
India surpassed China to become the world’s most populous 
country in 2024, and has maintained its position as the world’s 
fifth largest economy in terms of GDP, following the US, China, 
Germany and Japan. Indian Healthcare is one of the largest and 
fastest-growing sectors within the Indian economy1.

In 2023, India’s GDP grew by 8.2% largely due to the robust 
domestic consumption and increased inward foreign investment, 
which has been mainly due to India’s low labour costs and rapid 
technological development - especially around advanced 
manufacturing2.

The medical technology market is India is a high-growth, 
high-opportunity landscape, being among the fastest- growing 
economies in the world. India is also one of the top three 
healthcare markets, with an incremental growth to $50 billion by 
20303. India is also the fourth largest med tech market in Asia, 
with an overall market value of $12 billion in 2024.

1 Iyer, V; Jadhav, N. unlocking Opportunities: Transforming India’s Medical Ecosystem. Frost & Sullivan. 2025
2 https://research.hktdc.com/en/article/MzIwNzYyOTYz
3  www.trade.gov/market-intelligence/india-medical-devices
4 https://www.statista.com/outlook/hmo/medical-technology/emea

Manufacturers looking to place their devices in the market must register their products 
with the CDSCO before marketing in India. This registration process involves classifying 
the device from Class A – D depending on the risk classification of low to high risk, 
preparing technical dossier, and potential need for clinical evaluation or testing 
depending on the device class and risk. Foreign medical device manufacturers are 
required to appoint and Indian Authorised Agent (IAA) for the registration process and to 
liaise and act as their representation with the CDSCO.

The Indian government published a new risk-based strategy for the surveillance of imported medical devices’ quality in 
September 2024. The system is supposed to make regulatory process more efficient by varying the intensity of scrutiny 
depending on the risk associated with each device / product. The CDSCO released a draft list in February 2025 to revise the 
risk-based categorisation for cardiovascular and neurological medical devices in India. This revision was made to comply 
with the Medical Devices Rules (MDR), 2017, and included a total of 553 devices, with new entries based on the classification 
outlined in the First Schedule (Part I) of the MDR, 2017.

The regulatory process for medical technology in India is overseen by the Central Drugs 
Standard Control Organisation (CDSCO).

Ensure you carry out a cost-analysis of the device / product and compare with competitors, 
as India is a highly price-sensitive market. It’s vital to choose a partner who has strong links 
with hospital networks in India and can offer training, demos and after-sales services to 
customers / clients. India offers a rapidly growing med tech market to UK companies looking 
to enter and grow in the region, and also offers as base to expand their reach into other South 
East Asian countries. The significant growth in the Indian med tech industry is led by rising 
domestic demand, greater affordability and expanding insurance coverage.
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India is a highly fragmented market, and therefore it is crucial to invest in 
developing a distribution channel for the technology depending on the device / 
service, such as:

•  Direct sales / subsidiary 
•  Exclusive / muti-tier distributor 
•  National or regional distributors

Get in touch to find out more:

marketaccess@medilink.co.uk
+44 (0)114 232 9292


