T4 qarg=g T Aifdd qe
qEANE AEAEE garar [HaT i Heaus® (Sed Ael, Teash! Hiar) A
AT |

. AR (VRAB): q[F TRUHT FAclls TEECEEH] AT Al GHITH HIicg
(HET) T qeursh [Afegrr == AT IHEeg, THale T 9ed qaR g |

. I Fdvan wd AR aar wiua Tt sew S s GEfa -
Tidehed (AEIaaT 40-900 TATH) Fgr| A HUeEe HITHA Tqea
FAGT FT T AT TeG T Ao T AT, Frorewar fed, T e w-
AT ITACHE TIAT WA o |
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2.7.

I ATER T FE T =

AU HIeEHT AT FHAE TR ATTIRE A=H] GHAACHF AT (synergy)

(o) o hnN (o o o 3
Hd Ao dlepreg, videl LI Jllcdle Sllidlide 4AlTT sllgaey:

2.8.

TSI () T s e o
(reticuloendothelial system) S Jterd JI%si'-l\l ERERCIRE é’@T"{ﬁ ) & oot
TSI (macrophage)"lﬁﬁ% W’?:’@; T T-cells AT B-cells ®I FaRPraremg qar
T UfFeedl JearETa QIR “ASe | A1 "IR-FARTE WiaRer (non-specific immunity)
UF WiE G S B T |

TANE T ~qAWede YT (Hed): T9HT Weqd (Aqae) o Hewdaqu 9faT
Gog | ¥ fiiUg-gaeiia Wual Wia-Akdad d@d (BBB) IR 1 o | AT
gAH] FHUEE T @ Tl SSACeeH] ARl ad (ANER!) Bl TTH HH
Mg | ARTHAT [T, A Tedeed Ureddaere TAary Tarsg, a3 aqHl
dgEeicy  TE HA A, T URERadied  (Acetylcholine)  STEdT
RCTAHCEEH] HRAT IR <A THIT ik, e I e &9l qersg |

UfFeafdgee lafafd: ool werar Sooram Wi-aiesa caamiese wiarare
U G| AFGSCH TE HH T, T8l [@raeliad BT T drqeedls Sidane
TARSS |

WE T TIH| GH-aACHSE THIE: ATIASHI, AGAT AT A T TTHT (HvTers

FHT H7eg | HEel WA 3ol (mucosal linings) AT AFLNTATS GBS TS
W I Siferh ITAsHT (bioavailability) T T JUTeNsh! GIor sgrdeg | 4,

[N
oo hnN (o

Rile®el g Hadls el sAasgH |

o

& Aq&=0

SASCTTHT ATqa=a SAde® WA & YT Uh YqE B! fm €l qu,
F=AT W AIIE® T WL ATYAs WEH E€ siee] WaAdl 9519 Aecadll g |

RrRar Wed: TEREEHT TRUHT ErHHeie Fuhdl dedaMeed S@uHT gl
foF WM Tl wEw JUEICH® WHATAT JART &7 Ferel a1 ftarar
fererear ga
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FIRTRI% T4 ISl ATgas ACTAAGEH CqUARIT FATTHT AT 777 G B

2.9.

@ AT (Biocompatibility): WRHBIT FRHATCr GAeTS TETENE €T
ffewa T Sfe s el e s |

HAAHIH: T T HEAATS AqA IcAEd ¥ (GMP) BT TerT T 60T
AHR T YEAHT AHADHIHA I, T TV ATANARTAT STeHBTAT AR
R T 57 |

TACATESIAT JHET e

ATl STEaT aepraefier Ageeh! FawT, Tl U THIdd TTeared Fparebt
YA T HIEEEE YBH e s

2.10.

FemcH® Tareey A A aRFER g AETEE T YCH GgHANEE [G%g Uh
ARTT-THTE HATH IAT 8T, TIA ATTATAg®Hh! I FH TG, |

FAT FAHT: AT (A= 9feh) AT GIR TR, Fq G0H Teageh!
FALMIUTHT HEA T, STl HAMT T IGHIT (stunting) Feg T8 F@dm
AT |

UAFTcA® oft: ATeTaiershie sifger ewd dvdtg TR F8el eenrei
FASH! ICHEHEA AREE AL |

SrEEE

A1gae Mibca®  (Ayurvedic Medical Officer - AMO): TAUIIAST T, TLMEH, T
ATAH! e 19 |

BIRIGES (AT ): TAOALADT A (7)) TR T T il 9 |

e a0 (QC) Al H=ol qardsb! TUEaY gHiEa T T ATaRId
TAETEE T |

AT FEAT: AT (GATSH H) T R qeeer 9gdnT T |

ALY FHS: FIAQTEAD] ITASHAT T FIHTBT HUGUSEEDH! AT GrA=d
T |
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2.11.1. F= Yerig®

Q. ¥ 9 (Gold Calx): ATARH T-Ie® ATIR WET T ART JHHAT T T TR
Blireea) qe W WEH (nanoparticles) |

. (Madhu): g, RE@E Aed, T wafswamr que #e |

3.5“@ Hd (Brahmi Ghrita):@ﬂiﬁf (Bacopa monnieri), = (Acorus calamus), "\’@E‘Sﬁ
(Convolvulus pluricaulis), T ‘;@ (Tinospora cordifolia) STET \ﬂsnlg{:c'r.\l'&':{m{ld s ‘limél

‘c_é'él'\|

2.11.2. IS E®

T T qarsas it feasr wise®
HEAH] AN @A (B a1 GFT)
Tar&uTcnss XS] (Analytical balance - 0.9 FLUT. Y@aT WU

T TATSART AR TERATESE HIEHT TFAEE

USTUTEHT AR T ISHT [R-THT Adee® (Amber glass bottles) AT HE-US Tollea
FCEE

pH X T ATIRT A hIEad G& fheee (Iqarse WuHT)
TATAHT AT FHT HIST (Cleanroom) AT TERATZSS &7
ST (ATILIHAT ATAR @ Il Al HUSRUHT 1)

2.12.1. =T YQTHHT FAid T FHNHTT
2.12.1.1. T qEH:

M T AR JEHATHT A UHT JHINT ATIwhdeede @Na I |
TFRETT WE TUET [Ai9e® TR T I[UEAR JHI T4




FIRTRI% T4 ISl ATgas ACTAAGEH CqUARIT FATTHT AT 777 G B

o ARAL (Varitara): 90 THET T |
o X@fAT (Rekhapurnata): ATelTel WIGAT WEW AT L@ TETE |
. f==sed (Nischandratva): ToBTeTAT 2al dTq s 3T §a |
. g T (Amla Pariksha): T8 a1 BN TEET HATEET 3§ IRATT 8
|
o AT FIANTRTT G IUAed g A, T TdHd FANEARE Ahd W1 a8 e
(sred: T, Arditier) 1 uieata FiEm

2.12.12. WE:
. TUTEARE FHEI SATgfemat a1 T AiemeEee 9F T HEEeEd 98 v |

. SIRETT (Moisture content) 0% W=aT HH WUHT T H HIZHhITEIFe U TATHT
(TR a1 Go, gF9a 9T TARTEI 9eor) gererd 1 |

. ‘g_l)odv-[ Efi%lﬁ TS a1 9LEF (preservatives) ArETEURT FiEa T |

2.12.1.3. & ¥
. IEIATEH qAR T 97 YT I HEEdE @RE T |

TA-BT3Y (IqdATeT™) TATASHT I

. Yo fufer wrEr R00 Ml SEedewt g (Sred: Tg=N, e, 7=, wged,
g X UTH) QT I AWTAT I 96 a9 T3S 9+ IhT3H |

o A T BTET ARG ASTHT SUSTOT T |
« 7Y GRS (Rancidity) T ATSHIEIA FGITHT GUE0 T (e IqTsg HUHT) |
o IF ATZE (Shelf life) THIOIT 7T (ITLRITAT & AR |
2.12.2. TG TATEL

2.12.2.1. AT T G
o T T 3 T (e 30 WA, 30 M.for TaviweEesr o) |
. ¥e: q MR (Seem qo MR, 30 Mfr. wavvreer i) |
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. SEN Ha: R Rfer (IEmem o ff, 3o Rf. eEvierw @) |
2.12.2.2. fosror gfpam:

. UF TRI/ERASSS &, Reasn! AigMT Faicns aus] T T &0 9Eq
qifer |

. TUUSI AE I T THAMEHT I (suspension) TITGFH q0-9Y% fHcawq
TCRATESE FIEH! T TIA TATI |

. foar ol ga FEeT T UHETAr (homogeneity) A T 3 VT TEW A
T (") |

o T e (consistency) &TIH @ dTdl qreiieT AfSl (warm Waterbath)mfm
T 3Y-¥o RBI Alewad qahy HEH I |

2.12.3. 9T (Dosage) Mo

. TAEATAHIATS GATSAHT AN THA-AMAT Uhleee (Y Ffkr a1 Qo ffkn) @r
T |

. R it A
. TgeE (€ WfEAT - q w9): q g
o AASMIRIHT (§ - R AT): R A
o SIASIRTRT (3-4 qW): ¥ G

. PR@T SRR, A T T HFEET AR Rihca® (AMO) & HIAT GHIASE
T TG |

2.13. &R T (Quality Control)

2.13.1. AT TAET:
. 397 FHOEERT THETAT (homogeneity) e T+ (¥avi wew RAfiwsT g7 €3) |
o TS WUAT pH WX TANT T pH (¥.0 - §.0) | I |

. T U U GEET T TG, T, T MRIIEHT I8 THE (Sensory tests)
T |
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2.13.2. WS FLET:

« E. coli, Salmonella, T S. aureus BT ATARAT GHIET T4 ATIRAT Al S=
T (fhe Iqarsg wua) |

. I TE gREEE SuCET YA W, TEAEE THd AN ToreH |
2.13.3. TN (Stability):
. TR MRTH! T 3 AR qE HUSRI A |

o AN TIT\-E afer ﬁﬁﬂl‘qﬁ 'H%?f (T'Rj('f: =g Elﬁaﬁ_"f, EER] @@f[/phase separation)TfﬁT‘ff
T |

2.14.1. 997 T fafe:
TN AT (absorption) T AN [RTT @Rl YSHT T QAT |
TN WETaah! AR T e a1 Garsy 9o gwa, Teifd 2 a1 Wik

EIH 9 GATST Aiheg |

AT GaAr3 AT gAX a1 =1Fe YA 1 |

ey > c (o) c
Alddiace ] A ddlgal A=l E|:q£ dh BHRI3T |

2.14.2. ot/ sivrEs Tt
. ANEAFEEATE TGHT FEIEE (SEd: I UORIacHE &80T, afg® &am) T

| fos o
T SaHe® (SEd: T TSt Idepae®) a SHa IS |

3 N
« T U UAHd AHREE (SE: STER ATIT/rash, TTHT FGSAT) SRATAT T&=a
GaR T Hodllg (2 |
-

. RrE®® Toae ATER AIHTH BIEEHT AN HEAAT 20 &F7HI HE T T4
IGEATCEIEN

2.15.1. TIPS
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. THA-HEA (YRR a1 qo Rl a1 sg-Am (30 R UwTEEEsT A e
TH AT aaae® a1 he-Us Tike® hee® TANT I |

« TIUT SA BTAT Al T AT (airtight sealing) G T |
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SOP for preparation and quality control of swarnaprashana drops for pharmaceutical companies

3.1. Purpose

To provide a standardized procedure for the preparation, quality control, packaging, and
distribution of Swarnaprashana in drop form, an Ayurvedic formulation for pediatric use to
enhance immunity and cognitive development. This S.O.P. ensures the composition of Swarna
Bhasma, Honey, and Brahmi Ghrita, formulated for precise drop administration, and compliance
with Ayurvedic and modern pharmaceutical standards.

3.2. Scope

This S.O.P. applies to pharmaceutical companies manufacturing Swarnaprashana drops for
commercial distribution. It covers raw material sourcing, formulation, quality testing, packaging
in dropper bottles, and storage, ensuring safety, efficacy, and regulatory compliance.

3.3. Responsibilities

e Production Manager: Supervises the manufacturing process and ensures adherence to
S.O.P..

e Quality Control (QC) Team: Tests raw materials and finished products for compliance.

e Ayurvedic Pharmacist: Verifies formulation accuracy per Ayurvedic texts.

o Regulatory Affairs Team: Ensures compliance with GMP, and international standards.

o Packaging Team: Handles filling, sealing, and labeling of dropper bottles.

3.4. Materials and Equipment

1. Swarna Bhasma (Gold Calx): Purified and incinerated gold nanoparticles, prepared as per
Ayurvedic texts.

2. Honey (Madhu): Pure, unadulterated, preferably aged honey.

3. Brahmi Ghrita: Ghee processed with herbs such as Brahmi (Bacopa monnieri), Vacha
(Acorus calamus), Shankhapushpi (Convolvulus pluricaulis), and Guduchi (Tinospora
cordifolia).

4. Herbal Powders (Optional): Medhya herbs (e.g., Brahmi, Vacha, Shankhapushpi,
Yashtimadhu) for enhanced efficacy.

o Stainless steel mixing vessels (GMP-compliant)

e Mortar and pestle (iron or stone) for trituration

e Analytical balance (precision: 0.01 mg)

o Particle size analyzer (e.g., for Swarna Bhasma nanoparticle verification)

e X-ray diffraction (XRD) and Scanning Electron Microscope (SEM) for quality control
o Sterile wooden or stainless steel spatulas for mixing

e (Cleanroom facility (Class 100 for Swarna Bhasma handling)

e pH meter, moisture analyzer, and microbial testing equipment

e Automated dropper bottle filling and sealing machine

e Amber glass dropper bottles (5 ml, 10 ml, or 15 ml) with calibrated droppers
o High-efficiency particulate air (HEPA) filtration system for sterile packaging
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SOP for preparation and quality control of swarnaprashana drops for pharmaceutical companies

3.5. Procedure

e Source from certified suppliers with documentation of Shodhana (purification) and Marana
(incineration) processes.
o Verify particle size (28—35 nm) using SEM and XRD to confirm nanoscale gold particles.
e Test for purity (>94% gold content) and absence of heavy metals (e.g., lead, mercury,
arsenic) using Energy Dispersive X-ray (EDX) spectroscopy.
e Perform traditional Bhasma Pariksha tests:
o Varitara: Bhasma floats on water.
o Rekhapurnata: Bhasma enters finger ridges when rubbed.
o Nischandratva: No metallic luster under light.
o Amla Pariksha: No color change with curd or lemon juice.

e Procure pure, unadulterated honey from certified suppliers.

e Test for moisture content (<20%), pH (3.4-6.1), and microbial load (conforming to USP
standards).

o Confirm absence of artificial sweeteners or preservatives using high-performance liquid
chromatography (HPLC), if available.

o Prepare as per Ayurvedic texts (e.g., Charaka Sambhita, Kashyapa Sambhita) or source from
certified manufacturers.
o For in-house preparation:

o Process 50 ml ghee with 200 ml herbal decoction (e.g., 2 g each of Brahmi, Vacha,
Shankhapushpi, Guduchi, Yashtimadhu, Pippali, Maricha) on low flame until water
evaporates as per Ghrita preparation method mentioned in classical texts.

o Filter through muslin cloth and store in airtight containers.

o Test for rancidity (peroxide value <10 meq/kg), microbial contamination, and shelf life (6
months).

e Swarna Bhasma: 3 mg (e.g., 30 mg per 30 ml of final product)
e Honey: 1 ml (e.g., 10 ml per 30 ml of final product).
e Brahmi Ghrita: 2 ml (e.g., 20 ml per 30 ml of final product).

e InaClass 100 cleanroom, weigh Swarna Bhasma using an analytical balance in a stainless
steel vessel.

e Add measured honey and mix thoroughly using a sterile spatula for 15-20 minutes to form
a uniform suspension.

e Gradually incorporate Brahmi Ghrita, triturating for 3 hours to ensure homogeneity and
prevent sedimentation.
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3.6.

3.7.

SOP for preparation and quality control of swarnaprashana drops for pharmaceutical companies

Maintain mixture at 35—40°C using a controlled water bath to ensure flowability suitable
for drop administration.

Filter the mixture through a 100-micron sterile mesh to remove any particulate matter,
ensuring suitability for dropper dispensing.

Formulate for drop administration (1 drop = 0.05 ml, containing ~0.05 mg Swarna
Bhasma).
Recommended dosage:
Recommended dosage:

o Infants (6 months—1 year): 1 drop

o Children (1-2 years): 2 drops

o Children (3-5 years): 4 drops
Ensure each 10 ml bottle contains ~200 drops, with Swarna Bhasma content of 10 mg for
consistent dosing.

Quality Control and Testing

Verify homogeneity using visual inspection and particle size analysis (no sedimentation
after 24 hours).

Test pH (4.0-6.0) to ensure stability and compatibility.

Confirm gold content and absence of contaminants using EDX spectroscopy.

Measure viscosity (suitable for dropper flow, ~10-20 cP at 25°C) using a viscometer.

Test for microbial load (total aerobic count <10* CFU/g, yeast/mold <10? CFU/g, absence
of E. coli, Salmonella, S. aureus) per USP standards.

Conduct preservative efficacy testing if preservatives are used (not recommended for
Ayurvedic purity).

Perform accelerated stability studies at 40°C + 2°C and 75% =+ 5% relative humidity for 6
months.

Check for sedimentation, phase separation, or changes in viscosity, pH, and microbial load.
Establish shelf life (typically 6—12 months for drops in amber glass bottles).

Conduct in vitro cytotoxicity tests (e.g., Caco-2 cell lines) to confirm non-cytotoxicity.
Verify blood compatibility (no hemolysis, no platelet activation) per ISO 10993 standards.
Review clinical data to ensure no adverse effects (e.g., allergies, digestive issues).

Packaging and Labeling

Use amber glass dropper bottles (5 ml, 10 ml, or 15 ml) with calibrated droppers (0.05 ml
per drop).
Sterilize bottles and droppers before filling using autoclaving or UV sterilization.
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3.8.

3.9.

SOP for preparation and quality control of swarnaprashana drops for pharmaceutical companies

Fill bottles in a cleanroom using an automated filling machine to ensure precision and
sterility.
Seal with tamper-evident caps to ensure product integrity.

Include the following on the label:
o Product name: Swarnaprashana Drops

o Composition: Swarna Bhasma, Honey, Brahmi Ghrita

o Dosage instructions: Age-specific

o Storage instructions: Store at 15-25°C, avoid direct sunlight, do not refrigerate.

o Batch number, manufacturing date, and expiry date (6—-12 months from
manufacturing).

o Manufacturer’s name, address, and GMP certification.

o Warning: “Consult an Ayurvedic practitioner before use. Shake well before use.”
Net volume (e.g., 10 ml = 200 drops).

Storage and Handling

Store Swarnaprashana drops at 15-25°C in a cool, dry place away from direct sunlight.
Ensure bottles are stored upright to prevent leakage.

Handle Swarna Bhasma in a cleanroom to avoid contamination during preparation.
Maintain inventory records and implement first-expired, first-out (FEFO) stock rotation.

Regulatory Compliance

Comply with Ministry of Health and Populations and/or Department of Ayurveda and
Alternative Medicine guidelines for Ayurvedic formulations and Good Manufacturing
Practices (GMP).

Obtain necessary licenses from state and central drug authorities.

Submit samples for periodic testing to approved laboratories.

Maintain documentation of raw material certificates, batch records, QC reports, and
stability data for at least 5 years.

Administration Guidelines

Shake the bottle well before use to ensure uniform dispersion of Swarna Bhasma.
Administer drops early in the morning on an empty stomach for optimal absorption.
Optionally administer on Pushya Nakshatra day for traditional significance, though daily
use for 30-180 days is recommended for maximum benefits.

Use the calibrated dropper to dispense the exact number of drops directly into the child’s
mouth or mix with a small amount of warm water, if preferred.

Ensure the child faces east during administration, as per Ayurvedic tradition.

Safety Precautions

Use only certified Swarna Bhasma to avoid toxicity from impure gold.

Monitor for rare allergic reactions or digestive discomfort; discontinue use if observed and
consult a practitioner.

Avoid use in children with known metal sensitivities or chronic liver/kidney conditions
without medical supervision.

Ensure sterile handling during preparation and packaging to prevent contamination.
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3.12. Record Keeping

e Maintain detailed records of:
o Raw material procurement and testing certificates.
o Batch-wise production details (weights, mixing conditions, filtration).
o QC test results (physical, chemical, microbial, stability).
o Packaging and distribution logs.
e Retain records for a minimum of 5 years or as per regulatory requirements.
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Ethical Issues and Pharmacovigilance in Swarnaprashana

4.1. Introduction

Swarnaprashana, an Ayurvedic practice involving the administration of processed gold (Swarna
Bhasma) with honey, ghee, and sometimes herbal extracts to children, is rooted in traditional texts
like the Kashyapa Samhita. It is believed to enhance immunity, cognitive function, and overall
health. However, as a traditional medicine involving a heavy metal, Swarnaprashana raises
significant ethical and pharmacovigilance concerns. These include ensuring informed consent,
addressing safety risks, managing underreporting of adverse drug reactions (ADRs), and
integrating traditional practices into modern pharmacovigilance systems. This document provides
a detailed exploration of these issues and proposes solutions to ensure ethical and safe use of
Swarnaprashana, drawing on principles of pharmacovigilance and public health ethics.

4.2. Ethical Issues in Swarnaprashana

The ethical challenges associated with Swarnaprashana primarily revolve around beneficence
(promoting well-being), non-maleficence (avoiding harm), autonomy (respecting individual
choice), and justice (ensuring equitable access and treatment). These issues are particularly
pronounced in pediatric populations, where consent and safety considerations are critical.

4.2.1. Informed Consent and Autonomy

e Issue: Swarnaprashana is typically administered to children from infancy to adolescence,
raising concerns about informed consent. Parents or guardians provide consent on behalf
of minors, but they may not be fully aware of the risks, benefits, or scientific evidence due
to the traditional and cultural context of the practice. Studies indicate that participants in
clinical trials or traditional medicine use in India may not fully understand their rights,
particularly regarding serious adverse events (SAEs).

o Ethical Concern: The principle of autonomy requires that parents receive comprehensive,
transparent information about Swarnaprashana’s potential benefits (e.g., improved
immunity, cognitive enhancement) and risks (e.g., heavy metal toxicity, allergic reactions).
Lack of standardized information or reliance on anecdotal claims can undermine informed
decision-making.

e Solutions:

o Develop Standardized Consent Protocols: Create detailed, parent-friendly
information sheets explaining the composition of Swarnaprashana, its traditional
claims, current scientific evidence, and potential risks. These should be available in
local languages and use simplified medical terminology.

o Audio-Visual Consent Processes: Implement audio-visual recording of the consent
process, as explored in clinical trial settings in India, to ensure clarity and
documentation. This approach enhances transparency but must address privacy
concerns, ensuring anonymity and confidentiality.

o Educational Campaigns: Conduct awareness programs for parents, emphasizing
their right to ask questions, withdraw from treatment, and report adverse effects.
These campaigns should involve Ayurvedic practitioners, pediatricians, and
community health workers.

4.2.2. Safety and Non-Maleficence

e Issue: Swarna Bhasma, the processed gold used in Swarnaprashana, is a heavy metal
preparation. Improper preparation (e.g., inadequate incineration) may lead to toxicity,
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4.2.3.

4.2.4.

Ethical Issues and Pharmacovigilance in Swarnaprashana

including heavy metal accumulation in tissues, which poses risks to children’s developing
organs. Limited long-term safety data exacerbates this concern.

Ethical Concern: The principle of non-maleficence obligates practitioners to avoid harm.
The lack of rigorous safety studies and standardized preparation protocols for Swarna
Bhasma raises the risk of adverse events, particularly in vulnerable pediatric populations.
Solutions:

o Long-Term Safety Studies: Conduct longitudinal studies to monitor the safety of
Swarnaprashana over extended periods (e.g., 5-10 years), focusing on potential
heavy metal accumulation and organ toxicity. Biomarkers for gold levels in blood,
urine, or tissues should be developed.

o Standardized Preparation Guidelines: Establish strict protocols for Swarna Bhasma
production, including purification, incineration, and nanoparticle size control, using
advanced analytical techniques like Inductively Coupled Plasma Mass
Spectrometry (ICP-MS) and Transmission Electron Microscopy (TEM).

o Regulatory Oversight: Collaborate with the DoAA and DDA to enforce quality
control standards for Swarnaprashana products, preventing contamination or
adulteration.

Equity and Justice

Issue: Access to Swarnaprashana is often limited to specific communities or regions where
Ayurvedic practices are prevalent, potentially excluding marginalized or rural populations.
Additionally, the cost of high-quality Swarna Bhasma may create disparities in access.
Ethical Concern: The principle of justice requires equitable access to healthcare
interventions. Uneven distribution of Swarnaprashana programs, such as those run by
institutions like Sri Dharmasthala Manjunatheshwara College of Ayurveda, may
disproportionately benefit urban or affluent populations.

Solutions:

o Public Health Programs: Expand community-based Swarnaprashana initiatives,
like those funded by the Ministry of Health and Population, to rural and
underserved areas. Subsidize costs to ensure affordability for low-income families.

o Training Local Practitioners: Train community health workers and local Ayurvedic
practitioners to administer Swarnaprashana safely, increasing accessibility in
remote regions.

o Cultural Sensitivity: Adapt Swarnaprashana formulations and administration
protocols to align with local dietary and cultural preferences, ensuring broader
acceptance and equitable access.

Public Health Ethics vs. Individual Rights

Issue: Public health ethics emphasizes the health of populations over individual rights,
which may conflict with individual autonomy in the context of Swarnaprashana. For
example, promoting Swarnaprashana as a public health intervention to boost immunity
may lead to pressure on parents to participate, even if they are skeptical or uninformed.
Ethical Concern: Balancing public health goals with individual autonomy requires careful
consideration of when paternalistic interventions are justified. Without robust evidence,
promoting Swarnaprashana broadly could undermine trust in healthcare systems.
Solutions:
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o Evidence-Based Advocacy: Promote Swarnaprashana only with supporting clinical
evidence from randomized controlled trials (RCTs) and safety studies, avoiding
overgeneralization of traditional claims.

o Transparent Communication: Public health campaigns should clearly distinguish
between traditional beliefs and scientifically validated benefits, ensuring parents
make informed choices without undue pressure.

o Ethical Review Boards: Establish independent ethics committees to review
Swarnaprashana programs, ensuring they align with public health ethics principles
while respecting individual rights.

4.3. Pharmacovigilance Challenges and Solutions

Pharmacovigilance (PV) involves the detection, assessment, understanding, and prevention of
adverse effects or other drug-related problems. For Swarnaprashana, PV is critical due to its use
of a heavy metal and its application in pediatric populations. India’s Pharmacovigilance
Programme (PvPI), under the Indian Pharmacopoeia Commission (IPC), includes traditional
medicines like Ayurveda, Siddha, Unani, and Homoeopathy (ASU&H) in its scope, but challenges
remain.

4.3.1. Underreporting of Adverse Drug Reactions (ADRSs)

e Challenge: Underreporting of ADRs is a significant issue in India, with PV rates below 1%
compared to the global average of 5%. Community pharmacists and healthcare providers
often lack awareness or training in reporting ADRs for traditional medicines like
Swarnaprashana.

e Solutions:

o Training Programs: Integrate PV training into the curricula of Ayurvedic and
allopathic medical, pharmacy, and nursing colleges. Focus on recognizing and
reporting ADRs specific to Swarna Bhasma, such as allergic reactions,
gastrointestinal issues, or neurological symptoms.

o Simplified Reporting Systems: Develop user-friendly, language-appropriate ADR
reporting forms for Swarnaprashana, as recommended for traditional medicines.
Mobile apps like VigiMobile, piloted by the WHO and Uppsala Monitoring Centre,
can facilitate real-time reporting.

o Incentives for Reporting: Introduce incentives, such as recognition or financial
rewards, for healthcare providers who report ADRs, as demonstrated in a Spanish
study that increased ADR reporting through educational and financial interventions.

4.3.2. Lack of Standardized PV Protocols for Traditional Medicines

e Challenge: The PvPI has made progress in monitoring ASU&H drugs, but specific
protocols for Swarnaprashana are lacking. The variability in Swarna Bhasma preparation
and administration complicates ADR detection and causality assessment.

e Solutions:

o Dedicated PV Framework for ASU&H: Expand the PV program to include specific
guidelines for Swarnaprashana, addressing its unique composition and pediatric
use. This should include standardized case report forms and signal detection
methods tailored to heavy metal-based formulations.
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o Data Integration: Establish a national database for Swarnaprashana-related ADRs,
integrating data from Ayurvedic clinics, hospitals, and community programs.
Collaborate with the WHO’s Uppsala Monitoring Centre to share data globally.

o Pharmacoepidemiological  Studies:  Conduct studies to  characterize
Swarnaprashana’s safety profile, using methods like the WHO PV indicators
checklist to benchmark performance against other traditional medicines.

Monitoring Herbal and Heavy Metal Interactions

Challenge: Swarnaprashana often includes herbal components (e.g., Brahmi,
Ashwagandha), which may interact with Swarna Bhasma or other medications, as seen in
a study where the Ayurvedic preparation Shankhapushpi reduced phenytoin’s antiepileptic
activity.

Solutions:

o Interaction Studies: Conduct in vitro and in vivo studies to identify potential
interactions between Swarna Bhasma and common herbal additives or allopathic
drugs, focusing on pharmacokinetics and pharmacodynamics.

o Labeling Requirements: Mandate clear labeling of Swarnaprashana products,
listing all ingredients, potential interactions, and instructions for use under medical
supervision.

o Surveillance of Polypharmacy: Monitor children receiving Swarnaprashana
alongside other medications, using electronic health records to detect adverse
interactions.

Post-Marketing Surveillance

Challenge: Post-marketing surveillance for Swarnaprashana is limited, as most studies
focus on pre-administration safety. The PvPI emphasizes post-marketing surveillance for
ASU&H drugs, but implementation is inconsistent.

Solutions:

o Active Surveillance Systems: Implement active surveillance, such as cohort studies
or sentinel site monitoring, to track Swarnaprashana’s long-term effects in real-
world settings. This can leverage digital tools like QR codes for prompt ADR
reporting.

o Collaboration with Stakeholders: Engage Ayurvedic practitioners, pediatricians,
and parents in PV activities through workshops and symposiums, as done by the
NCC-PvPI in 2017 for herbal medicines.

o Real-World Evidence (RWE): Use RWE from community programs (e.g.,
Swarnamritaprashana camps) to evaluate safety and efficacy, supporting post-
authorization safety studies (PASS).

Integration with Modern PV Systems

To address ethical and PV challenges, Swarnaprashana must be integrated into Nepal’s broader PV
framework, aligning with global standards like those of the WHO and the European Medicines
Agency (EMA).
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4.4.1. Regulatory Alignment

e Solution: Strengthen collaboration between the Department of Ayurveda and Alternative
Medicine and CDSCO to align Swarnaprashana PV with Schedule Y of the Drugs and
Cosmetics Act 1945, which governs clinical trial and post-marketing safety requirements.

o Implementation: Develop a risk management plan (RMP) for Swarnaprashana, as piloted
by the WHO PVG in 2025, to guide ADR reporting and risk minimization.

4.4.2. Technology and Data Analytics

e Solution: Use artificial intelligence (AI) and machine learning to enhance PV for
Swarnaprashana, as suggested for modern PV systems. Al can automate ADR case
processing, identify clusters of adverse events, and predict risks using real-world data.

o Implementation: Pilot Al-based tools in PvPI centers to analyze Swarnaprashana ADR
reports, focusing on signal detection and causality assessment.

4.4.3. Global Collaboration

e Solution: Leverage India’s role as a WHO Collaborating Centre for PV to share
Swarnaprashana safety data globally, enhancing its credibility and informing international
PV practices for traditional medicines.

o Implementation: Participate in global PV initiatives like the WHO’s Programme for
International Drug Monitoring, ensuring Swarnaprashana’s safety profile is evaluated in
diverse populations.

4.5. Public Health and Ethical Communication

e Solution: Develop a communication strategy to address public concerns about
Swarnaprashana’s safety and efficacy, balancing cultural reverence with scientific rigor.
This should involve transparent reporting of PV findings and ethical considerations to build
trust.

o Implementation:

o Publish PV data in accessible formats, such as public health advisories or online
portals, to inform parents and practitioners.

o Engage patient advocacy groups and healthcare professionals in dialogues about
Swarnaprashana’s risks and benefits, fostering a multi-stakeholder approach.

4.6. Conclusion

Addressing the ethical and pharmacovigilance challenges of Swarnaprashana requires a
multifaceted approach that integrates traditional practices with modern scientific and ethical
standards. By ensuring informed consent, standardizing safety protocols, enhancing ADR
reporting, and leveraging technology, Swarnaprashana can be safely and equitably administered.
Collaboration between Ayurvedic and allopathic systems, supported by robust PV frameworks,
will ensure that this ancient practice meets contemporary ethical and safety requirements,
benefiting children while respecting individual and public health rights.
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Swarnaprashana Adverse Drug Reaction (ADR) Recording

5.1. Introduction

Swarnaprashana, an Ayurvedic practice involving the administration of processed gold (Swarna
Bhasma) combined with honey, ghee, and sometimes herbal extracts, is used to promote immunity,
cognitive function, and overall health in children. While popular in India, its use in Nepal, a
country with a shared Ayurvedic heritage, is less documented. Given the involvement of a heavy
metal (gold), monitoring adverse drug reactions (ADRSs) is critical to ensure safety, particularly in
pediatric populations. The Nepal Health Research Council (NHRC), as the apical body for health
research regulation in Nepal, provides ethical and scientific guidelines for research and
pharmacovigilance (PV) activities. This document outlines the framework for ADR recording for
Swarnaprashana in Nepal, aligned with NHRC guidelines and the national pharmacovigilance
system managed by the Department of Drug Administration (DDA).

5.2. Nepal’s Pharmacovigilance Framework

Nepal joined the World Health Organization’s (WHO) Programme for International Drug
Monitoring in July 2006, with the DDA designated as the National Pharmacovigilance Center. The
country has established 15 regional pharmacovigilance centers (RPCs) to monitor ADRs, including
those from traditional medicines like Ayurveda, Siddha, Unani, and Homoeopathy (ASU&H). The
NHRC oversees ethical health research, including PV studies, ensuring compliance with national
and international standards, such as the WHQO’s definition of an ADR: “a response to a drug which
is noxious and unintended, and which occurs at doses normally used in man.”
Key Features of Nepal’s PV System
e Voluntary Reporting: ADR reporting in Nepal is voluntary, involving healthcare
professionals (HCPs) such as doctors, pharmacists, nurses, and health assistants.
o Regional Centers: Twelve RPCs, including those at institutions like KIST Medical College
and Manipal Teaching Hospital, collect and forward ADR reports to the DDA.
e Underreporting: Underreporting is a significant challenge, with only 831 ADR reports
recorded by the DDA as of recent data, attributed to limited awareness and training among
HCPs.
e Consumer Involvement: There is growing recognition of the need for consumer
pharmacovigilance to address underreporting, though this is still in its infancy.

5.3. Swarnaprashana and ADR Concerns

Swarnaprashana’s use of Swarna Bhasma, a heavy metal preparation, raises specific safety
concerns, including:

o Potential Toxicity: Improperly processed Swarna Bhasma may contain unreacted gold or
contaminants, potentially leading to heavy metal accumulation or organ toxicity.

o Herbal Interactions: Formulations including herbs like Brahmi or Ashwagandha may cause
drug-herb interactions, as seen in cases where Ayurvedic preparations altered the efficacy
of allopathic drugs (e.g., Shankhapushpi reducing phenytoin’s antiepileptic activity).

o Pediatric Vulnerability: Children are more susceptible to ADRs due to their developing
physiology, necessitating rigorous monitoring.
No specific studies on Swarnaprashana ADRs in Nepal were identified in the available
literature, but the general principles of PV for ASU&H drugs apply.
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NHRC Guidelines for ADR Recording

The NHRC’s “National Ethical Guidelines for Health Research in Nepal” (2022) and its oversight
of evidence-based health practices provide a framework for ADR recording. While these
guidelines do not explicitly address Swarnaprashana, they apply to all health interventions,
including traditional medicines. Key NHRC requirements relevant to Swarnaprashana ADR
recording include:

S5k

Ethical Approval: Research or PV activities involving Swarnaprashana must receive
approval from the NHRC’s Ethical Review Board (ERB) to ensure participant safety and
data integrity.

Informed Consent: Parents or guardians of children receiving Swarnaprashana must
provide informed consent, with clear information on potential risks (e.g., toxicity, allergic
reactions) and benefits (e.g., immunity enhancement).

Data Collection Standards: ADR data must be systematically collected, documented, and
reported using standardized formats, ensuring confidentiality and anonymity.

Community Engagement: Research involving traditional practices like Swarnaprashana
should involve community stakeholders to align with cultural and ethical norms.

ADR Recording Process for Swarnaprashana

Based on Nepal’s PV framework and NHRC guidelines, the following process is proposed for
recording ADRs associated with Swarnaprashana:

5.5.1.

5.5.2.

5.5.3.

Identification of ADRs

Sources: ADRs can be reported by HCPs (doctors, pharmacists, nurses), community
pharmacists, or parents/consumers. Community pharmacies in Nepal, though often run by
non-pharmacist professionals with limited training, are integral to ADR reporting.
Common ADRs: Based on general PV data, ADRs may include maculopapular rash,
diarrhea, vomiting, or rare cases of neurological or hepatic effects. Specific ADRs for
Swarnaprashana (e.g., gold-related toxicity) require further study.

Causality Assessment: Use tools like the WHO-UMC causality assessment system or
Naranjo scale to determine the likelihood that Swarnaprashana caused the ADR.

Reporting Mechanisms

Standardized Forms: Use the DDA’s ADR reporting form, available through RPCs, to
document details such as patient demographics, Swarnaprashana formulation, dose,
administration schedule (e.g., daily or on Pushya Nakshatra), and ADR description.
Digital Tools: Leverage mobile apps like VigiMobile, piloted by the WHO, for real-time
ADR reporting by HCPs and consumers.

Community Pharmacist Involvement: Train community pharmacists, as demonstrated in a
Pokhara valley study, to recognize and report ADRs using validated Knowledge-Attitude-
Practices (KAP) questionnaires.

Submission to RPCs and DDA

Regional Centers: Reports should be submitted to one of the 15 RPCs, such as those at
KIST Medical College or Nepal Cancer Hospital, which forward data to the DDA.
National Database: The DDA integrates ADR reports into a national database, contributing
to the WHO’s Uppsala Monitoring Centre (UMC) for global PV monitoring.
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5.5.4.

S.6.

5.7.

5.7.1.

Swarnaprashana Adverse Drug Reaction (ADR) Recording

Consumer Reporting: Encourage parents to report ADRs directly to RPCs or through
community pharmacists, addressing the infancy of consumer PV in Nepal.

Analysis and Follow-Up

Severity and Preventability: Assess ADR severity using scales like the Hartwig scale and
preventability using the Schumock and Thornton criteria. For Swarnaprashana, focus on
preventable ADRs due to improper preparation or dosing.

Signal Detection: Use statistical methods to identify potential safety signals, such as
clusters of gold-related toxicity or allergic reactions.

Feedback Loop: Provide feedback to HCPs and parents on ADR outcomes to improve
reporting compliance and trust in the PV system.

Challenges in ADR Recording for Swarnaprashana

Lack of Specific Data: No studies specifically address Swarnaprashana ADRs in Nepal,
limiting baseline knowledge. General PV studies indicate underreporting and low
awareness among HCPs.

Cultural and Traditional Context: Swarnaprashana’s cultural significance may lead to
underreporting, as parents or practitioners may attribute adverse effects to other causes or
hesitate to report due to faith in Ayurveda.

Limited HCP Training: Only 16.3% of community pharmacies in Nepal are run by
pharmacists with bachelor’s degrees, and many lack PV training.

Regulatory Gaps: ADR reporting is not mandatory in Nepal, reducing compliance.
Genetic Variability: Nepal’s multiethnic population may exhibit pharmacodynamic and
pharmacokinetic variations, increasing ADR risks.

Solutions to Enhance ADR Recording

Training and Awareness

HCP Training: Integrate PV training into medical, pharmacy, and nursing curricula,
focusing on traditional medicines like Swarnaprashana. A 2018 study showed improved
ADR reporting after educational interventions in a Nepal cancer hospital.

Community Pharmacist Engagement: Conduct workshops, as done in Pokhara valley, to
improve KAP among community pharmacists.

Public Awareness: Educate parents about ADR reporting through community health
programs, leveraging NHRC’s emphasis on community engagement.

Standardized Protocols

Swarnaprashana-Specific Guidelines: Develop PV guidelines for Swarnaprashana,
addressing its unique composition (gold, herbs) and pediatric use, under NHRC and/or
DDA oversight.

Quality Control: Enforce standards for Swarna Bhasma preparation using analytical
techniques (e.g., ICP-MS, TEM) to minimize toxicity risks.

Formulation Disclosure: Mandate labeling of Swarnaprashana products with ingredient
lists, potential ADRs, and reporting instructions.
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5.7.3.

5.8.

5.9.

Swarnaprashana Adverse Drug Reaction (ADR) Recording

Technology Integration

Digital Reporting: Expand access to digital tools like VigiMobile for HCPs and consumers,
ensuring language-appropriate interfaces for Nepal’s diverse population.

Al and Data Analytics: Use Al to automate ADR case processing and signal detection, as
suggested for modern PV systems, to handle Swarnaprashana data efficiently.

. Consumer Pharmacovigilance

Consumer Reporting Systems: Establish consumer-friendly reporting channels, such as
hotlines or online portals, as proposed in a 2014 study on consumer PV in Nepal.
Community-Based Programs: Integrate Swarnaprashana ADR reporting into community
health initiatives, similar to those for chronic diseases, to increase accessibility.

. Collaboration and Research

NHRC-Led Studies: Fund NHRC-led research on Swarnaprashana ADRs, focusing on
incidence, types, and long-term effects, as recommended for ASU&H drugs.

Regional Collaboration: Partner with India’s Pharmacovigilance Programme of India
(PvPI), which includes ASU&H drugs, to share data and best practices for Swarnaprashana
PV.

Proposed Framework for Swarnaprashana ADR Recording

. Ethical Approval: Obtain NHRC ERB approval for Swarnaprashana PV studies or

programs.
Training: Train HCPs and community pharmacists on Swarnaprashana-specific ADR
recognition and reporting.

Informed Consent: Provide parents with clear, multilingual information on risks and
benefits.

Reporting: Use standardized DDA forms or digital tools for ADR reporting to RPCs.
Analysis: Conduct causality, severity, and preventability assessments, integrating data into
the DDA’s national database.

Feedback: Disseminate findings to HCPs, parents, and policymakers to improve safety and
compliance.

Continuous Monitoring: Implement active surveillance, such as cohort studies, to track
long-term ADRs in Swarnaprashana users.

Summary

Recording ADRs for Swarnaprashana in Nepal, under the NHRC’s ethical and scientific oversight,
requires aligning with the national PV framework managed by the DDA. Key strategies include
enhancing HCP and consumer awareness, standardizing protocols, leveraging technology, and
fostering research to address the lack of specific data. By integrating Swarnaprashana into Nepal’s
PV system, the safety of this traditional practice can be ensured, protecting pediatric populations
while respecting cultural practices. Collaboration between the NHRC, DDA, and regional
stakeholders, alongside consumer engagement, will strengthen ADR recording and promote
evidence-based use of Swarnaprashana.
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ANNEX

ANNEX 01: Swarnaprashana Administration Record Form

LUMBINI PROVINCIAL GOVERNMENT
MINISTRY OF HEALTH
HEALTH DIRECTORATE
PROVINCIAL AYURVEDA HOSPITAL, BIJAURI, DANG
SWARNAPRASHANA ADMINISTRATION RECORD

Child Registration ID:
Date:

1. Child Information
e Name of Child:
¢ Date of Birth:

o Age: months / years
e Sex: [ Male O Female

o Parent/Guardian Name:

o Contact Number:

e Address:

2. Health Background (Optional but Recommended)
Field Details
Known Allergies
Past Medical History

Current Medications
Immunization Status

3. Preparation Details
e Type of Gold Used: 0 Swarna Bhasma

e Combined with: [ Honey [1 Ghee

e Dosage: mg/ml

e Route of Administration: Oral / Sublingual / Licking
e Nakshatra: [1 Pushya Nakshatra
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4. Monthly Administration and Monitoring Record

ANNEX

Month Date Administered Immediate Parent Weight Height Next
Administered By (Name & Reaction Feedback (kg) (cm) Due
Sign) (Y/N) Date
1st [0 Yes O No
2nd ] Yes [1 No
3rd [0 Yes [0 No
4th O Yes [ No
Sth [0 Yes 0 No
6th O Yes [ No
7th ] Yes [1 No
8th [ Yes [0 No
9th O Yes [ No
10th [ Yes [0 No
11th O Yes [ No
12th I Yes [1 No
5. Adverse Effects Monitoring (Monthly)
Month Vomiting Diarrhea Skin Fever Allergy Others Action

(specify) Taken

1 st
znd
3rd
4th
5th
6th
7th
sth
9th
1 Oth
11 th
12th

Oooo0ooOooOooOooOoOdogaod

(I R 0 R W Y

oooooooooooog
=

(I R 0 R W Y
(I R 0 R W Y
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ANNEX

6. Final Review (After 12 Months)
e Overall Improvement Observed in Child:

L Immunity

] Digestion

L] Physical Strength

[0 Mental Alertness

L] Speech & Cognition
O] Sleep Pattern

L] General Well-being

e Overall Satisfaction:

O] Very Satisfied [J Satisfied [J Neutral [ Dissatisfied [J Very Dissatisfied
e Remarks / Suggestions by Parent:

7. Consent
I, the undersigned parent/guardian of the child named above, give my full consent for the
regular administration of Swarnaprashana as per Ayurvedic guidelines.

WA T Soel@ B! s /ANAHTHT AT/ AHES iy, Agas
el ATaR Fafa T U9 TRST 0 GgAld TeE s |

Signature of Parent/Guardian Date

afeTTa®,, GEHHT BEATER e

Physician In-Charge:

Signature & Stamp:
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ANNEX 02: Swarnaprashana Feedback Form

LUMBINI PROVINCIAL GOVERNMENT
MINISTRY OF HEALTH
HEALTH DIRECTORATE
PROVINCIAL AYURVEDA HOSPITAL, BIJAURI, DANG

SWARNAPRASHANA FEEDBACK FORM

ANNEX

Child Registration ID: Date of First Dose: /= /
1. Child Details
e Name of Child:
o Age: months / years
e Sex: [ Male L1 Female
e Parent/Guardian Name:
e Contact Number:
e Address:
2. Monthly Observation
Month Date Immunity Appetite Digestion Sleep Energy Behavior Illness Remarks
of (Infections Level / (It
Dose Reduced?) Cognition Any)
1st O I I R O Normal | O O
Improved | [ON Normal ODisturbed | Good Improved
O No O O Low | O No
Change Irregular Change
2nd O [ N O Normal | O (|
Improved |[ON Normal ODisturbed | Good Improved
O No O OLow | O No
Change Irregular Change
3rd O o+0)|0 0 Normal | O O
Improved | [ON Normal ODisturbed | Good Improved
O No O O Low | O No
Change Irregular Change
4th d o+goyl (0o O Normal | O O
Improved | [ON Normal ODisturbed | Good Improved
O No O OLow | O No
Change Irregular Change
Sth O Oot0y |0 O Normal | O O
Improved | [ON Normal ODisturbed | Good Improved
O No O O Low | O No
Change Irregular Change

52




ANNEX

6th O Oo+t+0) |0 0 Normal | O O
Improved ON Normal ODisturbed | Good Improved
O No O O Low | O No
Change Irregular Change
Tth O O+0) |0 [0 Normal | O O
Improved | [ON Normal ODisturbed | Good Improved
O No O O Low | O No
Change Irregular Change
8th O Oo+t+0) |0 0 Normal | O O
Improved ON Normal ODisturbed | Good Improved
O No O O Low | O No
Change Irregular Change
9th O O+0) |0 [0 Normal | O O
Improved | [ON Normal ODisturbed | Good Improved
O No O O Low | O No
Change Irregular Change
10th O o+0y0 |0 0 Normal | O O
Improved |[ON Normal ODisturbed | Good Improved
O No O OLow | O No
Change Irregular Change
11th O o+0) |0 O Normal | O O
Improved | [ON Normal ODisturbed | Good Improved
O No O O Low | O No
Change Irregular Change
12th O o+0y0 |0 0 Normal | O O
Improved |[ON Normal O Good Improved
O No O Disturbed OLow | O No
Change Irregular Change

*N: No change
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ANNEX

3. Adverse Effects

Month | Vomiting | Diarrhea | Rash | Fever | Allergy | Others (specify) | Action Taken
1st O O O O O
2nd O [l O O O
3rd O O O O O
4th O [l O [l O
Sth O O O O O
6th O [l O [l O
7th O O O O O
8th O O O O O
9th 0 O 0 O 0
10th O O O O O
11th 0 O 0 O 0
12th O O O O O

4. Final Summary (After 12 Months)
e Overall Observed Benefits:

L1 Reduced frequency of illness

[ Better appetite and digestion

L] Improved energy and growth

(] Enhanced speech and cognitive abilities
L1 Better sleep pattern

[ Increased alertness and activity

e Overall Satisfaction:
0] Very Satisfied L] Satisfied L1 Neutral [ Dissatisfied L1 Very Dissatisfied

5. Parent/Guardian Comments

Name and Signature of Parent/Guardian:

Date: / /

Physician In-Charge:

Signature & Stamp:
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ANNEX

ANNEX 03: Swarnaprashana Adverse Drug Reaction (ADR) Recording Form

This form is designed for recording adverse drug reactions (ADRs) associated with
Swarnaprashana, an Ayurvedic practice involving the administration of processed gold (Swarna
Bhasma) with honey, ghee, and herbal extracts, in accordance with the Nepal Health Research
Council (NHRC) guidelines and the Department of Drug Administration (DDA)
pharmacovigilance framework. It is intended for use by healthcare professionals (HCPs),
community pharmacists, and consumers (e.g., parents/guardians) in Nepal to ensure systematic
and standardized ADR reporting.
Section 1: Reporter Information
o Name of Reporter:
e Profession/Role:
o Contact Details:
o Phone:
o Email:
o Institution/Location:
e Date of Report:
Section 2: Patient Information
o Patient Initials:

o Age:
e Sex:
e  Weight:

e Ethnicity:
o Relevant Medical History:
o Concurrent Medications:
Section 3: Swarnaprashana Details
e Formulation:
e Dose:
e Administration Schedule:
e Duration of Use:
e Source/Manufacturer:
e Batch Number:
e Route of Administration:
Section 4: Adverse Drug Reaction (ADR) Details
o Description of ADR: (e.g., maculopapular rash on arms, vomiting, diarrhea)
o Date of Onset:
e Duration of ADR: (e.g., 2 days, ongoing)
e Severity:
(Mild/Moderate/Severe, based on Hartwig scale)
o Mild: No treatment required, minimal discomfort
o Moderate: Requires medical intervention, significant discomfort
o Severe: Life-threatening, hospitalization required
e Outcome: (e.g., resolved, ongoing, required hospitalization)
e Action Taken: (e.g., Swarnaprashana discontinued, antihistamine administered)
e Suspected Cause:
Section 5: Causality Assessment
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ANNEX

e  WHO-UMC Causality Category: (Check one based on WHO-UMC criteria)
o Certain: ADR follows plausible time relationship, confirmed by
dechallenge/rechallenge
Probable/Likely: Reasonable time sequence, unlikely due to other causes
Possible: Could be due to other drugs/diseases
Unlikely: Improbable time relationship
Conditional/Unclassified: More data needed
o Unassessable/Unclassifiable: Insufficient data
Section 6: Additional Information
o Laboratory Tests (if any): (e.g., liver function tests, blood gold levels)
e Concomitant Conditions: (e.g., fever, infection at time of ADR)
e Previous ADRs to Swarnaprashana: (e.g., none, similar rash reported 1 month ago)
e Reporter’s Comments: (e.g., suspected impure Swarna Bhasma, need for quality testing)
Section 7: Submission Details
e Submission Method:
e Submission Date:
e Regional Pharmacovigilance Center (RPC):
e DDA Contact:
o Email: pharmacovigilance@dda.gov.np
o Phone: +977-1-5355032
Instructions for Use
1. Who Can Report: Healthcare professionals (doctors, pharmacists, nurses, health assistants)
and consumers (parents/guardians) can complete this form.
2. How to Report:
o Submit the completed form to the nearest Regional Pharmacovigilance Center
(RPC) or directly to the DDA.
o Use digital tools like VigiMobile (if available) for real-time reporting.
o Ensure confidentiality by avoiding full patient names.
3. Ethical Compliance:
o Obtain informed consent from parents/guardians before administering
Swarnaprashana, as per NHRC guidelines.
o Ensure ethical approval from the NHRC Ethical Review Board for any research-
related ADR data collection.
4. Follow-Up:
o RPCs will assess causality and severity, forwarding reports to the DDA for
inclusion in the national database.
o Reporters may be contacted for additional information to complete causality

O O O O

assessments.
Notes
o Confidentiality: All patient and reporter information will be kept confidential as per NHRC
and DDA regulations.

e Quality Control: Report any suspected issues with Swarna Bhasma quality (e.g.,
impurities) to the DDA for investigation.

e Consumer Reporting: Parents/guardians are encouraged to report ADRs to RPCs or
community pharmacists to enhance consumer pharmacovigilance.
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