

Form A







Regulation 5(3)PRIVATE 


INFORMATION REQUIRED FOR REGISTRATION OF A DEVICE.

1.
Name of applicant: 
ABC PHARMA SERVICES (PVT.)LTD.

2.
Address: 

129, Kynsey Road,





Colombo-8, 





Sri Lanka

3. 
Status of applicant:





Manufacturer: NO





Importer: YES

    
 If applicant is Importer, the name and address of the


Manufacturer must be given.





Name of Manufacturer:………………………………………





Address of manufacturer: …………………………………..

4.
Name of the device............................………………………………………………..

(1) Brand name (if any):....................……………………………………………….


(2) Official or approved name :…………………………………………..

5. (Attach) A certificate from the Health Authorities of the country in which  it is produced, confirming that the device is in use there and the period of use and if not, reasons for not marketing it in the country of manufacture.

6. (Attach) List of countries in which the device is approved or registered for sale.

7. (Enclose) Fully packed samples of the device in the form that will be offered for , to enable study of the product.

8. (Attach) Sample of the label(s) used on the containers or packs

All data to be submitted in English. In hard file cover. In the case of foreign manufacturers the applicant must be the accredited agent. Applications made without these requirements  will not be accepted.






SHEDULE 1

Form B







Regulation 4(4)PRIVATE 

APPLICATION FORM FOR CERTIFICATE OF REGISTRATION OF A DEVICE BY AN IMPORTER

(To be filled in Triplicate by the applicant)

I/We ABC Pharma Services (Pvt.) Ltd. Of 129, Kynsey Road, Colombo –8 hereby apply for registration of the device : namely:………………………………………………………………………………………

details of which is enclosed herewith.

Date:………………….
                                                          

Signature:…………………………………………

Designation: Managing Director:

Signature: ……………………………………

Name:………………………………………

Designation: Registration Pharmacist.




