20(1)/2014/Div-III/NPPA
Government of India
Ministry of Chemicals & Fertilizers
Department of Pharmaceuticals
National Pharmaceutical Pricing Authority
Ph: 23345116, 23345118, 23345122
Website: www.nppaindia.nic.in

5%/3th Floor
YMCA Culture Centre Building
1, Jai Singh Road, N. Delhi-110001

17.01.2017
OFFICE MEMORANDUM

Subject: Filing of mandatory forms in respect of coronary stents

Ministry of Health and Family Welfare (MoHFW) vide notification No. X-
11035/344/2015-DFQC dated 19" July 2016 has included coronary stents in NLEM
2015. Department of Pharmaceuticals vide SO No. 4100(E) dated 21 December 2016
has notified the coronary stents in Schedule | of DPCO,2013.

As coronary stents have been notified by Department of Pharmaceuticals as
scheduled formulations, it is mandatory for all manufacturers/ importers/ marketers of
coronary stents to file Form V as prescribed in the DPCO,2013, through the Integrated
Pharmaceutical Database Management System (IPDMS) (Form V attached).

As the software of IPDMS is being updated/ modified in this regard, | am directed
to request all manufacturers//importers/ marketers  of coronary stents that the
information in the attached format may be sent to this office in hard copy and also in
soft version (in Excel format only) on email id nppa@nic.in , dir.me.nppa@gmail.com
and me.nppa2015@gmail.com latest by 31% January 2017, failing which action will be
initiated as per provisions of DPCO 2013, against the company.

An interactive session in this regard will be held at the NPPA Conference Hall on
24" January 2017 at 12 noon. Al manufacturers/ importers/ marketers of coronary
stents are requested to send their authorized representatives for the special interagtive

session.

(Roshn{i ohni)
Director
To
All Manufacturers/Importers/Marketers of Coronary Stents
Coronary Stent Associations/ NGOs

Copyto:
PPS to Chairman,NPPA
PPS to Member Secretary, NPPA
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Form V for Medical Devices
S.No. [Name of the Nature of the  [Own Name of the Nameofthe |Nameof  |Product Name  |Classification( [PTR (excluding (PTS/PTD PTH (excluding |MRP Effective |Effective f
C v& Add C factured/ facturer  |importer [marketer |(Coronary stent) |BMS,DES, BVS, [VAT /local tax) |excluding VAT |VAT flocal tax) Date Batch Mo, |
(Manufacturer/ [Imparted/ Metallic DES, flocal tax) |
Marketer/ Purchased Others) |
Importer) —
1
1
—
|
|
|
—
[ ] ]
PTR-Price to Retailer
PTS-Price to Stockist

PTD-Price to Distributor
PTH-Price to Hospital
MRP-Maximum Retail Price
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