F Mo, 20(8)/2013/Div-IINNERA
Govermment of India
Minisiry of Chemicals & Fertilizers,
Deparment of Pharmaceulicals

Matianal Pharmaceutical Pricing Authorty
3" & 8" Floor

YMCA Cultural Gentre Building,
1, Jai Singh Road, New Delhi
Dated: 05.12.2014

To,
s Abbott Healthcare Pyt Ltd Mis India Madtronic Carporate
Mis Bostan Sclentific India Pyt Lig, Mis B. Braun Medical India Pvt. Lid.,
Mig Zimmer India Pvt, Ltd. Mi's 36 India Limited,
Mis Edwards Life Sclences Pyt Lid, W5 Harsoriz Healthcare Pyt Lid.,
Wiz Johnson & Johnson Limited Mis Roche Products India Pyt Lid,,
And all concernad

Subject: - Monitaring of price movement of notified medical devices as drugs under DPCO, 2013.

Sir

There have be en reports in cerain sections of print madia that the prices of madical devices,
reguiated as ‘drugs’ under Druge & Cosmetics Act & Rules there under, are sold at exorbitant price with high
profit { trade margin in particular Cardiac Stents, Orug Eluting Stants, Orthapadic Implants ete. The news repans
alen mention that prices of such medical devices notified as ‘drugs’ have increased sgnificanily dufing the recent
past In this regard, it may be noted that these medical devices are calegorized as non scheduled formulations
barring the two medical devices viz,, Intra Lterine Devices [Cu-T) and Condoms falling in the scheduled categoary
of DPCO. 2013 NPPA has already feed and notified the prices of these twa medical devices under DPCO,
20313

Para 20 of the DPCO, 2013 provides for monitoring the prices of non scheduled formulations and o
ensure that no manufacturer / importer | distributor is aliowad 10 InCreasa the MRP of a non scheduled drug more
than ten percent of MRP during preceding twelve months and where the increase is beyond ten percent, it shall
reduce the same to the level of ten percent of maximum retai price for next welve months The manufactures
importer / distrioutor shall be able to deposit the overcharged amount along with interest thereon, form the date

of increase in price in addifion to the penalty

Further Para 25 of DPCO, 2013 provides that every manufacture |/ imparter shall issue a price list
and supplementary price list in Form V ta the dealer, State Drugs Controlier and tne Government from time o
fime. As provided In Para 28 of the said order, no person is authorized to sell any formukation including medical
devices regulated as drugs to any cansumer at a pnoe exceading the price gpecified in the current prica list ar
price indicated on the label of the container of pack thereof, whichever is 1es%

In this regard. it has been decided (o seek the following informatien / documents in order ko examine
price viclation, if any, in respect of notified medical device, manufactured / imported | marketed by the company.

1 Product specification with brief description ! Literature for different types of notfied medical devices
manufactured / imported by the company.

2. A copy of curment price list in Form-Y under pravision of DPCO. 2013

3. Details of prica revision carned ocut during the last two years for each type of madical dewvice

The ahove Infarmation / document may be furnished urgently. nat kater than 3 days fram the date of
iasue of this letter, as it is requinad in connect:an with issues raised duning the ongaing parliament sassion s
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Assistant Director (Enf)



