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First Schedule 
 [See rule 4] 

Parameters for classification of medical devices and in vitro diagnostic medical devices 
 

Part I 
Parameters for classification of medical devices other than in vitro diagnostic medical devices Basic Principles for 
classification. 

 
(i)  Application of the classification provisions shall be governed by the intended purpose of the device. 
(ii)  If the device is intended to be used in combination with another device, the classification rules shall apply 

separately to each of the devices. Accessories are classified in their own right separately from the device with 
which they are used. 

(iii)  Software, which drives a device or influences the use of a device, falls automatically in the same class. 
(iv)  If the device is not intended to be used solely or principally in a specific part of the body, it must be considered 

and classified on the basis of the most critical specified use. 
(v)  If several rules apply to the same device, based on the performance specified for the device by the manufacturer, 

the strictest rules resulting in the higher classification shall apply. 
 

1. Parameters for classification of medical devices. 
(i) Non-invasive medical devices which come into contact with injured skin. 

(a) A non-invasive medical device which comes into contact with injured skin shall be assigned to Class A, 
if it is intended to be used as a mechanical barrier, for compression or for absorption of exudates only, for 
wounds which have not breached the dermis and can heal by primary intention;  

(b) Subject to clause (c), a non-invasive medical device which comes into contact with injured skin shall be 
assigned to Class B, if it is intended to be used principally with wounds which have breached the dermis, 
or is principally intended for the management of the microenvironment of a wound;  

(c) a non-invasive medical device which comes into contact with injured skin shall be assigned to Class C, if 
it is intended to be used principally with wounds which have breached the dermis and cannot heal by 
primary intention. 

(ii)  Non-invasive medical devices for channeling or storing substances. 
(a) Subject to clauses (b) and (c), a non-invasive medical device shall be assigned to Class A, if it is intended 

for channeling or storing body liquids or tissues or liquids or gases for the purpose of eventual infusion, 
administration or introduction into a human body;  

(b) A non-invasive medical device referred to in clause (a) shall be assigned to Class B, if it is intended to be 
connected to an active medical device which is in Class B, C or D or for channeling blood or storing or 
channeling other body liquids or storing organs, parts of organs or body tissues:  
                   Provided, that the circumstances when a non-invasive medical device is connected to an 
active medical device include circumstances where the safety and performance of the active medical 
device is influenced by the non-invasive medical device, or vice versa; or 

(c) A non-invasive medical device referred to in clause (a) shall be assigned to Class C, if it is a blood bag 
that does not incorporate a medicinal product. 
 
 

 
97. Savings.—Notwithstanding the non-applicability of the Drugs and Cosmetics Rules 1945, for the substances and 
devices referred to in rule 2,- 
(i)  the licence or registration certificate, issued under the provisions of the Act and the Drugs and Cosmetics Rules, 

1945, prior to commencement of these rules, shall be deemed to be valid till its expiry or for a period of eighteen 
months from the date these rules are notified, whichever is later, under the corresponding provisions of these 
rules; 

(ii)  new drug approval, or things done or any action taken or purported to have been done or taken, including any 
rule, notification, inspection, order or notice made or issued or any appointment or declaration made or any 
operation undertaken or any direction given or any proceedings taken or any penalty, punishment, forfeiture or 
fine imposed under the Drugs and Cosmetics Rules, 1945 shall, be deemed to have been done or taken under the 
corresponding provisions of these rules and shall always remain valid for all purposes. 
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(iii)  Non-invasive medical devices for modifying compositions of substances. 
(a) Subject to clause (b), a non-invasive medical device shall be assigned to Class C, if it is intended for 

modifying the biological or the chemical composition of blood or other body liquids or other liquids 
intended for infusion into the body. 

(b) A non-invasive medical device as referred to in clause (a) shall be assigned to Class B, if the intended 
modification is carried out by filtration, centrifuging or any exchange of gas or of heat. 

(iv) Other non-invasive medical devices. 
A non-invasive medical device to which sub-paragraphs (i), (ii) and (iii) do not apply shall be assigned to 
Class A, if it does not come into contact with a person or comes into contact with intact skin only. 

(v) Invasive (body orifice) medical devices for transient use. 
(a) Subject to clause (b), an invasive (body orifice) medical device shall be assigned to Class A, if,- 

(1) it is intended for transient use; and 
(2) it is not intended to be connected to an active medical device; or 
(3) it is intended to be connected to a Class A medical device only. 

(b) An invasive (body orifice) medical device referred to in clause (a) shall be assigned to Class B, if,- 
(1) it is intended for use on the external surface of an eyeball; or 
(2) it is liable to be absorbed by the mucous membrane. 

(vi) Invasive (body orifice) medical devices for short term use. 
(a) Subject to clause (b), an invasive (body orifice) medical device shall be assigned to Class B, if,- 

(1) it is intended for short term use; and 
(2) it is not intended to be connected to an active medical device; or 
(3) it is intended to be connected to a Class A medical device only. 

(b) An invasive (body orifice) medical device referred to in clause (a) shall be assigned to Class A, if,- 
(1) it is intended for use in an oral cavity as far as the pharynx or in an ear canal up to the ear drum or 

in a nasal cavity; and 
(2) it is not liable to be absorbed by the mucous membrane. 

(vii)  Invasive (body orifice) medical devices for long term use. 
(a) Subject to clause (b), an invasive (body orifice) medical device shall be assigned to Class C, if it is 

intended for long term use and, not intended to be connected to an active medical device or it is to be 
connected to a Class A medical device only. 

(b) An invasive (body orifice) medical device referred to in clause (a) shall be assigned to Class B, if,- 
(1) it is intended for use in an oral cavity as far as the pharynx or in an ear canal up to the ear drum or 

in a nasal cavity; and 
(2) it is not liable to be absorbed by the mucous membrane. 

(viii)  Invasive (body orifice) medical devices for connection to active medical devices. 
An invasive (body orifice) medical device shall be assigned to Class B, regardless of the duration of its 
use, if it is intended to be connected to an active medical device which is in Class B, C or D. 

(ix) Surgically invasive medical devices for transient use. 
(a) Subject to clauses (b) to (g), a surgically invasive medical device intended for transient use shall be 

assigned to Class B. 
(b) Subject to clauses (c) to (g), a transient use surgically invasive medical device shall be assigned to Class 

A, if it is a reusable surgical instrument. 
(c) A transient use surgically invasive medical device shall be assigned to the same class as the active 

medical device to which it is intended to be connected. 
(d) A transient use surgically invasive medical device shall be assigned to Class C, if it is intended for the 

supply of energy in the form of ionising radiation. 
(e) A transient use surgically invasive medical device shall be assigned to Class C, if it is intended to have a 

biological effect or to be wholly or mainly absorbed by the human body. 
(f) A transient use surgically invasive medical device shall be assigned to Class C, if it is intended for the 

administration of any medicinal product by means of a delivery system and such administration is done 
in a manner that is potentially hazardous. 

(g) A transient use surgically invasive medical device shall be assigned to Class D, if it is intended to be used 
specifically in direct contact with the central nervous system or for the diagnosis, monitoring or 
correction of a defect of the heart or of the central circulatory system through direct contact with these 
parts of the body. 
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(x) Surgically invasive medical devices for short term use. 
(a) Subject to clause (b), (d) and (e), a surgically invasive medical device intended for short term use shall be 

assigned to Class B. 
(b) Subject to clause (c), a short term use surgically invasive medical device shall be assigned to Class C, if 

it is intended to undergo a chemical change in the body. 
(c) A short term use surgically invasive medical device referred to in clause (b) shall be assigned to Class B, 

if it is intended to be placed into any tooth. 
(d) A short term use surgically invasive medical device shall be assigned to Class C, if it is intended for the 

administration of any medicinal product or the supply of energy in the form of ionising radiation. 
(e) A short term use surgically invasive medical device shall be assigned to Class D, if it is intended to have 

a biological effect or to be wholly or mainly absorbed by the human body or to be used specifically in 
direct contact with the central nervous system or for the diagnosis, monitoring or correction of a defect of 
the heart or of the central circulatory system through direct contact with these parts of the body. 

(xi) Implantable medical devices and surgically invasive medical devices for long term use. 
(a)  Subject to clauses (b), (c) and (d), an implantable medical device or a surgically invasive medical device 

intended for long term use shall be assigned to Class C.  
(b)  A long term use medical device shall be assigned to Class B, if it is intended to be placed into any tooth.  
(c)  A long term use medical device shall be assigned to Class D, if it is intended,- 

(1)  to be used in direct contact with the heart, the central circulatory system or the central nervous 
system;  

(2)  to be life supporting or life sustaining;  
(3)  to be an active medical device;  
(4)  to be wholly or mainly absorbed by the human body; 
(5)  for the administration of any medicinal product; or  
(6)  to be a breast implant.  

(d)  Subject to clause (b), a long term use medical device shall be assigned to Class D, if it is intended to 
undergo chemical change in the body. 

(xii)  Active therapeutic medical devices for administering or exchanging energy. 
(a) Subject to clause (b), an active therapeutic medical device shall be assigned to Class B, if it is intended for 

the administration or exchange of energy to or with a human body.  
(b) An active therapeutic medical device referred to in (a) shall be assigned to Class C, if the administration or 

exchange of energy may be done in a potentially hazardous way (such as through the emission of ionising 
radiation), taking into account the nature, density and site of application of the energy and the type of 
technology involved. 

(c) An active therapeutic medical device shall be assigned to Class C, if it is intended for the control or 
monitoring, or to be used to directly influence the performance, of a Class C active therapeutic device. 

(xiii)  Active diagnostic medical devices. 
(a) Subject to clauses (b) and (c), an active diagnostic medical device shall be assigned to Class B, if it is 

intended,- 
(1) to be used to supply energy which will be absorbed by the human body;  
(2) to be used to capture any image of the in vivo distribution of radiopharmaceuticals; or  
(3) for the direct diagnosis or monitoring of vital physiological processes. 

(b) An active diagnostic medical device referred to in sub-clause (1) of clause (a) shall be assigned to Class A, 
if it is intended to be used solely to illuminate a patient's body with light in the visible or near infrared 
spectrum.  

(c) An active diagnostic medical device referred to in clause  (a) shall be assigned to Class C, if it is intended 
specifically for,- 

(1) the monitoring of vital physiological parameters, where the nature of any variation is such that it 
could result in immediate danger to the patient (such as any variation in cardiac performance, 
respiration or activity of the central nervous system); or  

(2) diagnosing in a clinical situation where the patient is in immediate danger. 
(d) An active diagnostic medical device shall be assigned to Class C, if it is intended for the emission of 

ionising radiation and to be used in diagnostic or interventional radiology. 
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(e) An active diagnostic medical device shall be assigned to Class C, if it is intended for the control or 
monitoring, or to be used to directly influence the performance, of any active diagnostic medical device 
referred to in clause (d). 

(f) Subject to clause (g), an active medical device shall be assigned to Class B, if it is intended for the 
administration, or removal of, any medicinal product, body liquid or other substance to or from a human 
body. 

(g) An active medical device referred to in clause (f) shall be assigned to Class C, if the administration or 
removal of the medicinal product, body liquid or other substance is done in a manner that is potentially 
hazardous, taking into account, 

(1) the nature of the medicinal product, body liquid or substance;  
(2) the part of the body concerned; and  
(3) the mode and route of the administration or removal. 

(xiv) Other active medical devices. 
An active medical device to which provisions of sub-paragraphs (xii) and (xiii) do not apply shall be 
assigned to Class A. 

(xv)  Medical devices incorporating medicinal products. 
(a) Subject to clause (b), a medical device shall be assigned to Class D, if it incorporates as an integral part a 

substance which,- 
(1) if used separately, may be considered to be a medicinal product; and  
(2) is liable to act on a human body with an action ancillary to that of the medical device.  

(b) A medical device referred to in clause (a) shall be assigned to Class B, if the incorporated substance is a 
medicinal product exempted from the licensing requirements of the Drugs and Cosmetics Act, 1940 (23 of 
1940) and the rules made thereunder. 

(xvi) Medical devices incorporating animal or human cells, tissues or derivatives. 
(a) Subject to clause  (b), a medical device shall be assigned to Class D, if it is manufactured from or 

incorporates,- 
(1) cells, tissues or derivatives of cells or tissues, or any combination thereof, of animal or human 

origin, which are or have been rendered non-viable; or 
(2) cells, tissues or derivatives of cells or tissues, or any combination thereof, of microbial or 

recombinant origin. 
(b) A medical device referred to in clause (a) shall be assigned to Class A, if it is manufactured from or 

incorporates non-viable animal tissues, or their derivatives, that come in contact with intact skin only. 
(xvii)  Medical devices for sterilization or disinfection. 
(a) Subject to clause  (b), a medical device shall be assigned to Class C, if it is intended to be used specifically 

for,- 
(1) the sterilization of any other medical device;  
(2) the end-point disinfection of any other medical device; or  
(3) the disinfection, cleaning, rinsing or hydration of contact lenses. 

(b) A medical device shall be assigned to Class B, if it is intended for the disinfection of any other medical 
device before the latter is sterilized or undergoes end-point disinfection: 

       Provided, that “end-point disinfection” means the disinfection of a medical device immediately 
before its use by or on a patient. 

(xviii)  Medical devices for contraceptive use. 
(a) Subject to clause (b), a medical device intended to be used for contraception or the prevention of the 

transmission of any sexually transmitted disease shall be assigned to Class C. 
(b) A medical device referred to in clause (a) shall be assigned to Class D, if it is an implantable medical 

device or an invasive medical device intended for long term use. 
Part II 

Parameters for classification for in vitro diagnostic medical devices 

1. Basic principles for classification of in vitro diagnostic medical devices: 
(a) Application of the classification provisions shall be governed by the intended purpose of the devices. 
(b) If the device is intended to be used in combination with another device, the classification rules shall apply 

separately to each of the devices. Accessories are classified in their own right separately from the device with 
which they are used. 
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(c)  Software, which drives a device or influences the use of a device, falls automatically in the same class. 
(d) Standalone software, which are not incorporated into the medical device itself and provide an analysis based 

on the results from the analyser, shall be classified in to the same category that of the in vitro diagnostic 
medical device where it controls or influences the intended output of a separate in vitro diagnostic medical 
device. 

(e) Subject to the clause (c) and (d), software that is not incorporated in an in vitro diagnostic medical device, 
shall be classified using the classification provisions as specified in paragraph 2. 

(f) Calibrators intended to be used with a reagent should be treated in the same class as the in vitro diagnostic 
medical device reagent. 

(g) If several rules apply to the same device, based on the performance specified for the device by the 
manufacturer, the stringent rules resulting in the higher classification shall apply. 

2. The parameters for classification of in vitro diagnostic medical devices as follows:- 
(i) In vitro diagnostic medical devices for detecting transmissible agents, etc.: 

(a) An in vitro diagnostic medical device shall be assigned to Class D, if it is intended to be used for detecting 
the presence of, or exposure to, a transmissible agent that,- 

(1) is in any blood, blood component, blood derivative, cell, tissue or organ, in order to assess the 
suitability of the blood, blood component, blood derivative, cell, tissue or organ, as the case may 
be, for transfusion or transplantation; or 

(2) causes a life-threatening disease with a high risk of propagation. 
(b) An in vitro diagnostic medical device shall be assigned to Class C, if it is intended for use in,- 

(1) detecting the presence of, or exposure to, a sexually transmitted agent; 

(2) detecting the presence in cerebrospinal fluid or blood of an infectious agent with a risk of limited 
propagation (for example, Cryptococcus neoformans or Neisseria meningitidis); 

(3) detecting the presence of an infectious agent, where there is a significant risk that an erroneous 
result will cause death or severe disability to the individual or foetus being tested (for example, a 
diagnostic assay for Chlamydia pneumoniae, Cytomegalovirus or Methicillin-resistant 
Staphylococcus aureus); 

(4) pre-natal screening of women in order to determine their immune status towards transmissible 
agents such as immune status tests for Rubella or Toxoplasmosis; 

(5) determining infective disease status or immune status, where there is a risk that an erroneous result 
will lead to a patient management decision resulting in an imminent life-threatening situation for 
the patient being tested (for example, Cytomegalovirus, Enterovirus or Herpes simplex virus in 
transplant patients); 

(6) screening for disease stages, for the selection of patients for selective therapy and management, or 
in the diagnosis of cancer; 

(7) human genetic testing, such as the testing for cystic fibrosis or Huntington's disease; 

(8) monitoring levels of medicinal products, substances or biological components, where there is a 
risk that an erroneous result will lead to a patient management decision resulting in an immediate 
life-threatening situation for the patient being tested (for example, cardiac markers, cyclosporin or 
prothrombin time testing); 

(9) management of patients suffering from a life-threatening infectious disease such as viral load of 
Human immunodeficiency virus or Hepatitis C virus, or genotyping and sub-typing Hepatitis C 
virus or Human immunodeficiency virus);or 

(10) screening for congenital disorders in the foetus such as Down’s syndrome or spina bifida. 
(ii)  In vitro diagnostic medical devices for blood grouping or tissue typing: 

(a) Subject to clause (b), an in vitro diagnostic medical device shall be assigned to Class C, if it is intended to 
be used for blood grouping or tissue typing to ensure the immunological compatibility of any blood, 
blood component, blood derivative, cell, tissue or organ that is intended for transfusion or transplantation, 
as the case may be. 

(b) An in vitro diagnostic medical device referred to in clause  (a) shall be assigned to Class D, if it is 
intended to be used for blood grouping or tissue typing according to the ABO system, the, the Duffy 
system, the Kell system, the Kidd system, the rhesus system (for example, HLA, Anti-Duffy, Anti-Kidd). 
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(iii)  In vitro diagnostic medical devices for self-testing: 

(a) Subject to clause (b), an in vitro diagnostic medical device shall be assigned to Class C, if it is intended to 
be used for self-testing. 

(b) An in vitro diagnostic medical device referred to in clause  (a) shall be assigned to Class B, if it is 
intended to be used to obtain,- 

(1) test results that are not for the determination of a medically-critical status; or 
(2) preliminary test results which require confirmation by appropriate laboratory tests. 

(iv) In vitro diagnostic medical devices for near-patient testing: 
An in vitro diagnostic medical device shall be assigned to Class C, if it is to be used for near-patient 
testing in a blood gas analysis or a blood glucose determination.  
Illustration: Anticoagulant monitoring, diabetes management, and testing for C-reactive protein and 
Helicobacter pylori. 

(v) In vitro diagnostic medical devices used in in vitro diagnostic procedures: 
An in vitro diagnostic medical device shall be assigned to Class A:  

(1) if it is a reagent or an article which possesses any specific characteristic that is intended by its 
product owner to make it suitable for an in vitro diagnostic procedure related to a specific 
examination;  

(2) an instrument intended specifically to be used for an in vitro diagnostic procedure; or 

(3) a specimen receptacle. 
(vi) Other in vitro diagnostic medical devices: 

(a) An in vitro diagnostic medical device shall be assigned to Class B, if sub-paragraphs (i) to (v) of 
paragraph 2 do not apply to it; or 

(b) It is a substance or device used for the assessment of the performance of an analytical procedure or a part 
thereof, without a quantitative or qualitative assigned value. 

 
Second Schedule 

[See rules 13(5), 13(7), 20(2), 21(2), 25(3), 29(1), 31(1), 34(2), 34(4), 35(2), 37, 40(2), 42(1), 51(2), 59(2), 
63(1), 64(1), 81(1), 84, 91]  

 
Fee payable for licence, permission and registration certificate 

 

Sr. 
No. 

Rule Subject 

In rupees (INR) 
except where 

specified in dollars 
($) 

(1) (2) (3) (4) 

1.  13(5) Registration of Notified Body. 25000 

2.  13(7)  Registration retention fee of Notified Body. 25000 

3.  20(2) 
Manufacturing licence or loan licence to manufacture Class A or 
Class B medical device for,- 

                      ---- 

4.   (a) one site; and 5000 

5.   (b) each distinct medical device. 500 

6.  21(2) 
Manufacturing licence or loan licence to manufacture Class C or 
Class D medical device for,- 

                      ---- 

7.  
 

(a) one site; and 50000 

8.  
 

(b) each distinct medical device. 1000 

9.  29(1) Manufacturing licence or loan licence retention fee for,-                       ---- 

10.   (a) one site manufacturing Class A or Class B medical device; or 5000 

11.   
(b) one site of manufacturing Class C or Class D medical device; 
or 

50000 

12.   (c) each distinct medical device of Class A or Class B; or 500 

13.   (d) each distinct medical device of Class C or Class D. 1000 


