	[image: image1.png]a riculture,. |
ffrestry & fisheries

&&=

G

>¥
)

.\ /4 .
v e Department:
@‘

\\Q\ A

herias
| try and Fisherie
Aqgriculture, Fores
Rz RgEPUBLIC OF SOUTH AFRICA





	INFORMATION FOR APPLICANTS

1. The application form must be duly completed in all respects.
2. Handwritten applications will not be accepted. 

3. Each page must be initialled.
4. The application must be submitted to the Registrar: Act 36 of 1947.
5. All applications must be accompanied by the prescribed registration fee.

6. Please refer to “Submission Document Requirements” for a full explanation of the application process.
7. For further information visit our website at http://www.daff.gov.za/act36/Branches/AIC

	


FERTILIZERS, FARM FEEDS, AGRICULTURAL REMEDIES AND STOCK REMEDIES ACT, 1947

(Act 36 of 1947), as amended

REGISTRATION APPLICATION FORM 

STOCK REMEDIES 

ACT 36 OF 1947

[SRA02]

Trade name of product:  _________________________

G number:
_______                    










(if applicable)

PLEASE NOTE: ALL SECTIONS MUST BE COMPLETED IN FULL FOR ALL APPLICATIONS

All applications must be accompanied by a detailed covering letter on the company letterhead and signed by the duly authorised person.

All pages of this application must be initialled.
	1. TYPE OF APPLICATION
	Indicate by X

	1. NEW APPLICATION:
	

	*New Drug Application (complete ALL sections):
	

	Generic Product application (complete ALL sections):
	

	Biological Product application (complete ALL sections):
	

	*This includes NCE’s or new combinations of known API’s 

	2. PARALLEL/DAUGHTER REGISTRATION PRODUCT APPLICATION: 

	Parallel Registration: (complete ALL sections):
	

	Based on product:                     Name:
	
	G/ Reg No:
	

	Daughter Registration: (complete ALL sections):
	

	Based on product:                     Name:
	
	G/ Reg No:
	

	3. AMENDMENT APPLICATION (complete ALL sections):

    For existing registration (Name and G number):
	    

	    Please detail:

· The proposed amendment/s in full, as well as a relevant, valid motivation.

· The documentation submitted in support of the amendment.

    NB:     The covering letter must also supply this information.


	

	

	

	

	

	

	

	

	

	

	

	4. APPLICATION FOR TRANSFER OF REGISTRATION (complete ALL sections):

    Please submit application forms and labelling for new registration holder. 
    Previous registration holder must submit dated and signed original letter of authorisation
	    .

	2.  APPLICANT DETAILS

	1.1   Corporate name of company or applicant:



	
	
	
	
	
	

	Company registration number:
	

	Name of designated contact person:
A dated and signed letter on applicant letterhead must be submitted by the applicant authorising the contact person or consultant to sign on their behalf.
	

	Applicant  is:
	Importer
	
	Manufacturer
	
	Other
	

	Applicant physical address:
1.
	

	1.4   Applicant postal address:
	

	Tel No.: (and area code) 
(Contact person)
	

	Fax No.: (and area code)
	

	e-mail:
(Contact person)
	

	3. PRODUCT DETAILS

	Designation:


	Trade name:


	

	
	
	

	
	Trade mark:
	

	Description of product: (Please complete this section in full)

	Type of formulation (e.g. injectable solution, suspension, powder, ointment):
	     



	Route of administration (e.g. injectable, oral administration (water, feed) spray, intramammary, tablet:
	

	2.2  Function of product (e.g. vaccine, anthelmintic): 
	
	If anthelmintic, indicate coding:
	

	2.3  Target species (e.g. cattle, pigs, horses, dogs, cats): List individually separated by commas
	

	
	
	
	
	
	
	

	4. ACTIVE INGREDIENT(S) DETAILS (Please complete this section in full)

	Please note that updated proof of GMP compliancy must be submitted (may be added to dossier): 
	Dossier Page Ref:



	Active ingredient(s):

(Common name/s)         
	Manufacturer:

(Name and address)
	Active ingredient specifications or titre requirements. Minimum percentage/s of active ingredient/s OR minimum titre per dose must be provided
	Dossier Page Ref:



	
	
	e.g. xxx  97.0 – 101 %
	Refer API data

	
	
	       zzz  95 – 102 %
	

	
	
	
	

	
	
	
	

	5. MANUFACTURER DETAILS  (Please complete this section in full)                            

	Please note that if a manufacturer is GMP compliant and/or has quality assurance certification, recent proof of this must be submitted (may be added to dossier) 
	Dossier Page Ref:



	Manufacturer of final product

Name and address:

(If more than one manufacturer, provide details for each)


	Address:
	Dossier Page Ref:

	

	Analytical laboratory (in-house or contract) 
Proof of GLP and/or accreditation with a recognised authority must be attached.



	Packer/s (in-house or contract) 


	Details of Final Product Release Control (FPRC)

Finished product release specifications

	
	Dossier Page Ref:

	6. COMPOSITION (Please complete this section in full)

	Ingredients
	Function
e.g. active ingredient, solvent, emulsifier
	Unit formula concentration
e.g. /dose, /ml,

/litre, /tablet as in dossier under Formulation
	Specifications or titre requirements
must coincide with final product release specifications as in dossier
	Dossier Page Ref:

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	*Veterinary vaccines with diluent – full particulars of diluent must be given in separate table, if applicable.

Any other processes (e.g. coating of tablets, etc. can be described, as in dossier.

	7. TOXICOLOGY (Rodent)

	Active ingredient(s)
	Acute Oral (LD50 mg/kg)
	Dossier Page Ref:
	Acute Dermal 

(LD50 mg/kg)
	Dossier Page Ref:

	
	
	
	
	

	
	
	
	
	

	Formulated Product (if applicable)

	
	Acute Oral (LD50 mg/kg)
	Dossier Page Ref:
	Acute Dermal 

(LD50 mg/kg)
	Dossier Page Ref:

	Experimental (liquids)

Calculated (powders and solids)
	
	
	
	

	8. WITHDRAWAL PERIOD (Please complete this section in full)

	Species            
	Food (e.g. edible tissues,  milk, eggs)
	Proposed withdrawal period 
	Dossier Page Ref:

	
	
	
	

	
	
	
	

	
	
	
	

	Residue Studies (Formulation as applied for) (Please complete this section in full)

	Active ingredient:


	Species

(used in residue depletion studies)
	Target tissue (meat, fat, liver, kidney, milk, eggs
	Lowest MRL (e.g. SA, CODEX list used for calculating WP
	Dossier Page Ref:

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	9. PACKAGING DETAILS (Please complete this section in full)

	Pack size(s)
Volume of immediate containers and quantity per pack (secondary container), if applicable.
	Full details of containers must be given regarding packaging materials, i.e. immediate container (e.g. glass/HDPE vial, bottle, blister pack, etc.) and method of closure. Also details of any secondary packaging and number of units in each. Description of how package insert is presented.
	Dossier Page Ref:



	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	10. SHELF LIFE (Please complete this section in full)
	Dossier Page Ref:

	Indicate conditions (e.g. Temperatures - 25º C, 30º C, between 2 - 8º C and Relative Humidity %):

	Pack size(s)*
	Stability of product (years/months):
	Dossier Page Ref:

	
	
	

	
	
	

	
	
	

	***IMPORTANT: PLEASE COMPLETE THE SECTIONS BELOW ACCURATELY AND COMPLETELY AS THEY IMPACT ON OTHER LEGISLATION WITHIN DAFF

	11. CONTROLLED DISEASES (Please complete this section in full)

	Are claims of treatment or prevention a controlled disease (Act 35 of 1984) being made:
	Yes
	No

	If yes, name the controlled disease(s):

	

	

	

	12. GENETICALLY MODIFIED ORGANISMS (GMO) (Please complete this section in full)

	Does the product contain GMO(s) or the product(s) of GMO(s) :
	Yes
	No

	If yes, describe:

	

	

	13. IMPORTED INGREDIENT(S)/PRODUCT(S) OF ANIMAL ORIGIN (Please complete this section in full)

	Are imported ingredient(s) or imported product of animal origin:
	Yes
	No

	If yes, describe:

	

	

	

	14. IMPORTED INGREDIENT(S)/PRODUCT(S) OF PLANT ORIGIN (Please complete this section in full)

	Are imported ingredient(s) or imported product of plant origin:
	Yes
	No

	If yes, describe:

	

	

	15. DECLARATION BY APPLICANT OR THE DULY APPOINTED REPRESENTATIVE

	Trade name of product:
	

	For and on behalf of (Company name in South Africa),I hereby certify that the above mentioned information and data provided in support of this application are to the best of my knowledge true, correct and complete.

	Name in full (printed)
	Signature

	Date:
	Official Title:

	Official Stamp

of Applicant / Company


	FOR OFFICIAL USE ONLY

Registration is:


Recommended                                          Not Recommended        
Technical Adviser:                              ____________________________

Date:




