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1. The Genesis of Himalaya

In the forests of Burma, a curious young man looked on, as villagers 
fed the roots of a local herb to calm a herd of agitated elephants.
The man was Mr M Manal, the founder of Himalaya Wellness 
Company, and the herb was Rauwolfia serpentina, the inspiration 
that led to the creation of Serpina®, the world’s first natural 
antihypertensive drug, launched in 1934.

Mr Manal’s dream of discovering the mysteries of nature began in 
the year 1930. He was determined to offer mankind the promise 
of nature’s healing power, harnessed through scientific research.

Ninety years later, this vision has translated into Himalaya’s mission 
of touching people’s lives with the promise of Wellness in Every 
Home, Happiness in Every Heart.

Himalaya began its journey at a time when herbal products were 
regarded with skepticism. But, our founder persevered to follow 
his dreams. Pawning his mother’s bangles, he bought a hand-
operated tableting machine.

After 4 years of extensive research, Mr Manal formulated 
Serpina® and laid the foundation for Himalaya’s strong 
foothold in research. His vision was to bring the traditional 
Indian science of Ayurveda to society in a contemporary form.
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1. The Genesis of Himalaya

Today, Himalaya is a leading global herbal health and personal 
care brand, with close to 500 products sold in more than 100 
countries, with a strong presence in the USA, Europe, Middle 
East, Africa, Russia, CIS, India, and Southeast Asia.

In 1955, Himalaya launched Liv.52®, the second breakthrough 
medicine and a liver formulation that became synonymous 
with brand Himalaya. Liv.52® went on to become our flagship 
brand and a top-selling herbal medicine.

In the years that followed, Himalaya introduced many other 
iconic brands including Septilin®, Cystone®, Bonnisan®, and 
Rumalaya® forte, which have become household names by 
winning the trust of customers.

As Himalaya’s reach spread in various segments, the 
organization underwent a rebranding to bring its 
entire range of products under the single umbrella 
“Himalaya Since 1930”.
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To bring wellness and joy to every home via herbal solutions based on science

Our wellness spectrum includes: 

2. Our Vision

Pharmaceuticals Personal Care Baby Care

Animal Health CareNutraceuticals
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• To establish Himalaya as a science-based, problem-solving, head-to-heel 
brand, harnessed from nature’s wealth and characterized by trust and healthy 
lives

• To develop markets worldwide with an in-depth and long-term approach, 
while maintaining the highest ethical standards at each step

• To respect, collaborate with, and utilize the talents of each member of the 
Himalaya family and the local communities, to drive our seed-to-shelf policy, 
and to rigorously adopt eco-friendly practices to support the environment we 
inhabit

• To ensure that each Himalayan strongly backs our promise to exceed the 
expectations of the customer, each time and every time. Nothing less is 
acceptable.

3. Our Mission
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4. Sustainability Initiatives

Care for Life

Care for Life, our company philosophy, sits at the heart of Himalaya 
Wellness Company. Our company’s philosophy defines the way we think 
and inspires our actions. 

Investing in good health goes beyond developing high-quality products. 
It is a holistic approach that includes three key principles—Care for Earth, 
Care for Community, and Care for Health—that help us build a better 
company and contribute to building a better world. We are deeply 
committed to improving health and respecting life in all its forms.

Care for Earth

The Earth is facing environmental challenges. Customers are demanding 
greener products that do not harm the environment. Himalaya believes that 
products that are good for customers should be good for the Earth too. Nature 
has a rhythm, and we understand that. We have made conscious efforts to 
deepen our commitment to care for the Earth by conserving biodiversity and 
safeguarding the environment.

Care for Community

At Himalaya, we touch lives through initiatives that bring a difference in society. 
As a socially conscious company, we believe it is important for us to invest in 
the communities in which we operate. This spirit to enrich and improve lives has 
shaped initiatives we support and drive.
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Care for Health

We remain committed to our vision to make the world a 
healthier place. Through collaboration with communities 
and local government bodies, we aim to make a difference 
in people's lives. To put our beliefs into action, we conduct 
awareness programs on the importance of overall health 
and hygiene.

4. Sustainability Initiatives

Himalaya’s Commitment to Sustainability Goals

Sustainability is at the helm of our business philosophy, Care for Life. Himalaya has been 
reorienting its operations to deliver sustainable business advantage and measurable value. 
Our commitment to meeting our sustainability goals is not limited to merely strategizing; 
we have implemented the best fossil fuel and power consumption practices. These best 
practices give our operations a unified vision of a happy and sustainable future.

900,000+
Trees 

Planted

874
Farmers 

Partnered

5 Million
Meals 

Delivered

40,000
Health 

Checkups Done

1,100
Cleft Surgeries 

Performed

986 Metric 
Tons

Waste Recycled
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5. Major Milestones
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6. Research and Development

Innovation at Himalaya

Wellness solutions from Himalaya draw inspiration from 
Ayurveda, one of the world’s oldest traditional systems 
of health and healing that originated in South Asia. 
Ayurveda views a living being as a whole—an entity that 
encompasses the body, sense organs, mind, and soul. 
Holistic and largely botanical, Ayurveda focuses on 
preventive and curative health care. Contemporizing 
Ayurvedic knowledge using modern scientific 
paradigms has been the cornerstone of Himalaya’s 
working principles since 1930. Taking cues from the 
authentic texts of Ayurveda, the scientists at Himalaya 
have spent years intensely researching the therapeutic 
benefits of herbs and formulations. During 9 decades 
of our journey, Himalaya has laid emphasis on blending 
Ayurvedic concepts with the scientific paradigm and 
showcasing the importance of Ayurveda in promoting 

wellness. At Himalaya, contemporizing Ayurveda 
means taking the ethos of this traditional health care 
system mainstream across the globe and developing 
safe and efficacious products in novel formats to bring 
Wellness in Every Home and Happiness in Every Heart.

Himalaya Wellness has 2 state-of-the-art R&D centers at 
Bengaluru and Dubai. These R&D centers span 175,000 
square feet and house scientists from diverse streams 
such as Ayurveda, chemistry, biology, agriculture, 
nutrition, animal health, and pharmaceutical sciences. 
The R&D facilities have cutting-edge capabilities to 
support the discovery and development of a wide 
range of products with globally accepted quality, 
safety, and efficacy standards.

R&D, India
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6. Research and Development

Himalaya’s scientists work toward developing novel 
technologies and platforms for validating the products. 
Several of these platforms have also served as model 
systems for the herbal research community. These 
include new assays, experimental models, cell-based 
assays, adopted appropriately for various therapeutic 
areas. The research undertaken by the team has been 
published in several peer-reviewed national and 
international research and medical journals.

At Himalaya, we embrace the “quality by design” 
principle for the product development process, thus 
ensuring quality as an integral aspect of each step of 
the product design. Firstly, the herbs that form the 
core ingredients of Himalaya’s products are chosen 

through intense research and careful consideration 
of the descriptions in traditional authoritative texts. 
Scientists who specialize in phytochemistry study the 
geographical and seasonal variations and their effect 
on the quality of the herb(s).

No stone is left unturned when it comes to 
authentication of herbs for their purity, safety, and 
efficacy. Procedures laid down by the regulatory 
agencies such as European Medicines Agency are 
strictly adhered to. The quality of herb is confirmed 
using microscopic characterization and sophisticated 
chromatographic fingerprint techniques. Thin-layer 
chromatography (TLC) fingerprinting is done for all 
types of botanical material and the array of unique 

Himalaya Global Research Centre, Dubai
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phytochemical marker(s) is captured. The other steps 
taken to ensure the quality of botanicals are the 
implementation of advanced cultivation processes and 
adoption of sustainable agricultural and harvesting 
practices (under the supervision of trained botanical 
experts). Bioassay-guided fractionation, extraction, 
and purification processes ensure the presence of 
optimum levels of bioactive compounds to elicit 
desired pharmacologic response. New herb extraction 
technologies, such as super critical fluid extraction 
(SCFE), are adopted to enrich beneficial bioactives 
with no harmful residual solvents, thus ensuring safe 
and efficacious products. 

Over the years, Himalaya has blended complex 
herbal ingredients into contemporary dosage forms 
such as tablets, capsules, syrups, chewable tablets, 
gummies, without compromising on the quality and 
efficacy. Each product is comprehensively tested for 
stability as per the international guidelines (WHO/
ICH), considering the influence of environmental 
factors such as temperature, humidity, and light on the 
product. This way a product’s shelf life is determined 
using adequate logical and scientific reasoning, and 
storage conditions for a product are defined for 
different regions of the world.

State-of-the-art instruments such as high-
performance thin-layer chromatography (HP-TLC), 
high-pressure/performance liquid chromatography 
(HP-LC), supercritical fluid chromatography (SFC), 
thermal analysis, inductively coupled plasma-mass 
spectroscopy (ICP-MS), liquid chromatography-mass 
spectroscopy (LC-MS), and gas chromatography-mass 
spectroscopy (GC-MS) are used for the quantitative 
estimation of bioactives and detection of harmful 
elements such as aflatoxins, heavy metals, pesticide 
compounds, and other similar quality control 
assessments. In 2001, Himalaya received the Good 
Manufacturing Practices (GMP) certification, the first 
time in India that an Ayurvedic drug manufacturing 
facility received this prestigious certification.

The mechanism of action, safety, and efficacy of herbal 
extracts and/or combination of herbs are methodically 
evaluated using computational in-silico models, in-
vitro cell lines, in-vivo experimental models, mutagen 
studies, and randomized controlled clinical studies.
Himalaya has more than 1200 published clinical 
trials to its credit. Some of the journals where the 
clinical trials are published include The Journal 
of the American Medical Association, European 
Journal of Drug Metabolism and Pharmacokinetics, 
The British Journal of Radiology, Indian Journal of 
Pharmaceutical Sciences, The Journal of Alternative 

6. Research and Development
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and Complementary Medicine, and Australian Journal 
of Medical Herbalism. 

Himalaya has conducted clinical trials of our products 
in premier hospitals/institutes in India and other 
countries including the All India Institute of Medical 
Sciences (Delhi, India), Apollo Hospitals (Chennai, 
Tamil Nadu, India), St. John’s Hospital (Bengaluru, 
Karnataka, India), IMS BHU (Varanasi, Uttar Pradesh, 
India), Mayo Clinic (Rochester, NY, USA), the Central 
Institute of Tuberculosis of The Medical Academy 
of RF, (Moscow, Russia), The Novosibirsk Research 
TB Institute (Russia), and Charles University (Prague, 
Czech Republic).

Himalaya’s team of experts work closely with 
international standard setting agencies such as the 
United States Pharmacopoeia and the Bureau of 
Indian Standards to develop reference standards 
and monographs to bring global standardization for 
herbs and the products. The experts work closely with 
ministries/regulatory bodies of countries to spread 
awareness and set standards for herbs and herbal 
products. Himalaya’s flagship products are used 
as gold standards to evaluate the efficacy of other 
formulations by researchers across different regions of 
the world.

At Himalaya, we continue to focus on research and 
build credibility for herbal medicines and personal 
care products. Himalaya’s products are backed by 
years of research, which has helped garner and retain 
customer trust.

Our Strengths
• The core team comprises more than 200 

multidisciplinary scientists.
• Our India center is recognized by the Department 

of Science and Technology, Government of India, 
and accredited to grant PhD degrees to students.

• Focused on Global Product Development, we have 
studied more than 10,000 herbs and discovered 
many new properties.

• We were the first to develop DNA barcodes of more 
than 50 herbs, and our scientists have published 
DNA sequences of 45 herbs in the prestigious 
database The Barcode of Life Data System (BOLD) 
in Canada and GenBank, NCBI, NIH, USA.

Our Recognitions and Accreditations
• Good Laboratory Practice (GLP) compliance 

certified by the National Good Laboratory 
Practice Compliance Monitoring Authority 
(NGCMA), Department of Science and Technology, 
Government of India

• Our products are developed/tested in a R&D center 
which is recognized by the Department of Scientific 
and Industrial 
Research (DSIR), 
Government of 
India.

6. Research and Development
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7. Clinical Standards

Himalaya has put protocols in place to meet modern 
clinical standards.

Scientific Strategy and Medical Writing 
(SSMW)
Systems and Processes
• All clinical development strategies are developed 

as per global regulatory (eg, USFDA and MHRA) 
and therapeutic guidelines for drug development.

• All documents pertaining to clinical studies (eg, 
protocol, informed consent, investigator’s brochure, 
and report) are created in accordance with 
o ICH-GCP guidelines
o Applicable clinical trial regulations (local and 

international)
o Strong scientific strategies

• SOPs align with global standards and regulations
• Scientific strategies are based on “Unmet Medical 

Need”

Additional Activities
• Represent the organization on scientific forums
• Collaborate with various Medical and Ayurvedic 

institutes for clinical development

Publication
Studies are published in international, reputed, and 
peer-reviewed journals indexed in
• PubMed
• Embase

• Scopus
• Web of Science

Clinical Trial Execution (Operations)
Systems and Processes
• Studies pertaining to personal care, functional 

foods, and therapeutic indications are conducted.
• All clinical studies are executed in accordance with

o ICH-GCP guidelines
o Declaration of Helsinki
o Applicable clinical trial regulations (local and 

international)
• All clinical studies are registered with the Clinical 

Trial Registry of India (CTRI) 
• Clinical studies are approved by the registered 

ethics committees 
• SOPs of clinical operations align with global 

standards and regulations
• Laboratory investigations are done through 

“Central Lab”

Capabilities
• Involves well-structured clinical operations teams 

with defined roles and responsibilities (eg, project 
manager, clinical team lead, CRA, and CTA)

• Implements remote monitoring and risk-based 
monitoring approaches in complex studies for 
efficient clinical monitoring

• Includes a cloud-based “Document Management 
System” with well-defined documentation 
structures as per global standards
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Clinical Data Management and 
Biostatistics (Systems, Processes, and 
Capabilities)
Clinical Data Management (CDM)
• Clinical trial data are documented using 21 CFR 

part 11–compliant electronic data capture software 
(EDC) (eg, security, audit trail, version control, and 
electronic signature)

• Clinical trial reports follow standards such as
o Good clinical data management practices 

(GCDMP)
o Good documentation practice (GDP) 
o Use of clinical data interchange standards 

consortium (CDISC) for database development
o Use of clinical data acquisition standards 

harmonization (CDASH) standards for CRF 
Development

o Use for medical coding (MedDRA & WHO-DD)
o CDM (real-Time Data Entry and Source Data 

Verification)

Biostatistics
• SAS 9.4 software is used for generation of TLFs 

(SAS software is validated and FDA-accepted)
• ICH-E9 is used for developing statistical analysis 

plan (SAP), randomization plan, and data analysis

Pharmacovigilance (Systems, 
Processes, and Capabilities)
Systems and Processes
• There is a web intake for consumer complaints in 

Himalaya website (across the globe).
• Pharmacovigilance system has been established as 

per the
o Global regulatory requirements (eg, EU, USFDA, 

and MHRA).
o Indian regulatory requirements (eg, 

Pharmacovigilance Program of India (PvPI), 
CDSCO, Ministry of AYUSH, and Consumer 
Protection Act).

o 21 CFR part 11– and EU GMP Annex 11–validated 
pharmacovigilance software systems for case 
processing in line with good pharmacovigilance 
practices (GVP) and general data protection 
regulation (GDPR).

Capabilities and Activities
• Maintaining a pharmacovigilance system master 

file
• Following ICSR case processing
• Performing literature screening
• Performing signal detection activities
• Developing periodic safety update reports (PSURs)
• Having risk management plans (RMPs)
• Following product master template
• Following MedDRA and WHO-DD dictionaries

These steps are taken by Himalaya’s R&D team.
• Promote safety and consumer confidence in our 

products
• Meet audit worthiness and regulatory inspection 

requirements

7. Clinical Standards
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8. Manufacturing Site

• Himalaya’s manufacturing sites are spread across a 
total of 110,000 sq. meters of land.

• Approximately 70,000 sq. meters is the construction 
area.

• The waste disposal is a “zero discharge” facility; the 
treated effluent is utilized for maintaining a coconut 
grove and to grow Napier grass, vegetables, and 
fruits.

Production Blocks
• The facility is designed, qualified, and maintained 

as per the requirements of the WHO and PIC/S 
guidelines.

• The facility is designed for easy cleaning, sanitizing 
and pest control.

• Critical areas provided with “Ucrete” or ”Epoxy” 
flooring.

• The walls are coated with antifungal, polyurethane 
coating.

• Areas are clearly demarcated for storage, batch 
processing, primary packing, and secondary 
packing.

• The facility is equipped for manufacturing oral 
solids (tablets, capsules, and powder), oral liquids, 
oral semisolids, and external preparations.

• All primary areas, where the product is exposed are 
provided with HEPA filtered Class 100,000 air, and 
appropriate air changes and differential pressures 
are maintained.

• Adequate lighting suitable to the intended purpose 
is maintained.

14



9. Quality Management System

In order to meet the global standards, Himalaya has strict 
quality control measures in place for all its products.
• Quality control protocols to test raw materials, 

packing materials and finished product.
• Advanced testing equipment such as GC, HPLC, 

ICPMS, FTIR, GC-MS, and UV.
• Comprehensive check for contaminants such as of 

pesticides, heavy metals, aflatoxins, allergens, and 
ETO.

• Advanced microbiological techniques to ensure 
microbial safety.

• Every product undergoes shelf-life and stability tests.
• Himalaya has good laboratory practices (GLP) 

certification.
• Our facility has the prestigious NABL accreditation.

Our quality management system (QMS) 
consists of 
• Change management
• Vendor qualification procedures
• Procedures and processes 
• Review mechanism of the quality 
• Release for sale procedure for finished product
• Self-inspection program
• Product quality review

Quality Policy
• Developing safe and efficacious 

pharmaceutical-grade herbal healthcare 
and personal care products.

• Quality at Himalaya is achieved through 
teamwork and continuous learning and 
improvement.

• Monitoring quality from ‘seed-to-shelf’; 
ensuring commitment to quality from 
herb cultivation to the finished product.

• Conforming to stringent quality standards 
and exceeding customer expectations.

• Anyone who comes in touch with 
Himalaya must be pleased with his or her 
experience; nothing less is acceptable.
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Quality 
Manual

Level 1

Level 2

Level 3

Quality Management 
System Procedures

Standard Operating 
Procedures

Forms and records

1. Levels 1 and 2: Quality manual that describes the company’s approach to the 
requirements

2. Level 3: Standard operating procedures (SOPs) including all the mandatory 
procedures that are considered necessary to ensure conformance to the 
specified requirements

3. Level 4: Consists of various formats attached to SOPs and specifications of 
the national and global standards

We have a 3-level quality documentation system:

9. Quality Management System
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10. Certifications and Approvals

Himalaya has earned certifications from various globally recognized organizations:

• Central Drugs Standard Control Organisation, Government of India

• Directorate of AYUSH, Government of India

• US Food and Drug Administration

• UL Registrar LLC 

• Ecocert—Natural and Organic Cosmetic certification

• EU - PIC/S GMP – Chief Pharmaceutical Inspectorate from Poland 

• State Administration of Ukraine on Medicinal Products, Ukraine

• Ministry of Health, Russia

• Directorate General of Pharmaceutical Affairs and Drug Control, 
Muscat, Sultanate of Oman

• Brazilian Health Regulatory Agency (ANVISA), Brazil

• FSSC 22000 - Food Safety System Certification from SGS UK

• ISO 22716: Cosmetic GMP from SGS UK

• ISO 9001:2015 - Quality Management System applicable to 
herbal health care products from NQA, UK

• Halal Certification from Jamiat Ulama E Maharashtra, India

• Halal Certification from MUI Halal Committee, Indonesia

• USDA Organic Certification – The National Programme for Organic Production (NPOP), 
India and the National Organic Program (NOP) technical standards (USA) – 
for Processing and Wild Collection.

• OHSMS ISO 45001:2018 from NQA, UK

• OHSAS 18001:2007 from NQA UK

• Non-GMO Project Verified – USA and Canada 

• National Accreditation Board for Testing and Calibration Laboratories

17



10. Certifications and Approvals

QUALITY CONTROL LABORATORY -THE HIMALAYA

DRUG COMPANY

has been assessed and accredited in accordance with the standard

ISO/IEC 17025:2017

''General Requirements for the Competence of Testing &

Calibration Laboratories''

for its facilities at

TUMKUR ROAD, MAKALI, BENGALURU, BENGALURU RURAL, KARNATAKA, INDIA

in the field of

TESTING

Certificate Number: TC-10874

Issue Date: 27/07/2022 Valid Until: 26/07/2024

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to continued

satisfactory compliance to the above standard & the relevant requirements of NABL.
(To see the scope of accreditation of this laboratory, you may also visit NABL website www.nabl-india.org)

Name of Legal Identity : THE HIMALAYA DRUG COMPANY

Signed for and on behalf of NABL

N. Venkateswaran

Chief Executive Officer

18



11. Regulatory Challenges and Opportunities

TRADITIONAL MEDICINE/ HERBAL MEDICINE

Region Challenges Opportunities/Proposals

Saudi Arabia

• In Saudi Arabia, none of the products are 
registered as traditional medicines.

• Sources of evidence for traditional usage 
include: 
o Regulatory documents related to 

traditional use (eg, assessment report 
and community herbal monograph) 

o Official expert committee reports or 
monographs from learned societies (eg, 
WHO, Commission E, and ESCOP) 

o Bibliographic evidence (eg, 
pharmacopoeia) 

o Published information referring to 
specific product formulations (eg, 
old editions of Martindale: List 
of Preparations and Potter’s New 
Cyclopedia) 

o List of traditionally used herbs currently 
in use in Stringent Regulatory Authorities 

Note: The supporting evidence must show 
that product has been used in practice for 
at least 30 years. Reference to a source 
published 30 years ago is not sufficient, as 
this simply demonstrates that the product 
was in use 30 years ago. There must also be 
a connection between the duration of use 
and the claimed use.
• Submission of safety and efficacy 

documentation under Common Technical 
Document (CTD)

• Acceptance of Health Supplement (for 
products that include more than 5 herbs) 
based on its approval in other GCC 
countries 

• Recognize Ayurvedic System of Medicine 
as evidence for usage over 30 years:
- Publish the list Ayurvedic Texts (including 

Ayurvedic Pharmacopoeia of India)
- Publish the list of accepted/approved 

Traditional Ayurvedic Claims
- Publish the accepted dosage for 

Traditional Claims
- Acceptance of herb monographs as an 

alternate to clinical studies
- Acceptance of Indian Pharmacopoeia for 

excipients
• Mandate only 3 MODULES IN CTD for 

Traditional Medicine:
o MODULE 1 (admin sections) 
o MODULE 2 (quality summary)
o MODULE 3 (quality section)

19



Region Challenges Opportunities/Proposals

UAE

• There are no guidelines in place for 
traditional medicines.

• As per the regular practice, the following 
documents must be submitted to support 
the claims:
o Pharmacological studies, Clinical studies, 

and Toxicological studies
o List of scientific references

• Recognize Ayurvedic System of Medicine 
as evidence for usage over 30 years:
- Publish the list Ayurvedic Texts (including 

Ayurvedic Pharmacopoeia of India)
- Publish the list of accepted/approved 

Traditional Ayurvedic claims
- Publish the accepted dosage for 

Traditional claims
- Acceptance of herb monographs as an 

alternate to clinical studies
- Acceptance of Indian Pharmacopoeia for 

excipients
• Opportunity to present the evidence of use 

under Food Supplements.

Kuwait

• For an herbal product to be eligible for a 
Traditional Herbal Medicine registration, 
the product should meet the following 
criteria:
o Should be in traditional use for at least 

30 consecutive years 
o The dose and method of preparation 

must be same as those traditionally used.
o There should be evidence of safety.
o Adhere to appropriate manufacturing 

standards
o Provide appropriate product information 

to users

• Recognize Ayurvedic System of Medicine 
as evidence for usage over 30 years:
- Publish the list Ayurvedic Texts (including 

Ayurvedic Pharmacopoeia of India)
- Publish the list of accepted/approved 

Traditional Ayurvedic claims
- Publish the accepted dosage for 

Traditional claims
- Acceptance of herb monographs as an 

alternate to clinical studies
- Acceptance of Indian Pharmacopoeia for 

excipients

11. Regulatory Challenges and Opportunities
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Region Challenges Opportunities/Proposals

Kuwait

• Pharmacopeial evidence for traditional 
products

 Product meeting this criterion only 
requires one pharmacopeial reference. The 
applicant must show that the following 
items in the dossier are identical to the 
pharmacopeial references in the following 
aspects: 

 Medicinal ingredients, Quantity of crude 
material equivalent, Recommended dose/
route of administration, duration of use, 
dosage form, direction of use, risk info, 
method of preparation. 

 Applicant should submit copies of 
the relevant pages from a recognized 
Pharmacopeia as supporting evidence.

 Note: Official expert committee reports 
or monographs from learned societies 
(eg, Commission E, European Herbal 
Substances Community List, European 
Herbal Substances Community Monographs, 
and European Scientific Cooperative on 
Phytotherapy (ESCOP)) are accepted

• Non-pharmacopeial evidence for 
traditional products

 Applicants who submit a product claiming 
that it is a THM, but is unable to provide 
a Pharmacopeial evidence must provide 
at least two independent references. The 
references must be reliable and from

• Provide an option to justify the safety of 
the product via clinical trials as an alternate 
to the  completion of minimum 2 years in 
country of origin

11. Regulatory Challenges and Opportunities
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Region Challenges Opportunities/Proposals

 reputable sources, for example:
 Scientific book or/and scientific journal 

(eg, published peer-reviewed scientific 
literature, Martindale, and Potter’s New 
Cyclopedia of Botanical Drugs and 
Preparations)

• Quality requirements/challenges: 
o Summary of the risk assessment 

covering the risk evaluation for 
elemental impurities

o Evidence to show that the levels of 
elemental impurities are controlled 
during the manufacturing process

Bahrain

• No specific guidelines are in place for 
traditional medicines requirements. 
However, our products fall under 
the category of “Alternative and 
Complementary medicines”, which, as 
per the NHRA guidelines, consists of 
“Homeopathy, Ayurveda [Ayurvedic 
Pharmacopeia, Indian Medicinal Plants], 
and Traditional Chinese medicines”

• Copy of pharmacopeia should be submitted 
to support the product registration.

• To include date of sowing and date of 
harvesting for each active herb in the 
submitted application

• FSC must reflect the date of registration 
and date of marketing of the product in 
the country of origin

• Recognize Ayurvedic System of Medicine 
as evidence for usage over 30 years:
- Publish the list Ayurvedic Texts (including 

Ayurvedic Pharmacopoeia of India)
- Publish the list of accepted/approved 

Traditional Ayurvedic Claims
- Publish the accepted dosage for 

Traditional Claims
- Acceptance of herb monographs as an 

alternate to clinical studies
- Acceptance of Indian Pharmacopoeia for 

excipients
• Platform to establish safety for the list of 

herbs which are prohibited under food and 
food supplements and its  extrapolation to 
medicine

11. Regulatory Challenges and Opportunities
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Region Challenges Opportunities/Proposals

Egypt

• No specific guidelines are in place for 
traditional medicines requirements. 
However, in order to be registered as 
an herbal medicine, the product must 
have the registration approval from the 
following regulatory authorities: 
Australia, Austria, Belgium, Canada, 
Denmark, Germany, Finland, Iceland, 
France, Ireland, Luxemburg, Holland, New 
Zealand, Norway, Sweden, Switzerland, 
USA, UK, Japan, Italy, Spain, and Portugal.

• COPP is mandatory for submission
• If we don’t have the registration in 

the above-listed reference countries, 
the product can be registered as 
pharmaceutical only (PSMF to be in place).

• Recognize Ayurvedic System of Medicine 
as evidence for usage over 30 years:
- Publish the list Ayurvedic Texts (including 

Ayurvedic Pharmacopoeia of India)
- Publish the list of accepted/approved 

Traditional Ayurvedic claims.
- Publish the accepted dosage for 

Traditional claims.
- Acceptance of herb monographs as an 

alternate to clinical studies
- Acceptance of Indian Pharmacopoeia for 

excipients
• Establish a process to register herbal 

supplements depending on the category 
of usage

Myanmar

Only local manufacturing is allowed for 
herbal products. Hence, we are providing 
license to the local agent to manufacture and 
market the product on behalf of Himalaya.

Armenia, 
Azerbaijan, 
Kazakhstan, 
Kyrgyzstan, 
and Russia

• No guidelines are in place for Traditional 
Medicine

• Registration as medicine only
• Himalaya products will now fall into EAEU 

registration.

• Himalaya offers to assist authorities 
to establish the requirements for pre-
approved claims along with the dosage 
information under Ayurveda to recognize 
the medicinal system.

• Publish classification guideline for defining 
Traditional Medicine, Herbal Medicine, and 
Food Supplements

11. Regulatory Challenges and Opportunities
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Region Challenges Opportunities/Proposals

• Requirements for traditional and herbal 
medicine under CTD needs to be 
customized.

• Exemption from bioequivalence studies for 
traditional formulations and our proprietary 
formulations

• Customization of drug substance 
compliance requirements for herbal 
materials

• Recognition of Free Sale Certificate as an 
alternate and equivalent to Certificate of 
Pharmaceutical Product

Kazakhstan

• No guidelines are in place for Traditional 
Medicine.

• Registration as medicine only.
• PSUR submission is mandatory every year 

as RC validity is unlimited; hence, can’t 
happen like worldwide organizations and 
will happen every 3 or 5 years.

• Clinical study (Phase 3) is required for new 
product registration as medicine.

• Country-specific artwork requirement

• Himalaya offers to assist authorities 
to establish the requirements for pre-
approved claims along with the dosage 
information under Ayurveda to recognize 
the medicinal system.

• Classification guideline for defining 
Traditional Medicine, Herbal Medicine, and 
Food Supplements

• Requirements for traditional and herbal 
medicine under CTD needs to be 
customized.

• Recognition of Free Sale Certificate as 
an alternate equivalent to Certificate of 
Pharmaceutical Product

• Provide exemption from Clinical trials 
based on traditional evidence

11. Regulatory Challenges and Opportunities
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Region Challenges Opportunities/Proposals

Belarus

• Registration as medicine only
• Clinical study data as per GCP are required
• COPP is mandatory for submission, and 

it takes a lot of time and may delay the 
whole process; hence it can be replaced 
with FSC.

• Country-specific artwork requirement

• Himalaya offers to assist authorities 
to establish the requirements for pre-
approved claims along with the dosage 
information under Ayurveda to recognize 
the medicinal system.

• Recognition of Free Sale Certificate as 
an alternate equivalent to Certificate of 
Pharmaceutical Product

Russia

• Registration as medicine only
• New product registration as medicine calls 

for clinical trials (Phase 3) to be conducted 
locally in Russia

• COPP is mandatory for submission, and 
it takes a lot of time and may delay the 
whole process; hence, it can that be 
replaced with FSC.

• Himalaya offers to assist authorities 
to establish the requirements for pre-
approved claims along with the dosage 
information under Ayurveda to recognize 
the medicinal system.

• Recognition of Free Sale Certificate as 
an alternate equivalent to Certificate of 
Pharmaceutical Product

• Recognize/allow marketing of products 
based on approval in one of the EAEU 
countries

• Establish a pathway for the acceptance of 
clinical trials performed in India

• The current accepted list of herbs for foods 
supplements is very short; revisit the list 
based on the evidence from traditional 
medicinal systems. Ashwagandha, Neem, 
and Gokshura are prohibited supplements, 
currently

11. Regulatory Challenges and Opportunities
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Region Challenges Opportunities/Proposals

Uzbekistan • Registration as medicine only
• COPP is mandatory for submission, and 

it takes a lot of time and may delay the 
whole process; hence, it can that be 
replaced with FSC.

• Country-specific artwork requirement

• Himalaya offers to assist authorities 
to establish the requirements for pre-
approved claims along with the dosage
information under Ayurveda to recognize 
the medicinal system.

• Recognition of Free Sale Certificate as 
an alternate equivalent to Certificate of 
Pharmaceutical Product

China

• Some of the ingredients are not listed in 
the CFDA database for Cosmetics. For 
such ingredients, we need to conduct a 
local clinical trial to prove the safety of the 
herb.

• Though some ingredients are listed in 
the database, there is a difference in 
plant parts used. Hence, we are unable to 
register products in China.

• Acceptance of Ayurvedic texts on Topical 
Applications (with official translation by an 
expert as an equivalent to the safety of the 
herb)

• Recognize Ayurvedic System of Medicine 
as evidence for usage over 30 years:
- Publish the list Ayurvedic Texts (including 

Ayurvedic Pharmacopoeia of India)
- Publish the list of accepted/approved 

Traditional Ayurvedic Claims
- Publish the accepted dosage for 

Traditional Claims
- Acceptance of herb monographs as an 

alternate to clinical studies

11. Regulatory Challenges and Opportunities
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12. Our Range of Products

Hepatic Range
Liv.52® Drops, Syrup, Tablets

Liv.52® GNX Tablets

Renal Range
Cystone® Syrup, Tablets

Himalaya Gokshura Tablets

Immunity Range

Septilin® Syrup, Tablets

Immusante® Tablets

Himalaya Holy Basil (Tulasi) Tablets

Himalaya Gokshura Tablets

Cardiac Range
Abana® Tablets

Himalaya Arjuna Tablets

Respiratory Range

Koflet® Syrup

Diakof® Linctus (Sugar Free)

Koflet® Lozenges

Koflet®-H Lozenges

Koflet®-SF Lozenges

Bresol® Syrup, Tablets

Bresol®-NS Drops

Joint Range

Rumalaya® Tablets

Rumalaya® Forte Tablets

Rumalaya® Gel

Rumalaya® Cream

Himalaya Turmeric Capsules

Digestive Range

Gasex® Tablets

Gasex® Fizz

Himcocid® Suspension
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Pilex® Tablets

Himalaya Triphala Tablets

Himalaya Trikatu Tablets

Baby Care Range

Bonnisan® Drops, Liquid

Bonnispaz® Drops

Diaper Rash Cream, Baby Shampoo, Baby Bath, 
Baby Cream, Baby Lotion

Skin Care Range

Himalaya Purifying Neem Face Wash

Himalaya Lip Balm

Himalaya Neem Tablets

Women’s Health Range
Evecare® Capsules, Syrup

Himalaya Shatavari Tablets

Cognitive Health Range

Mentat® Syrup, Tablets

Himalaya Valerian Tablets

Himalaya Bacopa Tablets

Men’s Health Range

Speman® Tablets

Tentex® Royal Capsules

Tentex® Forte Capsules

Confido® Tablets

Himalaya Tribulus Tablets

General Health 
Geriforte® Tablets

Himalaya Ashwagandha Tablets

12. Our Range of Products
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Please scan the above QR code 
to know more about our 
Manufacturing Site and 
Sustainability Initiatives.
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