ANNEXURE – IV 

Proforma of Application for Issuance of Certificate of Indigenous Development of

Bulk Drug for Claiming Exemption from Price Control of Drugs (Prices Control) Order

PART – A

1.   Name of the Bulk Drug for which the application is made
:

2. Name and address of applicant firm along with phone numbers

Head Office
:

Delhi Office
:

Factory / Factories 
:

R&D Unit(s)
:

Phone No.
:

3. 
Category of the firm
:

      (FERA/MRTP/DGTD/SSI)

4. Foreign Equity Participation, if any

---------------------------------------------------------------------------------------------------------------------------

S.No.




Name & address of foreign 



% of 






Equity holder(s)




Equity

---------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------------------

5. Main Products manufactured

---------------------------------------------------------------------------------------------------------------------------

S.No.

Product

Installed 
Production during the

Value as % of 

Capacity
Last financial year

turnover

Qty
Value, Rs.

---------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------------------

6. Technical Collaboration(s), if any

---------------------------------------------------------------------------------------------------------------------------

S. No.               Product

Name and Address


Date and period 

of Collaborator


of Agreement 

--------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------------------

7. R&D Collaboration(s), if any

---------------------------------------------------------------------------------------------------------------------------

S. No.

 Product/

Name and Address


Date and period 



 Process

of Collaborator


of Agreement 

--------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------------------

8. Annual turnover and R&D Expenditure for the past 3 years

---------------------------------------------------------------------------------------------------------------------------

S. No.
 Year


Annual


R&D Expenditure

R&D Exp. As 





Turnover





% of Turnover

---------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------------------

PART - B

1. Generic Name, Chemical Name, Formula and structure of the new bulk

drug and its therapeutic use
:

2.   Is it a new drug?
:

3.   Is it an entirely new drug not known world over?
:

4. Is the drug manufactured anywhere in world? If yes, give complete

details
:

5.  Is it to be manufactured for the first time in India?
:

6.  Is any other firm in India manufacturing the same drug?
:

7.  Name of other drugs of the same category available in the country
:

8.  Is the drug an item of import substitution?
:

9. Present imports of the drug, if any. (give quantity, current import price,

duty structure, landed cost)
:

10. Are you marketing the drug in the country? If yes, give the year of 

introduction, selling price and competitors
:

11.  Have the clinical trials been approved by the Drug Controller?
: 





Date of 

Date of clearance


Completion


by the Drug Controller

---------------------------------------------------------------------------------------------------------------------------

Clinical trials – Phase I

Clinical trials – Phase II

Clinical trials – Phase III

---------------------------------------------------------------------------------------------------------------------------

12. Have all the necessary clinical trials been undertaken by the firm? If yes,

give details. If no, who has carried out the clinical trials
:

13. Has the Drug Controller’s clearance been obtained for manufacture /

marketing of the drug? If yes, attach a photocopy of the Certificate
:

14.  Is the drug banned anywhere in the world?
:

15. Location of the plant for manufacturing the drug and installed capacity:

16. Has the firm applied for an Industrial Licence or already been issued a letter

of Intent / Industrial Licence for the manufacture of the proposed drug? :

17. Total Investment envisaged
:

      a)  Land
:

      b)  Building
:

      c)  Machinery / Equipment
:

18. Estimated yearly production of proposed drug during the next three years :

19.  Value of capital equipment / machinery required
:

i) Imported


ii) Indigenous

20. Do you require imported components and raw materials for the 

manufacture of the proposed drug? If yes, give details indicating reasons:

21.  C.I.F. value of raw materials to be imported, per year (also indicate

      item-wise c.i.f. price, duty structure & landed cost)
:

22.  Indigenous raw materials required per year with details and value
:

23. Exports envisaged, if any, and country to which exports are to be made:

PART – C

1. a)  Name and address of the R&D unit where the technology/ process was

            developed
:

b) Registration No. and validity of DSIR recognition of the In-house 

R&D unit

c) Date of start of the R&D programme

(Lab, Pilot plant, Commercial scale)
:

d) Date of completion of the R&D programme

      (Lab, Pilot plant, Commercial scale)
:


e)  Fees paid for developments, if any and other costs
:

f) Names, designation and qualifications of Scientists associated with

the development work
:

2. Has the programme for the developmental work been indicated in the 

previous applications for recognition/renewal of recognition of the R&D

unit by DSIR? If yes, give details
:

3. Was the R&D programme approved under any other provisions of I.T.

Act? If yes, give complete details thereof
:

4. Give a detailed account on the original indigenous technology development

along with state of art.  Also give details of experiments carried out, batch 

size, stage-wise process yields, process details, flow sheets and also costs

incurred for the R&D programme. Also state end use of the product

manufactured.  (Attach separate sheets)
:

5. Is the technology developed totally new or it is an improvement over the

existing one?  Give complete details
:

6. Have you filed any patent or published any paper on the technology /

Process?  If yes, give details
:

7. No. of patents filed world over on the bulk drug and the details thereof :

8. Salient features and novelty of the drug developed, give details
:

9. Is there need to improve the technology further?
:

10. Indicate how the technology/process developed is novel and different

from the existing processes reported in literature
:

11. Indicate demand requirements of the drug for the next three years in the 

country and world over
:

12. Are you aware of similar drug developments elsewhere in the world?

If yes, give details including techno economic comparison
:

13. Estimated cost of production of the drug clearly indicating item-wise

raw materials costs (imported/indigenous), conversion cost and utilities

and others

PART – D

       Certified that the Technology/Process development work reported is original and has actually been done and all the statements about the investments made are correct; also certified that information/data and process details provided in the application are correct to the best of my knowledge and belief and documentary evidence is available in support of the claims made in the application.

Place:
Signature:

Date:
             (Managing Director / Chief Executive)


Full Address:

