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APPLICATION FORM FOR REGISTRATION OF
A BIOCIDAL PRODUCTS (Insecticides)

	Code:
	

	Application No.:
	

	Submission Date:
	

	Submission Time:
	

	Receipt Number:
	


This part is filled by EDA.
	This form consist of 11 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.​​​​​​​​​​​​​​​


	Section 1 - Application Description.

	A.1
	Application Type:
	 Household FORMCHECKBOX 
.
 Public Health                                      FORMCHECKBOX 
.

	A.2
	Type of registration:
	 Re-Registration FORMCHECKBOX 
.
 New                                                     FORMCHECKBOX 
.

	A.3
	Market status:
	 Local  FORMCHECKBOX 
   .
 Export Only                                     FORMCHECKBOX 
.

	A.4
	Type Of License:
	. Imported (bulk)                FORMCHECKBOX 
. Imported (finished product)                FORMCHECKBOX 
.
. Local (under license)       FORMCHECKBOX 
.local (formulated)                                 FORMCHECKBOX 
.

	


	Company Details 

	
	Applicant
Authorization Holder) Marketing)
	Manufacturer

	Company Name
	     
	     

	Address
	     
	     

	Postcode
	     
	     

	Registration Manager

	     
	     

	Telephone Number
	     
	     

	Fax Number
	     
	     

	Email Address
	     
	     


Registration representative details:
	Name :
	Telephone :

	E-mail :
	Signature and date :

	Section 2- Product Information.

1- Trade name and Pharmaceutical form
a) trade name:

b)pharmaceutical form:
 (Define briefly the form in which the product is supplied and the form in which it is used)
2-Composition Details 

	(a)Active Substance(s)
Conc in WHO
Conc
% w/w
Tech.
purity
(% w/w) or (%w/v)
Name and address of manufacturing source
Trade Name
CAS/EC Number
Name of active substance
(IUPAC name)
Structural formula :-

Physical and chemical properties:

1. Physical form.
2. Colour & Odour:-
3. Molecular weight :
4. Vapor pressure:-
5. M.P. or B.P. :-
6. Density
7. Solubility :-



	(b)Other components of the formulation ( inactive )
Name of component (IUPAC name)
CAS/EC Number
Trade Name
Function of Components
Conc %
Notes



	Section 3 - Product/Formulation Information 

ج

	- Specification of formulations :-
Appearance
:- (Physical form )
1. Alkalinity or Acidity :-( incase  of Liquid )

2. Suspensibility : ( incase of suspension )

3. Emulsification properties :- ( incase of emulsion)

4. Density

      :-

5. Viscosity

       :-

6. Flash point

       :-

7. Freeze point      :-

8. Wettability  :- ( incase of Powder )

9. Particle Size  :-

10.  Heat Stability :-

11. Storage Stability :-

12. Methods of analysis :-

13. Levels of harmful Impurities:-

14. Photo degradation rate

15. Hydrolysis rate :



	- Packaging :
Packaging details including full details of pack sizes, packaging, designs etc

Pack type :
Pack Size :
- Use Pattern
Application Rate
Dilution Rate (if applicable)
Application Method 



ج
	Pesticides efficacy
-Target  Pests:-

-Mode of Action on pest :-



	Toxicological Studies:-

1-Acute mammalian toxicity:-

Acute Toxicity
Animal
LD50 (mg/Kg body weight)
Tech.
From.
Oral
Dermal

Inhalation mg/m2/2H
Symptoms:-   - 
1- On Eye:-                                      

2- on Skin :-
WHO
Classification
Toxicity Category
Label Signal word
High.
Mod. II
Low III
Low IV
Danger
Warning
Caution
Tech.
Form.

 2- Chronic Toxicity (reference) :-
Carcinogenicity (WHO) :-

Teratogenicity (WHO):-
Mutagenicity(WHO):

Delayed Neurotoxicity :-
Hormonal Disruption(WHO):
Reproduction (WHO):-
Acceptable Daily Intake(ADI):-
3-Ecotoxicology (reference):-
1. Aquatic Organisms:-

2. Honey Bees :-

3. Birds 

4. Fish:-



	Section 4 - Safety Handling and Storage and Disposal

	1. Storage:-

2. Shelf life:-

3. Handling precautions:-

4. Signs and symptoms of over Exposure:-

5. Note to Physicians:-  

6. First Aid:-

· If swallowed.

· If in eyes.

· If on Skin.

· If inhaled. 

7. Antidote :-




	Section 5 - Product labelling. 

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

بيانات تحزيريه عن مخاطرالمركب :-
اسم المستحضر التجارى و تركيزة و صورته عربى و انجليزى
معدل الاستخدام طبقا لتوصيات و زارة الصحة

احتياطات الامن و الاسعافات الاولية:
التركيب :-

اسم المادة الفعالة               %

المواد الاضافية:-          %

المجموع              %
طريقة الاستخدام

طريقة الحفظ و التخزين:-

المستحضر فى صورة ـــــــــــــــ يحتوى

اللتر /كيلو جرام منة على ــــــــــــــــ مادة فعالة
الضمان
البيانات التحزيرية
تاريخ الانتاج :

تاريخ انتهاء الصلاحية :

رقم التشغيلة:

رقم التسجيل المحلى:

سعة العبوة
العقار المضاد فى حالة التسمم 

تاريخ الاصدار :-

تاريخ الانتهاء :-
الشركة المنتجة و عنوانها:

الشركة المحلية و عنوانها :

الشركة المستوردة و عنوانها (ان وجد):
يعتمد :-


	Section 6 -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


	


Date:      /       /

Serial: 00001 / yyyy
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