~ 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

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

17.02.2017
OFFICE MEMORANDUM

Subject: i_) Compliance of price fixation of coronary stents and related issues.
ii) IPDMS for medical devices.

The undersigned is directed to inform that Government of India in the Ministry of Health
and Family Welfare included Coronary Stents in the National List of Essential Medicines, 2015
(NLEM, 2015) by notification No X-11035/344/2015-DFQC dated 19" July 2016. Ministry of
Chemicals and Fertilizers, Department of Pharmaceuticals, by notification No. S.0. 4100 (E)
dated 21* December 2016 has incorporated Coronary Stents at serial no. 31 of Schedule | of
the Drug Prices Control Order, 2013 (DPCO, 2013) and therefore, Coronary Stents are
‘scheduled formulations’ under the provisions of the DPCO, 2013. NPPA has fixed the ceiling

prices of Coronary Stents with immediate effect vide its S.0. 412(E) dated 13th February 2017,
in order to protect public interest.

In this matter is reference invited to Para (f) of S.O. 412(E) dated 13" February 2017
wherein it has been mentioned that the manufacturers under Paragraph 24 of DPCO, 2013 shall
issue price list in Form-V as prescribed in Schedule Il of the DPCQ, 2013 to the NPPA online
through Integrated Pharmaceutical Database Management System (IPDMS) and submit a copy
to all State Drug Controllers and all distributors/dealers/retailers. They shall also furnish
quarterly return to the NPPA, in respect of production / import and sale of Coronary Stents in
Form-lll as prescribed in Schedule-Il of the DPCO, 2013 through IPDMS. User manual for filing
requisite forms in IPDMS is available in the home page website of NPPA
(http://nppaindia.nic.in/npparea/help.pdf). It is further communicated that 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 Il (Copy
enclosed) as prescribed in the DPCO, 2013, read with S.0 No. 1910(E) dated 13.07.2015 in the
Integrated Pharmaceutical Database Management System (IPDMS).

As the software of IPDMS for medical devices/ coronary stents is under development, all

manufacturers//importers/ marketers of coronary stents are requested to submit the requisite
information in Form V (format attached) to this office in hard copy and also in soft version (in
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~Excel format only) on email id nppa@nic.in , dirme.nppa@gmail.com and
me.nppa2015@gmail.com before 1** March 2017. Necessary action will be initiated as per
provisions of DPCO 2013 read with Essential Commodities Act, 1955 against the company, if

the requisite information is not submitted within the prescribed date.

Special interactive sessions will be held at the NPPA Conference Hall on 21*' February
2017 at 12 noon and 04.00 PM to address the issues related to filing of the forms in IPDMS,
price compliance in respect of coronary stents and other related issues. All manufacturers/
importers/ marketers of coronary stents are requested to send their authorized representatives

for attending the special interactive sessions.
p"} +
A

(Roshni Sohni)

Director
To
All Manufacturers/Importers/Marketers of Coronary Stents
Coronary Stent Associations
Copy to:

PPS to Chairman, NPPA
PPS to Member Secretary, NPPA

Enclosures: As above
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List of companies attending meeting at 12.00 noon
S.no. Name of the company

1 |M/s India Medtronic Pvt Ltd

2 |mrs Biotronik Medical Devices

3 |Mm/s Boston Scientific India Pvt Ltd

4 |(M/s MIV Therapeutics

5 |M/s Abbott India Pvt Ltd

6 |M/s B.Braun Medical Pvt Ltd,

7 |M/s Johnson &Johnson Pvt Ltd

8 |M/s Zimmer India

9 [M/s Biorad Medisys

10 |M/s Smith & Nephew Pvt Ltd

11 |M/s Advanced Bionics

12 |M/s Sahajanand Medical Technologies Pvt Ltd

13 |[M/s Sahajanand LaserTechnologies Private Limited

14 |M/s Envision Scientific Pvt Ltd, Plot No. 108, Ichchhapore GIDC, Industrial Estate
Bhatpore, Sachin Hazira Road, Sura-394510, Gujarat

15 |M/s Multi Medics Plot No.28, HPSIDC, Phase II, Baddi, Dist Solan HP-173205.

16 |M/s Nano Therapeutics Private Limited, D54/2 Hoziwala Industrial Estate,
Sachin, Surat, Gujarat-394230

17 |M/s Vascular Concepts(P) Ltd., No. 345, 14th Main Raod,RMV Extension,
Bangalore-80

18 |M/s. S3V Vascular Technologies Pvt. Ltd., Plot 82, Road 6, Arunodayanagar,
Nagole, Hyderabad - 500068, Andhra Pradesh

19 |M/s. S3V Vascular
Technology Pvt. Ltd.Plot No

20 {M/s. vascular Solutions India Private Limited, B- 206 Everest Grande, mahakali
caves Road, Opp. Ahura Centre, Andheri (E), Mumbai- 400093

21 |M/s. Phoenix Cardio Care India Pvt. Ltd., 53 Syed Amir Ali Avenue, Suit 3B, 3rd
Floor, Kolkata-700019

22 |M/s, Terumo Corporation Chennai Branch, No. 34 & 35, 2nd Floor, C-Wing,
Alexandeer Square, Sardar Patel Road, Guindy, Chennai-600032
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M/s. Choksi Imaging Ltd., 98 Kalatheeswaran, KoilStreet Pondicherry-605001

23

24 |M/s. Envision Scientific Pvt. Ltd., Shop No. 3, Silver Plam-2, Opposite Sneh Milan
Garden, Kadampali Nanpura, Surat - 395001, Gujarat

25 |M/s. Vasmed Technologies, XI/778E, 1st Floor, Neat TV Tower, Seaport Airport
Road, Kakkanad, Cochin- 682307

26 |M/s. Biosensors Interventional Technologies (India) Pvt. Ltd., Plot No. 14, Shed No.
A-2, GIDC, B/H Charak Pharma, Umbergaon, Taluka, Umbergaon, District Valsad

27 |M/s. BL Lifesciences Private Limited, A-245, Okhla Industrial Area, Phase-|, New
Delhi- 110020

28 |M/s. OrbusNeich Medical (India) Pvt. Ltd., Office No. 8, S.F., (208) Plot No.
16, Rishabh Corporate Tower, Communitty Centre, Karkardooma, Delhi-110092

29 |M/s. Uniapex Biomedics, 9 Krishna Kunj, Maharashtra Nagar, Chandavarkar Road,
Borivali (W), Mumbai-400092

30 |M/s. Clairvoyance Consulting, Flat No. 801, 8th Floor, Indra Prakash Building, 215
Barakhamba Road, New Delhi - 110001

31 |IPA (Indian Pharmaceutical Association)

32 [OPPI (Organisation Of Pharmaceutical Producers of India)

33 |MTAI (Medical Technology Association of India)
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List of companies attending meeting at 04.00 pm

S.no. |[Name of the company

e Lo sy

1 M/s Meril Life Sciences

2 M/s Relisys Medical Devices Ltd

B

3 M/s Stryker India Pvt Ltd

4 M/s St. Jude Medical India Pvt

5 M/s Sorin Group India Pvt Ltd

o —A T AT

6 M/s Shree Pacetronix Ltd

7 M/s Medived l

8 M/s TTK Healthcare

9 M/s Sharma Pharmaceuticals |

10 M/s Appasamy Associates

1 M/s Sky Surgicals

12 M/s Pitkar Othotools

13 M/s Inor Medical Products

14 M/s Transluminna Therapeutics LLP, Plot No. 9, Pharmacity, Sealqui, Dehradun-248197

15 M/s Invent Bio-Med Pvt Ltd., 109, Surat Special Economic Zone, Diamond Park, GIDC Sachin, Surat-
394230

16 M/s N.S. Remedies Pvt Ltd, Shilpagan-2nd Floor, (CFB), LB.-1, Sector-lil, Kolkata-700091

17 M/s Manju Enterprises Pvt. Ltd., 28. Ist Floor, Jia Sarai, New Delhi - 110016

18 M/s. Emergo (India) Consulting Pvt. Ltd., H. No. 8/1, First Floor, Vasavi Colony, Kakaguda, Near Picket,
Sec Bad, MCH Circle — 7, Mandal, Hyderabad District, Andhra Pradesh

19 M/s. Globe Bio-Medicals, Reom C/2, Juhu Appartment, Near
S.N.D.T Coollage, Juhu, Mumbai-400049, Taluka: Andheri West, Distt.: Mumbai-Zone b

20 M/s. Hexacath India, Godown No, 42, Pune Trade Centre, Gat No. 2337/1, Panchayat Haveli, Zilla
Parisahd Wagholi, Tal. Haveli, Dist-Pune

21 M/s. Intas Medi Devices Limited, 7th Floor, premier House-1, S.G. Highway, Ahmedabad-380054

22 M/s. Kirloskar Technologies Private Limited, D-97-98, Ground Floor, Lajpat Nagar part-1, New Delhi-
110024
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List of companies attending meeting at 04.00 pm

S.no. |Name of the company

23 M/s. Lepu Medical
Technology (Beijing) Co. Ltd.,Shop No. 107, Centrum Plaza, Sector-53, Gurgaon

24 M/s. Minvasys India Private
Limited, Ghar No. 1/1437 A, Silver Palm-2, Shop No. 01, Kadampalli SOC, Timaliyawad, Nanpura, Surat,

25 M/s. Opto Eurocor Healthcare Ltd., # 83, 2nd Floor, 1st Phase. Electronics City, Bengaluru - 560100

26 ASSOCHAM (The Associated Chambers of Commerce and Industry of India)

27 BDMA (Bulk Drug Manufacturers)

28 CIPI (Confederation Of Indian Pharmaceutical Industry)

29 Cll (Confederation Of Indian Industry)

30 FICCI (Federetaion of Indian Chambers of Commerce And Industry)

31 IDMA (Indian Drug Manufacturers Association)

32 Association of Indian Medical Device Industry(AIMED)
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