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1. INTRODUCTION 
In India, the Central Drugs Standard Control Organization (CDSCO) oversees all regulations and registration 
of drugs, cosmetics, clinical trials, in vitro diagnostics and medical devices.  
Before medical devices can be sold on the Indian market, they need to be compliant with the Indian 
medical devices regulations. The regulatory framework for medical devices is based on the Medical Device 
Rules 2017. Only the notified devices, which are a limited number of medical devices 
(37 categories) required registration in India. 
On 01/04/2020, the Medical Device Rules,  that regulates the “quality and safety of medical devices” was 
amended. The status of a medical device expanded beyond the 37 previously notified medical devices, 
requiring that all medical devices be registered under The Drugs and Cosmetics Act of 1940. 
A medical device has been defined by the Indian authorities as follows1: 
 

 
On one hand, there are the notified devices, 37 categories of medical devices, which have been regulated 
since 2017 and on the other hand there are 24 new categories which have to be registered/licensed, which 
are referred to as non-notified devices.  
 

2. NOTIFIED DEVICES (SINCE 2017) 
Prior to the amendment, only 37 categories of medical devices were regulated. 
The online registration process takes 1 to 2 years. A list of approved devices is published by CDSCO.  
 
S. No. Name of the Device 
1 Disposable Hypodermic Syringes 
2 Disposable Hypodermic Needles 
3 Disposable Perfusion Sets 
4 Substances used for in vitro diagnosis including Blood Grouping Sera 
5 Cardiac Stents 
6 Drug Eluting Stents 

 
1 Gazetted Publication 
 

https://cdsco.gov.in/opencms/opencms/en/Home/
https://cdscomdonline.gov.in/NewMedDev/Homepage
https://cdscomdonline.gov.in/NewMedDev/ListOfApprovedDevices
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NTU0OA==
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7 Catheters 
8 Intra Ocular Lenses 
9 I.V. Cannulae 
10 Bone Cements 
11 Heart Valves 
12 Scalp Vein Set 
13 Orthopedic Implants 
14 Internal Prosthetic Replacements 
15 Ablation Devices 
16 Ligatures, Sutures and Staplers 
17 Intra Uterine Devices (Cu-T) 
18 Condoms 
19 Tubal Rings 20 
20 Surgical Dressings 
21 Umbilical tapes 
22 Blood/Blood Component Bags 
23 Organ Preservative Solution* 
24 Nebulizer (effective from 1 Jan.2021) 
25 Blood Pressure Monitoring Device(effective from 1 Jan.2021) 
26 Glucometer (effective from 1 Jan.2021) 
27 Digital Thermometer (effective from 1 Jan.2021) 
28 All implantable medical devices Equipment (effective from 1, April,2021) 
29 CT Scan Equipment (effective from 1, April,2021) 
30 MRI Equipment (effective from 1, April,2021) 
31 Defibrillators (effective from 1, April,2021) 
32 PET Equipment(effective from 1, April,2021) 
33 X-Ray Machine (effective from 1, April,2021) 
34 Dialysis Machine (effective from 1, April,2021) 
35 Bone marrow cell separator (effective from 1, April,2021) 
36 Disinfectants and insecticide specified in Medical Devices Rules, 2017 
37 Ultrasound equipment (effective from 1, November, 2020) 

 

3. NON-NOTIFIED PRODUCTS (SINDE 01/04/2020) 

3.1 CATEGORIES 

All medical devices, except for the notified devices (37 categories already regulated before 01/04/2020), are 
called non-notified products. They are divided into 24 categories.  
Each device within the categories is classified as low risk (A class), low-medium risk (Class B), medium-high 
risk (class C) or high risk (class D). The risk classification is important for the deadlines regarding registration 
and licensing  
 

1. Classification of Medical Device pertaining to Neurological under the provisions of Medical Devices 
Rules, 2017: 110 devices 
 

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyNQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyNQ==
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2. Classification of Medical Device pertaining to Gastroenterology under the provisions of Medical 
Devices Rules, 2017: 153 devices 

 
3. Classification of Medical Device pertaining to Oncology under the provisions of Medical Devices 

Rules, 2017: 48 devices 
 

4. Classification of Medical Device pertaining to Pain Management under the provisions of Medical 
Devices Rules 2017: 26 devices 

 
5. Classification of Medical Device pertaining to Software under the provisions of Medical Devices 

Rules 2017: 60 devices 
 

6. Classification of Medical Device pertaining to Personal Protective Equipment under the provisions 
of Medical Devices Rules 2017: 32 devices 

 
7. Classification of Medical Device pertaining to General Hospital under the provisions of Medical 

Devices Rules 2017: 57 devices 
 

8. Classification of Medical Device pertaining to Operation Theatre under the provisions of Medical 
Devices Rules 2017: 26 devices 

 
9. Classification of Medical Device pertaining to Nephrology and Renal Care under the provisions of 

Medical Devices Rules 2017: 44 devices 
 

10. Classification of Medical Device Pertaining to Dental Under the provision of Medical Devices Rules 
2017: 73 devices 

 
11. Classification of Medical Device Pertaining to Obstetrical and Gynecological Under the provision 

of Medical Devices Rules 2017: 107 devices 
 

12. Classification of Medical Device Pertaining to Pediatrics and Neonatology Under the provision of 
Medical Devices Rules 2017: 136 devices 

 
13. Classification of Medical Device Pertaining to Urology Under the provision of Medical Devices 

Rules 2017: 88 devices 
 

14. Classification of Medical Devices Pertaining to Ophthalmology under the Provisions of Medical 
Devices Rules 2017: 135 devices 

 
15. Classification of Medical Device Pertaining to Radiotherapy under the Provisions of Medical 

Devices Rules 2017: 101 devices 
 

16. Classification of Medical Devices Pertaining to ENT under the Provisions of Medical Devices Rules 
2017: 67 devices 

 
17. Classification of Medical Device Pertaining to Respiratory Under the Provisions of Medical Devices 

Rules 2017: 51 devices 
 

18. Classification of medical device pertaining to Cardiovascular under the provisions of Medical 
Devices Rules 2017: 36 devices 

 

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyNw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyNw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyNg==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyNg==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyOA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyOA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY1OQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY1OQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY2MA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY2MA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY2NA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY2NA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY2Mg==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY2Mg==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY2Mw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzY2Mw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU5MQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU5MQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU5NA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU5NA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU5Mw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU5Mw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU5Mg==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU5Mg==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU3MA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU3MA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU2Ng==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU2Ng==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU2Nw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU2Nw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU2NQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzU2NQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ5Mg==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ5Mg==
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19. Classification of Medical Device Pertaining to Physical Support under the Provisions of Medical 
Devices Rules 2017: 38 devices 

 
20. Classification of Medical Device Pertaining to Rehabilitation under the Provisions of Medical 

Devices Rules 2017: 48 devices 
 

21. Classification of Medical Device Pertaining to Interventional Radiology under the Provisions of 
Medical Devices Rules 2017: 66 devices 

 
22. Classification of Medical Device Pertaining to Dermatological and Plastic Surgery under the 

Provisions of Medical Devices Rules 2017: 55 devices 
 

23. Classification of medical devices pertaining of Anaesthesiology under the provision of Medical 
Devices Rules 2017: 112 devices 

 
24. Rheumatology: the classification of medical devices pertaining rheumatology was foreseen in 

2020 but the final list was not yet published in the gazette.2 
 

3.2 REGISTRATION 

The registration of the non-notified products is a first step towards mandatory licensing of the products. 
 
From 01/04/2020 till 30/09/2021, there was a voluntary registration scheme for the non-notified products. 
 
From 1/10/2021  all medical devices of the 24 categories have to be registered online with the Drugs 
Controller General of India (DCGI) by the respective importers or manufacturers.3  Until the registration is 
obtained, these medical devices can’t be sold or marketed in India.  
 
When the registration number is obtained, it has to be displayed on the label.  
In order to obtain the registration for medical devices, the importers and manufacturers of the medical 
devices have to be certified as compliant with ISO-13485 (Medical Devices – Quality Management Systems – 
Requirements for Regulatory Purposes).4 
 
The registration obligation comes to an end when the license regulation comes in place.  

3.3 LICENSE 

After the period of mandatory registration, the licensing regulation comes in place. The deadlines depend 
on the risk category of the products.5 

• From 1/10/2022  importers, manufacturers, distributors, whole sellers and retailers of presently 
unregulated Class A (low-risk) and Class B (low-medium risk) medical devices sold in India will have 
to compulsorily obtain a license. The stipulated timeline for processing the license by DCGI is up to 
9 months.  

• From 1/10/2023 , importers and manufacturers, distributors, whole sellers and retailers of presently 
unregulated Class C (medium-high risk) and Class D (high risk) medical devices sold in India will have 

 
2 Draft list of 2020 
3 CDSCO notification 
4 Arogyalegal_all-medical-devices-in-india-to-be-regulated-as-drugs-medical-devices-amendment-rules-2020/ 
5 CDSCO notification 

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ1NQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ1NQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ1Ng==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ1Ng==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ1NA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ1NA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ1Mw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzQ1Mw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyOQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcyOQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NTU0OQ==
https://cdscomdonline.gov.in/NewMedDev/Homepage
https://cdsco.gov.in/opencms/resources/UploadCDSCOWeb/2018/UploadPublic_NoticesFiles/Final%20Classification%20of%20MD.pdf
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzczMA==
https://arogyalegal.com/2020/article/all-medical-devices-in-india-to-be-regulated-as-drugs-medical-devices-amendment-rules-2020/
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NzcwMQ==
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to compulsorily obtain a license. The stipulated timeline for processing the license by DCGI is up to 
9 months. 

After obtaining the license, it won’t expire, but a license retention fee  will be due every 5 years.  
For devices not produced in India, the licensing has to be initiated by an Indian company and the license 
will be on that company’s name. 

• Importer: The license will be on the importer’s name and he will be the person importing and 
selling the product. 

• Consultant: Some companies opt to have the licensing initiated by a consultant. In that way the 
product can be sold by several distributors and the exporter is not bound to one importer only. 

• Own branch: opening an Indian company who will take the license.  
 
 

4. PRICE MONITORING 
In 2013 the Drugs Price Control Order was published, to monitor not only the quality but also the price of 
drugs. 
This order lists numerous obligations for manufacturers and importers like Maximum Retail Price, pricing 
ceilings, providing data,…. 
In order to ensure that medical device manufacturers and importers are complying with those 
requirements, since February 2021 for 24 categories of products every importer/manufacturer shall   submit 
price related information.  

5. CONCLUSION 
In case a product is already present on the Indian market and the product is a non-notified product, one 
needs to check if the importer did the necessary registration and if he has taken steps for the licensing. 
For products entering the Indian market, the exporter has to decide on who’s name the 
registration/licensing will be done.  
This decision is very important because when the registration/licensing is on the importer’s name, Flemish 
companies have  to be doubly sure that the importer will expand their business actively.  
In case of routing the registration process through a consultant, it gives more flexibility towards 
choosing  distributors and if not convinced it is relatively easier to change the distributor. 
Another possibility is to open a branch and register the product under the name of the branch. 
As this legislation is subject to changes, you can always reach out to us at  newdelhi@fitagency.com. In 
case you need more information, don’t hesitate to a  Book a Virtual Appointment with Mrs. Babette 
Desfossez, Trade & Investment Commissioner, Flanders Investment & Trade, New Delhi. 
 
 
 
Disclaimer: 
We, at Flanders Investment and Trade (FIT), New Delhi have provided the above information in good faith and intentions and is 
not a substitute for your own due diligence. Flanders Investment and Trade accepts no liability for any consequences arising out 
of the contents of this report, for any errors, omissions or incompleteness, and no warranty is given or responsibility accepted as 
to the standing of any individual firm, company or other organization mentioned. 
Date of Publication : November 2021 

https://www.nppaindia.nic.in/wp-content/uploads/2018/12/DPCO2013_03082016.pdf
https://www.nppaindia.nic.in/wp-content/uploads/2021/02/NPPA-OM-on-Monitoring-of-MRPs-for-Medical-Devices-dated-16.02.2021-with-Annexures.pdf
mailto:newdelhi@fitagency.com
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Foutlook.office365.com%2Fowa%2Fcalendar%2FBU_FITNewDelhi_T1%40flanderstrade.onmicrosoft.com%2Fbookings%2F&data=04%7C01%7Cgowri.bhaskar%40fitagency.com%7C05bce439a347477451b408d9939c1af4%7C2f5110ff41da4ab0abf8bcd2be4dc90d%7C0%7C0%7C637703120940588975%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=UHQatVww24x4Cn1zkFXFjpNiWYsK5V2CovBVa5KyIUE%3D&reserved=0
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