	                   KMCA eNTERing permission APPLICATION FORM
                                          MEDICAL INSTRUMENT(EPI 1)

	Applicant information
	Applicant company                  

	Name
	
	Name
	

	Address
	
	Address
	

	Mobile No.
	
	Telephone No.
	

	Email
	
	Fax No.
	

	
	
	Email
	

	Medical instrument information
	Web site
	


	1.1


	                                    Name of the medical instrument
	   Quantity of the medical instrument

	
	
	

	
	           Description of the instrument
	                 Serial or batch number
	                 Model

	
	                                                
	
	

	
	    Packing size
	   net weight
	                            Status of the medical instrument

	
	
	
	                   New  □       used □           refurbished   □     

	1.2
	Manufacturing company
	1.6
	Accompanied Items
	 Batch /serial No.
	Quantity

	
	Name 
	
	Required accessories:


	
	

	
	Country of origin
	
	
	
	

	
	Fax No.
	
	
	
	

	
	E-mail
	
	Optional  accessories:


	
	

	
	Web site
	
	Spare part:
	
	

	1.3
	Entering point (boarder) 
	
	
	

	
	
	
	
	

	1.4
	By how many shipments or cargos the instrument and its parts will be or imported?
	
	
	

	
	
	
	
	

	
	
	Total:
	
	

	1.5
	Expected date of first shipment or cargos arrival to Kurdistan region 
	
	
	

	
	
	                   Final destination of the instrument or its parts

	
	
	


1.6 Declaration
          I declare that all information contained herein is correct to the best of my knowledge and belief, all documents attached to this form are truth copy of the origin documents, the medical instrument and its parts are not stolen or have been refuse from any other countries for any reason and importing them will not break any international laws  .

    Applicant name                      Applicant signature                     Date                           Company stamp

*This page must be attached to the previous page 
	                                                                        TO BE FILLED BY KMCA STAFF

	2.1
	Company registered
	Manufacturer registered

	
	Yes    FORMCHECKBOX 
            No    FORMCHECKBOX 

	Yes    FORMCHECKBOX 
            No    FORMCHECKBOX 


	
	Instrument registered
	  Yes    FORMCHECKBOX 
            No    FORMCHECKBOX 

	Form completed
	       Yes    FORMCHECKBOX 
            No    FORMCHECKBOX 


	
	Engineer
	
	signature
	
	date
	

	
	Engineer
	
	signature
	
	date
	

	

	2.2
	Required supported documents from applicant

	
	1. Copy of Specifications of finished product.
2. Copy of Certificate of instrument registration with MOH/KRG if applicable.
3. Copy of shipment or cargo manifest. 
	4. Copy of ISO certificate and design qualification if applicable.
5. Copy Validation certificate if applicable.

6. Copy of Certificate of origin.


 Important Notes for applicant:
1. All supported documents must be either in English or Arabic language. Otherwise must be interpreted by an official interpreter. 

2. Forms with incomplete information will be neglected.

3. Each form should be applied for a single medical instrument.
4. Accompanied Medical instrument accessories should be listed in 1.6, if not fit please attached additional paper.
5. Medical equipment or instruments with many serial and/or batch numbers should be filled in the same application form.

6. Application should be according to the following steps:
a. Request submitted to KMCA before ordering medical instrument from manufacturer or before arrival of it.
b. List of the medical instruments showing the trade name, description, packing size, Batch No., serial No., manufacturer and country of origin should be attached to the request.
c. KMCA will respond upon the application.
d. Upon approval of KMCA, the medical instrument can be imported.
e. When the medical instrument reaches Kurdistan borders, applicant should have entering permission "ريَطة ثيَدان" from KMCA.
f. The imported company must be registered with MOH/KRG.
7. Package, label and catalogs of the instruments should be according to KMCA requirements and regulations.
8. Paragraph (1.6) must be filled in, signed and dated.
9. It will be better if entering permission had gotten before arrival of instrument, this less time losses for maintain the instruments on the boarders or airports.
10. Please allow three working days for the permission to be ordered by KMCA.
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