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 (2) In case of any dispute or uncertainty or combination product over classification of a medical 

device, the establishment may request in writing to the MDB to decide on the dispute and the MDB 

shall inform in writing of its decision.  

 

 

CHAPTER IV 

ENLISTMENT AND REGISTRATION OF MEDICAL DEVICES 
 

12. Enlistment and registration of medical devices. — (1) The MDB shall enlist and 

register medical devices which include any instrument, apparatus, implement, machine, appliance, 

implant, reagent for in-vitro use, software, material or other similar or related article, intended by the 

manufacturer to be used, alone or in combination, for human beings or animals for one or more of 

the specific medical purposes of — 

(a) diagnosis, prevention, monitoring, treatment or alleviation of disease;  

(b) diagnosis, monitoring, treatment, alleviation of or compensation for an injury;  

(c) investigation, replacement, modification or support of the anatomy or of a 

physiological process;  

(d) supporting or sustaining life;  

(e) control of conception;  

(f) disinfection of medical devices; or 

(g) providing information by means of in-vitro examination of specimens derived 

from the human body,  

 

and does not achieve its primary intended action by pharmacological, immunological or metabolic 

means, in or on the human or animal body, but which may be assisted in its intended function by such 

means. 

 

13. Classes of medical devices for enlistment and registration,— (1) The MDB shall 

issue following types of  medical devices enlistment  and registration, namely:— 

(a) enlistment of Class A medical devices; and  

(b) registration for Class B, C and D  medical devices. 

 

 14. Procedure for enlistment and registration of medical devices,— (1) An 

application for  enlistment or registration of a medical device shall be made by— 

(a) an establishment having valid licence to manufacture medical devices; or 

(b) an importer in his capacity as authorized representative in Pakistan having valid 

establishment licence. 

 

(2) An application for enlistment or registration of medical devices under sub-rule (1) for 

local manufacture or import shall be made to the MDB on the format as set out in following forms, 

namely:- 

(a) application as set out in Form-6 or Form-6A for enlistment of Class-A medical 

devices for  local manufacturer or importer, as the case may be; and 

(b) application as set out in Form-7 or Form-7A for registration of Class B,C or D 

medical devices for  local manufacturer or importer, as the case may be. 

 

(3) An application under sub-rule (1) to enlist or register medical devices shall be 

accompanied by the following, namely:— 

(a) application fee as specified in rule 63 ; and 

(b) information or documents or samples, where practicable, specified in Form-6 or 

Form-6A, Form-7 or Form-7A, as the case may be. 
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