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APPLICATION FORM FOR REGISTRATION OF

A BIOCIDAL PRODUCT (antiseptic & disinfectant)

	Code:
	

	Application No.:
	

	Submission Date:
	

	Submission Time:
	

	Receipt Number:
	


This part is filled by EDA.
	This form consist of 13 pages and it is essentially required for biocidal product registration, If you find any part of this application not applicable to your product briefly mention why.


	This form should be dully filled in and submitted to the Central administration for pharmaceutical products, 21 Abdel Aziz Al Soud – El Manial, Tel: 23648046 – fax #  23684194,  together with the relevant data as prescribed in the Application requirements for Registration of biocidal Products.​​​​​​​​​​​​​​​


Application form for a Biocidal Product

	Section 1 - Application Description.

	A.1
	Application Type:
	   FORMCHECKBOX 
 New.
                                                         FORMCHECKBOX 
 RE –Registration.

	A.2
	Market status:
	   FORMCHECKBOX 
 Local.
                                                        FORMCHECKBOX 
 Export Only.

	A.3
	Type of registration:
	   FORMCHECKBOX 
 Local.                        FORMCHECKBOX 
 Toll.                    FORMCHECKBOX 
 Imported.

   FORMCHECKBOX 
 Under license.           FORMCHECKBOX 
 Bulk.                  FORMCHECKBOX 
 Toll / Under License.

	*Mark all categories that apply.


	Section 2 - Product information.

	 Trade Name:

The information in the above box is required only for imported products.

Name of product in Country of origin.

Type of registration in Country of origin.

Entity from which free sale certificate is released.

List of countries in which the product is freely sold.

Product Type(s) with respect to usage*:

 FORMCHECKBOX 
 1- Antiseptics:

      FORMCHECKBOX 
 1.1. Personal use.
             FORMCHECKBOX 
  1.1.1- Personal Domestic use.

             FORMCHECKBOX 
  1.1.2- Personal Commercial use.

      FORMCHECKBOX 
 1.2. Professional use.
             FORMCHECKBOX 
  1.2.1- Professional Healthcare Use.

             FORMCHECKBOX 
  1.2.2- Food Premises.

 FORMCHECKBOX 
 2- Disinfectants:

              FORMCHECKBOX 
  2.1 Critical use.

              FORMCHECKBOX 
  2.2 Semi-critical use. 

              FORMCHECKBOX 
  2.3 Non-critical use. 

     *mark all categories that apply.


	Section 3 - Company Details.

	
	Applicant
	Authorization Holder

(in case of imported)
	Manufacturer
	Packager

	Name
	
	
	
	

	Address
	
	
	
	

	GMP

Availability
	
	
	
	

	Postal  code
	
	
	
	

	Contact person
	
	
	
	

	Position
	
	
	
	

	Telephone
	
	
	
	

	Fax Number
	
	
	
	

	Email address of the applying company
	
	
	
	


       Registration representative details

	name:
	telephone:  

	E-mail :

	 Signature and Date: 


[

	Section 4 - details for existing registered products.

	To be filled for Line extension products only.
(i.e. product with the same active ingredients but different pharmaceutical form and/or concentration.) 


	Product Name
	Product Type
	Authorization/ Registration number
	Date of Product Authorization/ Registration

	
	Details of first biocidal product authorization/ registration granted
	
	

	
	
	
	

	
	Details of subsequent biocidal products authorized/registered
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Section 5 - Composition Details.

	Active ingredient(s).

	Name of active substance(s)
	CAS Number
	Trade Name of Formulated Active (if applicable)
	Name and address of manufacturing source
	Minimum purity

(% w/w)
	Reference specifications

/edition
	Concentration / unit

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Inactive ingredients.



	Name of component
	CAS Number
	Trade Name

(if applicable)
	Concentration
	Function of components
	Reference specifications

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


	Section 6 - Product labeling.
Original label
Is an original label included?

 FORMCHECKBOX 

Yes - Please attach an original pack.

 FORMCHECKBOX 

No - Please provide a copy of your draft label.

Draft label or original pack



	Section 7 - Product Information.

	Pharmaceutical form (define briefly the form in which the product is supplied and the form in which it is used).

	


	Suggested shelf life:


	Specific claims:
Does your product mention any specific claims? (E.g. log reduction, efficacy against specific organism, time kills claims, etc…).




	Packaging.


	Packaging details including full details of pack sizes, pack aging material, weight of the pack, packaging, designs, accessories, etc…


	Information on product usage.

	Application Method

(e.g. brush, spray)
	Dilution

(if applicable)
	Application Frequency

(How many time to produce claimed effect)
	Pre-cleaning precaution
	Post-cleaning precaution for residual

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


[

	Risk information.

	Precautions & Warnings

(including symbols on the pack)
	

	Contraindications
	

	Known Adverse Effects
	


	Area of Use (e.g. domestic, commercial).

	Efficacy Claims.

	TARGET ORGANISM

(Kindly categorize them as bacteria, virus, fungi, …).

	HAVE ALL SECTIONS BEEN FULLY COMPLETED (WHERE RELEVANT)?  INCOMPLETE INFORMATION MAY DELAY THE PROCESSING OF YOUR APPLICATION.


	DECLARATIONS


	in relation to this submission, I certify that to the best of my knowledge that:

*The data & information have been reviewed & are certified to be true & accurate
*All existing data which are relevant to the quality, safety and efficacy of the medicinal product will be supplied in the dossier, as appropriate
*If the application is approved, I agree to comply with all applicable laws & regulations that apply to approved applications



	Signature of the Person authorized for communication on behalf of the applicant


	Typed name & title


	Date


	Official company stamp

	Signature of the head of registration department of the applicant company
	Typed name 


	Date


	


Serial: 00001 / yyyy
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