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[SCHEDULE U(I) 
(See rules 142 and 142B) 

I. PARTICULARS TO BE SHOWN IN THE MANUFACTURING RECORDS: 
 

1. Serial number. 

2. Name of the product. 

3. Lot/Batch size. 

4. Lot/Batch number. 

5. Date of commencement of manufacture and date when manufacture was completed. 

6. Names of all ingredients, quantities required for the lot/batch size, quantities actually used. 

7. Control reference numbers in respect of raw materials used in formulation. 

8. Reference to analytical report numbers. 

9. Actual  production  and  packing  particulars  indicating  the  size  and  quantity  of 

finished packings. 

10. Date of release of finished packing for distribution or sale. 

11. Signature of the expert staff responsible for the manufacture. 

 

II. RECORDS OF RAW MATERIALS: 

Records in respect of each raw material shall be maintained indicating the quantity received, 

control reference number, the quantity issued from time to time, the names and batch numbers of the 

products for the manufacture of which the said quantity of raw material has been issued and the 

particulars relating to the proper disposal of the stocks. 

Notes:    (1) The Licensing Authority may permit the licensee to maintain records in such 

manner as is considered satisfactory, provided the basic requirements laid down above are complied 

with. 

(2) The  Licensing  Authority  may  direct  the  licensee  to  maintain  records  for  such  

additional particulars, as it may consider necessary in the circumstances of a particular case.] 
 

2
[SCHEDULE V 

( See rule 124B) 
 

STANDARDS FOR PATENT OR PROPRIETARY MEDICINES 
3 
[***] 

4
[2.  Standards for patent or proprietary medicines, containing vitamins: Patent  or  proprietary  

medicines  containing  vitamins  for  prophylactic,  therapeutic  or paediatric use shall contain the 

vitamins in quantities not less than and not more than those specified below in single or in two divided 

daily doses, namely: - [see table below]. 
3 
[***]

 

5
[4. General Standards for Different Categories of Patent or Proprietary Medicines. - In the 

case of pharmaceutical products containing several active ingredients, the selection shall be such that 

the ingredients do not interact with one another and do not affect the safety and therapeutic efficacy of 

the product. The combination shall not also lead to analytical difficulties for the purpose of assaying 

the content of such ingredient separately. The substances added as additives shall be innocuous, shall 

not affect the safety or therapeutic efficacy of the active ingredients, and shall not affect the assays and 

identity tests in the amount present.] 

 

1. Added by G.S.R. 1594, dt. 28-10-1976. 
2. Added by G.S.R. 665, dt. 06-05-1977. 
3. Omitted. G.S.R. 56(E) ,dt. 22.1.1992.  
4. Added by G.S.R. No. 930 ,dt. 13-7-1978. 

5. Ins. by. G.S.R. 792(E) ,dt. 17.9.1987. 


