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Introduction

 Introduced by Central Govt. in order to exercise the

powers confirmed by section 3 of the Essential

Commodities act, 1955.

 For enabling the Government to declare a ceiling price for

essential and life saving medicines (as per a prescribed

formula) so as to ensure that these medicines are available

at a reasonable price to the general public.

 The latest Drug Price Control Order (DPCO-2013) was

issued on 15.05.2013

http://www.nppaindia.nic.in/DPCO2013.pdf


• Drug prices are monitored and controlled by the

National Pharmaceutical Pricing Authority (NPPA).

• All the powers of Government of pricing according

to Essential Commodities Act have been delegated to it.

• Under DPCO, 2013 the powers to review are entrusted

with the Government. Hence, the Department of

Pharmaceuticals is the reviewing authority whenever

pharmaceutical companies file review petitions against

any price fixation done by NPPA.

http://www.nppaindia.nic.in/
http://arthapedia.in/index.php?title=Essential_Commodities_Act_(ECA)


 National Pharmaceutical Pricing Policy (NPPP) is

the policy governing price control and DPCO is the

order by which price control is enforced.

 The Drug Price Control Orders are issued by

Ministry of Chemicals and Fertilizers, which is the

main nodal administrative ministry for

pharmaceutical companies.

 They are issued under the “Essential Commodities

Act 1955 whereby certain medicines could be

declared to be essential commodities.









Definitions

 “Active pharmaceutical ingredients or Bulk

drug”- means any pharmaceutical, chemical,

biological or plant product including its salts, esters,

isomers, analogues and derivatives, conforming to

pharmacopoeial standards specified in the Drugs and

Cosmetics Act, 1940 and which is used as such or as

an ingredient in any formulation.



Schedule bulk drug " means a bulk drug specified

in the First Schedule.

Scheduled formulation" means any formulation,

included in the First Schedule whether referred to

by generic versions or brand name.







“Brand” means a name, term, design, symbol,

trademark or any other feature that identifies one

seller’s drug as distinct from those of other sellers

“Ceiling price" means a price fixed by the

Government for Scheduled formulations in

accordance with the provisions of this Order.



“Dealer" means a person carrying on the business of

purchase or sale of drugs, whether as a wholesaler or

retailer and includes his agent.

“Distributor" means a person engaged in the work of

distribution of drugs and includes an agent or a

stockist for stocking drugs for resale to a dealer.

“Generic version of a medicine” means a formulation

sold in pharmacopoeial name or the name of the active

pharmaceutical ingredient contained in the

formulation, without any brand name.



“Formulation" means a medicine processed out of, or

containing one or more bulk drugs with or without use

of pharmaceutical aids, for internal or external use or

in the diagnosis, treatment, mitigation or prevention of

disease in human beings or animals, but it does not

include:

A. any Ayurvedic or Unani medicines

B. any Homeopathic medicines

C. any substance to which provisions of D and C act

1940 do not apply.



 “Local taxes” means any tax or levy (except excise or import

duty included in retail price) paid or payable to the

Government or the State Government or any local body under

any law for the time being in force by the manufacturer or his

agent or dealer;

 “Maximum retail price” means the ceiling price or the retail

price plus local taxes and duties as applicable, at which the

drug shall be sold to the ultimate consumer and where such

price is mentioned on the pack;

 “Pharmacoeconomics” means a scientific discipline that

compares the therapeutic value of one pharmaceutical drug or

drug therapy to another



 “Price to retailer” -means the price of a drug at which it is sold

to a retailer which includes duties and does not include local

taxes.

 Scheduled formulation" means any formulation, included in

the First Schedule whether referred to by generic versions or

brand name.

 “Schedule" means a Schedule appended to this Order.

 “Sale turnover” means the product of units of formulations sold

by manufacturer or an importer in an accounting year

multiplied by retail price inclusive of sales tax, if any paid on

direct sales by the manufacturer or importer. It does not include

excise duty and local taxes



Price of bulk Drugs

1. Govt. has right to fix the maximum sale price of the drugs

2. While fixing the price govt. shall take into consideration

following-

I. Post tax return of 14% on net worth OR

II. Return of 22% on capital employed OR

III. For new plant, a rate of return of 12% based on long term

marginal costing.

IV. In case of production is from basic stage, a post tax return of

18% on net worth or 26 % on capital employed.



3. Provided further that the option with regard to the

rate of return once exercised by a manufacturer

shall be final and no change of rates shall be made

without the prior approval of the Government.

4. No person shall sell a bulk drug at a price exceeding

the maximum sale price fixed as per the provision

of this order plus local taxes if applicable.







 “R.P.” means retail price

 “M.C.” means material cost and includes the cost of drugs and

other pharmaceutical aids used including overages, if any, plus

process loss there on specified as a norm from time to time by

notification in the Official Gazette in this behalf.

 “C.C.” means conversion cost worked out in accordance with

established procedures of costing and shall be fixed as a norm

every year by notification in the Official Gazette in this behalf.

 “P.M.” means cost of the packing material used in the packing

of concerned formulation, including process loss, and shall be

fixed as a norm every year by notification in the Official Gazette

in this behalf



 “P.C.” means packing charges worked out in accordance with

established procedures of costing and shall be fixed as a norm every

year by notification in the Official Gazette in this behalf.

 “MAPE” (Maximum Allowable Post-manufacturing Expenses)

means all costs incurred by a manufacturer from the stage of ex-

factory cost to retailing and includes trade margin and margin for the

manufacturer and it shall not exceed one hundred per cent for

indigenously manufactured Scheduled formulations.

 “E.D.” means excise duty- in the case of an imported formulation, the

landed cost shall form the basis for fixing its price along with such

margin to cover selling and distribution expenses including interest

and importer’s profit which shall not exceed fifty per cent of the

landed cost



Calculation of ceiling price of a scheduled 
formulation 

Step1.- Calculation of Avg. price P(s) to retailer

Average Price to Retailer, P(s) = (Sum of prices to retailer

of all the brands and generic versions of the medicine

having market share more than or equal to one percent of

the total market turnover on the basis of moving annual

turnover of that medicine) (Total number of such brands

and generic versions of the medicine having market share

more than or equal to one percent of total market

turnover on the basis of moving annual turnover for that

medicine.)



Step2- Calculation of ceiling price P(c)

P(c) = P(s).(1+M/100), where

P(s) = Average Price to Retailer for the same strength and

dosage of the medicine as calculated in step1 above.

M = % Margin to retailer and its value =16

The ceiling price calculated as per sub-paragraph (1) and

notified by the Government shall be applicable to scheduled

imported formulations also.





Calculation of retail price of a new drug for 
existing manufacturers of scheduled formulations

 (1) The retail price of the new drug (Ps) available in domestic

market shall be calculated as provided in sub-paragraph (1) of

paragraph 4

 (2) (i) the price to retailer of a new drug, not available in

domestic market, shall be fixed by the Government on the

principles of “Pharmacoeconomics” of the new drug, on the

recommendation of a Standing Committee of Experts.

 (ii) the retail price of such new drug shall be fixed by adding

16% margin to retailer on the price to retailer as fixed in item (i)



Ceiling price of a scheduled formulation in case 

of no reduction in price due to absence of 

competition

(1) where the average price to retailer of a scheduled

formulation, arrived at as per the formula specified in sub-

paragraph (1) of paragraph 4, has the effect of,-

(a) no reduction in average price to retailer with respect to

the prices to retailer of the schedule formulation; and

(b) there are less than five manufacturers for that

formulation having one percent or more market share, the

ceiling price shall be calculated as under:-

(i) in the event of other strengths or dosage forms of the

same scheduled formulation is available in the list of

scheduled formulation, the average price to retailer shall

be calculated as under



Step1: Calculation of Average Price to Retailer P(s)

 P(s) = Pm{1-(Pi1+Pi2+…)/(N*100)}

 Pm = Price to Retailer of highest priced scheduled

formulation under consideration.

 Pi = % reduction in Average Price to Retailer of other

strengths and dosage forms (calculated as in step1 of sub-

paragraph (1) of paragraph 4) in the list of schedule

formulations w.r.t the highest priced formulation taken for

calculating the average price to retailer of such strengths and

dosage forms.

 N = Number of such other strengths or dosage forms or both

in the list of schedule formulations



Step2. Calculation of ceiling price of the scheduled

formulation i.e. P(c)

P(c) = P(s).(1+M/100), where

P(s) = Average Price to Retailer of the scheduled

formulation as calculated in step1 hereinabove and

M = % Margin to retailer and its value=16



 Margin to retailer.– While fixing a ceiling price of scheduled

formulations and retail prices of new drugs, sixteen percent

of price to retailer as a margin to retailer shall be allowed.

 Maximum retail price.– (1) The maximum retail price of

scheduled formulations shall be fixed by the manufacturers

on the basis of ceiling price notified by the Government plus

local taxes wherever applicable, as under:

 The maximum retail price of a new drug shall be fixed by the

manufacturers on the basis of retail price determined by the

Government plus local taxes wherever applicable, as under:





Power to Fix Ceiling Price of a scheduled 

formulation 

















Second Schedule






