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APPLICATION FOR A CERTIFICATE OF GMP COMPLIANCE 

 OF A MANUFACTURER 
SECTION A:                                                                  APPLICANT INFORMATION

1a        NAME OF COMPANY

________________________________________________________________________

1b       ADDRESS
1c
ADDRESS OF SITE/S OF MANUFACTURE (if different from above)


________________________________________________________________________

________________________________________________________________________
1d
TELEPHONE NUMBER      _________________________________________

1e
FAX NUMBER

  _________________________________________

1f
EMAIL ADDRESS
              _________________________________________

2a      CONTACT ADDRESS FOR COMMUNICATION (if different          

           from 1b)

2b
TELEPHONE NUMBER
  _________________________________________

2c
FAX NUMBER

  _________________________________________

2d
EMAIL ADDRESS                 ________________________________________

3 NAME OF LICENCE HOLDER(if applicable) 

________________________________________________________________________

SECTION B                                                                                  ACTIVITIES AT SITE                                                                         
3a       ACTIVITIES AT SITE 

           Please indicate from the following operations by ticking 

(i) Manufacture only(medicinal products)                                  ____________

(ii) Manufacture only(investigational medicinal products-IMP) ____________                                     

    
(iii) 
Manufacture and assembly(medicinal products/IMP)
____________  


(iv)
Assembly only(Partial manufacture) of medicinal products
____________


(v)
Assembly only(Partial manufacture)of IMP


____________

(vi) Manufacture of Active Pharmaceutical Ingredients(API)


· Solid                                                               

____________

· Liquid






____________

· Other    





____________





                                 

b        PRODUCTS STORED OR DISTRIBUTED FROM THIS SITE

            (i) Are the products for administration to human beings?                          YES/NO

           (ii)  Name/s of (investigational) medicinal product or group of products

__________________________________________________________________

c
DOSAGE FORMS FOR WHICH MANUFACTURE IS AUTHORISED


(i)  Sterile products:

                   Liquid dosage forms(Large Volume Parenterals)




                                                                  -  aseptically prepared        ___________

                                                                  -  terminally sterilized        ___________

      
        Liquid dosage forms(Small Volume Parenterals)









      - aseptically prepared         ___________ 
         





      -  terminally sterilised
  ___________






      -  eye drops

  ___________





        Semi-solid dosage forms 


                          ___________

              
                    Solid dosage forms

                               



     -  solid fill                          ____________
                                                                             -  freeze-dried                    ____________
(ii)     Non-sterile products:

                       Liquid dosage forms                                                                 ___________

                       Semi-solid dosage forms                                                           ___________

                       Solid dosage forms            

                                                                              -  unit dose form(tablets, capsules,                            

                                                                                  suppositories, pessaries)  __________

                                                                               -  multi dose form(powders, granules)      

                                                                                                                           __________

                        Medical gases                                                                             __________ 

(iii)
Biological products:


                        Vaccines                                                                                   ___________

                        Sera and other immunologicals                                                ___________   

                        Blood products                                                                         ___________



Allergens






  ___________
                        Others(describe:e.g. hormones, enzymes of human or animal origin,              



Genetically engineered products)


              ___________

(iv)
Assembly only:

                           Liquid dosage form                                                             ____________

                           Semi-solid dosage form                                                      ____________  

                           Solid dosage form                                                               ____________  

                           Medical gases                                                                      ____________

SECTION C                                                                   APPLICANT DECLARATION

I/We apply for the grant of a GMP Certificate to the proposed holder named in this application form in respect of the activities and product/s to which the application refers.

1. The activities and product/s are to be only in accordance with the information set out in the application or furnished in connection with it.

2. To the best of my knowledge and belief the particulars I have given in this application form are correct and complete.

Signed:

Date:

Name:
(BLOCK CAPITALS)

State capacity in which signed:
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