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The global Pharmaceutical Grade Melatonin Products market size is predicted to grow
from US$ 1166 million in 2025 to US$ 1850 million in 2032; it is expected to grow at a
CAGR of 7.0% from 2026 to 2032.

In 2024, global Pharmaceutical Grade Melatonin Products production reached
approximately 55.85 million units , with an average global market price of around US$
20 per unit.

Pharmaceutical-grade melatonin products are prescription drugs or high-standard
pharmaceutical preparations made from melatonin raw materials produced in
accordance with pharmaceutical standards (such as USP, EP, BP, etc.) and GMP
regulations. These include sustained-release tablets, immediate-release tablets,
microcapsules, oral liquids, sprays, and hospital-prepared formulations, used to treat or
assist in the treatment of insomnia, circadian rhythm disorders, sleep disorders in the
elderly, and insomnia related to autism spectrum disorder (ASD) and neurogenetic
diseases in some children. Representative products include Neurim/Aspen's sustained-
release tablets Circadin and children's sustained-release tablets Slenyto, as well as
various generic or branded melatonin preparations marketed by companies such as
Aspen Pharmacare, AGB-Pharma, Alturix, Pharma Nord, Teva, and Mylan. Compared
to ordinary food-grade or dietary supplements, pharmaceutical-grade products adhere
to stricter drug regulatory requirements regarding raw material purity, impurity profile
control, dissolution and sustained-release profiles, bioequivalence, stability testing, and
evidence of clinical efficacy and safety. They are often dispensed as prescription drugs
in hospitals, pharmacies, or after online consultations with doctors/pharmacies.

From an industry chain perspective, the upstream of pharmaceutical-grade melatonin
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products mainly consists of melatonin API and excipient suppliers that meet
USP/EP/BP standards, including Swati Spentose, Biophore India, and Laurus Labs in
India, and Huanggang Saikang (Nutrakey system) and Sichuan Benepure in China.
These suppliers provide pharmaceutical-grade melatonin and excipients with a purity of
98-99.9% through pharmacopoeia standards, DMF/ASMF, EU-WC, and other systems.
The midstream is handled by pharmaceutical companies specializing in neuroscience
and sleep, such as Neurim Pharmaceuticals, AGB-Pharma, Alturix, Teva, and Mylan,
which develop formulations and manufacture pharmaceutical products, forming
extended-release tablets, pediatric formulations, and generic drugs for various
countries. The downstream is provided to end patients through hospital prescriptions,
community pharmacies, public health insurance catalogs, and compliant online
consultation platforms for the treatment of chronic insomnia in the elderly, ASD/NGD-
related insomnia in children, and jet lag syndrome. Some high-standard dietary
supplement brands also use pharmaceutical-grade melatonin. APIs are sold to
physicians and functional medicine clinics. Overall, the high degree of specialization
and international certification requirements on the raw material side, the sustained-
release technology and pediatric-specific dosage form development on the formulation
side, and the regulatory and reimbursement policies of various countries downstream,
together determine the positioning and profit model of pharmaceutical-grade melatonin
products between ‘pharmaceuticals' and ‘high-end nutritional products'.

The annual production capacity of a single-line Pharmaceutical Grade Melatonin
Products is approximately 500k units, with a gross profit margin of approximately
55%-70%.

Overall, pharmaceutical grade melatonin products occupy a niche, higher-end position
between conventional hypnotic drugs and over-the-counter melatonin supplements,
combining physician-led, evidence-based use with growing public awareness of sleep
health. Thanks to a more favourable profile in terms of dependence, safety and
tolerability during long-term use, prolonged-release melatonin has gradually been
incorporated into clinical guidelines and expert recommendations in many countries for
older adults with chronic insomnia, patients with circadian rhythm disorders and children
with neurodevelopmental conditions associated with sleep difficulties, creating a
relatively stable base of prescription demand. On the supply side, originator products
and a small group of companies with strong modified-release and pediatric-formulation
capabilities still enjoy notable barriers to entry in several markets, but as patents and
data-exclusivity periods expire, generic competitors are entering, intensifying price
competition while also broadening the range of dosage forms and dosing strategies
available. Regionally, some European and Commonwealth countries are leveraging
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prescription and reimbursement channels to drive uptake, North America shows a mix
of prescription use and high-standard OTC positioning, and emerging markets are
gradually opening as regulatory frameworks become clearer. In summary,
pharmaceutical grade melatonin products are likely to sustain growth that outpaces
traditional hypnotics but is somewhat more measured than that of the broader melatonin
supplement category, functioning primarily as relatively safe, long-term sleep and
circadian-management tools within medical channels, clearly differentiated in branding
and regulation from ordinary melatonin nutraceuticals.

LP Information, Inc. (LPI) ' newest research report, the “Pharmaceutical Grade
Melatonin Products Industry Forecast” looks at past sales and reviews total world
Pharmaceutical Grade Melatonin Products sales in 2025, providing a comprehensive
analysis by region and market sector of projected Pharmaceutical Grade Melatonin
Products sales for 2026 through 2032. With Pharmaceutical Grade Melatonin Products
sales broken down by region, market sector and sub-sector, this report provides a
detailed analysis in US$ millions of the world Pharmaceutical Grade Melatonin Products
industry.

This Insight Report provides a comprehensive analysis of the global Pharmaceutical
Grade Melatonin Products landscape and highlights key trends related to product
segmentation, company formation, revenue, and market share, latest development, and
M&A activity. This report also analyzes the strategies of leading global companies with
a focus on Pharmaceutical Grade Melatonin Products portfolios and capabilities, market
entry strategies, market positions, and geographic footprints, to better understand these
firms’ unique position in an accelerating global Pharmaceutical Grade Melatonin
Products market.

This Insight Report evaluates the key market trends, drivers, and affecting factors
shaping the global outlook for Pharmaceutical Grade Melatonin Products and breaks
down the forecast by Type, by Application, geography, and market size to highlight
emerging pockets of opportunity. With a transparent methodology based on hundreds of
bottom-up qualitative and quantitative market inputs, this study forecast offers a highly
nuanced view of the current state and future trajectory in the global Pharmaceutical
Grade Melatonin Products.

This report presents a comprehensive overview, market shares, and growth

opportunities of Pharmaceutical Grade Melatonin Products market by product type,
application, key manufacturers and key regions and countries.
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Segmentation by Type:

Tablets

Oral Solution

Segmentation by Source:

Natural Melatonin

Synthetic Melatonin

Segmentation by Dosage Forms:

Immediate-Release Tablets

Sustained-Release Tablets

Segmentation by Application:

Hospital and Clinic

Pharmacy

Other

This report also splits the market by region:

Americas

United States

Canada

Mexico
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Brazil
APAC
China
Japan
Korea
Southeast Asia
India
Australia
Europe
Germany
France
UK
Italy
Russia
Middle East & Africa
Egypt
South Africa
Israel

Turkey

Global Pharmaceutical Grade Melatonin Products Market Growth 2026-2032


https://marketpublishers.com/report/life_sciences/pharmaceuticals/global-pharmaceutical-grade-melatonin-products-market-lp.html

. +357 96 030922
Market Publishers info@marketpublishers.com

GCC Countries

The below companies that are profiled have been selected based on inputs gathered
from primary experts and analysing the company's coverage, product portfolio, its
market penetration.

Natrol

Pharmavite

Nature's Bounty

Jameison

Rexall Sundown

GNC

Church & Dwight

Pfizer

Solgar

Biotics Research

Now Food

Neurim Pharmaceuticals

Slenyto

Nature Made

Centrum

Vitafusion
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CVS Health

Leosons Corporation

Zahler

Mauricettes

AGB-Pharma

Alturix

Pharma Nord

Teva

Mylan

Xiu Zheng

By-Health

Conba Pharm

Meiaojian Biotechnology
Key Questions Addressed in this Report
What is the 10-year outlook for the global Pharmaceutical Grade Melatonin Products
market?
What factors are driving Pharmaceutical Grade Melatonin Products market growth,
globally and by region?
Which technologies are poised for the fastest growth by market and region?
How do Pharmaceutical Grade Melatonin Products market opportunities vary by end
market size?

How does Pharmaceutical Grade Melatonin Products break out by Type, by
Application?
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The report requires updating with new data and is sent in 48 hours after order is placed.
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