                                                                  APPENDIX F

Additional information to be given by the own manufacturer, along with the application for loan licence

1. Name and address of the own manufacturer ……………………………………….

2. Name and  address of the loan manufacturer ………………………………………

3.  No. of loan licence with the own manufacturer ……………………………………

4. Whether the own manufacturer is getting his products………………………………….

     manufactured, elsewhere on loan licence ;

     even though he has got his own facilities? If so the

     reasons therefor

5. (A) No. of formulations permitted to own manu- …………………………………….

         facturer?

    (B) No. of formulations permitted to loan licences,…………………………………….

          With him.

    (c) Total No. of permitted formulations     …………………………………………….

6.  (A) No. of total batches of the formulations ………………………………………

          given in items No. 1 to 5 mentioned above

          manufactured in the immediate past year?

     (B) No. of ingredients required to be tested, in ……………………………………

           the above mentioned formulations?

      (c) No. of formulations analysed?     …………………………………………….

      (D) No. of ingredients/raw materilas, analysed? ……………………………….

1. For testing Section -----

(A) No. of approved technical persons? ……………………………………………

(B) No. of other technical persons     ……………………………………………….

(C) Total No. of technical persons     ……………………………………………….

8.  Whether the number of technical person in …………………………………………

      testing section is adequate?

9. Whether an approved competent technical per …………………………………….. 

  sons provided in each manufacturing section?

10. Manufacturing capacity            Manufacturing capacity in         Spare manufacturing

                                                             actual use                                      capacity

(A) Liquid.

(B)  Tables.

        (C)  Capsules.

(D)  Injections.

(E) Others.

                                                                      Dated Signature of the own manufacturer.

                                                                              Date signature of the loan manufacturer.

