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48.  64(1) 
Permission to import or manufacture new in vitro diagnostic 
medical device. 

25000 

49.  81(1) 
Registration of medical device testing laboratory to carry out 
testing or evaluation of a medical device on behalf of 
manufacturer. 

20000 

50.  84 Registration retention fee for medical device testing laboratory 20000 

51.  91 Certificate to export of each distinct medical device. 1000 

 
Third Schedule 

[See rules 13(5), 13(9), 14, 15, 20(4), 20(6)] 
Documents required for registration of Notified Body, its duties and functions. 

Part I 
Documents to be furnished along with application in Form MD-1 for grant of certificate of registration 

 
1. A Notified Body shall furnish duly signed copy of the following documents to the Central Licensing Authority. 

(i) Constitution details of the Notified Body;  
(ii)  Brief profile of the organization and business profile related to audit of medical device manufacturing 

sites; 
(iii)  Accreditation Certificate issued by the National Accreditation Body referred to in the rule 11. 
(iv)  Quality manual of the organization;  
(v) List of all Standard Operating Procedures; 
(vi) List of all technical personnel including any outside experts along with their qualification, experience 

and responsibilities. 
2. Undertaking to be submitted stating that the,- 

(i) Notified body including its directors, executives and personnel responsible for carrying out evaluation 
and verification activities shall not be the designer, manufacturer, supplier or installer of devices within 
the product category for which the body has been designated, nor the authorised representative of any 
of those parties. 

(ii)  Directors, executives and personnel responsible for carrying out evaluation and verification activities 
shall be independent of both the manufacturers for whom the notified body conducts assessments and 
the commercial competitors of those manufacturers, during their employment by the notified body for 
the product range it is notified for.  

(iii)  Notified body personnel shall not be involved in consultancy activities relating to devices in question, 
their manufacturing control or test procedures, or their manufacturer.  
 

Part II 
Duties and functions of Notified Body  

1. Duties: 
1. Notified body shall perform the audit of manufacturer who applied under sub-rule (1) of rule 13. The specific 

application shall be allotted to the notified body by the State Licensing Authority through the portal of the 
Central Government. The audit shall relevant to domestic manufacturing site of Class A or Class B medical 
devices. 

2. The notified body shall have standard operating procedure for identification, review and resolution of all cases 
where conflict of interest is suspected or proven. Record of such review and decision shall be maintained.  
 
 

2. Functions:  
A notified body shall,- 

(i) impart training to its staff covering all the evaluation and verification operations for which the notified 
body has been designated; 

(ii)  ensure that staff has adequate knowledge and experience of the requirement of the control; 
(iii)  carry out the evaluation and verification operations with the highest degree of professional integrity 

independently with technical competence; 
(iv) ensure that manufacturing site and products comply with prescribed standards referred in rule 7; 
(v) not provide training or consultancy to the manufacturers whose site is being audited; 
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(vi) ensure that their auditors possess required qualification and expertise in the relevant field for carrying out 
assessments of manufacturing site and medical device that they are undertaking; 

(vii)  establish and maintain procedure and record which demonstrate its compliance with quality management 
system. 

 
3. Procedure for audit: 

The notified body shall carry out the audit in the following manner,- 

(i) technical review of respective documents as prescribed in the Fourth Schedule; 

(ii)  on-site audit of the manufacturer’s quality management system to establish conformity by examination of 
objective evidence, and that of sub-contractor wherever applicable, the requirements of the Fifth 
Schedule; 

(iii)  establish conformity by examination and provision of objective evidences to the essential principles laid 
down by the Central Government from time to time. ; 

(iv) establish design conformity by review of the design documents during assessment of medical device to 
ensure its quality, safety, and performance; 

(v) record post approval changes, if any; 

(vi) assess conformity to the product and process standards as per provisions of these rules; 

(vii)  inform the manufacturer about the observed noncompliances during audit, if any, and provide a copy of 
the audit report to the manufacturer; 

(viii)  when any major non-compliance is observed during audit by the  notified body which may affect quality 
of the device, it may provide reasonable time to rectify the non-compliance followed by compliance 
verification of the manufacturing site; 

(ix) The Notified Body, after assessment and verification, shall submit detailed report giving its findings on 
each aspect of audit along with its recommendations after completion of audit to the State Licensing 
Authority and a copy of the same to the manufacturer. 
 

 
Fourth Schedule 

[See rule 20(2), 21(2), 34(2), 34(4), 63(1) and 64(1)] 
Documents required for grant of licence to manufacture for sale or for distribution or import   

Part I 
Power of Attorney  

(To be authenticated in India either by a Magistrate of First Class or by Indian Embassy in the country of origin or by an 
equivalent authority through apostille) 

 
Power of Attorney to accompany an application for issuance of import licence  

I ……………....…  working as ……………………… authorised to sign this Power of Attorney, on behalf of M/s 
………………………………… (full address/ telephone no., e-mail) having manufacturing site at 
………………….……. (full address, telephone no., e-mail), hereby delegate Power of Attorney to 
M/s…………………..……., (full address, as per wholesale licence or manufacturing licence, with telephone, fax and e-
mail address), hereinafter to be known as authorised agent, intends to apply for import licence under the provisions of 
these rules, to import into India for the following medical devices manufactured at below manufacturing site. 

Sr. 
No. 

Name & address of foreign manufacturer 
(full address with telephone, fax and e-
mail address) 

Name & address of manufacturing site (full address with telephone, 
fax and e-mail address of the manufacturing site)  

   

  

      Following are the details of medical device proposed to be imported (A separate list may be annexed, if required in 
below given format). 

 


