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Registration Certificates issued for the Medical Devices along with their Manufacturing sites and Indian Authorized 

Agents from Jan to till date 
 

S.N
o. 

Name of Indian Agent Name of Manufacturer Name of the Device File No. R. C.  
No. 

Date of 
Issue 

Validity of 
the 
Registratio
n 
Certificate 

1. M/s. Med-EL India Pvt. 
Ltd., 505, Fifth Floor, 
Pragati House, 47-48, 
Nehru Place, New Delhi-
110019  

M/s. MED-EL 
Elektromedizinische 
Gerate GmbH, MED-EL 
Worldwide eadquarters, 
Furstenweg 77a, 
Innsbruck, A-6020, Austria 
 

1. Mi 1000 Concerto/ 
      Cochlelar Implant  
System 

31-572-MD/08-DC 
(Re-Reg 2011)  
End.01 

MD-572 03-01-2013 15-02-2015 
 

2. M/s. Smith & Nephew 
Healthcarea Pvt. Ltd., 
Bldg 2-3, & 15-17 
Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, 
Kalher, Thane – Bhiwandi 
Road, Thane – 421302, 
India 

M/s. Smith & Nephew Inc, 
1450 Brooks Road, 
Memphis, TN 38116, USA 
having factory premises at 
M/s. Smith & Nephew 
Orthopaedics GmbH, 
Alemannenstrasse 14, 
78532 Tuttlingen, 
Germany 
 

1.  Peri – Loc/ Bone Plate   
System  (Non Sterile) 
2.   TriGen/ Nail System 
(Non Sterile) 
 

31-858-MD/2010-DC 
(End1) 

MD-858 03-01-2013 14-04-2014 

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

M/s. Cardionovum GmbH 
having factory premises at 
Am Bonner Bogen 2, 
53227 Bonn, Germany  
 

1. Percision/ Cobalt 
Chromium Coronary Stent 
System 

31-1204-MD/2012-DC MD-1204 03-01-2013 15-12-2015 

4. M/s. India Medtronic Pvt. 
Ltd., Plot No. 609, Survey/ 
Shed – 188 (Part), 
Chumunda Comp., 

M/s. Medtronic Ireland, 
Parkmore Business Park, 
West, Galway, Ireland 
having factory premises at 

1. Valiant (Stent Graft and 
Captivia ( Delivery 
System)/ Thoracic Stent 
Graft with the Delivery 

31-64-MD/2006-DC 
(Re-Reg 02) End.02 

MD-64 08-01-2013 15-08-2015 
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Kasheli Distt. Thane 
Bhiwandi – 421301 
(Maharashtra) 

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis, MN 55432, 
USA 
 

System 

5. M/s. Surgicon Healthcare 
Pvt. Ltd., 611-612, Sakar 
V, Behind Natraj Cinema, 
Ashram Road, 
Ahemdabad 380009 

M/s.  Rayner Intraocular 
Lens Ltd., having factory 
premises at Unit 1-2  
Sackville Trading Estate, 
Sackville Road, Hove, East 
Sussex, BN3 7 AN, United 
Kingdom 

1. Intra Ocular Leans/  C-
Flex Intraocular Lens 
(570C), Superflex 2. 
Intraocular Lens (620H), 
C-Flex Aspheric 
Intraocular Lens (970C), 
Superflex Aspheric 
IntraocularLeans (920H), 
T-Flex Aspheric Introcular 
Lens  
(573T/623T), M-Flex 
Intraocular Leans 
(580f/630f), M-Flex T 
Intraocular Lens 
(588f/638f), Sulcoflex 
Ashpheric Introcular Lens 
(653L), Sulcoflex Multifocal 
Intraocular Lens (653f), 
Sulcoflex Toric Intraocular 
Lens (653T), Sulcoflex 
Multifocal Toric Imtraocular 
Lens (653Z) 
 
 

31-13-MD-06-DC (Re-
Reg-02) 

MD-06 08-01-2013 15-12-2015 

6. M/s. Natec Medical Pvt. 
Ltd., 1/1437A, Silver 
Palm-2, Shop No.4, 
Kadampalli Society, 
Timalyavad, Nanpura, 
Taluka: Surat City, 

M/s. Natec Medical Ltd., 
having factory permises at 
Maeva Centre Bulding, 
Business Park Ebane, 
Reduit, Mauritius 

1. Ebony 
.35”/Percutaneous 
Transluminal Angioplasty 
Catheter(OTW)-Peripheral 
(Sterile/Non-Sterile) 
2. Ebony.014”/ 

31-1104-MD/2012-DC MD-1104 08-01-2013 15-02-2015 
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District: Surat, Guajrat. Percutaneous 
Transluminal Angioplasty 
Catheter(RX)-Peripheral 
(Sterile/Non-Sterile) 
3. FILAO RX/ 
Percutaneous 
Transluminal Angioplasty 
Catheter (Sterile/Non-
Sterile) 
4. FILAO CTO RX/ 
Percutaneous 
Transluminal Angioplasty 
Catheter (Sterile/Non-
Sterile)  
5. FILAO NC/ 
Percutaneous 
Transluminal Angioplasty 
Catheter (Sterile/Non-
Sterile) 
6.Tamarin Blue/ 
Percutaneous 
Transluminal Coronary 
Anioplasty Catheter 
(Sterile/Non-Sterile) 
 

7. M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg. No. 
B, Gala No. 1-10, Prerna 
Complex, Anjur Phata, 
Dapoda Road, At Val 
Village, Bhiwandi 421302, 
Maharashtra 

M/s. Aesculap AG having 
factory premises at Am 
Aesculap Platz, D-78532 
Tuttlingen, Germany 

1. Total Hip Replacement 
System 
2. Total Knee 
Replacement System 
3. Targon Intramedullary 
Fixation System (Titanium) 
4. ABC Anterior Cervical 
Plating System 
5. MACS TL System 
6. S-4 System (Spinal and 

31-169-MD/2007-DC 
(Re-Reg 02) 

MD-169 23-01-2013 14-03-2016 
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MIS) 
7.A-Space Peek 
8.Cespace Peek 
9.Prospace Peek 
10. T-Space Peek 
11. Active L Disc 
Prosthesis 
12. Active C Disc 
Prosthesis 
 

8. M/s. Amardeep 
Enterprises, No 5-6, 3rd  
Floor, Near Income Tax 
Building, Ashram Road, 
Ahamdabad-380 009 

M/s. Solco Bio-Medical Co. 
Limited, 34-6 Keumam-ri, 
Seotan-myeon Pyengtaek, 
Gyenggi-do, 451852, 
Korea 
 

4CIS PEEK PLIF CAGE 
SYSTEM/ Spinal Fixation 
Systm (Non Sterile) 

31-383-MD/2007-DC 
(Re-Reg 2011) End.2 

MD-383 23-01-2013 31-07-2014 

9. M/s. Zimmer India Pvt. 
Ltd., 14th Floor, Tower-5B, 
DLF Cyber Terrace, DLF 
Cyber city, Gurgaon. 

M/s. Zimmer Inc, 1800 
West Center Street, 
Warsaw IN 46580, USA 
 

1. Zimmer Trabecular 
Metal/ Reverse Shoulder 
System-Metal (Ti-6AI-4V, 
Tantalum, Co-CR-MO) 
 

31-170-MD/2006-DC 
(Re-Reg 02) (End. 06) 

MD-170 23-01-2013 31-01-2015 

10. M/s. Vijai Dental Depot 
Pvt. Ltd., Old No. 6, New 
NO.1, Chitra Enclave, 
First Floor, 6/5, SBI 
Officers Colony, 
Poonamallee High Road, 
Chennai-60010 

M/s. Safe & Simple s.r.I., 
having factory premises at 
Corte del Meda, 27/ B-
31053 Pieve di siligo (TV), 
Italy 

1. Dental Implant System 
with Abutment 

31-1015-MD/2011-DC MD-1015 23-01-2013 15-12-2015 

11. M/s. Chayagraphics 
(India) Pvt. Ltd., #249, 4th 
Main Road, Chamarajpet, 
Bangalore-560018 

M/s. Coeur Inc, 100 
Physicians Way, Suite 
200, Labanon TN 37090 
having factory premises at 
M/s. Coeur Inc., 209 
Creekside Drive, 
Washington, NC 27889 

1. Syringes for Nemoto 
Injectors 
2. Fluid Delivery Product/ 
C455-0904 

31-808-MD/2010-DC MD-808 23-01-2013 31-12-2015 
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12. M/s. Clairvoyance 

Consulting, Flat No 801, 
8th  Floor, Indra Prakash 
Building, 21 Barakhamba 
Road, New Delhi 110 001 
 

M/s. ThermopeutiX Inc., 
having manufacture;ng 
premises at 9951 B 
Businesspark Ave., San 
Diego, CA-92131, USA 

1. Targeted Infusion 
Cathetr 

31-1165-MD/2012-DC MD-1165 28-01-2013 15-12-2015 

13. M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shanti Estate, Ghansham 
Estate, National Highway 
No. 8. Aslai, Tal: Daskroi 
(N.A.), Ahmedabad-
(Gujarat). 

M/s. Biomet Deutschland 
GmbH, Gustav-Krone-Str. 
2, 14167 Berlin, Germany 
having factory premises at 
M/s. Bioemt France Sarl, 
Plateau de Lautangne, 
26903 Valence Cedex 9, 
France 

1. Bone Substitute Material 
(Synthetic Calcium 
Phosphate)/ CALCIBONE-
3030050001,36030100001
, 
3030200001 
CALCIBONE GRANULES- 
3030050001,36030100001
, 
3030200001 

31-988-MD/2011-DC MD-988 28-01-2013 15-12-2015 

14. M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg B, 
Gala 1-10, Prerna 
Complex, Anjur Phata 
Dapoda Road, Val 
Village, Bhiwandi 421302, 
Maharashtra 

M/s. B. Braun Medical, 
204, Avenue du Marechal 
Juin, 92100 Boulogne, 
France having factory 
premises at M/s. B.Braun 
Medical, 30 Avenue des 
Temps Modernes, 86361 
Chasseneuil, France 
 

1. Vena Cava Filter with 
Introducer System 
2. Implantable Vasscular 
access Systems 

31-160-MD/2006-DC 
(Re-Reg 02) 

MD-160 28-01-2013 31-03-2016 

15. M/s. Toshbro Medicals 
Pvt. Ltd., 8 Mohatta 
Bhavan, Dr. E Morses 
Road Worli, Mumbai-
400018, Maharashtra. 

M/s. PhysIOL sa, Liege 
Science Park, Allee Des, 
Noisetiers 4B-4031, Liege 

1. Hydrophilic Acrylic 
Intraocular Lens  2. 
Hydrophilic Acrylic 
Intraocular Lens with 
Chromosphores 

31-616-MD/2009-DC MD-616 28-01-2013 15-12-2015 

16.  M/s. Depuy Medidcal P. 
Ltd., Shed No. A1/50, 

M/s. Medous Internaional 
SARL, Chemin-Blanc 38, 

1. Moss Miami/ Spinal   
System Titanium Alloy 

31-1164-MD/2012-DC MD-1164 28-01-2013 15-12-2015 
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Paliki Room No. 1 to 9, 
100 Shed Area, Degam 
Road, G.I.D.C., Vapi, Tal: 
Pardi (Valsad)-396195. 

Le Locle, Switzerland 
2400, having 
manufacturing premises at 
M/s. Medos SARL, 
Chemin-Blanc 38, Le 
Locle, Switzerland 2400 

(Non-Sterile)  
 2. Expedium/ Spinal 
System Litanium Alloy 
(Non-Sterile) 
3.  Viper/Spinal System 
Titanium & Stainless Steel 
(Non-Sterile) 
4. Eagle Plus/ Anterior 
Cervical Plate System 
Titanium Alloy ( Non-
Sterile) 
5. Skyline/ Anterior 
Cervical Plate System 
Titanium Alloy (Non-
Sterile) 
6.  Swift Plus/ Anterior 
Cervical Plate System 
Titanium Alloy ( Non-
Sterile) 
7. Leopard/Spinal System, 
PEEK (Non-Sterile) 
8. Concorde/ Spinal 
System, PEEK (Non-
Sterile) 
9. X-mesh/ Expandable 
Cage System Titanium Ally 
(Non-Sterile) 
10. Surgical Mesh 
Titanium (Non-Sterile) 

17. M/s. Abbott Medical 
Optics Pvt. Ltd, No. 91, 
G.N.T. Road, 
Madhavaram, Chennai-
600 110. 

M/s. Abbott Medical 
Opticus Inc. (Formerly 
known as Advanced 
Medical Optics Inc.) 1700 
E.St., Andrew Place, Santa 
Ana, California 92705, 

1. Tecnis/Toric Multifocal 
1-Piece Intraocular Lens/ 
ZMT 150, ZMT225, 
ZMT300, ZMT400) 
2. Tecnis/Toric Monofocal 
1- Piece Intraocular Lens/  

31-17-MD/2006-
DC(Re-Reg 02) 

MD-17 28-01-2013 31-05-2016 
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USA having factory 
premises at M/s. AMO 
Groningen BV, Van 
Swietenalaan 5, 9728 NX 
Groningen, The 
Netherlands 
 

ZCT100, ZCT150, 
ZCT225, ZCT300, 
ZCT400) 

18. M/s. Cook India Medical 
Devices Pvt. Ltd., 4/249 
A, Rashim Enclave 
Poonamallee High Road, 
Goparasanallur, 
Kattupakkam, Chennai-
600056 

M/s. Cook Ireland Ltd., 
Halloran Road, National 
Technology Park, Limerick, 
Ireland 

1.  Echo Tip Ultra/ High 
Definition Endobronchial 
Ultrasound Needle/   
ECHO-HD-22-EBUS-O 
and ECHO-HD-22-EBUS-
P 

31-358-MD/2007 ( Re-
Reg 2010 ) (End 1) 

MD-358 28-01-2013 31-10-2014 

19. M/s. Globe Bio-Medicals, 
Room C/2, Juhu 
Appartment,   Near 
S.N.D.T. Coollage, Juhu, 
Mumbai-400049, Taluka: 
Andheri West, Distt.: 
Mumbai-Zone 6. 

M/s. Alco Advanced 
Lightweight Constructions 
GmbH, having factory 
premises at Teplitzerst. 5, 
14193 Berlin, Germany 
 

1. AlisCR L605/Rapamycin 
Eluting Coronary Stent 
System 
2. Alex R/Rapamycin 
Eluting Percutaneous 
Transluminal Coronary 
Angioplasty Cather 
 3. Alis 20/ Cardiac Stent 
 4. Alis 20/Sirolimus 
Coated Stent 
 5. Alex/Coronary 
Dilatation Catheter 
 

31-04-MD/2006-DC 
(Re-Reg-02) 

MD-04 28-01-2013 15-02-2015 

20. M/s. Zimmer India Pvt. 
Ltd., 14th Floor, Tower-5B, 
DLF Cyber Terrace, DLF 
Cyber City, Gurgaon-
122002 
 

M/s. Zimmer Inc, 1800 
West Center Street, 
Warsaw IN 46580, USA 
 

1.  Zimmer Natural Nail 
System/ Nail Fixation 
System-Stainless Steel 

31-170-MD-06-DC 
(Re-Reg 02) (End 09) 

MD-170 28-01-2013 31-07-2015 

21. M/s. Insightra Medical 
India Pvt. Ltd., Office 

M/s. Insightra Medical Inc., 
9200 Irvine Centre Drive, 

   1. Ultra IABP/Intra Aortic 
Balloon Catheter Kit/ 

31-971-MD/20110-DC MD-971 29-01-2013 31-12-2015 
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No.1, First Floor, Cosme 
Costa’s Nucleus, N.H. 17, 
Porvorim Bardz-Goa-
403521 

Irvine, CA 92618,USA 
having factory premises at 
M/s. Life Science 
Outsorucing Inc., 830, 
Challenger Street, Brea 
CA 92821, USA 
 

IMU7F-40, IMU7F-35, 
IMU7F-30, IMU7F-25, 
IMU7F-20 
   2. Freedp,/Inguinal 
Herina      Repair 

22. M/s. Optimus Pharma 
Consultimg,  
#1319, First Floor, 24th A 
Main, 9th Block, 
Jayanagar, Bangalore, 
Tal: 560069. 

M/s. Syntacoll GmbH, 
having factory premises at 
Donaustrabe 24, 93342 
Saal / Donau, Germany 

1. CollaGUARD/Collagen 
Membrance (Equine)/  9 
cm × 9 cm (FXEAE-011), 
9 cm × 4,5 cm (FXEBE-
011), 
4.5 cm × 4.5 cm (FXECE-
011), 
3,6 cm × 1,8 cm (FXEDE-
011, 
15 cm × 10 cm (FXEEE-
011), 
20 cm × 15 cm (FXEFE-
011), 
30 cm × 20 cm (FXEGE-
011) 

31-1108-MD/2012-DC MD-1108 30-01-2013 31-12-2015 

23. M/s. Abbott Healthcare 
Pvt. Ltd., 4 Corporate 
Park, Sion Trambay 
Road, Chembur, Mumbai-
400071 Maharashtra 
 
 

M/s. Abbott Vascular, 3200 
Lakeside Drive, Santa 
Clara, California 95054, 
USA 
 Having factory premises 
at M/s. Abbott Vascular, 
Cashel Road, Clonmel, 
County Tipperary, Ireland 
 

  1. Omnilink 
Elite/Peripheral Stent 
System ( Cobalt 
chromium) 

31-306-MD/07-DC 
(Re-Reg-10) (End 01) 

MD-306 30-01-2013 31-05-2013 

24.  M/s. Boston Scientific 
India Pvt. Ltd., C-41, 
Ground Floor, Okhla 
Industrial Area, Phase-II, 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, Natick MA 
01760-1537 USA having 

  1. Blazer Prime 
HTD/Temperaturea 
Ablation Catheters 
(Cadiac)/  P5031TH, 

31-1080-MD/2012-DC 
(End 01) 

MD-1080 30-01-2013 30-06-2015 
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New Delhi-110020. premises at M/s. Boston 
Scientific Corporation, 302 
Parkway, La Aurora, Costa 
Rica. 

P5031THK2, P5031THN4, 
P5086TH, P5086THK2, 
P5086THN4 
  2. Blazer Prime XP/ 
Temperaturea Ablation 
Catheters (Cadiac)/  
P4500TH, P4500THK2, 
P4500THN4, P4790HT, 
P4790THK2, P4790THN4, 
P4770THK2. 

25. M/s. Kirloskar 
Technologies Pvt. Ltd., D-
97-98, Ground Floor, 
Lajpat Nagar Part-I, New 
Delhi 110024 
 

M/s. InspireMD Limited, 3 
Menorat Hamaor St. Tel 
Aviv 67448, Israel 
 

  1. MGUARD Prime/ 
Coronary Stent System – 
(Cobalt Chromium) 

31-1137-MD/2012-DC 
(End 01) 

MD-1137 30-01-2013 14-06-2015 

26. M/s. India Medtronic Pvt. 
Ltd. Plot No. 609, 
Survey/Shed-188 (Part), 
Chamunda Comp., 
Kasheli Village, Dist. 
Thane, Bhiwandi 421301, 
Maharsathra 

M/s. Medtornic Sofamor 
Danek USA Inc, 1800 
Pyramid Place, Memphis 
TN 38132 having factory 
premises at M/s. Medtronic 
Sofamor Danek 
Manufacturing 2500, 
Silveus Crossing Warsaw, 
IN 46582 

  1. 
Vertex/Reconstruction 
System 
  2. CD Horizon/Spinal 
System 
  3. Atlantis/Anterior 
Cervical Plate Systm 
  4. Zephir/Anterior 
Cervical System 
  5. Atlas/Cable System 
  6. Bryan/Cervical  Disc 
System 
  7. LT-CAGE/Lumber 
Tapered Fusion Device 
  8.Prestige LP/Cervical 
Disc System 
  9. Pyramesh C/Titanium 
Mesh 
 10. Pyramesh/Implant 

31-69-MD/06-DC(Re-
Reg 02) 

MD-69 07-02-2013 31-01-2016 
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Systm 
 11. TSRH/Spinal 
System 
 12. UCSS/Screw Set 
 13. Coloado 2/ Spinal 
System 
 

27. M/s. Abbott Medical 
Optics Pvt. Ltd., No. 91, 
G.N.T. road, 
Madhavaram, Chennai - 
600110 

M/s. Abbott Medical Optics 
Inc. (Formerly Known as 
Advanced Medical Optic 
Inc.,) 1700 E.St. Andrew 
Place, Santa Ana, CA 
92705 USA having factory 
premises at M/s. AMO 
Puerto Rico Manufacturing 
Inc., Road 402 North, Km 
4.2, Anasco, PR 00610 
USA 

  1. Tecnis CL/Foldable 
Sillicone Posterior 
Chamber Intraocular Lens 
(IOL)/  ZN002 
  2. Sensar/Soff Acrylic 
Posterior Chamber 
Intraocular Lens (IoL)/  
AR40e, AR 40M. AR40E 
   3. 1-Pice Acrylic 
Posterior Chamber 
Intraocular Lens 
(IOL)/Sensar/ AAB00 
    4. Tecnis/Foldable 
Acrylic Intraocular Lens 
(IOL)/ ZA9003 
     5. Techis/1-Piece 
Acrylic Posterior Chamber 
Intraocular Lens (IOL)/  
ZCB00 
    6. Tecnis/Mulitfocal 1-
Piece Intraocular Lens 
(IOL)/: ZMB00  
  7. Tecnis/Mulitfocal 
Foldable Posterior 
Chamber Intraocular Lens 
(IOL)/ ZMA00 

31-18-MD/06-DC (Re-
Reg 02) 

MD-18 07-02-2013 31-05-2016 

28. M/s. India Medtornic Pvt. 
Ltd. Plot No. 609, 

M/s. Medtronic Ablation 
Frontiers LLC, having 

  1. Achieve/Mapping 
Catheter/ 990063-015, 

31-1030-MD/2011-DC MD-1030 07-02-2013 15-01-2016 
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Survery/Shed-188 (Part), 
Chamunda Comp., 
Kasheli Village, Dist 
Thane Bhiwandi-401301, 
Maharashtra. 
 

factory premises at 2210 
Faraday Avenue Suite 100 
Carlsbad, CA 92008  

990063-020 

29. M/s. 3M India Ltd., No. 
60/16, Huskur Road, 
Electronic City, 
Bangalore-560100 

M/s. 3M HealthCare, St 
Paul, Minnesota 55144-
1000, USA having 
manufacturing premises at 
M/s 3M HealthCare 
Manufacturing Limited, 
5500 Osanagi, Higshine-
Shi, Yamagata 999-3737, 
Japan 
 

  1. 3M Scotchcast 
Premium/ Casting Tape 

31-1169-MD/2012-DC MD-1169 07-02-2013 15-01-2016 

30. M/s. Cook India Medical 
Deveices Private Limited, 
4/249 A, Rasim Enclave, 
Poonamallee High Road, 
Goparasanallur, 
Kattupakkam, Chennai-
600056. 
 

M/s. Cook Ireland Ltd, O' 
Halloran Road, National 
Technology Park, Limerick, 
Ireland 
 

  1. Injekt/ Flexible Injection 
Needle (Cysto)/ IC-607023 

31-358-MD/2007 (Re-
Reg 10) (End 02) 

MD-358 11-02-2013 31-10-2014 

31. M/s. Zimmer India Pvt. 
Ltd., Plot No. B & B1, 
Vanijya Nikunj, 7th Floor, 
Enkay Tower, Udyog 
Vihar, Phase-V, Gurgaon-
122016 

M/s. Zimmer Trabecular 
Metal technology Inc, 10 
Pomeroy Road, 
Parsippany, New Jersy 
07054, USA 
 

  1. Tabecular Metal TM-S 
Fusion Device/Spinal 
Fusion 

31-594-MD/2009-DC 
(Re-Reg 2011) (End 
02) 

MD-594 11-02-2013 31-01-2015 

32. M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 
Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 
Distt.- Thane. 

M/s. Cordis Corporation, 
14201, North West, 60th 
Avenue, Miami Lakes, 
Florida, 33014, USA 
 Having factory premises 

  1. POWERFLEX PRO/ 
Percutaneous 

31-115-MD/2006-DC 
(Re-Reg 02) (End 03) 

MD-115 11-02-2013 14-01-2016 
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at M/s. Cordis de Mexico 
SA, de C.V., Calle Circuito 
Interior Norte # 1820, 
parque Industrial 
Salvarcar, Ciudad Juarez, 
Chihuahua 32575, Mexico 
 

33. M/s. Baush & Lomb Eye 
Care (I) Pvt.Ltd., Plot No. 
13, Sector-34, Gurgaon 

M/s. Baush & Lomb 
Incorporated, 1400 North 
Goodman Street, 
Rochester, NY 14609, 
USA having Factory 
premises at M/s. Baush & 
Lomb Icorporated, 21 Park 
Place Boulevard, North 
Clearwater, FL 33759 USA 

 1. SofPort/ Aspheric Intra 
Ocular Lens (Ultraviolet 
Light Absorbing)/ L161 SE, 
L16 1 AO 
  2. Akreos/Aspheric Intra 
Ocular Lens (Ultraviolet 
Light Absorbing)/ adapt-ao 
  3. Akreos/ Micro Incision 
Intra Ocular Lens 
(Ultraviolet Light 
Absorbing)/ MI60 
  4. enVista/ Hydrophobic 
Acrylic Intraocular Lens 
(Ultraviolet Light 
Absorbing)/  MX60  
 

31-11-MD/06-DC (Re-
Reg 02) 

MD-11 11-02-2013 16-01-2013 

34. M/s Vascular Concepts 
Ltd., 7c, Doddaballapur 
Industrial Estate, 
Doddaballapur, Bangalore 
- 561203 

M/s. QualiMed Innovative 
Medizinprodukte GmbH, 
Boschstraβ 16, 21423 
Winsen, Germany 
 

 CLOT-VAC/ Thrombus 
Aspiration Catheter (Non-
Sterile) 

31-1185-MD/2012-DC MD-1185 19-02-2013 31-01-2016 

35. M/s. Depuy Medidcal P. 
Ltd., Shed No. A1/50, 
Paliki Room No. 1 to 9, 
100 Shed Area, Degam 
Road, G.I.D.C., Vapi, Tal: 
Pardi (Valsad)-396195 

M/s. DePuy Orthopaedics 
Inc, 700 Orthopaedic 
Drive, Warsaw, Indiana 
46581-0988, USA  having 
factory premises at M/s. 
DePuy Orthopaedics Inc, 
325 Paramount Drive, 

1. Duraloc/ Cancellous 
Bone Screws                                  
2. Sigma/ Knee 
Replacement System                                     
3. DePuy MBT Revision/ 
Tibial tray, Step Wedge & 
Sleeve                                       

31-128-MD/2006-DC 
(Re Reg.02) 

MD-128 19-02-2013 14-04-2016 



13 

 

Raynham, massachusetts 
02767, USA 
 

4. LPS/ Hinge Tibial Insert     
5. Sigma/ High 
Performance Partial Knee 
System 

36. M/s. Becton Dickinson 
India Private Limited, No. 
34, Assisi Nagar, West 
Thottam, Madhavram, 
Chennai-51 
 

M/s. Becton Dickinson & 
Co., Belliver Industrial 
Estate, Plymouth Devon, 
PL6 7BP, UK 

BD Vacutainer 
PrecisionGlide/ Multi 
Sample Needles 

31-722-MD/2009-DC 
(Re Reg. 01) 
 

MD-722 19-02-2013 14-04-2016 

37. M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 
Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 
Distt.- Thane. 

M/s. Ethicon LLC, Road 
183 Km 8.3, San Lorenzo, 
Puerto Rico 100754, USA 

Ethilon/ Suture W/ WO 
Needles (Nylon) Non-
Absorable                                           
2. Nurolon/ Suture W/ WO 
Needles (Nylon) Non-
Absorable                                                              
3. Ethibond Excel/ Suture 
W/ WO Needles (Polyster) 
Non-Absorable                              
4. Prolene/ Suture W/ WO 
Needles (PolyProylene) 
Non-Absorable                                       
5.Mersilene/ Suture W/ 
WO Needles (Polyster) 
Non-Absorable                                       
6. Suture W/ WO Needles 
(Surgical Stainless Steel) 
Non-Absorable                                 
7.  Pronova/ Suture W/ 
WO Needles {Poly 
(Hexafluoropropylene-
VDF)} Non-Absorable              
8. Mersilk/ Suture W/ WO 
Needles (Braided/ Virgin 
Silk) Non-Absorable                                    

31-738(A)-MD/2009-
DC (Re Reg.01) 

MD-
738(A) 

19-02-2013 29-02-2016 
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9. Surgical/ Hemostat 
(Oxidized Regenerated 
Cellulose) Non-Absorbable                         
10.Interceed (TC7)/ 
Adhesion Barrier 
(Gynaecological) 
Absorbable                                       
11. Prolene/ Soft Mesh 
(Polypropylene) Non-
Absorbable                         
12. Gynemesh PS/ Soft 
Mesh (Polypropylene) 
Non-Absorbable                                 
13. Dermabond/ Topical 
Skin Adhesive                  
14. Dermabond Advanced/ 
Topical Skn Adhesive                               
15. Dermabond Prineo/ 
Skin Closure System    
 

38. M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 
Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 
Distt.- Thane. 

M/s. Biosense Webster 
Inc., 3333 Diamond 
Canyon Road, Diamond 
Bar, CA 91765, USA 
having factory premises at 
M/s. Biosense Webster 
Inc., Circuito Interior Norte, 
# 1820, Parque Industrial 
Salvcar, Juracez, 
Chihuaha, Mexico 32599 

Webster/ Fixed Curve 
Catheter                                               
2. Celsius/ Deflectable Tip 
Catheter                                 
3. Celsius DS/ Deflectable 
Tip Catheter                                                                                                
4. Celsius Thermocol/ 
Deflectable Tip Catheter                  
5. Navistar/ Deflectable Tip 
Catheter                                                          
6. Navistar Thermocol/ 
Deflectable Tip Catheter                    
7. Webster/ Deflectable Tip 
Catheter  
Lasso/ Deflectable Tip 

31-119-MD/2006-DC 
(Re Reg.02) 

MD-119 19-02-2013 31-05-2016 
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Catheter                                            
9. Lasso 2515 NAV 
Variable/ Deflectable Tip 
Catheter                            
10. Websters CS/ 
Deflectable Tip Catheter                                              
11. Thermo Cool SF/ 
Deflectable Tip Catheter                            
12. Preface/ Guiding 
Sheath                 
 

39. M/s. Inmito meditech 
Private Limited, 216-A, 
Humayun Pur, Safdarjung 
Enclave, New Delhi-
110029 

M/s. Tricumed 
Medizintechnik GmbH, 
Rontgenstrabe 7a, 24143, 
Kiel, Germany 

1. Porthales  4000/ 
Implantable port sytem 
with catheters                                 
2. (IP 1000V/IP 2000V / 
Implantable infusion 
pumps with Catheters 
 

31-1075-MD/2012-DC MD-1075 19-02-2013 30-01-2016 

40. M/s. Cook India Medical 
devices Private Limited, 
4/249A, Rasim Enclave 
Poonamallee High Road, 
Goparasanallur, 
Kattupakkam, Chennai-
600056 
 

M/s. Cook Ireland Limited, 
O'Halloran Road, National 
Technology Park, Limerick, 
Ireland 

EchoTip ProCore/ 
Ultrasound Biopsy Needle 
(High Definition) / ECHO-
HD-19-C, ECHO-HD-22-C, 
ECHO-HD-25-C 

31-358-MD/2007-DC 
(Re-Reg. 2010) End 
01 
 

MD-358 22-02-2013 31-10-2014 

41. M/s. Edwards 
Lifesciences (India) 
Private Limited, Plot No.-
70, A-23, Ground Floor, 
Rama Road Industrial 
Area, New Delhi - 110015 

M/s. Edwards Lifesciences 
AG, Altsagenstrasse 14, 
CH-6048 Horw, 
Switzerland 

1. Carpentier Edwards® 
Perimount/ Tissue 
Valve-Arotic (Bovine)/ 
2900                                          

2. Carpentier-Edwards® 
Perimount  Plus®/ 
Tissue Vlave-Mitral 
(Bovine)/ 6900P, 
6900PTFX 

31-89-MD/2006-DC 
(Re-reg. 02) 
 

MD-89 25-02-2013 15-02-2016 
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3. Carpentie-Edwards® 
Perimount Magna®/ 
Tissue Vlave-Aortic 
(Bovine)/ 3000/ 
3000TFX 

4. Carpentier -Edwards® 
Perimount Magna®/ 
Tissue Valve-Mitral 
(Bovine)/ 7000TFX 

5. Carpentier-Edwards® 
Perimount Magna® 
Ease™/ Tissue Vlave-
Mitral (Bovine)/ 
7300TFX 

6. Carpentier-Edwards® 
Perimount Magna® 
Ease™/ Tissue Valve-
Aortic (Bovine)/ 
3300TFX 

7. Carpentier-Edwards 
Calssic®/ Annuloplasty 
Rings-Mitral (Titanium)/ 
4400 

8. Carpentier-Edwards 
Classic/ Annuloplasty 
Rings- Tricuspid 
(Titanium)/ 4500 

9. Cosgove-Edwards® 
Classic/ Annuloplasty 
Rings- Mitral (Barium 
Sulfate impregnated 
with Silicon Rubber)/ 
4600 

10. Carpentier-Edwards 
Pgysio/ Annuloplasty 
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Rigs- Mitral (Elgiloy)/ 
4450, 5200S 
 

42. M/s. Shah Distributors # 
37, 1dt Floor, Shah 
Mansion, Station Road, 
Opp-Clock Tower, 
Davangere-577001, 
Karnataka 

M/s. Micromed s.r.l., con 
sede in  00141, Italia, Viale 
Valpadana, 126, B/2, 
Codice Fiscale - 
073265770581 

 1.PDMS/ Silicon Oil 
(Polydimethysiloxane)             
2.MICRO SF6 Itraocular 
Gas (Sulphur 
Hexafluroide)                           
3.MICRCO C3F8/ 
Intraouclar Gas 
(Octafluoropropoane)                   
4.SILIBEND/ Silicon 
Rubber Stripes 
 

31-1217-MD/2012-DC MD-1217 26-02-2013 15-02-2016 

43. M/s. Baxter (India) Pvt. 
Ltd., 2nd Floor, Tower-C, 
Building No.8, DLF Cyber 
City, DLF Phase-II, 
Gurgaon – 122 002 

M/s. Baxter Healthcare 
Corporation 17511, 
Armstrong Avenue, Irvine, 
California 92614, USA 

2C 1154KP/ CE Multirate 
Infusor SV 1.0, 2.0, 3.0 
ml/h                                2. 
2C 1155KP/ CE Multirate 
Infusor 2.0, 3.0, 5.0 ml/h                                           
3.2C 9961K/ CE Multirtae 
Infusor LV 5,7,12 ml/h                                          
4. 2C1702KP/ CE Infusor 
SV 2 ml/h                          
5.2C1087KP/ CE Infusor 
LV 1.5ml/h                                   
6. 2C1008KP/ CE Infusor 
LV 2 ml/h                             
7. 2C1009KP/ CE Infusor 
LV 5 ml/h                           
8. 2C1063KP/ CE Infusor 
LV 10 ml/h                                       
9.  2C 1067K/ CE Patient 
Control module 2 ml                                                     
10.2C 1079K/ CE Infusor 
Patient Control Module 0.5 

31-719-MD/2009-DC  MD-719 26-02-2013 14-02-2014 
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ml                                           
11.  2C 1073KJP/ CE Half 
Day Infusor 5 ml/h  
 

44. M/s. Becton Dickinson 
India Pvt. Ltd., No. 34, 
Assisi Nagar, West 
Thottam, Madhavram, 
Chennai – 51 

M/s. Becton Dickinson 
France SAS, BD Medical-
Pharmaceutical Systems, 
11 rue Aristide Berges, 
BP4, 38001 Le Pont-de-
Claix Cedex, France 
having factory premises at 
M/s. Becton Dickinsonde 
Mexico S.A. de C.V. Aut. 
Mexico-Queretaro K.M. 
37.5, Parque Industrial 
Cuamatla Cuautitlan 
Izcalli, Esttado de Mexico, 
C.P. 54730, Mexico 
 

Prefiiable Glass Barrel with  
needles/  (BD Hypak™) 

31-1226-MD/2012-DC MD-1226 26-02-2013 31-01-2016 

45. M/s. Coloplast India 
Private Limited, G-8, 1st 
Floor, G-Block, Above 
HDFC Bank, Hauz Khas 
Market, new Delhi-110016 

M/s. Coloplast A/S, 
Holtedam 1, 3050 
Humlebaek-Denmark  
having factory premises at 
M/s. Coloplast Hungary 
KFT, Barina Street 1, 2890 
Tata, Hungary 
 

1. Comfeel Plus/ Dressing                                 
2. Biatain/ Foam Dressing                                             
3. Biatain/ Silver Dressing                                        

3-1124-MD/2012-DC MD-1124 26-02-2013 31-01-2016 

46. M/s. Nanz Med SCIENCE 
Pharma (P) Ltd., P-17, 
IInd Floor, Pandav Nagar, 
Delhi - 110092 

M/s. Mediprep Inc., 8-875, 
Wilson Road South, Unit# 
8, Oshawa, Ontario L1H, 
8B1, Canada 

Isopropyl Alcohool Prep 
Pads 

31-998-MD/2011-DC MD-998 26-02-2013 31-01-2016 

47. M/s. Surgiplus, No. 02, 5th 
Cross, Gnanaprakasam 
Nagar, Puducherry – 
605008 

M/s. TOP Surgical Taiwan 
Corp., 40, Huazhong RD, 
Daliao Dist., Kaohsiung 
City 831, Taiwan (R.O.C.) 

TOP/ Sterile Hypodermic 
Syringes with Needle (for 
single use)                                   
2. TOP/ Sterile 

31-602-MD/2008-DC 
(Re Reg.01) 

MD-602 26-02-2013 31-01-2016 
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Hypodermic Syringes 
without Needle (for single 
use)  
 

48. M/s. 3M India Ltd., Survey 
No. 48/3, K No. 
927/912/897, 
Hongasandra Village, 
Hosur Road – Bangalore - 
560068 

M/s. 3M Thailand Ltd., 12 
Floor, Serm-Mit Tower, 
159 Asoke-Montri Road, 
Klongtoey-Nua, wattana, 
Bangkok 10110, Thailand 
having factory premises at 
M/s. 3M Thialnad Ltd., 
53/1 Moo 1, Soi 
Sukhapibarn 2, Tambol 
Rahaeng, Amphur 
Lardloomkaew, 
Pathumthani 12140, 
Thailand 
 

3M Soft Cloth Dressing 
with pad/ Surgical 
Dressing 

31-886-MD/2010-DC MD-886 26-02-2013 31-01-2016 

49. M/s. Allergan Healthcare 
India Private Limited, Shri 
Arhiant Comp., Bldg. No. 
H-1, Gala NO. 10, Thane-
Bhiwandi Road, Dist 
Thane Bhiwandi 421302, 
Maharashtra 

M/s. TSK Laboratory 
Japan, 2-1-5, Hirayangi 
Cho., Tochigi Shi 
Tochigiken 328-0012, 
Japan having factory 
premises at M/s. TSK 
Laboratory, Japan, Soja 
No. 1 Factory 1485-11 
Soja-Machi, Tochigi-Shi, 
Tochigi-Ken, 328-0002, 
Japan 
 

TSK Steriject Premium/  
Disposable Hypodermic 
Needle 
 

31-1098-MD/2012-DC MD-1098 26-02-2013 31-01-2016 

50. M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg. No. 
B, Gala No. 1-10, Prerna 
Complex, Anjur Phata, 
Dapoda Road, At Val 

M/s. B. Braun Melsungen 
AG, Carl-Braun-Str, 1, 
34212 Melsungen, 
Germany having factory 
premises at M/s. B. Braun 

1. Dosifix / Volume control 
IV Administration sets for 
gravity infusions              2. 
Sangofix     / Blood 
adminsitration sets                                   

31-147-MD/2006-DC 
(Re Reg.02) 

MD-147 01-03-2013 15-02-2016 
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Village, Bhiwandi 421302, 
Maharashtra 

Medical Industries Sdn. 
Bhd. Bayan Lepas Free 
Industrial Zone, 11900, 
Penang Malaysia 

3. Vasofix Braunule, 
Vasofix Certo, Vasofix 
Safety, Introcan, Introcan-
W, Introcan Certo, 
Introcan-W Certo, Introcan 
Safety, Introcan Safety-W 
Introcan Safety 3/ IV 
Cannulae                                
4. Needles for epidural 
anesthesia                                     
5. Spinal Introducer/ Spinal 
Needle for spinal and 
diagnostic puncture 
 

51. M/s. Johnson & Johnson 
Ltd., A-1/50, room No. 2, 
100 Shed Area, G.I.D.C., 
Vapi, Tal: Pardi (Valsad), 
Maharashtra 

M/s. DePuy Orthopaedics 
Inc, 700 Orthopaedic 
Drive, Warsaw, Indiana 
46581-0988, USA having 
factory premises at M/s. 
DePuy International 
Limited, St. Anthony's 
Road, Leeds, West 
Yorkshire, LS11 8DT, UK 

1. Pinnacle - Hip 
Replacement System-
Acetabular Shell & Metal 
Insert  (Titanium Alloy)                                         
2. S-ROM/ Hip 
Replacement System-
Femoral Heads (Co-cr & 
Ceramic)                              
3. Duraloc (Acetabular 
Cup) -Marathon 
(Acetabular Liners)/ Hip 
Replacement System-
Acetabluar Cup, 
Acetabular Liners 
(UHMWPE & Ti-6AI-4V)                   
4. Articul/eze/ Hip 
Replacement System - 
Femoral Heads (Ceramic)                                      
5. LCS/ Complete Knee 
System (Co-cr-Mo Alloy & 
UHMW-PE) 

31-1088-MD/2011-DC MD-1088 01-03-2013 15-12-2015 
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52. M/s. Venus Medical 

Products, 423, Sant 
Nagar, East of Kailash, 
New Delhi – 110065 

M/s. Lenstee (Barbados) 
Inc., Airport Commercial 
Centre, Pilgrim Road, 
Christ Chruch BB 17092 
 

Posterior Chamber 
Intraocular Lense 

31-1111-MD/2012-DC 
(End.01) 

MD-1111 01-03-2013 30-04-2015 

53. M/s. India Medtronic 
Private Limited, Plot No. 
609, Survey/Shed-188 
(Part), Chamunda Comp. 
Kasheli Village, Dist-
Thane, Bhiwandi-421301 

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis, MN 55432, 
USA  having factory 
premises at M/s. Medtronic 
Perfusion Systems, 7611 
Northland Drive, 
Minneapolis, MN 55428, 
USA 

1. DLP/ Pressure 
Monitoring Catheter                                                 
2. DLP/ Pressure Catheter 
Placement Set                                       
3.Bio-Medicus/ Femoral 
Venous Cannula                                      
4. Carpentier Bi-Caval, 
DLP/ Femoral Venous 
Cannula                           5. 
Gundy, MiRCSP, DLP/ 
Femoral Venous Cannnula                            
6. DLP/ Retrogrdae 
Cannula                  7. VC2/ 
Mulitstage Venous 
Cannula                                             
8. MC2, MC2X, TM/ 
Multistage Venous 
Cannula                        9. 
Ultraflex/ Multistage 
Venous Cannula                                       
10. DLP/ Single Stage 
Venous Cannula                                  
11. DLP/ Vessel Cannula                  
12. DLP/ Arteriotomy 
Cannula                              

31-68-MD/2006-DC 
(Re Reg.02) 

MD-68 01-03-2013 15-02-2016 

54. M/s. India Medtronic Pvt. 
Ltd., Plot No. 609, Survey/ 
Shed-188 (Part), 
Chamunda Comp., 

M/s. Medtronic Sofamore 
Danek, USA Inc., 1800 
Pyramid Place, Memphis 
TN 38132 having factory 

Infuse/ Bone Graft 31-69B-MD/2006-DC 
(Re Reg.02) 

MD-69B 06-03-2013 14-04-2016 



22 

 

Kasheli Village, Dist. 
Thane Bhiwandi 421301, 
Maharashtra 

premises at M/s. Medtronic 
Sofamore Danek, USA 
Inc., 4340 Swinnea 
Memphins TN 38118 
 

55. M/s. Boston Scientific 
India Private Limited, C-
41 Ground Floor, Okhla 
Industrial Area, Phase-II, 
New Delhi-110020 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, natick, MA 
01760, USA having factory 
premises at M/s. Boston 
Scientific  Corporation, 302 
Parkway, Global Park, La 
Aurora, Heredia, Costa 
Rica 
 

Rotawire and WireCup 
Torquer/ Guidewire/ 
22196-003, 22824-002, 
23239-001 

31-1080-MD/2012-DC 
(End.02) 

MD-1080 06-03-2013 30-06-2015 

56. M/s. J.K. Ansell Limited, 
Plot No. G 35 & 36, 
MIDC, Waluj, 
Aurangabad-431136 

M/s. Fuji Latex Co. 
Limited, 3-19-1 Kanda 
Nishiki-Cho, Chiyoda-Ku, 
Tokyo 101-0054, Japan 
having factory premises at 
M/s. Fuji Latex Co. 
Limited, Tochigi Plant 150 
KO-Machi, Tochigi-Shi, 
Tochigi Prefecture, Japan 
328-0006 
 

Kamasutra-Glow in The 
Dark/ Kamasutra Glow in 
the Dark-Pink 
 

31-1103-MD/2012-DC MD-1103 06-03-2013 15-02-2016 

57. M/s. Stryker India Pvt. 
Ltd., Khasra No. 191-193, 
Firs Floor, Asola Village, 
Fatehpur Beri, New Delhi 

M/s. Howmedica 
Osteonics Corporation, 
325 Corporate Drive 
Mahwah, New Jersey 
07430, USA having factory 
premises at M/s. Stryker 
Ireland Ltd., IDA Indutsrial 
Estate, Carrigtwohill Co., 
Cork, Ireland 

Total Hip Replacement 
System  
1.Trident 
2. Screw 
3. Synmax Hip Stem 
4.Alumina, Delta 
5.Uni ADAPTOR Sleeve 
6. Restoration Modular Hip 
System 

31-180-MD/2006-DC 
(Re Reg.02) 

MD-180 08-03-2013 14-03-2016 
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7.Femoral Head 
8. Accolade 
9.  Omnifit 
10. ABG Total Knee 
Replacementt System  
12.Scorpio                       
Recon & Trauma Cable 
System  
13.Dall Miles 

58. M/s. Becton Dickinson 
India Private Limited, No. 
34, Assisi Nagar, West 
Thottam, Madhavram, 
Chennai-51 

M/s. Becton Dickinson SA, 
Ctra. Mequinenza s/n 
22520 Fraga, Huesca, 
Spain 

BD Emerald PRO/ 
Hypodermic Syringes (with 
needles) 

31-1033-MD/2011-DC 
(Re Reg.01) End 02 
 

MD-1033 13-03-2013 31-03-2015 

59. M/s. Stryker India Pvt. 
Ltd., Khasra No. 191-193, 
First Floor, Asola Village, 
Fatehpur Beri, New Delhi 

M/s. Stryker 
Neurovascular, 47900 
Bayside Parkway, Fremont 
CA 94538, USA having 
factory premises at M/s. 
Stryker Neurovascular, 
2405 West Orton Circle, 
West Valley, UT 84119, 
USA 
 

Synchro/ Guidewires 31-1261-MD/2012-DC MD-1261 13-03-2013 15-02-2016 

60. M/s. Carl Zeiss India 
(Bangalore) Pvt. Ltd., Plot 
No.3, Jigani LINK Road, 
Bommsandra Industrial 
Area, Bangalore - 560099 

M/s. Carl Zeiss Meditec 
AG, Goeschwitzeratrasse 
51-52, 07745 Jena, 
Germany having factory 
premises at M/s. Carl 
Zeiss Meditec AG, Max-
Dohrn-strasse 8-10, 10589 
Berlin, Germany 
 

Posterior Chamber 
Intraouclar Lens 
(pseudophakic) 

31-1202-MD/2012-DC MD-1202 13-03-2013 29-02-2016 

61. M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 

M/s. Mentor, 3041 Skyway 
Circle North, Irving, Texas 

1.Mentor/ Gel Breast 
Implants/ Smooth Round 

31-1064-MD/2011-DC 
(End 01) 

MD-1064 13-03-2013 30-06-2015 
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Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 
Distt.- Thane. 

75038, USA Moderate Gel Filled Breast 
Implant & Siltex Round 
Modertae Gel Filled Breast 
Implant 
 

 

62. M/s. Vygon India Private 
Limited, B-17, Sector-34, 
Infocity, Gurgaon 

M/s. Vygon GmbH & Co., 
KG Pragar Ring 100, 
52070 Aachen, Germany 

1. Leaderflex/ Single Lumen 
Seldinger Catheter 
2. Mutican/ Multi Lumen 
Seldinger Catheter 
3. Multistar/ Multi Lumen 
Seldinger Catheter 
4. Lifecath/ Implantable 
Catheter 
5. Dualyse/ Double Lumen 
Dialysis Catheter 
6. Trilyse Cath/ Triple Lumen 
Dialysis Catheter 
7. Premicath/ Single Lumen 
Catheter 
8. Nutriline/ Single Lumen 
Catheter 
9. Epicutaneo Cava Catheter/ 
Epicutaneo Catheter Single 
Lumen 
10. Lifecath PICC/ Peripheral 
Single Lumen Catheter 

 

31-195-MD/2006-DC 
(Re-Reg.  02) 
 

MD-195 13-03-2013 29-02-2016 

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

M/s DISA Vascular (Pty) 
Ltd., Building 3, The 
Waverley Park, Wyecroft 
Road, Mowbray, South 
Africa 7700 
 

SolarFlex / Coronary Stent 
System (Cobalt-
Chromium) 

31-895-MD/2010-DC MD-895 14-03-2013 15-02-2016 

64. M/s. Globus Medical India 
Private Limited, 14/Old 
No. 8, 11th Cross Street, 
Shastri Nagar, Adyar, 

M/s. Valley Forge 
Business Center, 2560 
General Armistead 
Avenue, Audubon, PA 

1. Sustain/ Spacer     
2. Sustain/ Radiolucent 
Spacer 
3. Protex/ Stabilization 

31-277-MD/2006-DC 
(Re Reg.02) 
 

MD-277 22-03-2013 29-02-2016 
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Chennai-600020 19403, USA System (which includes 
Accurod) 
4. Assure/ Anterior 
Cervical Plate System 
5. Protex-CT/ CT 
Cervicothoracic Spinal 
System (which also 
includes CT Additional 
Implants) 
6. Xpand/ Corpectomy 
Spacer 
7. Xpand/ Radiolucent 
Corpectomy Spacer 
8. H-Link,/ Intergardted 
Rod 
9. Revere/ Satbilization 
System (which also 
includes Uniplanar Screws, 
Additional Implants, Sacral 
Plates) 
10. Transition/ Stabilization 
System     
11. Revolve/ Stabilization 
System (which also 
includes Additional 
Implants) 
12. VIP/ Anterior Cervical 
Plate System 
13. Corridor/ Fixation 
System 
14. Secure/ C Cervical 
Artificaial Disc 
15. Retain/ Radiolucent 
Spacer 
16. NIKO/ Corpectomy 
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Spacer 
17. Patriot/ Spacer (which 
also includes signature 
TLIF Spacer) 
18. Relieve/ Laminoplasty 
Fixation System 
19. Oalition/ Spacer 
20. Microfuse/ Bone Void 
Filler (which includes Bone 
Void  Filler  with Spine 
indication) 
 

65. M/s. Prkamya Visions, 
Shop No.-101, Ist Floor, 
Aggarwal Shopper Plaza, 
Opposite Block-I, Rohini 
Sector-26, Delhi – 110085 
 

M/s. Tekia Inc., 17, 
Hammond Suite 414 Irvine 
CA 92618, USA 

Tek Lens II/ Three Piece 
Hydrophilic Acrylic Intra 
Ocular Lenses (Foldable) 

31-385-MD/2008-DC 
(Re Reg.2011) 

MD-385 22-03-2013 29-02-2016 

66. M/s. Depuy Medidcal Pvt. 
. Ltd., Shed No. A1/50, 
Paliki Room No. 1 to 9, 
100 Shed Area, Degam 
Road, G.I.D.C., Vapi, Tal: 
Pardi (Valsad)-396195. 

M/s. DePuy Orthopaedics 
Inc., 700 Orthopaedic 
Drive, Warsaw, Indiana 
46582, USA having factory 
premises at M/s. DePuy 
Orthopaedics Inc., Depuy 
Motion SARL, Chemin-
Blane 38, Le Locle, CH-
2400, Switzerland 
 

1.DVR/ Distal Volar Radius 
Anatomical System (Non-
Sterile)              2.F3/ 
Fragment Plating System 
(Non-Sterile)                            
3.DNP Dorsal Nail Plating 
Anatomical System (Non-
Sterile)               

31-1265-MD/2013-DC MD-1265 22-03-2013 29-02-2016 

67. M/s. Sandor Medicaids 
Pvt. Ltd., D. No. 8-2-
326/5, Ground Floor, 
Road No. 3, Banjara Hills, 
MCH Circle-10, Mandal, 
Hyderabad  Dist. -  
500034 

M/s. Genzyme 
Biosurgergy, A Division of 
Genzyme Corportaion, 
1125 Pleasant View 
Terrace, Ridgefiled., NJ 
07657, USA 
 

Synvisc & Synvisc one/ 
Hylan Polymer A & B G-F 
20 Prefilled Syringe-8mg/ 
ml 

31-1240-MD/2012-DC MD-1240 22-03-2013 29-02-2016 
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68. M/s. Apothecaries Private 
Limited, 579 Devli, east 
Sainik Farms, New Delhi-
110062 
 

M/s. Hoya Corporation, 2-
7-5, Naka-Ochiai, 
Shinjuku-Ku, Tokyo 161-
8525, Japan 
Having factory premises at 
M/s. Hoya Medical 
Singapore Pte Limited, 
455A, Jalan Ahmad 
Ibrahim 639939, Singapore 
 

HOYA iSert Toric 
/ Foldable Intra Ocular 
Lens 

31-701-MD/2009-DC 
(Re Reg.01) End.01 
 

MD-701 26-03-2013 30-11-2015 

69. M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg. No. 
B, Gala No. 1-10, Prerna 
Complex, Anjur Phata, 
Dapoda Road, At Val 
Village, Bhiwandi 421302, 
Maharashtra 

M/s. B. Braun Melsungen 
AG, Carl-Braun-Str. 1, 
34212 Melsungen, 
Germany having factory 
premises at M/s. B. Braun 
Melsungen AG, Vascular 
Systems, Sieversufer 8, 
12359 Berlin, Germany 

1. Catheter (Model Name: 
SeQuent Please) 
2. Catheter (Model Name: 
SeQuent, SeQuent II) 
3. Cardiac Stent (Model 
Name: Coroflex 
4. Cardiac Stent (Model 
Name: Coroflex Blue, 
Coroflex Blue Ultra, 
Coroflex Blue Neo 
5. Drugs Eluting Stent 
(Brand Name: Coroflex 
Please) 
6. Disposable Hypodermic 
Needle (Brand Name: 
Inradya) 
7. Catheter (Brand  Name: 
Arteriofix) 
 

31-687-MD/2009-DC 
(Re Reg.01) 

MD-687 04-04-2013 30-11-2015 

70. M/s. Alcon Laboratories 
India Private Limited, Unit 
No. 502, Tower "D", 5th 
Floor, RMZ Infinity, 
Benniganahalli, Old 
Madras Road, Bangalore-

M/s. Alcon Laboratories 
Inc, 6201 South Freeway, 
Fort Worth, Texas 76134, 
USA 

Multifocal Acrylic Foldable  
Intraocular Lenses/ 
AcrySof IQ Restor 

31-16-MD/2006-DC 
(Re-reg. 02) End 02 
 

MD-16 04-04-2013 31-07-2015 
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560016 
 

71. M/s. Abbott healthcare 
Private Limited, 4 
Corporate Park, Sion 
Trombay Road, Chembur, 
Mumbai-400071 
 

M/s. Abbott Vascular, 3200 
Lakeside Drive, Santa 
Clara, California 95054, 
USA 
 Having factory premises 
at M/s. Abbott Vascular 
26531 Ynez Road, 
Temecula, california 
92591, USA 

1. RX Acculink/ Carotid 
Stents Systems                           
2. XACT/ Carotid Stents 
Systems                   3. 
Accunet/ Embolic 
Protection Systems                                            
4. Emboshield NAV6/ 
Embolic Protection System 
5 Absolute/ Peripheral 
Stenmts System (Self-
Expanding)                                
6. Herculink elite/ 
Peripheral Stents System 
(Balloon Expandable)                             
7. Viatrac 14 Plus/ 
Peripheral Dialation 
Catheters                                            
8.Veripath/ Peripheral 
Guiding Catheters                             
9. Hi-Torqu/ Guidewire 
10.Bare Wire/ Guide Wire 
 

31-256(A)-MD/2006-
DC (Re Reg.02) 
 

MD-256 
(A) 

04-04-2013 30-04-2016 

72. M/s. Boston Scientific 
India Pvt Ltd., C-41 
Ground Floor, Okhla 
Industrial Area Phase-II, 
New Delhi-110020 

M/s. Boston Scientiifc 
Corporation One Boston 
Scientific Place, Natick, 
MA 01760, USA having 
factory premises at M/s. 
Boston Scientific 
Corporation, 5905, Nathan 
Lane, Plymouth, MN 
55442, USA 

1. Kinetix/ Guidewire 
2. Journe/ Guidewire 
3. Epic/ Peripheral Stent 
System Self-Expanding 
(Nitinol)  
4. Adapt Monorai/ Carotid 
Stent System Self-
Expanding (Nitinol) 
5. Acuity Break-Away/ 
Coronary Guide Catheter 
 

31-164-MD/2006-DC 
(Re-Reg.02)  
 

MD-164 05-04-2013 14-06-2016 
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73. M/s. Edwards Life 
Sciences (India) Pvt. Ltd., 
Plot No. 70, A-23, ground 
Floor, Rama Road 
Industrial Area, New Delhi 
- 110015 

M/s. Edwards Lifesciences 
LLC, One Edwards Way, 
Irvine CA 92614, USA 
 

1. Carpentier-McCarthy-
Adams IMR ETlogix/ 
Annuloplasty Ring-Mitral 
(Titanium Alloy)/ 4100 
2. Geo Form/ Annuloplasty 
Ring Mitral (Titanium 
Alloy)/ 4200 
3. Carpentier-Edwards 
Classic Annuloplasty Ring/ 
Annuloplasty Ring-Mitral 
(Titanium),/ 4400 
4. Carpentier-Edwards 
Classic/ Annuloplasty 
Ring-Tricuspid (Titanium)/ 
4500 
5. Carpentier-Edwards 
Physio/ Annuloplasty Ring-
Mitral (Elgiloy)/ 4450 
6. Edwards MC3 Tricuspid/ 
Annuloplasty Ring-Mitral 
(Titanium Alloy)/ 4900 
7. Carpentier-Edwards 
Bioprosthesis/ Tissue 
Valve Aortic (Porcine)/ 
2625 
8. Carpentier-Edwards 
Bioprosthesis/ Tissue 
Valve-Mitral (Porcine)/ 
6625 
 

31-93-MD/2006-DC 
(Re-Reg. 02) 
 

MD-93 05-04-2013 15-03-2016 

74. M/s. Zimmer India Pvt. 
Ltd., 14th Floor. Tower 
5B, DLF Cyber Terraces, 
DLF Cyber City, Gurgaon 
- 122002, Haryana 

M/s. Zimmer GmbH, 
Sulzer Allee 8, CH-8404 
Winterthur, Switzerland 
 

1. Dynamic/ Hip Screw & 
Blade & Plate-Stainless 
Steel (Non-Sterile) 
2. Steel - Titanium (Non 
Sterile)/ Plates Mini, Small, 

31-171-MD/2006-DC 
(Re-Reg. 02) End 03 
 

MD-171 05-04-2013 15-02-2015 
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 Large Fragments-Stainless 
Steel, Titanium (Non-
Sterile) 
3. Steinmann Pins-
Stainless Steel/ Titanium 
(Non-Sterile) 
4. Kirschner Wire-Stainless 
Steel/ Titanium (Non-
Sterile) 
5. Cancellous Screw-
Titanium (Non-Sterile) 
6. Cotical Screw-Titanium 
(Non-Sterile) 
7. Cannulated Screw – 
Titanium (Non-Sterile) 
8. Zimmer Natural Nail 
System/ Nail System-
Titanium 
 

75. M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 
Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 
Distt.- Thane. 

M/s. Greatbatch Ltd., 
(d/b/a ) Great Batch 
Medical, 2300 Berkshire 
Lane North, Minneapolis, 
MN 55441, USA 
 

MobiCath/ Bi-directional 
Guiding Sheath/ D140010, 
D140011 
 

31-990-MD/2011-DC 
(End.01) 

MD-990 05-04-2013 31-11-2014 

76. M/s. Accredited 
Consultants Pvt. Ltd., D-
29, fisry Floor, Acharya 
Niketan Market, Mayur 
Vihar, Phase-1, Delhi – 
110091 

M/s. ConvaTec Inc., 200 
Headquarters Park Drive, 
Skillman, New Jersey, 
08558, USA 
 Having factory premises 
at  
M/s. ConvaTec Ltd., 1st 
Avenue, Deeside Industrial 
Park, Flintshire, CH5 2NU, 
UK 

1. Kaltostat Calcium 
Sodium Alginate Dressing 
2. Aquacel Hydrofiber 
Dressing 
3. Aquacel Ag Hydrofiber 
Dressing with Silver 
4. Stomahesive Powder 
 

31-1236-MD/2012-DC MD-1236 05-04-2013 29-02-2016 
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77. M/s. India Medtronic Pvt. 
Ltd., Plot No. 609, Survey/ 
Shed – 188 (Part), 
Chumunda Comp., 
Kasheli Distt. Thane 
Bhiwandi – 421301 
(Maharashtra) 

M/s. Medtronic Inc., 710 
Medtronic Parkway 
Minneapolis MN 55432 
USA having factory 
premises at M/s. CEA 
Global Dominicana, Zona 
Franca Industrial, San 
Pedro Macrois Dominican 
Republic 80916 
 

Thunder, Zinger, Cougar 
XT, Cougar LS, Provia, 
Intuition, Persuader/ 
Steerable Guidewire 

31-769(A)-MD/2010-
DC (Re-Reg.01) 
 

MD-
769(A) 

05-04-2013 14-08-2016 

78. M/s. Sri Laxmi Surgical, 
11/2, 2nd Cross Street, 
Thirupathi Nagar, 
Kolathur, Chennai-600099 
 

M/s. Ameco Medical 
Industries, Industrial Area 
B4# 119 East, 10th of 
Ramadan City-Egypt 
 

Amecath / Central Venous 
Catheters Kits 
 

31-1195-MD/2012-DC 
 

MD-1195 05-04-2013 15-03-2016 

79. M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shanti Estate, Ghansham 
Estate, National Highway 
No. 8. Aslai, Tal: Daskroi 
(N.A.), Ahmedabad-
(Gujarat) 

M/s. Biomet 3i, 4555 
Riverside Drive, Palm 
Beach Gardens, Florida-
33410, USA 
 Having factory premises 
at M/s. Biomet Spain 
Orthopaedics, S.L, Calle 
Islas Baleares n 50, 46988 
Fuente del Jarro, Paterna, 
Valencia, Spain 
 

1. Certain Internal 
Connection/ Dental Implant 
2. Certain External 
Connection/ Dental Implant 
3. Certain Low Profile 
Internal/ External 
Abutment/ Dental Implant-
Abutment 
 

31-1172-MD/2012-DC 
 

MD-1172 09-04-2013 15-03-2016 

80. M/s. Stryker India Private 
Limited, Khasra No. 191-
193, Asola Village, 
Fatehpur Beri, New Delhi-
110075 
 

M/s. Stryker Trauma AG, 
Bohnackerweg 1, 2545 
Selzach, Switzerland 
 

1. Plates-Titanium (Non-
Sterile) 
2. Plates –Stainless Steel 
(Non-Sterile) 
3. Screws – Titanium 
(Non-Sterile) 
4. Screws – Stainless 
Steel (Non-Sterile) 
5. Wires & Pins – Stainless 

31-182-MD/2006-DC 
(Re-Reg. 02) 
 

MD-182 09-04-2013 29-02-2016 
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Steel (Non-Sterile) 
6. Wires & Pins – Titanium 
(Non-Sterile) 
7. Washers & Nuts-
Stainless Steel (Non-
Sterile) 
8. Washers & Nuts – 
Titanium (Non-Sterile) 
 

81. M/s. Septodont 
Healthcare India Private 
Limited, 101-104, 1st 
Floor, Plot No. 3, Sagar 
Complex, LSC CD Block, 
Pitampura,  Delhi-110088 
 

M/s. Sofic 3 rue jean-
Jacques Rousseau, BP 
282, 81207 Mazamet 
Cedex, France 
 

1. Septoject/ Dental 
Needle (Sterile) 
2. Ultra Safety Plus/ 
Shielded Hypodermic 
Needle (Sterile) 
 

31-1224-MD/2012-DC MD-1224 09-04-2013 29-02-2016 

82. M/s Becton Dickinson 
India Pvt. Ltd., No34 
Assisi Nagar, West 
Thottam Madhavram 
Chennai-51  
 

M/S Becton Dickinson 
Infusion Therapy system 
Inc., 9450 south State 
Street, Sandy Utah 84070, 
USA having factory 
premises at M/s Becton 
Dickinson Medical (S) Pte, 
Ltd., 30 Tuas Avenue 2, 
Singapore 639461 
 

Insyte-W/ IV Catheter 31-1180-MD/2012-DC 
 

MD-1180 09-04-2013 15-03-2016 

83. 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 

M/s. Iberhospitex SA, 
Avda. Catalunya, 4 C.P. 
08185 Llica de Vall, 
Barceloan Spain 
 

1. Fairway/ Balloon 
Dilation Catheter 
2. Hunter/ Thrombus 
Extractor Catheter 
3. Amicath/ Dialtaion & 
Perfusion Coronary 
Catheter 
4. Apolo/ Premounted 
Coronary Bare Metal Stent 

31-1134-MD/2012-DC MD-1134 09-04-2013 15-03-2016 
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System 
5. Apolo Bionet/ 
Premounted Coronary 
Bare Metal Stent System 
6. Active/ Paclitaxel Eluting 
Coronary Stent System 
 

84. M/s. Smith & Nephew 
Healthcare Pvt. Ltd., Bldg 
2-3, & 15-17 Rajlaxmi 
Complex, Opp. Hanuman 
Bus Stop, Kalher, Thane 
– Bhiwandi Road, Thane 
– 421302, India 

M/s Smith & Nephew 
Medical Ltd. 101 Hessle 
Road, Hull, HU3 2BN, 
United Kingdom 
 Having factory premises 
at M/s. Shanghai ISO 
Medical Products Co. Ltd. 
999 Liu Chen Road, 
Pudong New Area 
Shanghai 
 

Primapore/ Non Woven 
dhesive Wound Dressing 

31-1262-MD/2013-DC MD-1262 09-04-2013 31-03-2016 

85. M/s. Edwards Life 
Sciences (India) Pvt. Ltd., 
Plot No. 70, A-23, ground 
Floor, Rama Road 
Industrial Area, New Delhi 
- 110015 

M/s Edwards Lifesciences 
LLC, One Edwards Way, 
Irvine, CA 92614 5686, 
USA Having factory 
premises at M/s. Edwards 
Lifesciences technology 
Sarl, State Road, 402, Km 
1.4 Industrial Park, 
Anasco, Puerto Rico 
00610-1577, USA 
 

1. Advance Venous access 
Products                                        
2. AVA 3Xi Devices                     
3. Catheters-Pediasat 
Oximetry                                           
4. Central Venous 
Oximetry Catheters                                        
5. Fogarty catheters                        
6. Introflex Percutaneous 
Sheath Introducers                   
7. Swan Ganz 
Thermodilution catheters        
8. Swan-Ganz cath Lab           
9. Swan-Ganz CCO and 
CCOmbo Catheters                     
10. Swan-Ganz Oximetry 
and Oximetry and 

31-91-MD/2006-DC 
(Re Reg.02) 
 

MD-91 09-04-2013 31-03-2016 



34 

 

Volumetric Catheters 
 

86. M/s. Dermacare Surgicals 
Pvt. Ltd., Gala No. 102-A, 
Bldg. No. 26-A, Arihnat 
Commercial Complex, 
Purna Village, Bhiwandi 
Dist Thane, Maharshtra 
 

M/s. Pharmaplast S.A.E., 
Amria Free Zone 
Alexandria Egypt 

1. Theater Incise Drape 
Inci-Film/ Lodine 
2. Adhesive Dressing with 
or without Pad 
3. Pharmacoll Hydrocolloid 
Dressing 

31-940-MD/2011-DC MD-940 09-04-2013 15-03-2016 

87. M/s. Baxter (India) Pvt. 
Ltd., Plot No. -70, A-26, 
Rama Road Industrial 
Area, New Delhi – 110015 
 
 

M/s. Apatech limited. 370 
centennial Avnue, elstree, 
Hertfordshire, WD6TJ UK 
 

1. Bone Graft Subsitute/ 
Actifuse, Actifuse ABX 
(including MIS), Actifus 
Shape 
2. Bone Graft Subsitute/ 
Inductigraft 

31-1182-MD/2012-DC 
 

MD-1182 09-04-2013 15-03-2016 

88. M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 
Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 
Distt.- Thane. 
 

M/s. Medos International 
SARL, Chemin-Blanc 38, 
Le Locle, CH 2400, 
Switzerland 

Codman Certas/ 
Programmable Valve 
System  

31-1171-MD/2012-DC MD-1171 09-04-2013 15-03-2016 

89. M/s. Galderma India 
Private limited, 23, 
Steelmade Industrial 
Estate, 2nd Floor, Marol, 
Andheri East, Mumbai-
400059 
 
 
 
 

M/s. Q-Med AB 
Seminariegatan 21, SE-
75228 Uppsala, Sweden 

1. Restylane & Restylane 
Perlane/ Hyaluronic Acid in 
Phosphate Buffered Saline 
of 20 mg/ ml 
2. Restylane Vital/ 
Hyaluronic Acid in 
Phosphate Buffered Saline 
of 20 mg/ ml 

31-1170-MD/2012-DC MD-1170 09-04-2013 15-03-2016 

90. M/s. Smith & Nephew 
Healthcarea Pvt. Ltd., 
Bldg 2-3, & 15-17 

M/s. Smith & Nephew 
Medical Ltd., 101 Hessle 
Road, Hull, HU3 2BN, 

1. Allevyn/ Adhesive 
Hydrocellular Polyurethane 
Dressing (Sterile) 

31-1199-MD/2012-DC MD-1199 09-04-2013 30-06-2016 
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Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, 
Kalher, Thane – Bhiwandi 
Road, Thane – 421302, 
India 

united Kingdom 
 Having factory premises 
at M/s. Smith & Nephew 
Medical (Suzhou) Ltd., 
No.12 Wusiang Road, 
Comprehensive Free 
Zone, West Zone, Suzhou 
Industrial Park, Suzhou, 
Jiangsu 215021, China 
 

2. Allevyn/ Gentle Border 
Dressings 
 

91. M/s. Zimmer India Pvt. 
Ltd., 14th Floor, Tower-5B, 
DLF Cyber Terrace, DLF 
Cyber City, Gurgaon-
122002 
 

M/s. Zimmer Inc, 1800 
West Center Street, 
Warsaw, IN 46580, USA 
 

Longevity/ Highly 
Crosslinked Polyethylene 
Elevated Rim Miner 

31-170-MD/2006-DC 
(Re Reg.02) End.12 

MD-170 09-04-2013 31-07-2015 

92. M/s. Hitech Eqipment N 
System, 53, Shahkar 
Society, 25 Sector, 
Gandhinagar, Gujarat 
 

M/s. Dedienne-Sante, Mas 
Des, Cavaliers-217, Rue 
Nungesser, F-34130, 
Mauguio, France 

GAIA/ Total Hip 
Replacement System 

31-628-MD/2009-DC 
(End.01) 

MD-628 09-04-2013 31-03-2015 

93. M/s. Cook India Medical 
Devices Pvt. Ltd.,  
4/249A, Rasim Enclave, 
Ponnamallee High Road, 
Goparasanallur, 
Kattupakkam, Chennai-
600056 
 

M/s. Cook Ireland Ltd., O' 
Halloran Road, National 
Technology Park, Limerick, 
Ireland 
 

Evolution/ Biliary Stent 
System-Uncovered 

31-358-MD/2007-DC 
(Re-Reg. 2010) End 
03 
 

MD-358 09-04-2013 31-10-2014 

94. M/s. St. Jude Medical 
India Privated Limited D. 
No. 8-3-168/B/1 Plot No. 
18 &19, Laxmi Nagar 
Behind T.B. Hospital MCH 
Circle-5 Mandal 

M/s. St. Jude Medical 
Atrial Fibrillation Inc, 14901 
DeVeau Place, 
Minnetonka, MN 55345-
2126 

Ensite Array/ Multi 
Electrode Diagnostic 
Catheter 

31-22-MD/2006-DC 
(Re-Reg. 02) End 02 
 

MD-22 09-04-2013 30-06-2015 
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Hyderabad 
 

 

95. M/s. Hester Diagnostics 
Private Limited, Room No. 
9, 1st Floor, 66, Princess 
Street, Mumbai-400002, 
Maharashtra 
 

M/s. Merit Medical 
Systems Inc, 1600 West 
Merit Parkway, South 
Jordan, Utah 84095, USA 
 Having factory premises 
at M/s. Merit Medical 
Ireland Ltd., Parkmore 
Business Park West, 
Galway Ireland 
 

EN SNARE/ Endovascular 
Snare & Catheter 

31-1153-MD/2012-DC 
 

MD-1153 09-04-2013 15-03-2016 

96. M/s. Zimmer India Pvt. 
Ltd., 14th Floor, Tower-5B, 
DLF Cyber Terrace, DLF 
Cyber City, Gurgaon-
122002 

M/s. Zimmer Inc, 1800 
West Center Street, 
Warsaw, IN 46580, USA 
 

1. Continum/ Acetabular 
Shel (Titanium) – a 
component of the Hip 
Replacement System 
2. Longevity/ Acetabular 
Liner (Ultra High Molecular 
Weight Polyethylene) a 
compound of the Hip 
Replacement System 
 

31-170-MD/2006-DC 
(Re-Reg. 02) End 11 
 

MD-170 09-04-2013 31-07-2015 

97. M/s. Emergo (I) 
Consulting Pvt. Ltd., 8/1, 
First Floor, Vasavi 
Colony, Kakaguda, Nera 
Picket Secundrabad, 
MCH Circle-7 Mandal, 
Hyderabad (Dist)-500009 
(A.P.) 
 

M/s. Gynetics Medical 
Products N.V., Rembert 
Dodoensstraat 51, 3920, 
Lommel, Belgium 
 

1. Embryo Trasnfer 
Catheter (# 2000 Semtrac 
C) 
2. Embryo Transfer 
Catheter (# 2000 B Set 
4.2) 
3. Embryo Trasnfer 
Catheter (#4219 Emtrac A) 
4. Embryo Trasnfer 
Catheter (# 400 The Tulip) 
5. Intra Uterine 
Insemination Cannulas (# 
4220 IUI) 

31-1187-MD/2012-DC 
 

MD-1187 16-04-2013 15-03-2016 
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6. Follicle Aspiration Set (# 
4551 Follicle Aspiration 
Set) 
 

98. M/s. LifeCare Devices 
Private Limited, 841 Mori 
Road, Mahim West, 
Mumbai-400016 

M/s. Aap Biomaterials 
GmbH, Lagerstrasse 11-
15, 64807 Dieburg, 
Germany 

1. Cerabone/ Bone 
Subsitute (Hydroxyapatite 
Ceramic-Bovine) 
2. Jason Membrane/ 
Collagen Membarne 
(Porcine Pericardium) 
3. Jason/ HAEMOSTAT-
Collagen Fleece (Porcine) 
 

31-1118-MD/2012-DC 
 

MD-1118 16-04-2013 15-03-2016 

99. M/s. Cook India Medical 
Devices Pvt. Ltd., 4/249 
A, Rashim Enclave 
Poonamallee High Road, 
Goparasanallur, 
Kattupakkam, Chennai-
600056 
 

M/s. Cook Ireland Ltd., 
Halloran Road, National 
Technology Park, Limerick, 
Ireland 

Zilver 635/ Self Exandable 
Metal Biliary Stent System 

31-358-MD/2007-DC 
(Re Reg.2010) End.02 

MD-358 16-04-2013 31-10-2014 

100
. 

M/s. India Medtronic 
Private Limited, Plot No. 
609, Surver/Shed-188 
(Part), Chanmunda 
Comp., Kasheli Village, 
Dist-Thane, Bhiwandi-
421301 
 

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis MN 55432, 
USA 
Having factory premses at 
M/s. Medtronic Inc, 3800 
Annapolis Lane, 
Minnapolis, MN-55447, 
USA 

1. Medtronic Open Pivot/ 
Heart Valve Aortic/ 500FA, 
501DA, 503DA, 505DA 
2. Medtronic Open Pivot/ 
Heart Valve – Mitral/ 
500DM, 501DM, 505DM 
3. Medtronic Open Pivot/ 
Aortic Valved Graft/ 502AG 

31-1163-MD/2012-DC MD-1163 16-04-2013 15-02-2016 

101
. 

M/s. Cook India Medical 
Devices Pvt. Ltd., 4/249 
A, rasim Enclave, 
Poonamallee High Road, 
Goparasanallur, 

M/s. Cook Ireland Ltd., O' 
Halloran Road, National 
Technology Park, Limerick, 
Ireland 
 

1. Zilver Vena/ Peripheral 
Venous Stent System                  
2. Evolution/ Biliary Stent 
Systems-Fully Covered & 
Partially Covered 

31-358-MD/2007-DC 
(Re Reg.2010) End.04 
 

MD-358 26-04-2013 31-10-2014 
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Kattupakkam, Chennai - 
600056 
 

 

102
. 

M/s. Boston Scientific 
International B.V., 100 A, 
The Capital Court, Olof 
Plame Marg, Munirka, 
New Delhi - 110067 
 

M/s. Boston Scientific 
Coroporation One Boston 
Scientific Place, Natick, 
MA 01760, USA 
 Having factory premises 
at M/s. Boston Scientific 
Corporation, Two Scimed 
Place, Maple Grove MN 
55311-1566 USA 

1. Innova/ Self-Expanding 
Stent System -Peripheral 
(Nitinol)                                
2. Apex Monorail/ PTCA 
Dilatation Catheter                           
3. Omega/ Coronary Stent 
System (Platinum 
Chromium)                             
4. Promus Element  Plus / 
Everolimus-Eluting 
Chromium Coronary Stent 
System 
 

31-857-MD/2010-DC 
(End.01) 
 

MD-857 26-04-2013 31-07-2014 

103
. 

M/s. Mn Solution, Shop 
No. 26 & 27, 2nd Floor, 
WZ-26, Nangli Jalib, B-1 
Janakpuri, New delhi-
110058 
 

M/s. Implanet Technopole 
Bordeaux Montesquieu, 
Allee Francois Magendie-
33650 Martillan, France 
 
 
 
 

Calypso/ Interbody Spinal 
Fusion System 
Haka-PLIF/ Interbody 
Spinal Fusion System 
JAZZ/ Multi Purpose 
Spinal Connector 
Madison/ Total Knee 
Prothesis 

31-1176-MD/2012-DC 
 

MD-1176 26-04-2013 31-03-2016 

104
. 

M/s. St. Jude Medical 
India Privated Limited D. 
No. 8-3-168/B/1 Plot No. 
18 &19, Laxmi Nagar 
Behind T.B. Hospital MCH 
Circle-5 Mandal 
Hyderabad 
 

M/s. AGA Medical 
Corporation, 5050 Nathan 
Lane North, Plymouth, 
Minnesota, 55442 USA 
 Having factory poremises 
at M/s. St. Lake Region 
Medical Ltd.,Butlersland, 
New Ross County 
Wexford, Ireland 
 

Amplatzer/ Guidewire 31-1246-MD/2012-DC 
 

MD-1246 26-04-2013 31-03-2016 



39 

 

105
. 

M/s. Smith & Nephew 
Healthcarea Pvt. Ltd., 
Bldg 2-3, & 15-17 
Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, 
Kalher, Thane – Bhiwandi 
Road, Thane – 421302, 
India 
 

M/s. Smith & Nephew 
Medical Ltd. 101, Hessle 
Road, Hull, HU3 2BN, 
United Kingdom 
 

PICO/ Single use Negative 
Pressure Wound Therapy 
System 

31-969-MD/2011-DC 
(Re-Reg.01) End. 01 
 

MD-969 26-04-2013 30-04-2015 

106
. 

M/s. Abbott Healthcare 
Pvt. Ltd., 4 Corporate 
Park, Sion Trombay 
Road, Chembur, Mumbai 
- 400071 
 

M/s. Abbott Vascular, 3200 
Lakeside Drive, Santa 
Clara, California 95054, 
USA 
 Having factory premises 
at  M/s. Abbott Vascular 
Costa Rica, 52 Calle 3, 
B31, Coyol Free Zone, EI 
Coyol Aajuela, Costa Rica, 
USA 
 

TREK RX, MINI TREK RX, 
TREK OTW, MINI TREK 
OTW/ Coronary Dilatation 
Catheter 

31-1230-MD/2012-DC  
 

MD-1230 26-04-2013 31-03-2016 

107
. 

M/s. Becton Dickinson 
India Private Limited, No. 
34, Assisi Nagar, West 
Thottam, Madhavram, 
Chennai-51 

M/s. Becton Dickinson 
France SAS, 11 rue 
Aristide Berges, BP4, 
38001 Le Pont-de-Claix 
Cedex, France 
 

BD Hypak/ Prefillable 
Glass Barrel with needle 

31-1227-MD/2012-DC  
 

MD-1227 26-04-2013 31-03-2016 

108
. 

M/s. Fresenius Medical 
Care India Pvt. Ltd., 
Middle South Side Below 
Canteen Plot No. A-11 & 
A-12, Sipcot Industrial 
Park, Irrungattukottai, 
Sriperumbudur 602105 
 

M/s. Fresenius Medical 
Care (Jinagsu) Co. 
Lilmited, Guli Industry 
Park, Guli Zhen, Changshu 
City, Jiangsu Province, 
China 
 

Bloodlines 31-1173-MD/2012-DC 
 

MD-1173 29-04-2013 31-03-2016 

109 M/s. Becton Dickinson M/s. Becton Dickinson & Microlance/ Disposable 31-1241-MD/2012-DC MD-1241 29-04-2013 31-03-2016 
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. India Private Limited, No. 
34, Assisi Nagar, West 
Thottam, Madhavram, 
Chennai-51 

Co. Donore Road, 
Drogheda Co. Louth, 
Ireland having factory 
premises at M/s. Becton 
Dickinson, SA, Carreteras 
Mequineza S/N, 22520, 
Frage (Huesca) Spain 
 

Hypodermic Needles 
(Sterile) 

 

110
. 

M/s. India Medtronic Pvt. 
Ltd., Plot No. 609, Survey/ 
Shed – 188 (Part), 
Chumunda Comp., 
Kasheli Distt. Thane 
Bhiwandi – 421301 
(Maharashtra) 

M/s. Medtronic Inc., 710, 
Medtronic Parkway, 
Minneapolis MN 55432, 
USA having factory 
premises at M/s. Availmed 
S.A. de C.V. (Mexico), 
Ave. Paseo Reforma No. 
8950 Interior Edificio (B1, 
C1, E1, E2, F2, G1) La 
Mesa, Tijuana, Baja 
California, Mexico 22116 
 

Mullins/ Transseptal 
Catheter Introducer Set 
Medtronic/ Transseptal 
Catheter Introducer Set 

31-1070-MD/2011-DC 
(End.01) 
 

MD-1070 29-04-2013 30-09-2015 

111
. 

M/s. Cook India Medical 
Devices Private Limited, 
4/249A, Rasim Enclave, 
Poonammalle High Road, 
Goparasanallur, 
Kattupakkam, Chennai-
600056 
 

M/s. Wilson-Cook Medical 
Inc, 4900 Bethania Station 
Road, Winston-Salem, NC 
27105, USA 
 

1. Catheters and Balloon 
catheters for 
Gastroenterology 
 
Cotton® Graduated 
BILIARY Dilation Catheter/ 
CGDC series 
 
Fusion® Biliary Dilation 
Catheter/ FS-BDC series 
 
Soehendra® Biliary 
Dilation Catheter/ SBDC 
series 

31-45-MD/2006-DC 
(Re-reg. 02) 
 

MD-45 29-04-2013 15-03-2016 
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Howell D.A.S.H. ERCP 
Catheter/ DASH series 
 
Classic ERCP Catheters/ 
ERCP series 
 
Fusion® Glo-Tip ERCP 
Catheter/ FS-GT series 
 
Glo-Tip® ERCP Catheter/ 
GT series 
 
Glo-Tip® II Double Lumen 
ERCP Catheter/ GT series 
 
Haber Ramp Catheter/ 
HRC series 
 
Balloon Replacement 
Tube/ PEG-BRT series 
 
Percutaneous Endoscopic 
Gastrostomy Set/ PEG-
PULL series, PEG-PUSH 
series, FLOW-PULL 
series, FLOW-PUSH 
series. 
 
Jejunal Feeding Set/ PEGJ 
series, FLOWJ series 
 
Low Profile Gastrostomy 
DEVICE/ PASS series 
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Bolus Feeding Adapter/ 
series 
 
Nasal Jejunal Feeding 
Tubes/ NJFT series 
 
Quantum TTC® 
Esophageal Balloon 
Dilator/  QD series 
 
 
Quantum TTC® Pyloric 
Balloon Dilator/ QDP 
series 
 
Quantum TTC® Colonic 
Balloon Dilator/  
QDC series 
 
Quantum TTC® Biliary 
Balloon Dilator/ QBD 
series 
 
Hercules® 3 Stage Balloon 
Esophageal/ HBD series 
 
Hercules® 3 Stage 
Wireguided Balloon 
Esophageal-Pyloric-
Colonic/  HBD series 
 
Eclipse TTC Wire Guided 
Balloon Dilator/ ECL series 
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Fusion® Biliary Dilation 
Balloon / FS-BDB series 
 
Wilson-Cook Achalasia 
Balloon/  WCAB series 
 
Escort II® Extraction 
Balloon/ EBL/EBLR series 
 
Fusion® Quattro® 
Extraction Balloon/  FS-
QEB series 
 
Howell D.A.S.H. Extraction 
Balloon With Multiple 
Sizing/ DASH series 
 
Bouncer Multi-Path 
Occlusion Balloon/  MOB 
series 
 
Tri-Ex® Extraction Balloon/ 
TX series 
Tri-Ex® Extraction Balloon 
with Multiple Sizing/ TXR 
series 
Esophageal Metal Stents 
for Gastroenterology 
 
Z-Stent Esophageal  with 
Fully Coated flanges/  
EZSP series 
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Z-Stent Esophageal  with 
Dua Anti-Reflux Valve/  
EZS-AR series 
 
3. Zilver Biliary Metal Stent 
for Gastroenterology 
  
Zilver® Expandable Metal 
Biliary Stent System/  
ZILBS series 
  
Fusion® Zilver® Biliary 
Stent System/ FS-ZILBS 
series 
 
4. Sphincterotomes – 
Electrosurgical Catheters 
for Endoscopic 
Gastroenterology 
 
Double Lumen Wire 
Guided Sphincterotome/ 
PTG series 
 
Soehendra® Billorth II 
Sphincterotome/ PT series 
 
Cannulatome II PC Double 
Lumen Sphincterotome/ 
CT series 
 
Cotton® Cannulatome II 
PC Protector/  CT-*-P 
series 
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Cotton® Cannulatome/ 
CCPT series 
 
Tri-Tome PC Triple Lumen 
Sphincterotome/ TRI 
series 
 
Tri-Tome PC Protector/ 
TRI-*-P series 
 
Mini-Tome/  MT series 
 
Fusion Triple Lumen 
Sphincterotome/ FS series 
 
Fusion Omni-Tome/  FS-
OMNI series 
 
UTS Precurved Ultra 
Taper Sphincterotome/  
UTS series 
 
Howell D.A.S.H 
Sphincterotome/ DASH 
series 
 
Universal Active Cord/ 
ACU series 
 
Huibregtse Needle Knife 
Papillotome/ HPC series 
 
Zimmon Needle Knife 
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Papillotome/ PTW series 
 
 Fusion Triple Lumen 
Needle Knife/  FS-
PRECUT series 
 
5. Guide Wires  
 
Delta Wire Guide/ DWG 
series 
 
Roadrunner Wire Guide/ 
RR series 
 
Tracer Metro Wire Guide/ 
MET series 
 
Tracer Metro Direct Wire 
Guide/ MET II series 
 
Fusion Looptip Wire 
Guide/ FS-LT series 
 
Fusion Ultra Short Wire 
Guide/ FSW series 
 
Standard Wire Guide/ 
THSF series 
 
 Tracer Hybrid Wire Guide/ 
HYB series 
 
6. Endoscopy ligation 
devices-Gastroenterology  
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/ MBL, HMBL 
 

112
. 

M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 
Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 
Distt.- Thane. 

M/s. Medos Interantional 
SARL, Chemin-Blanc 38, 
Le Locle, CH-2400. 
Switzerland 
 Having factory premises 
at M/s. Micrus 
Endovascular LLC, 3260 
Executive Way, Miramar, 
FL 33025, USA 

1. Ascent/ Occlusion 
Balloon Catheter                      
2.Revive/ Intermediate 
Catheter  
3. Envoy/ Distal 
AccessGuiding Catheter 
Guiding Catheter                              
4. Prowler/  Microcatheter 
 

31-1221-MD/2012-DC  
 

MD-1221 08-05-2013 15-04-2016 

113
. 

M/s. Advanced Bionics 
Inida Pvt. Ltd., Mylar 
Mansion No.i Ground 
Floor, 9th Cross, 
Swimming Pool 
Extension, Mallesaram, 
Bnagalore - 560003 
 

M/s. Advanced Bionics 
LLC, 28515 Westinghouse 
Place, Valencia California 
91355, USA  Having 
factory premises at M/s. 
Advacned Bionics AG, 
Laubisrutistrasse 28, 8712 
Stafa, Switzerland 
 

HiResolution/  Bionic Ear 
System 
 

31-1242-MD/2012-DC MD-1242 08-05-2013 15-04-2016 

114
. 

M/s. Abbott healthcare 
Private Limited, 4 
Corporate Park, Sion 
Trombay Road, Chembur, 
Mumbai-400071 
 

M/s. Abbott Vascular, 3200 
Lakeside Drive, Santa 
Clara, California 95054, 
USA 
 

1. RX Acculink/ Cardio 
Stent System/ RX Acculink  
2. RX Accunet/ Embolic 
Protection System/ RX 
Accunet 
3. Hi-Torque/ Guide Wire/ 
Memcore, Memcore Firm 
14, Spartacore, Steelcore 
(18 & 18 LT). Supracore 
35, Winn, Versacore 
4.Absolute/ Peripheral 
Stent System (Self-
Expanding) 
5. RX Herculink Elite/ 
Peripheral Stent System 

31-256-MD/2006-DC 
(Re-Reg. 02) 
 

MD-256 08-05-2013 15-03-2016 
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(Ballloon Expanding) 
6.Peripheral Guiding 
Catheter/ Viatrac, Agiltrac 
7. Veripath/ Peripheral 
Guiding Catheter 
8. Xact/ Carotid Stent 
System 
9. Emboshield NAV6 / 
Embolic Protection system 
10.Rotating Hemostatic 
Valve 
11. Guide Wire Introducer 

115
. 

M/s. Abbott Healthcare 
Private Limited, 4 
Corporate Park, Sion 
Trombay Road, Chembur, 
Mumbai-400071 
 

M/s. Abbott Vascular, 3200 
Lakeside Drive, Santa 
Clara, California 95054, 
USA having  factory 
premises at M/s. Abbott 
Vascular, Cashel Road, 
Clonmel County Tipperary, 
Ireland 
 

Graft Master RX/ Coronary 
Stent System Graft Ssytem 
(Stainless Steal) 

31-306-MD/2007-DC 
(Re Reg.2010) End. 

MD-306 08-05-2013 31-05-2013 

116
. 

M/s. St. Jude Medical 
India Pvt. Ltd., D. No. 8-3-
1/B/1, Plot NO. No. 18 
%& 19, Laxmi Nagar, 
Behind T.B. Hospital, 
MCH Circle-5, Mandal, 
Hyderabad Dist 
 

M/s. Light Lab Imaging 
Inc., 4 Robbins Road, 
Westford, MA 01886, USA 
 

C7 DragonFly/ Imaging 
Catheter 

31-1282-MD/2012-DC MD-1282 08-05-2013 15-04-2016 

117
. 

M/s. Event medi systems, 
218 Vishal Towers, 
District Centre Janakpuri 
New Delhi- 58 
 

M/s. Arostal (Schweiz) AG, 
Stegackerstrasse 14, 8409 
Winterthur Switzerland 
 

1. Across CTO/ PTCA 
Balloon Catheter 

2. Across HP/ PTCA 
Balloon Catheter 

3. Grip/ PTCA Balloon 
Catheter 

31-754(B)-MD/2010-
DC (Re Reg.01) 

MD-754 
(B) 

09-05-2013 30-04-2016 
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4. Genie/ Vascular 
Catheter 

118
. 

M/s. India Medtronic 
Private Limited, Plot No. 
609, Surver/Shed-188 
(Part), Chanmunda 
Comp., Kasheli Village, 
Dist-Thane, Bhiwandi-
421301 
 

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis MN 55432, 
USA having factory 
premises at M/s. medtronic 
Inc 8200 Coral Sea Street, 
NE Mounds View 
Minnesota 55112 
 

Percutaneous Lead 
Introducer Kit 

31-966-MD/2011-DC 
(End 02) 
 

MD-966 09-05-2013 15-02-2015 

119
. 

M/s. Johnson & Johnson 
Ltd., A-1/50, room No. 2, 
100 Shed Area, G.I.D.C., 
Vapi, Tal: Pardi (Valsad), 
Maharashtra 

M/s. DePuy Medical 
(Ireland), Loughbeg, 
Ringaskiddy, Co. Cork, 
Ireland having factory 
premises at M/s. Johnson 
& Johsnon Medical 
(Suzhou) Ltd., No. 299, 
Chang YANG Street, 
Suzhu Industrial Park, 
Suzhou 215126, China 
 

1. Hasting/  Hip System-
Heads   (SS with 
UHMWPE)                               
2. Dur Mar 10D/  Hip 
System  Liners                       
3. Hardinge Cement 
Restrictor 
 

31-999-MD/2011-DC 
(End.01) 

MD-999 09-05-2013 31-03-2015 

120
. 

M/s. Cook India Medical 
Devices Pvt. Ltd., 4/249 
A, rasim Enclave, 
Poonamallee High Road, 
Goparasanallur, 
Kattupakkam, Chennai - 
600056 
 

M/s. William Cook Europ 
APS, Sandet 6, 4632, 
Bhaeverskov, Denmark 
 

FROVA/ Intubating 
Introducer/ Cathetre (C-
CAE) 
 

31-209-MD /2006-DC 
(Re Reg. 2010) 
End.01 
 

MD-209 09-05-2013 31-10-2014 

121
. 

M/s. Zimmer India Pvt. 
Ltd., 14th Floor. Tower 
5B, DLF Cyber Terraces, 
DLF Cyber City, Gurgaon 
- 122002, Haryana 

M/s. Biomatlante, 5 Rue 
Edouard Belin, ZA Les 
Quarte Nations, 44 360 
Vigneux De Bretagne, 
France 

Triosite 
/ Clacium Phophate Bone 
Substitute 

31-754-MD/2009-DC 
(Re Reg.01) 
 

MD-754 09-05-2013 31-08-2016 
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122
. 

M/s. Boston Scientific 
India Private Limited, C-
41, Ground Floor, Okhla 
Industrial Area, Phase-II, 
New Delhi-110020 
 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, natick, MA 
01760, USAHaving factory 
premises at M/s. Boston 
Scientific Ireland Limited, 
Ballybrit Business Park, 
Galway, Ireland 

1. Paclitaxel Eluting 
Coronary Stent System/  
Taxus Element (Monorail) 
2. Everolimus Eluting 
Coronary Stent System / 
Promus Element(Monorail)  
3. Carotid Stent System/ 
Carotid Wallstent Monorail 
4. Peripheral Artery Stent 
System/ Express Vascular 
LD  
5. Angioplasty Balloon 
Dilatation Catheter/ Wanda 
6. Balloon Dilatation 
Catheter/ Flexome Cutting 
Balloon  
7. Coronary Stent System 
(Pt-Cr)/  Omega Monorail  
8. Everolimus Eluting 
Coronary Stent System/  
Promus Element Plus  
9. Paclitaxel Eluting 
Coronary Stent System/ 
Taxus Liberte  
10. PTCA Balloon 
Dilatation Catheter/ Apex 
Monorail  
11. Balloon Dilatation 
Catheter/ Maverick 2  
12. Enteral Duodenal Stent 
with Anchor Lock Delivery 
System/  Wallflex  
 13. Enteral Colonic Stent 
with Anchor Lock Delivery 

31-41(A)-MD/2006-DC   
(Re Reg.01) 
 

MD-41(A) 09-05-2013 15-04-2016 
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System/  Wallflex 
 14. Endoprosthesis with 
UNISTEP Plus Delivery 
System/  Wallgraft  
 15. Angioplasty Balloon 
Dilatation Catheter- 
Vascular/  XXL  
16. Angioplasty Balloon 
Dilatation Catheter-
Esophegal / XXL  
 

123
. 

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

M/s. OrbusNeich Medical 
B.V., Drs. W.Van 
Royenstraat 5, 3871 AN 
Hoevelaken, The 
Netherland 
 

1.Sapphire/ Coronary 
Dilatation Catheter                   
2.Azule/  Coronary Stent 
System (Co-Cr)               
3.ScoreFlex/ Coronary 
Dilatation Catheter                    
4.Sapphire NC/ Coronary 
Dilataion Catheter                       
5.Sapphire II/ Coornary 
Dilatation Catheter 
 

31-357-MD/2006-DC 
(Re-Reg. 02) 
 

MD-357 09-05-2013 14-08-2016 

124
. 

M/s. Paul Hartmann 
Medical Pvt. Ltd., A-201, 
Dynasty Bluiding, 2n 
dFloor, Regus Buisness 
Park, Andheri Kurla Road, 
Andheri ast, Mumbai – 
400059 

M/s Paul Hartmann AG, 
Paul Hartmann-Strabe-12, 
D-89522, Heidenheim, 
Germany having factory 
premises at M/s. Speciality 
Fibers & Materials Ltd., 
Conventry CV6 5RS, 
United Kingdom 
 

Wound Dressing/ 
Sorbalgon & Sorbalgon T 

31-984-MD/2011-DC MD-984 09-05-2013 15-04-2016 

125
. 

M/s. Covidein Healthacre 
India Pvt. Ltd., "Doshi 
Towers" 6th Floor. # 156, 
Poonamallee High Road, 

M/s. Tissue Science 
Laboratories Ltd., Units 1 
& 2 Astley Lane Industrail 
Estate, Swillington, Leeds, 

Permacol/ Surgical 
Implant-Porcine Collagen 
 

31-1256-MD/2012-DC MD-1256 09-05-2013 15-04-2016 
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Kilpauk, Chennai - 
600010 
 

LS26 8XT, United 
Kingdom 
 

126
. 

M/s. India Medtronic Pvt. 
Ltd., Plot No. 609, Survey/ 
Shed – 188 (Part), 
Chumunda Comp., 
Kasheli Distt. Thane 
Bhiwandi – 421301 
(Maharashtra) 

M/s. Medtronic Inc., 710 
Medtronic Parkway 
Minneapolis MN 55432, 
USA having factory 
premises at M/s. C.R. Bard 
Inc., 289 bay road, 
Queensbury, NY 2804, 
USA 

1. Rashkind/ Balloon 
Septostomy Catheter                   
2.Angiographic Guide Wire                                  
3.Woven/ Cardiovascular 
Catheter                              
4. Archer Super Stiff 
Guidewire/ Guidewire 

31-341-MD/2007-DC 
(Re-Reg.02) 
 

MD-341 09-05-2013 14-08-2016 

127
. 

M/s. Cook India Medical 
Devices Private Limited, 
4/249A, Rasim Enclave, 
Poonamallee High Road, 
Goparasanallur, 
Kattupakkam, Chennai-
600056 
 

M/s. Cook Urological Inc, 
Cook OB/GYN, 1100 West 
Morgan Street, Spencer, 
Indiana 47460, USA 
 

1. Non-Vascular Catheters 
and Balloon Catheters for 
Urology                                         
2. Non-Vascular Catheters 
and Balloon Catheters for 
IVF                                                   
3. Non-Vascular Catheters 
and Balloon catheters for 
Gynaecology                                                                
4. Ureteral Stent Sets                    
5. Quick Core Biopsy 
Needles                                        
6. Injection Needles for 
Urology 
 

31-72-MD/2006-DC 
(Re-Reg. 02) 
 

MD-72 09-05-2013 15-03-2016 

128
. 

M/s. Teleflex Medical 
Private Limited, Old No. 
10, No. 19, 1st Floor & 
Ground Floor, Harington 
Road, Chetpet, Chennai-
600031 
 

M/s. Hotspur Technologies 
Inc., A Subsidiary of 
Telefax Incorpoarted, 880 
Maude Avenue, Suite A, 
Mountain View, California, 
94043, USA 
 

GPS Cath/  Balloon 
Dialtaion Catheter 
 

31-1229-MD/2012-DC  
 

MD-1229 09-05-2013 15-04-2016 

129
. 

M/s. Becton Dickinson 
India, No. 34, 

M/s. Becton Dickinson & 
Company (BD), 1 Becton 

Needle SFTYGLD/ 
Disposable Hypodermic 

31-1243-MD/2012-DC MD-1243 09-05-2013 15-04-2016 
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AssisiNagar, West 
Thottam, Modhavaram, 
Chennai-51 
 

Drive, Franklin Lakes, NJ, 
07417, USA having factory 
premises at M/s. Becton 
Dickinson & Company, 
Route 7 & Grace Way, 
Canann, CT 06018, USA 
 

Needle 

130
. 

M/s. Bicon India, Madhu 
Malti, Across Old High 
Court, Ral: Navrangpura, 
Ahmedabad -II, - 380009 
 

M/s. Bicon LLC, 501 
Arborway, Boston MA 
02130 
 

1. Intergr CP/ Dental 
Implant (Titanium Alloy 
(TI6AL4V) Hydroxyapatite-
(HA) caoted)                   
2.Intergra TI/ Dental 
Implant (Titanium Alloy 
(TI6AL4V)-uncoated)                                           
3.Abutments-Titanium 
Alloy (TI6AL4V) 
 

31-1035-MD/2011-DC 
 

MD-1035 15-05-2013 31-03-2016 

131
. 

M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 
Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 
Distt.- Thane. 

M/s. Nitinol Devices & 
Componenets Inc., 47533 
Westinghouse Drive 
Fremont, CA 94539, USA 
having factory premises at 
M/s. Nitinol Devices & 
Components, Costa Rica, 
S.R.L. Coyol Free Zone, 
Building B15, EI Coyol, 
Alajuela, Costa Rica, USA 
 

Aquatrack/ Hydrophilic 
Nitinol Guidewire 
 

31-1219-MD/2012-DC 
 

MD-1219 15-05-2013 15-04-2016 

132
. 

M/s. Surgiplus , Plot No. 
2, 5th Cross, 
Gnanaprakassam Nagar, 
Pondicherry - 605008, 
Tamilnadu 
 

M/s. Meditop Corportaion 
(M) SDN, BHD, LOT 1 
Jalan P/1B, Kawasan 
Perindustrian Bangi, 43650 
Bandar Baru Bangi, 
Selangor Darul, Ehsan, 
Malaysia 

Scalp Vein Set 31-71-MD/2006-DC 
(Re Reg.02) 

MD-71 21-05-2013 30-04-2016 
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133
. 

M/s. Accredited 
Consultants Pvt. Ltd., D-
29, fisry Floor, Acharya 
Niketan Market, Mayur 
Vihar, Phase-1, Delhi – 
110091 

M/s. ConvaTec Inc., 200 
Headquarters Park Drive, 
Skillman, New Jersey, 
08558, USA 
 Having factory premises 
at  
M/s. ConvaTec Inc., 211 
American Avenue, 
Greensboro, North 
Carolina 27409, USA 
 

1. DuoDerm/ Hydrocolloid 
Dressings 

2. Stomahesive/ Paste-
Protective Skin barrier 
and filler                    

31-1237-MD/2012-DC MD-1237 23-05-2013 30-04-2016 

134
. 

M/s. Epsilon Eye Care 
Private Limited, Ground 
Floor 49, Palihil-3, Tithal 
Road, Valsad, Taluka: 
Valsad District: Valsad 
 

M/s. Medennium Inc, 9 
Parker, Suite 150, Irvine, 
California 92618, USA 
 

Matrix/ Intra Ocular Lens 
(Acrylic) 
 

31-15-MD/2006-DC 
(Re-Reg. 02) 
 

MD-15 28-05-2013 30-04-2016 

135
. 

M/s. Pheonix Cardio Care 
India Pvt. Ltd., Shivam 
Chambers, 53 Syed Amir 
Ali Avenue, Suite # 3B, 
Kolkata - 700019 
 
 
 

M/s. Cardionovum 
Sp.z.o.o.ul Panska 73, 00-
834, Warsaw, Poland 
 

1. Primus/ Paclitaxel 
Incorporated 
CoronaryBalloon 
Catheter 

2. Legflow/ Paclitaxel 
Incorporated Peripheral 
Balloon Catheter 

31-1194-MD/2012-DC MD-1194 30-05-2013 30-04-2016 

136
. 

M/s. Becton Dickinson 
India Pvt. Ltd., No. 34, 
Assisi Nagar, West 
Thottam, Madhavram, 
Chennai – 51 
 

M/s. Becton Dickinson 
France SAS, BD Medical-
Pharmaceutical Systems, 
11 rue Aristide Berges, 
BP4, 38001 Le Pont-de-
Claix Cedex, France 
having factory premises at 
M/s. BD Medical-

BD Hypak/ Prefillable 
Glass Barrel with needle 
 

31-1225-MD/2012-DC MD-1225 30-05-2013 30-04-2016 
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Pharamaceutical Ssytems 
(East), 920 East 19th 
Street, Columbus, 
Nebraska 68601, USA 

137
. 

M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shnati Estate, Ghansham 
Estate, National Highway 
No. 8, Aslali, Tal; Daskroi 
(N.A.) 

M/s. Biomet Deutschland 
GmbH, Gustay-Krone Str. 
2, 14167 Berlin, Germany 
 Having factory premises 
at M/s. Syntacoll GmbH, 
Donaustrabe 24, 93342 
Saal/Donau, Germany 
 

Septoocll E/ Haemostat 
(Collagen Fleece – Equine 
Origin, impregnated with 
Antibiotic) 

31-1121-MD/2012-DC 
 

MD-1121 30-05-2013 30-04-2016 

138
. 

M/s Hester Diagnostics 
Pvt. Ltd., Room No.9, 1st 
floor, 66, Princess Street, 
Mumbai-400002 
 

M/s Merit Medical Systems 
Inc., 1600 West Merit 
Parkway South Jorden 
Utah 84095, USA 
 

Percutaneous Access 
Catheter/ S-Mak 
 

31-1142-MD/2012-DC 
(End.) 

MD-1142 30-05-2013 15-11-2015 

139
. 

M/s. Emsurg Healthcare 
(I) Pvt. Ltd., 29, J.K. 
Chatterjee Road, Sdepur, 
Dsitrict: 24 Pgs (N), W/No 
17, H. No. 33, Kolkata - 
700110, West Bengal 
 

M/s. Teknimed SAS, 8 rue 
du Corps France 
Pommies-65500 Vic-en-
Bigmore, France 
 Having factory premises 
at M/s. Teknimed SAS, 
Z.1. de Montredom-11, rue 
Apollo-31240 L'Union, 
France 
 

Opacity+/ Vertebroplasty 
Acrylic Resin Cement 
 

31-1023-MD/2011-DC MD-1023 31-05-2013 30-04-2016 

140
. 

M/s. Manik Medicaids, 
Shop No. 111, M.P. Mall. 
M.P. Market., L.S.C. 
Pitampura, New Delhi - 
110088 
 

M/s. CSM Implant B 205 
Techno-Building, 
Kyngpook National 
University #573-13 
Bokhyun-dong, buk-gu, 
Daegu, Korea 
 

CSM Submerged-R/ 
Dental Implant System 
 

31-1192-MD/2012-DC MD-1192 31-05-2013 15-05-2016 

141 M/s. Coral Heathcare Pvt. M/s Okamoto Rubber Skinless Skin Condom/ 31-632-MD/2009-DC MD-632 31-05-2013 30-04-2016 
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. Ltd., 71 B.R.B. Basu 
Road, 5th Floor, Room 
No. A-524, Kolkata-
700001 
 

Products co., Ltd., 60/50 
Moo.19, Navanakorn 
Industrial Estate Zone 2, 
Klongluang, Pathumthani 
12120, Thailand 
 

Male Latex Condoms 
 

(Re Reg.01) 

142
. 

M/s. Carl Zeiss India 
(Bangalore) Private 
Limited, Plot No. 03, 
Jigani Link Road, 
Bommsandra Industrial 
Area, Bangalore-560099 
 

M/s. Carl Zeiss Meditech 
SAS, Avenue Paul 
Langevin BP5 17053 La 
Rochelle, Cedex 9, France 
 Having factory premises 
at M/s. CarlZeiss Meditech 
SAS, 27, Avenue Paul 
Langevin 17180 Perigy, 
France 

1. CT Spheris/ Intraoculr 
Hydrophilic Acrylic Les                            
2. CT Asphina/ Introcular 
Aspheric Hydropilic Acrylic 
Lens                                                        
3.CT Asphina/ Intraocualr 
Aspheric Hydrophilic 
Acrylic Lens                                    
4.CT Asphina/ Intraocular 
Aspheric Hydrophilic 
Acrylic Lens                                
5. CT Asphina/ Intraocular 
Aspheric Hydrophilic 
Acrylic Lens 
 

31-148-MD/2006-DC 
(Re-Reg.02)  
 

MD-148 31-05-2013 15-04-2016 

143
. 

M/s. India Medtronic 
Private Limited, Plot No. 
609, Survey/Shed-188 
(Part), Chamunda Comp. 
Kasheli Village, Dist-
Thane, Bhiwandi-421301 
 

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis, MN 55432, 
USA  Having factory 
premises at M/s. Medtronic 
Ireland Parkmore Business 
Park West Galway, Ireland 
 

1. Endurant/ Stent Graft 
System                                                              
2. Endurant/ Stent Graft 
System 
 

31-64-MD/2006-DC 
(Re Reg.02) End.04 

MD-64 31-05-2013 15-08-2015 

144
. 

M/s. Surgiplus, Plot No. 2, 
5th Cross, 
Gnanaprakasam Nagra, 
Pondicherry-605008, 
Tamil Nadu 
 

M/s. Leventon, S.A.U., 
C/Newton, 18-24 08635, 
Sant Esteve Sesrovires-
Barcelona, Spain 
 

I V Flow Rregulator/ Dosi-
Flow 

31-742-MD/2009-DC 
(Re Reg.01) 
 

MD-742 07-06-2013 30-04-2016 
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145 M/s. Depuy Medidcal P. 
Ltd., Shed No. A1/50, 
Paliki Room No. 1 to 9, 
100 Shed Area, Degam 
Road, G.I.D.C., Vapi, Tal: 
Pardi (Valsad)-396195. 

M/s. DePuy Spine Inc., 
325 Paramount Drive, 
Raynham, Massachusetts 
02767, USA having factory 
premises at M/s. DepUy 
Inc., 50 Scotland Park 
Drive, Bridgewater, 
Massachusetts 02324, 
USA 
 
 
 
 
 
 
 
 
 
 
 

1. Bengal/ Spinal Implant 
System-Cage (Non-
Sterile) 

2. Expedium/ Spine 
System (Non-Sterile) 

3. Titanium Surgical Mesh 
(Non-Sterile) 

4. Summit SI OCT/ Spinal 
System (Non-Sterile) 

5. Viper2/ Spinal System 
(Non-Sterile) 

6. Moss Miami/ Spinal 
System (Non-Sterile) 

7. Expedium/ Spine 
System-Peek-Rod 
(Non-Sterile) 

31-288-MD/2006-DC 
(Re Reg.02) 
 

MD-288 07-06-2013 14-06-2016 

146
. 

M/s. Phoenix Cardio Care 
Inida Pvt. Ltd., 53, Syed 
Amir Ali Avenue, 3rd 
Floor, Suite No. 3B, 
Kolkata 700019 

M/s. MicroPort Medical 
(Shanghai) Co., Ltd,.501 
Newton Road, Z.J. Hi-Tech 
PARK, Shanghai 201203, 
P.R.China 

1. Coronary Stent System 
CoCr/ Tango 

2. PTCA Balloon 
Catheter/ JIVE 

31-1254-MD/2013-DC 
 

MD-1254 10-06-2013 31-04-2016 

147
. 

M/s. Bectobn Dickinson 
India Pvt. Ltd., No.34, 
Assisi Nagar, West 
Thottam, Madhavram, 
Chennai-51 
 

M/s. Becton Dickinsonn & 
Company, 1 Becton Drive, 
Franklin Lakes, New 
Jersey, 07417, USA 
having factory premises at 
M/s BD Medical Surgical, 
2153, 12th Avenue, 
Columbus, NE 68601, 
USA 

1. BD Posiflush/ Flush 
Syrige    

2. Blunt Fill Needles  
3. Needle Filter Blunt Fill 
 

31-669-(B)-MD/2009-
DC (Re Reg.01) 
 

MD-
669(B) 

11-06-2013 30-04-2016 
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148
. 

M/s. Mn Solution, #26 & 
27, 2nd Floor, WZ-26, 
Nangli Jalib, B-1 Janak 
Puri, New Delhi-110058 
 

M/s. Alphatec Spine Inc, 
5830 EI Camino Real, 
Carlsbad, CA 92008, USA 
 

1. Zodiac/ Spinal Fixation 
System (Titanium) (Non-
Sterile)                                                 
2. ILLICO/ MIS Posterior 
Fixation System (Non-
Sterile)                                    
3.Zodiac/ Spinal Fixation 
System (Stainless Steel) 
(Non-Sterile)                                         
4.Trestle/ Antreior Cervical 
PLating Ssytem (Non-
Sterile)                                                    
5. Novel, Novel CP, NOvel 
TL, Novel SD, Novel XS/ 
Spacer Ssytem (Non-
Sterile)                                                                   
6. ILLICO/ Targeting 
Needle 
 

31-994-MD /2011-DC  
 

MD-994 11-06-2013 15-05-2016 

149
. 

M/s. India Medtronic Pvt. 
Ltd., Plot No. 609, Survey/ 
Shed – 188 (Part), 
Chumunda Comp., 
Kasheli Distt 

M/s. Medtronic Inc., 710, 
Medtronic Parkway, 
Minneapolis MN 55432, 
USA having factory 
premises at M/s. Medtronic 
Perfusion Systems, 7611 
Northland Drive, 
Minneapolis, MN 55428, 
USA 
 

1. DLP/ Arterial Cannula 
2. DLP/ Femoral Arterial 
Cannula 
3. DLP/ Antegrade 
Cannula 
4. DLP/ Pressure Sensing 
Syringes 
5. DLP/ Cannula Needle 
6. Bio-Medicus/ Cannula 
kIt 
7. DLP/ Left Heart Valve 
Catheters 
8. DLP/ Multiple Perfusion 
Set 
9. DLP/ Suction Tube 

31-68-MD/2006-DC 
(Re Reg.02) End.01 
 

MD-68 11-06-2013 15-02-2016 
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10. DLP/ Sumps 
150
. 

M/s. Cook India Medical 
Devices Private Limited, 
4/249A, Rasim Enclave, 
Poonamallee High Road, 
Goparasanallur, 
Kuttupakkam, Chennai-
600056 

M/s. Cook Incorporated, 
750 Daniels Way, 
Bloomington, IN 47402-
0489, USA 
 

1.Diagnostic Catheters/ 
TORCON NB 
ADVANTAGE 
CATHETER/ HNB 
series 

 
 

31-113-MD/2006-DC 
(Re-Reg. 02) 
 

MD-113 11-06-2013 30-04-2016 

151
. 

M/s. Fenwal India Pvt. 
Ltd., Khasra No. 1220, 1st 
and 2nd Floor, Vikaage 
Rithala, Delhi – 110085 

M/s. Fenwal Inc, 3 
Corporate Drive, lake 
Zurich IIIinois, 60047, USA 
having factory premises at 
M/s. Fenwal International 
Inc, Carretera Sanchez km 
18.5, Parquet Industrial 
Itabo, Zona Franca Ind. De 
S.C. Haina, Dominican 
Republic 

1. Amicus/ Aphersis Kit 
2. Amicus/ Exchnage Kit 
3. Amicus/ Aphersis Kit-

Double Needle 
4. Transfer Pack Container 

with Coupler 300 m/ 600 
ml/ 1000 ml 

5. Transfer Pack 
Contaioner 1000 ml with 
Needle Adapter 

6. PlasmaLink/ Transfer 
Pack Container 1000 ml 

31-1129-MD/2012-DC MD-1129 12-06-2013 15-05-2016 

152
. 

M/s. Boston Scientific 
Interantioanl B.V., 100A, 
The Capital Court, Olof 
Palme Marg, Munirka, 
New Delhi - 110067 
 

M/s. Boston Scientiifc 
Corportaion One Boston 
Scientiifc Place, Natick, 
MA 01760-1537, USA 
 Having factory premises 
at M/s. Boston Scientiifc 
Corporation, Two Scimed 
Place, Maple Grove MN 
55311-1566, USA 

1. 1. Emerge/ PTCA 
Dilataion Catheter 
Monorail 

2. 2. Emerge/ Emerge 
PTCA Dilatation Catheter 
Over the wire 

31-857-MD/2010-DC 
(End.03) 
 

MD-857 12-06-2013 31-07-2014 

153
. 

M/s. Edwards Life 
Sciences (India) Pvt. Ltd., 
Plot No. 70, A-23, ground 
Floor, Rama Road 
Industrial Area, New Delhi 

M/s Edwards Lifesciences 
LLC, One Edwards Way, 
Irvine, CA 92614 5686, 
USA having factory 
premises at M/s. Edwards 

Volume View/ Femoral 
Artery Catheter/ 
Thermistor Manifold 

 

31-91-MD/2006-DC 
(Re Reg.02) End.01 
 

MD-91 14-06-2013 31-03-2016 
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- 110015 
 

Lifesciences technology 
Sarl, State Road, 402, Km 
1.4 Industrial Park, 
Anasco, Puerto Rico 
00610-1577, USA 
 

154
. 
 

M/s. Romsons Scientific 
Surgical Industries Pvt. 
Ltd., 63, Industrail Estate, 
Nunhai, Agra-282006 
 

M/s. Well Lead Medical 
Co. Ltd., C-4 # Jinhu 
Industrial Estate Hualog, 
Panyu, Guangzhou, 
511434, P.R.China 
 
 
 

1. Urocath/ Latex Foley 
Catheters (Sterile)                                                                 
2. Silko Cath/ Silicon Foley 
Catheters (Sterile)                                 
3.  Endotracheal Tube 
(Sterile)   

31-1286-MD/2013-DC 
 

MD-1286 14-06-2013 31-05-2016 

155
. 

M/s. Kimberly-Clark 
Hygiene Products Private 
Limited, Raisoni Industrial 
park, Survey no. 279, 
Village-mann, Taluka-
Mulshi, Pune-411057 

M/s. Kimberly-Clark, 1400 
Holcomb Bridge Road, 
Roswell, GA 30076, USA 
having factory premises at 
M/s. Avent S. de R.L. de 
C.V. Circuito Industrial No. 
40 Colonia Obrera, 
Nogales, Sonora, CP 
84048, Mexico 

1. MIC-KEY/ Low Profile 
Gastrostomy Kit               
2. MIC-KEY/ Bolus 
Extension Set with Cath 
Tip                                              
3. MIC-KEY/ Over The 
wire stomas measuring 
device                                              
4. MIC/ Jejunostomy 
Feeding Tube                            
5. Kimberly-Clark/ Enteral 
Access Dilation System             
6. Kimberly-Clark/ 
Gastrointestinal Anchor 
Set 
 

31-1158-MD/2012-DC MD-1158 14-06-2013 31-05-2016 

156
. 

M/s. India Medtronic 
Private Limited, Plot No. 
609, Survey/Shed-188 
(Part), Chamunda Comp. 
Kasheli Village, Dist-

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis, MN 55432, 
USA having factory 
premises at M/s. Medtronic 

Endurant II/ Stent Graft 
System 
 

31-64-MD/2006-DC 
(Re Reg.02) End.03 
 

MD-64 14-06-2013 15-08-2015 
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Thane, Bhiwandi-421301 
 

Ireland Parkmore Business 
Park West Galway, Ireland 
 

157
. 

M/s. Becton Dickinson 
India Pvt. Ltd., No. 34, 
Assisi Nagar, West 
Thottam, Madhavaram, 
Chennai-51 
 

M/s. Becton Dickinson & 
Company, 1 Becton Drive, 
Franklin Lakes, New 
Jersey, 07417, USA 
having factory premises at 
M/s. Becton Dickinson & 
Company, Donore Road, 
Drogheda, Co. Louth, 
Ireland 
 

BD PosiFlush XS/ Pre-
filled Syringe with Sodium 
Cholride 0.9% Sterile 

31-1178-MD/2012-DC 
 

MD-1178 18-06-2013 31-05-2016 

158
. 

M/s. Alps International, 
Ashriwad Complex, D-1 
Green Park, New Delhi-
110016 
 

M/s. Neurelec, 2720 
Chemin Saint Bernard, 
06224 Vallauris-France  
 

Digisonic SP/ Cochlear 
Implant 

31-743-MD/2009-DC 
(Re Reg.01) 
 

MD-743 18-06-2013 31-05-2016 

159
. 

M/s. Abbott healthcare 
Private Limited, 4 
Corporate Park, Sion 
Trombay Road, Chembur, 
Mumbai-400071 
 

M/s. Abbott Vascular, 3200 
Lakeside Drive, Santa 
Clara, California 95054, 
USA having factory 
premises at M/s. Abbott 
Vascular, Cashel Road, 
Clonmel County Tipperary, 
Ireland 
 

1. Xience Prime. Xience 
Prime SV, Xience 
Prime LL/ Everolimus 
Elutig Coronary Stent 
System/ Xience Prime, 
Xience Prime SV, 
Xience Prime LL 

2. Xience  V/ Everolimus 
Eluting Coronary Stent 
System/ Xience V 

3. Multi Link Vision RX, 
Multi Link Vision OTW, 
Multi Link Mini Vision 
RX, Multi Link Mini 
Vision OTW/ Cardiac 
Stent System/ Multi 

31-306-MD/2007-DC 
(Re Re.02) 
 

MD-306 18-06-2013 31-05-2016 
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Link Vision RX, Multi 
Link Vision OTW, Multi 
Link Mini Vision RX, 
Multi Link Mini Vision 
OTW 

4. Multi Link Zeta RX/ 
Cardiac Stent System/ 
Multi Link Zeta RX 

5. Multi Link 8, Multi Link 
8 SV and Multi Link 8 
LL/ Cardiac Stent 
System/ Multi Link 8, 
Multi Link 8 SV and 
Multi Link 8 LL 

6. Xience Xpedition/ 
Xience Xpedition LL/ 
Xience Xpedition SV/ 
Everolimus Eluting 
Coornary Stent 
System/ Xience 
Xpedition/ Xience 
Xpedition LL/ Xience 
Xpedition SV 

7. Omnilink Elite/ 
Peripheral Stent 
System/  Omnilink Elite 

160
. 

M/s. Abbott healthcare 
Private Limited, 4 
Corporate Park, Sion 
Trombay Road, Chembur, 
Mumbai-400071 
 

M/s. Abbott Vascular, 3200 
Lakeside Drive, Santa 
Clara, California 95054, 
USA having factory 
premises at M/s. Abbott 
Vascular, 26531, Ynez 
Road, Temecula, 
California 92591, USA 

1. Xience Prime. Xience 
Prime SV, Xience Prime 
LL/ Everolimus Elutig 
Coronary Stent System/ 
Xience Prime, Xience 
Prime SV, Xience Prime 
LL 

2. Xience  V/ Everolimus 
Eluting Coronary Stent 

31-307-MD/2010-DC 
(Re Reg.02) 
 

MD-307 18-06-2013 30-06-2016 
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System/ Xience V 
3. Xience SBA/ Everolimus 

Eluting Coronary Stent 
System/ Xience SBA 

4. Multi Link Zeta RX/ 
Cardiac Stent System/ 
Multi Link Zeta RX 

5. Multi Link 8, Multi Link 8 
SV and Multi Link 8 LL/ 
Cardiac Stent System/ 
Multi Link 8, Multi Link 8 
SV and Multi Link 8 LL 

6. Voyager RX Viyager 
OTW and Voyager NC/ 
Coronary Dilatation 
Catheter/ Voyager RX 
Viyager OTW and 
Voyager NC 

7. Trek RX, Mini Trek RX, 
Trek OTW and Mini Trek 
OTW/ Coronary 
Dilatation Catheter/ Trek 
RX, Mini Trek RX, Trek 
OTW and Mini Trek 
OTW 

8. NC Trek RX/ Coronary 
Dilatation Catheter/ NC 
Trek RX 

9. Absorb/ Bioresorable 
Vascular Scaffold 

10. Hi-Torque/ 
Guidewire (Nitinol)/ Hi-
Torque Balance 

11. Hi-Torque/ 
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Guidewire (Stainless 
Steel)/ Hi-Torque 

12. Hemostatic Vlaves/ 
COPULOT  Bleedback 
Control Vlave, Roataing 
Hemostatic Vlave, 
Duostat Rotating 
Hemostatic Vlave 

13. Guide Wier 
Introdcuer 

 
161
. 

M/s. Choski Imaging Ltd., 
98 Kalatheeswaran, Koil 
Street Pondicherry-
605001 
 

M/s. Biosensors 
International Technologies 
Pte. Ltd., Block 10, Kai 
Avenue 1, # 06/01/04 
Kampomg Ubi Industrial 
Estate, Singapore 417942 
 

1. Biosensors Gazelle/ 
Cardiac  Stent System 

2. Biosensors Powerline/ 
Percutaneous 
Transluminal Coronary 
Angioplasty (PTCA) 
Catheter 

31-675-MD/2009-DC 
(Re Reg.01) 
 

MD-675 18-06-2013 31-05-2016 

162
. 

M/s. Coral Healthcare Pvt. 
Ltd., 71 B.R.B. Basu 
Road, 5th floor, Room No. 
A-524, Kolkata - 700001 
 

M/s. Karex Industries Sdn. 
Bhd. PTD 7906 & 7907 
Taman Pontian Jaya, By 
34 Jalan Johor, 82000 
Pontian Malaysia 
 

CAREX Rough & Tough, 
CAREX 3 in 1, CAREX 
Assorted Flavours/ Male 
Latex Condoms (Finished) 

31-07-MD/2006-DC 
(Re Reg.01) 
 

MD-07 19-06-2013 31-05-2016 

163
. 

M/s Bard India Healthcare 
Pvt. Ltd 1st floor, 67 A 
Krishan Bawan, Nehru 
Road, Vileparle, 
(East)Mumbai 400057 
maharashtra  
 

M/s. Bard 
Electophysiology, A 
Division of C.R.Bard, Inc., 
55 Technology Drive, 
Lowell, MA-USA 01851 
 

1. Dynamic XT. Dynamic 
Tip, Orbiter ST, Orbiter PV 
and EP-XT/ Steerable 
Electrode Catheter             
2. Woven, Woven Flexie 
and Orbiter/ Fixed Curve 
Diagnostic Electrode 
Catheter                              
3. NBIH, Semi Floating, 
Special Care and Goetz/ 
Bipolar Temporary Pacing 

31-192-MD/2006-DC 
(Re-Reg.02) 
 

MD-192 25-06-2013 31-05-2016 
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Electrode Catheter                                       
4. Balloon Pacing and 
Ballon Flow Assisted/ 
Balloon Bipolar Temporary 
Electrode Catheter 
 

164
. 

M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shanti Estate, Ghansham 
Estate, National Highway 
No. 8. Aslai, Tal: Daskroi 
(N.A.), Ahmedabad-
(Gujarat) 
 

M/s. Biomet Orthopaedics 
LLC, 56 East Bell Drive, 
P.O. Box 587, Warsaw, 
Indiana 46581-0587, USA 
 

Compress & OSS System/ 
Orthopaedic Limb Salvage 
System 
 

31-1139-MD-2012-DC 
 

MD-1139 25-06-2013 31-05-2016 

165
. 

M/s. Hester Diagnostics 
Private Limited, Room No. 
9, 1st Floor, 66, Princess 
Street, Mumbai-400002 
 

M/s. Asahi Intecc Co. 
Limited, 1703 Wakita-cho, 
Moriyama-ku, Nagoya, 
Aichi 463-0024, Japan 
having factory premises at 
M/s. Asahi Intecc 
(Thailand) Co. Limited, 
158/1, Moo5, Bangkadi 
Industrial Park, Tiwanon 
Road, Tambol Bangkadi, 
Amphur Muang, 
Pathumthani 12000, 
Thailand 
 

Asahi/ PTCA Guidewire 
 

31-866-MD /2010-DC  
 

MD-866 25-06-2013 15-06-2016 

166
. 

M/s. Sushen Tecnologies, 
405 Chawla Commercial 
Sector-15, CBD Belapur, 
Navi Mumbai-400614 
 

M/s. Zeon Medical Inc., 2-
4-1 Shiba-Koen, Minato-
ku, Tokyo 105-0011, 
Japan having factory 
premises at M/s. Zeon 
Medical Inc., Takaoka 
Plant, 422-1, 

Xemex IABP Balloon Plus/ 
Intra Aortic Balloon 
Catheter with Insertion Kit 
 

31-1212-MD/2012-DC 
 

MD-1212 25-06-2013 31-05-2016 
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Futungamishin, Takaoka-
shi, Toyama, 933-0981, 
Japan 
 

167
. 

M/s. Teleflex medical 
Private Limited, Old No. 
10, No. 19, 1st Floor & 
Ground Floor, Harington 
Road, Chetpet, Chennai-
600031 
 

M/s. Arrow Intrenational 
Inc., 312, Commerce 
Palace, Ashebor, NC 
27203, USA 
 

Arrow/ Trans Radial 
Catheter 
 

31-844-MD/2010-DC 
(End.01) 
 

MD-844 25-06-2013 31-03-2014 

168
. 

M/s. Smith & Nephew 
Healthcarea Pvt. Ltd., 
Bldg 2-3, & 15-17 
Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, 
Kalher, Thane – Bhiwandi 
Road, Thane – 421302, 
India 
 

M/s. Smith & Nephew 
Medical Ltd., 101 Hessle 
Road, Hull, HU3 2BN, 
united Kingdom having 
factory premises at M/s. 
Smith & Nephew Medical 
(Suzhou) Ltd., No.12 
Wusiang Road, 
Comprehensive Free 
Zone, West Zone, Suzhou 
Industrial Park, Suzhou, 
Jiangsu 215021, China 
 

1. Allevyn/ Adhesive 
Hydrocellular Polyurethane 
Dressing (Sterile) 
2. Allevyn/ Gentle Border 
Dressings 
 

31-1199-MD/2012-DC 
 

MD-1199 25-06-2013 30-06-2016 

169
. 

M/s. Boston Scientific 
India Private Limited, C-
41, Ground Floor, Okhla 
Industrial Area, Phase-II, 
New Delhi-110020 
 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, Natick MA 
01760, USA having factory 
premises at M/s. Boston 
Scientific Cork Limited, 
Business and technology 
Park, Model Farm Road, 
Cork, Ireland 
 

1. Equalizer/ Balloon 
Catheter  
2. Renegade HiFlo/ 
Microcathtere                         
3. Extractor Pro XL/ 
Balloon Catheter                    
4. Extracor Pro RX/ 
Balloon Catheter             5. 
Extractor Pro DL/ Balloon 
Catheter        6. RotaLink 
Burr Catheter                             

31-163-MD/2006-DC 
(Re-Reg. 2012) 
 

MD-163 25-06-2013 31-05-2016 
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7. Hurricane RX/ Balloon 
Catheter Catheter                                                      
8. Renegade/ 
Microcatheter (Fiber 
Braided)                                                  
9. CRE Wireguard/ Ballon 
Dilataion Catheter                                                      
10. CRE Fixed Wire/ 
Ballloon Catheter                                                  
11. Alliance II Single use 
Syringe, Gauge Assembly/ 
Inflation Device 
 

170 M/s. Stryker India Private 
Limited, Khasra No. 191-
193, Asola Village, 
Fatehpuri Beri, New 
Delhi-110075 
 

M/s. Stryker Instruments, 
Instruments Div, 4100 East 
Milham Avenue, 
Kalamazoo, Michigan 
49001 having factory 
premises at M/s. Stryker 
Puerto Rico Limited, Hwy 
3, Km 131.2 Las Guasimas 
Industrial Park, Arroyo, 
Puerto Rico 00714 
 

1. Spineplex/ Bone 
Cemnet (with PCD system-
Percutaneous Cement 
Delivery)                          2. 
Dekompressor 
Percutaneous Lumbar 
Discectomy Probe Kit/ 
Disposable Discectomy 
Probe 
 

31-181-MD/2007-DC 
(Re-reg. 02) 
 

MD-181 25-06-2013 15-06-2016 

171 M/s. Osstem Implant India 
Private Limited, Office No. 
418, 4th Floor, A Wing, 
"Sagar Tech Plaza", 
Sakinaka, Andheri-Kurla 
Road, Andheri (E), Mumbai-
400072 

 

M/s. Hans Biomed Corp, 461-
37 Jeonmin-dong, Yuseong-
gu, Daejeon, 305-811, Korea 
having factory premises at 
M/s. Hans Biomed Corp, 461-
37 Jeonmin-dong, Yuseong-
gu, Daejeon, 305-811, Korea 

 

1.Human Dermineralized 
Bone Matrix with 
Cancellous Bone/ ExFuse 
2. Human Dermiineralized 
Bone Matrix/ Sure Fuse 

31-1145-MD/2012-DC 

 
MD-1145 01-07-2013 15-06-2016 

172 M/s. Bausch & Lomb 
Eyecare India Pvt. Ltd., Plot 
No. 13, Sector-34, Gurgaon 

 

M/s. Bausch & Lomb 
Incorporated, 1400 North 
Goodman Street, Rochester, 
New York, 14609, USA 

1.Intraocular Lenses 
(Acrylic)/ Akreos/ Akeros-
Adapt 

31-12-MD/2006-DC (Re-
Reg. 02) 

 

MD-12 01-07-2013 15-06-2016 
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having factory premises at 
M/s. Bausch & Lomb, 
Chauvin Opisa, Rue Max 
Planck, BP 68301, 31670 
Labege Cedex, France 

 

2. Advanced Optics 
Aspheric Lens/ Alreos/ 
Adapt AO 
3. Micro Incision Lens/ 
Alreos AO/ M160 

173 M/s. St. Jude Medical India 
Private Limited, D. No. 8-3-
168/B/1/ Plot No. 18 & 19, 
Laxmi Nagar, Behind T.B. 
Hospital , MCH Circle-5, 
Mandal Hyderabad 

M/s. St. Jude Medical-
Cardiac Rhythm Management 
Division, 5900 Valley View 
Court, Sylmar 91342, USA 

 

1.CPS Luminary/ Catheter 
2. CPOS Direct SL 
Slittable Outer Catheter/ 
Catheter 
3. CPS Aim Inner 
Catheter/ Catheter 
4. CPS Direct PL Peelable 
Outer Guide Catheter/ 
Catheter 
5. CPS Aim SL Sliitable 
Inner Catheter/ Catheter 
6. CPS Duo Left Heart 
Lead Delivery System/ 
Catheter 
7. CPS Direct SL II 
Sliitable Outer Guide 
Catheter/ Catheter 
8. Current (DR, Accel DR, 
DR RF)/ Implantable 
Cardioverter Defibrillator 
9. Current (VR RF, VR, 
Accel VR)/ Impantable 
Cardioverter Defibrillator 
10.Promote (Accel, RF, Q, 
+)/ Cardiac 
Resynchronization 
Therapy Defibrillator 
11. Fortify (VR, DR, STVR, 
STDR)/ Implantable 

31-300-MD/2007-DC 
(Re Reg.02) 

 

MD-300 01-07-2013 31-05-2016 



69 

 

Cardioverter Defibrillator 
12. Unify/ Cardiac 
Resynchornization 
Therapy Defibrillator 
13. Promote Quadra/ 
Cardiac Resynchronization 
Therapy DefIbrillator 
 
 

174 M/s. Cook India Medical 
Devices Private 
Limited, 4/249A, Rasim 
Enclave Poonamallee 
High Road, 
Goparasanallur, 
Kattupakkam, Chennai-
600056 
 

M/s. Cook Vascular 
Incorporated-CVI, 1186 
Montgomery Lane, 
Vandergrift, PA 15690, 
USA 
 

1.Liberator Beacon/ 
Superior approach lead 
extraction devices 
2. Evolution Mechanical 
Dilator Sheath Sets/ 
Superior approach lead 
extraction devices 
3. Byrd Workstation 
Femoral Intravascular 
Retrieval Set, Needles Eye 
Snare Retrieval Sets/ 
Femoral approach lead 
extraction devices 
4. Byrd/ Dilator Sheath 
(Polypropylene), Dilator 
Sheath (Telfon), Dilator 
Sheath (Stainless Steel) 
 

31-749-MD/2009-
DC (Re Reg.01) 
 

MD-749 01-07-2013 31-05-2016 

175 M/s. India Medtronic Private 
Limited, Plot No. 609, 
Surver/Shed-188 (Part), 
Chanmunda Comp., Kasheli 
Village, Dist-Thane, 
Bhiwandi-421301 

 

M/s. Medtronic Inc., 710, 
Medtronic Parkway, 
Minneapolis MN 55432, USA 
having factory prrmises at 
M/s. Medtronic Mexico, S.De 
R.L. de CV, Av. Paseo 
Cucapah 10510, Parque 
Industrial EI Lago, Tijuana 
B.C., 22570, Mexico 

Balloon Dilatation 
Catheter/ NC Sprinter RX 

31-381-MD/2007-DC 
(Re Reg.2010) End.02 

 

MD-381 01-07-2013 14-02-2014 
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176 M/s. Boston Scientific 

India Private Limited, C-
41, Ground Floor, Okhla 
Industrial Area, Phase-II, 
New Delhi-110020 
 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, natick, MA 
01760, USA 
Having factory premises at 
M/s. Boston Scientific 
Ireland Limited, Ballybrit 
Business Park, Galway, 
Ireland 

1.Wallstent Uni 
Endoprothesis with 
Unistep Plus Delivery 
System 

2. Synergy/ Balloon 
Dilatation Catheter 
3.Mustang/ Peripheral 
Transluminal 
Angioplasty Balloon 
Dilatation Catheter 
4.Symmetry/ Balloon 
Dilatation Cathetres 
5.Symmetry Stiff Shaft/ 
Balloon Dilatation 
Catheter 
 

31-41A-MD/2006-DC   
(Re Reg.01) End.01 
 

MD-41A 01-07-2013 15-04-2016 

177 M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shanti Estate, Ghansham 
Estate, National Highway 
No. 8. Aslai, Tal: Daskroi 
(N.A.), Ahmedabad-
(Gujarat). 

M/s. Biomet Microfixation, 
1520 Tradeport Drive, 
Jacksonville, FL 32218, USA 

 

1.TraumaOne/ Oral and 
Cranio-maxillofacial 
reconstructive implants 
2. TraumaOne/ Oral and 
Cranio-maxillofacial 
reconstructive implants 
3.TraumaoNe/ Oral and 
maxillofacial reconstructive 
implants/ SP-1865 
 

31-910-MD/2011-DC 
(End 03) 

 

MD-910 01-07-2013 14-01-2015 

178 M/s. Johnson & Johnson 
Limited, Shed No. A1/50, 
100 Shed Area, Degam 
Road, GIDC, Vapi-396195 

M/s. DePuy (Ireland) 
Loughbeg, Ringaskiddy, Co., 
Cork, Ireland 

 

1.Attune/ CR/PS Knee 
Ssytem Tibial Base 
2. Attune/ CR/PS Knee 
System Tibial Insert 
3. Attune/ CR/PS Knee 
System Patella 

31-1003-MD/2011-DC 
(End 01) 

 

MD-1003 01-07-2013 30-04-2015 
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179
. 

M/s. Boston Scientific 
India Private Limited, C-
41, Ground Floor, Okhla 
Industrial Area, Phase-II, 
New Delhi-110020 
 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, natick, MA 
01760-1537, USA having 
factory premises at M/s. 
Boston Scientific 
Corporation, 780 
Brookside Drive, Spencer, 
IN 47460, USA 
 

1. Combo Cath RX/ 
Cytology Brush 

2. Speedband Superview 
Super 7/ Ligator 

3. Tandem XL Single use 
Triple Lumen ERCP 
Cannula/ Cannula 

4. SEGURA 
Hemisphere® Stone 
Retrieval Basket/ Stone 
Retrieval Basket 

5. Interject Clear Injection 
Therapy Needle 
Catheter/ Needle 
Catheter 

6. Interject Contrast 
Injection Therapy 
Needle Catheter/ 
Needle Catheter 

7. Trapezoid RX Single 
use Wireguided 
Retrieval Baskets/ 
Retrieval Baskets 

8. Percuflex Biliary Stent 
with Introducer Kit/ 
Biliary Stent 

9. Biliary Stent Introducer/ 
Biliary Stent Introducer 

 

31-162-MD/2006-DC 
(Re-Reg. 02) 
 

MD-162 05-07-2013 15-06-2016 

180
. 

M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 
Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 

M/s. Ethicon LLC, Road 
183 km 8.3 San Lorenzo, 
Puerto Rico 00754, USA 
having factory premises at  

OMNEX/ Surgical Sealent/ 
SS1EU4 4901 

31-738 (A)-MD/2009-DC 
(Re Reg.01) End.01 

 

MD-
738(A) 

05-07-2013 29-02-2016 
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Distt.- Thane. M/s. Ethicon LLC, Road 
183 km 8.3 San Lorenzo, 
Puerto Rico 00754, USA 

181 M/s. St. Jude Medical 
India Privated Limited D. 
No. 8-3-168/B/1 Plot No. 
18 &19, Laxmi Nagar 
Behind T.B. Hospital MCH 
Circle-5 Mandal 
Hyderabad 
 

M/s. St. Jude Medical, 177 
County Road, B, East St. 
Paul, MN 55117, USA 
having factory premises at 
M/s. St. Jude Medical, 
Puerto Rico LLC, Caguas 
West Industrial Park, 
Street B, Lot # 20-B, 
Caguas, Puerto Rico 
00725, USA 

SJM/ Seguin Annuloplasty 
Ring. SARP-(24 mm – 40 
mm) 

31-1323-MD/2013-DC MD-1323 09-07-2013 30-06-2016 

182 M/s. Insightra Medical India 
Pvt. Ltd., No. 1, Cosme , 
Costa;s Nucleus, N.H. 1, 
Porvorim, Bardez Goa--
403521 

 

M/s. Insightra Medical Inc., 
9200 Irvine Centre Drive 
Suite 200, CA 92618, USA 

Having factory premises at 
M/s. Life Science 
Outsourcing Inc., 830, 
Challenger Street, Brea, 
CA 92821, USA 
 

Freedom/ Hernia Repair 
System Ventral 

31-971-MD/2011-DC 
(End.02) 

 

MD-971 09-07-2013 31-12-2015 

183 M/s. Covidien Healthcare 
India Private Limited, 
"Doshi Towers", 6th Floor, 
#156, Poonamallee High 
Road, Kilpauk, Chennai-
600010 
 

M/s. Covidien Iic, 15 
Hampshire Street, 
Mansfield, MA 02048, USA 
having factory premises at 
M/s. Covidien, Calle 9 Sur 
No. 125 Cuidad Industrial, 
Tijuana, mexico CP 22500 
 

1. Argyle/ Trocar 
Catheter                            
2. Rgyle/ Thoracic 
Catheters 

31-1317-MD/2013-DC MD-1317 16-07-2013 30-06-2016 

184 M/s. Johnson & Johnson 
Ltd., A-1/50, room No. 2, 
100 Shed Area, G.I.D.C., 
Vapi, Tal: Pardi (Valsad), 
Maharashtra 

M/s. DePuy (Ireland) 
Loughbeg, Ringaskiddy Co. 
Cork, Ireland having factory 
premises at M/s. DePuy 
Orthopaedics, 325 
Paramount Drive, Raynham, 

1. Attune CR/ PS/ Inserts 
(Sterile)                        

2. Attune CR/PS/ Femoral 
(Sterile) 

31-1065-MD/2011-DC 
(End.01) 

 

MD-1065 16-07-2013 15-07-2015 
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Massachusetts 02767, USA 

 
185 M/s. Zimmer India Pvt. 

Ltd., 14th Floor, Tower-5B, 
DLF Cyber Terrace, DLF 
Cyber City, Gurgaon-
122002 
 

M/s. Zimmer Inc., 1800 West 
Centre Street, Warsaw, 
Indiana 46580, USA 

 

1. Persona 
Personalized Knee 
System/ Knee 
Replacement (Feoral 
components) – 
(Cobalt-Chromium-
Molybdenum Alloy)                     

2. Persona 
Personalized Knee 
System/ Knee 
Replacement (Tibial 
Component) Ti-6AI-4 
V Alloy) (Cementedm 
Stemmed) 

3. Persona 
Personalized Knee 
Ssytem/ Knee 
Replacement (Patelle 
Component) –(Ultra 
High Molecular 
Weight Poly 
Ethylene) (All poly 
patella, Standard, 
Cemented) 

4. Persona 
Personalized Knee 
Ssytem/ Knee 
Replacement 
(Articular Surface 
Inserts Componet)- 
(UItra High Molecular 
Weight Poly 
Ethylene) 

31-170-MD/2006-DC 
(Re Reg.02) End.08 

 

MD-170 16-07-2013 31-07-2015 
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5. Zimmer Universal 
Locking System / 
Trauma Plating 
System 

 
186 M/s. Edwards Lifesciences 

(India) Pvt. Ltd., Plot No. 70, 
A-23, Ground Floor, Rama 
Road Industrial Area, New 
Delhi-110015 

 

M/s. Edwards Lifesciences 
LLC, One Edwards Way, 
Irvine CA 92614, USA having 
factory premises at M/s. 
Edwards Lifesciences 
Technology Sarl, State Road 
402, KM 1.4, Industrial Park, 
Puerto Rico, 00610-1577, 
USA 

 

1. Vantex/ Central 
Venous Catheters 

2. Multi-Med/ Central 
Venous Infusion 
Catheter 

31-91-MD/2006-DC 
(Re Reg.02) End.01 A 
 

MD-91 17-07-2013 31-03-2016 

187 M/s. B. Braun Medical India 
Private Limited, Prerna 
Complex, Bldg B, Gala 1-10, 
Dapoda Road, Val Village, 
Taluka-bhiwandi, Thane-
421302 
 

M/s. B. Braun Surgical, SA 
Carretera De Terrassa, 121 
08191 Rubi (Barcelona), 
Spain having factory 
premises at M/s. Aesculap 
AG, Carl-Braun-Strasse 1, 
34212 Melsungen, Germany 
 

1. Lyostypt/ Collagen 
Haemostatic 

2. Histoacryl/ Tissue 
Adhesive 

31-1096-MD/2012-DC 

 
MD-1096 23-07-2013 15-07-2016 

 
 
188 
 
 
 

M/s. B. Braun Medical 
(India) Pvt. Ltd., Building B, 
Gala 1-10, Prerna Complex, 
Dapoda Road, At Val 
Village, Taluka Bhiwandi, 
Thane-421302, Maharshtra 
 

M/s. Aesculap AG,  Am 
Aesculap Platz, D-78532 
Tuttlingen, Germany 
having factory premises at 
M/s. Aesculap AG, Carl-
Braun-Strasse 1, 34212 
Melsungen, Germany 

1. Uni-Graft KDV and 
Silver Graft/ 
Vascular Graft  

2. Neuropatch/ Non-
Absorbable Dura 
Susbtitute 

3. Lyoplant/ 
Absorbable Dura 
Substitute 
 

31-168-MD/20007-DC 
(Re Reg.02) 

 

MD-168 23-07-2013 15-06-2016 

189 M/s. Fresenius Kabi India 
Pvt. Ltd., A-3, MIDC, 2nd 
Floor, Near Conference 

M/s. Fresenius Kabi 
(Guangzhou) Co. Ltd., No. 43 
Baoying Street,  Free Trade 

1. Compoflex/ 
Quadruple Blood 
Bag System/ 

31-656-MD/2009-DC 
(Re-Reg.01) 

 

MD-656 23-07-2013 15-07-2016 
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Room, Ganpati, Tal. Shirur, 
(Pune-Zone I) Pune 412220 
 

Zone 510730, Guangzhou, 
P.R.China 
 

T432153 
2. Compoflex/ Triple 

Blood Bag System/ 
T331161 

3. Compoflex/ Triple 
Blodd Bag System/ 
T331162 

4. Compoflex/ Double 
Blood Bag System/ 
T211163 
 

190 M/s. Johnson & Johnson 
Ltd., J-1, Shree Arihant 
Complex, Vill.- Kalher, 
Thane-Bhiwandi Road, 
Distt.- Thane. 

M/s. Biosense Webster 
Inc., 3333 Diamond 
Canyon Road, Diamond 
Bar, CA 91765, USA 
having factory premises 
atM/s. Biosense Webster 
Inc, 15715 Arrow Highway, 
Irwindale, CA 91706, USA 

1. Navistar/ 
Deflectable Tip 
Catheter 

2. Navistar DS/ 
Deflectable Tip 
Catheter 

3. Celsius/ 
Deflectable Tip 
Catheter 

4. Webster/ 
Deflectable Tip 
Catheter 

5. Nvaistar 
ThermoCool/ 
Deflectable Tip 
Catheter 

6. Celsius 
ThermoCool/ 
Deflectable Tip 
Catheter 

7. Lasso/ / Deflectable 
Tip Mapping 
Catheter  

31-120-MD/2006-DC 
(Re-Reg. 02) 
 

MD-120 05-08-2013 15-07-2016 
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8. Pentaray/ 
Deflectable Tip 
Catheter 

9. Nogstar, Noga XP/ 
Deflectable Tip 
Catheter 

10. ThermoCool SF/ 
Deflectable Tip 
Catheter 

11. Thermocool 
Smarttouch/ 
Deflectable Tip 
Catheter 

12. Webster/ Fixed 
Curve Catheter 

13. Avail/ Fixed Curve 
Catheter 
 

191 M/s.Allergan Healthcare 
India Pvt. Ltd., Shri Arihant 
Comp. Bldg., No.H-1, Gala 
No.10, Thane-Bhiwandi 
Road, Distt. Thane, 
Bhiwandi - 421302, 
Maharshtra 
 

M/s. Allergan, Route de 
Promery, Zone Artisanale de 
pre-Mairy, 74370 Pringy, 
France 
 

Juvederm 
VOLUMA/ 
Hyaluronic Acid – 
20 mg 

31-483-MD/2008-DC 
(Re-Reg 01) End 03 
 

MD-483 05-08-2013 31-05-2015 

192 M/s. W.L. Gore & Assocates 
(Pacific) Pte. Ltd., 215 
Atrium, "A" Wing, Unit NO. 
802, 803, 804, Andheri Kurla 
Road, Andheri (East), 
Mumabi-400059 
 

M/s. W.L. Gore & Assocaites 
Inc., 1505, N 4rth Street, 
Falgstaff, Arizona, USA 
86004 having factory 
premises at M/s. W.L. Gore & 
Assocaites Inc., 301 Airport 
Raod, Elkton, Maryland 
21921, USA 
 

1. Gore-Tex Suture/ 
Suture 

2. Gore Dualmesh 
Biomaterial/ 
Biomaterial Mesh 

3. Gore Dualmesh 
Plus Biomaterial 

4. Biomaterial Mesh 
5. Gore Mycromesh 

31-144-MD/2006-DC 
(Re Reg.02) 
 

MD-144 06-08-2013 15-06-2016 
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Biomaterial/ 
Biomaterial Mesh 

6. Gore Seangurad 
Bioabsorbable 
Stapli Line 
Reinforcement/ 
Bioabsorbable 
Staple 

 
193 M/s. Stryker India Pvt. 

Ltd., Khasra No. 191-193, 
Firs Floor, Asola Village, 
Fatehpur Beri, New Delhi 

M/s. Stryker Endoscopy, 
5900, Optical Avenue, San 
Jose, CA 95138, USA 
 

1. Universal Wedge 
Screw (Titanium), 
Bioabsorbable 
Wedge Interference 
Screw, Biosteon 
Wedge Interference 
Screw, ACL 
Interference Screw 
(Titanium, w/ cross 
pin hole), Stryker 
Cross Screw 
(Titanium), Inter-
Lock Pins/ Screws 
with Inter-LockPns 
(Soft Tissue 
Fixation System)                    
2. XCEL/ HS 
Suture Anchor, 
Biozip, Suture 
Anchor/ Suture 
Anchor (Soft Tissue 
Fixation System 

2. Glenoid, Cuff 
Anchor, Wedge 
Anchor, Wedge HS 
Suture Anchor/ 

31-183-MD/2006-DC 
(Re Reg.02) 
 

MD-183 08-08-2013 15-07-2016 
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Suture Anchor (Soft 
Tissue Fiaxtion 
System) 
 

194 M/s. Terumo Corporation 
Chennai Branch, No. 34 & 
35, 2nd Floor, C-Wing, 
Alexandeer Square, Sardar 
Patel Road, Guindy, 
Chennai-600032 
 

M/s. Terumo Coroporation, 
44-1, 2-Chome, Hatagaya, 
Shibuya-ku, Tokyo, Japan 
having factory premises at 
M/s Terumo Corporation, 
150, Maimaigi-cho, 
Fujinomiya City, Shizuoka 
Prefecture, Japan 
 

1. Tsunami Gold/ 
Coronary Stent 
System 

2. Ryujn Plus/ 
PTCA Dilataion 
Catheter 

3. Heartrail II/ 
PTCA Guiding 
Cathetre 

4. Radifocus 
Optitorque/ 
Angiographic 
Catheter 

5. Radifocus 
Glidecath/ 
Angiographic 
Catheter 

6. Progreat/ Micro 
Catheter 

7. Radifocus/ 
Guidewire M 

8. Radifocus 
Introducer II/ 
Guidewire M 

9. Runthrough NS/ 
PTCA 
Guidewire 

10. Crosswire/ NT, 
Crosswire/ 
PTCA 

31-141-MD/2007-DC 
(Re Reg.02) 
 

MD-141 08-08-2013 31-07-2016 
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Guidewire 
11. Hiryu/ PTCA 

Dilatation 
Catheter 

12. Finercross MG/ 
Coornary Micro-
Guide-
Catheters 
 

195 M/s. Abbott Healthcare 
Pvt. Ltd., 4 Corporate 
Park, Sion Trambay 
Road, Chembur, Mumbai-
400071 Maharashtra 
 
 

M/s. Abbott Vascular, 3200 
Lakeside Drive, Santa 
Clara, California 95054, 
USA having factory 
premises at M/s. Abbott 
Vascular, Cashel Road, 
Clonmel, County 
Tipperary, Ireland 
 

Xience Pro/ Everolimus 
Eluting Coronary Stent 
System 

31-306-MD/07-DC (Re 
Reg.02) End.02 

MD-306 08-08-2013 31-05-2016 

196 M/s. Stryker India Pvt. 
Ltd., Khasra No. 191-193, 
Firs Floor, Asola Village, 
Fatehpur Beri, New Delhi 

M/s. Howmedica Osteonics 
Corporation, 325 Corporate 
Drive Mahwah, New Jersey 
07430, USA having factory 
premises at M/s. Lisi Medical 
Orthopaedics, 203 BD de la, 
Grande Delle-BP8, 14201 
Herouville-Saint-Clair Cedex, 
France 

 

1. Exeter/ Total Hip 
Replacement System 

2. ETS/ Total Hip 
Replacement System 

3. Femoral Heads/ Total 
Hip Replacement 
System 

4. Femoral Stems/ Total 
Hip Replacement 
System 
 

31-1233-MD/2012-DC 

 
MD-1233 12-08-2013 31-07-2016 

197 M/s. Johnson & Johnson 
Ltd., A-1/50, room No. 2, 
100 Shed Area, G.I.D.C., 
Vapi, Tal: Pardi (Valsad), 
Maharashtra 

M/s. DePuy Mitek, 325 
Paramount Drive, Raynham, 
MA 02767, USA having 
factory premises at M/s. 
DePuy Mitek SARL, Rue du 
Puits Godet 20 Neuchatel, 

1. Gil/ Metallic Anchor-
Sterile 

2. Fastin RC Anchors/ 
Metallic Anchor-Sterile 

3. Knotless Anchors/ 

31-1141-MD/2012-DC MD-1141 12-08-2013 15-07-2016 
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CH-2000, Switzerland 

 
Metalli Anchor- Sterile 

4. Bioknotless Anchors/ 
Bio Anchors-Sterile 

5. Micro QA Anchors 
System/ Bio Anchors-
Sterile 

6. Microfix QA Anchor 
System/ Bio Anchors-
Sterile 

7. Versalok Anchor 
System/ Bio Anchors-
Sterile 

8. Healix Peek Anchor 
System with or without 
Needles/ Bio Anchors-
Sterile 

9. Healix BR Anchor 
System with or without 
Needles/ Bio Anchors-
Sterile 

10. Lupin Anchor Sytem/ 
Bio Anchors-Sterile 

11. Rigidfix Cross Pins/ 
Bio Interference 
Screws-Sterile 

12. Absoulte/ Bio 
Interference Screws-
Sterile 

13. Milagro/ Bio 
Interference Screws-
Sterile 

14. Bio-Intrafix/ Bio 
Interference Screws-
Sterile 
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15. Profile/ Metallic 
Screws-Sterile 

16. Intrafix Interference 
Screws/ Metallic 
Screws-Sterile 

17. Omnispan/ Meniscal 
Repair System 

18. Gryphon/ Anchor 
System-Sterile 

19. Mini Anchor/ Metallic 
Anchor-Sterile 

20. Mini Quick Anchor 
Plus/ Metalic Anchor-
Sterile 

21. Minilok Quick Anchor 
Plus/ Bio Anchors-
Sterile 

 
198 M/s. Covidien Healthcare 

India Pvt. Ltd., "Doshi 
Towers", 6th Floor, #156, 
Poonamallee High Road, 
Kilpauk, Chennai - 600010 

 

M/s. Covidien ILC, 15 
Hampshire Street, Mansfield, 
MA 02048, USA having 
factory premises at M/s. 
Covidien Medical Products 
(Shanghai) L.L.C., Building 
#10, 789Puxing Road, 
Minhang District, Shanghai, 
China 

 

Premium Plus CEEA 
Autosuture/ Single use 
Circular Stapler 

31-1201-MD/2012-DC MD-1201 12-08-2013 30-06-2016 

199 M/s. Span Healthcare Pvt. 
Ltd., Columbus Business 
Chambers, # 17, 7th 
Temple Street, 15th 
Cross, Malleswaram, 
Banaglore-560003 
 

M/s. Haemonetics 
Corporation Haemonetics, 
400 Wood Road, 
Braintree, Massachusetts, 
02184, USA having factory 
premises at M/s. 
Haemonetics U.K. Ltd., 5 

MCS+ / Apheresis 
Diaposables Set 

31-612-MD/2009-DC 
(Re Reg.01) 

 

MD-612 13-08-2013 15-07-2016 
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Ashley Drive, Bothwell, 
Scotland G71 8BS, Great 
Britain, United Kingdom 
 

200 M/s. Ophtho Equip Inc, 
#703, Samruddhi, Opp. 
Sakar-III, Navrangpura, 
Ahmedabad-380014 

 

M/s. Staar Surgical AG, 
Hauptstrasse 104, 2560 
Nidau, Switzerland 

 

Implantable Collamer 
Lens/ VICH, VICM, 
VICMO, VTICH, VTICM, 
VTICMO 

31-1166-MD/2012-DC MD-1166 16-08-2013 31-07-2016 

201 M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg. No. 
B, Gala No. 1-10, Prerna 
Complex, Anjur Phata, 
Dapoda Road, At Val 
Village, Bhiwandi 421302, 
Maharashtra 

M/s. B. Braun Melsungen 
AG, Carl-Braun-Str, 1, 
34212 Melsungen, 
Germany having factory 
premises at M/s. B. Braun 
Medical KFT, Deli-Kulhatr 
UT 2-4, 3200 Gyongyos, 
Hungary 
 

1. Sterifix Neonat, 
Sterifix, Sterifix 
Paed/ 0.2 mm 
Infusion Filter 

2. Intrafix Primeline, 
Intrafix Safeset/ I V. 
Administration Set 

31-1216-MD/2012-DC MD-1216 22-08-2013 31-07-2016 

202 M/s. S.R. international , 801, 
Manjusha, 57 Nehru Place, 
New Delhi - 110019 
 

M/s. Arcadophta Sarl, 11 Rue 
Ricord, 31100 Toulouse, 
France 
 

1. Arciolane 1300 
CST/ Arciolane 
5500 CST (10 ml)/ 
Silicone Oil 

2. Arceole Set 
Multidose C3F8/ 
Gas for Opthalmic 
Surgery 

3. Arceole Set 
Multiidose SF6/ 
Gas for Opthalmic 
Surgery 
 

31-1269-MD/2013-DC MD-1269 22-08-2013 30-09-2016 

203 M/s. Abbott Healthcare 
Pvt. Ltd., 4 Corporate 
Park, Sion Trambay 
Road, Chembur, Mumbai-

M/s. Abbott Vascular, 3200 
Lakeside Drive, Santa 
Clara, California 95054, 
USA having factory 

Graftmaster RX/ Coronary 
Stent Graft System 

31-306-MD/2007-DC 
(Re Reg.02) End. 01 
 

MD-306 22-08-2013 31-05-2016 
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400071 Maharashtra 
 

premises at M/s. Abbott 
Vascular, Cashel Road, 
Clonmel, County 
Tipperary, Ireland 
 

204 M/s. Covidien Healthcare 
India Pvt. Ltdd.,No. 156, 
Doshi Towers,  Poonamallee 
High Road, Kilpauk, Chennai 
- 600010 

 

M/s. Covidien LLC, 15 
Hampshire Street, Mansfield, 
MA 02048, USA having 
factory premises at M/s. 
Covidien Manufacturing 
Solutions, S.A. Edificio B20 
Calle# 2 Zona Franca Coyol 
Alajuela, Costa Rica 

 

Argyle/ Peritoneal Dialysis 
Catheter and Kits 

31-1228-MD/2012-DC  
 

MD-1228 23-08-2013 31-07-2016 

205 M/s. Stryker India Private 
Limited, Khasra No. 191-
193, Asola Village, 
Fatehpur Beri, New Delhi-
110075 
 

M/s. Stryker Spine, S.A.S. , 
Zone Industrielle de Marticot, 
33610 Cestas 41, France 

 

1. AVS/ TL Peek 
Spacer-Non Sterile 

2. Oasys/ Bone 
Screw-Non Sterile 

3. Oasys/ Vitallium 
Raod-Non Sterile 

4. Oasys/ Spinal 
Implant-Non Sterile 

5. Reflex Hyrid/ Self 
Drilling Screw-Non 
Sterile 

6. Reflex Hybrid/ One-
Level Plate- Non 
Sterile 

7. Solis/ As peek 
Spacer-Non Sterile 

8. VBOSS/ Spinal 
Implant-Non Sterile 

9. VBOSS/ Spinal 
Implant-Non Sterile 

10. XIA/ Spinal Implant 

31-248-MD/2006-DC 
(Re Reg.02) 
 

MD-248 23-08-2013 30-09-2016 
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–Non Sterile 
11. XIA/ Spinal Screw-

Monoaxial 
(Stainless Steel, 
Titanium)-Non 
Sterile 

12. XIA/ Spinal Implant 
(Cobat Chromium-
Molybdenum)-Non 
Sterile 
 

206 M/s. Alcon Laboartories 
(India) Pvt.Ltd., 3rd Floor, 
Crescent-4, Prestige 
Shantiniketan, Whitefield, 
Banaglore - 560048 

M/s. S.A. Alcon-Couvreur 
N.V, Rijksweg 14, 2870 
Puurs, Belgium 
 

1. DisCo Visc/ 
Ophthalmicv 
Viscosurgical 
Device 

2. Provisc/ 
Ophthalmicv 
Viscosurgical 
Device 

3. Viscoat/ 
Ophthalmicv 
Viscosurgical 
Device 
 

31-1290-MD/2013-DC  
 

MD-1290 26-08-2013 31/07/2016 

207 M/s Wellness Concepts, 
Shop No. 10, Om Apts., 
Sundervan Complex, Sub 
TV Lane, LinkRD, Andheri 
(West). Mumbaio - 400053 

 

M/s. A.B. Dental Devices Ltd., 
3 Habosem St, Minrac 
Builidings, Northern Industrial 
Area, Ashdod 77101,  Israel 
 

1. AB Dental/ Dental 
Implant (Fixtures 
Screws) 

2. AB Dental/ Dental 
Implant 
(Abutments) 

3. AB Dental/ Dental 
Implant (Surgical 
Kits) 
 

31-1220-MD/2012-DC  
 

MD-1220 26-08-2013 31-07-2016 
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208 M/s. Ahujasons Surgicals, C-
108, Ground Floor, 
Dayanand Colony, Lajpat 
Nagar-IV, New Delhi-110024 

 

M/s. SBM SAS, ZI du Monge, 
65100 Lourdes, France 
 

1. BIO 1, BIO-Tecma, 
Otis-Otis  50/ Bone 
Substitute 

2. LIGAFIX/ 
Resorbable 
Intereference 
Screw 

3. BIO-1 Kit/ Ceramic 
Bone Substitute in 
Tri-Calcium 
Phosphate 

4. DUOCAGE/ 
Resrbabale 
Cervical Cage 

5. OTIS-C/ Plate and 
Screw fixation 
system 
 

31-207-MD/2006-DC 
(Re-Reg.02) 
 

MD-207 26-08-2013 15-08-2016 

209 M/s. Deena Enterprise, G-1, 
Asho Palav  CHS (Jawala 
Estate), Opp. Flyover 
Bridge, S V Road, Borivili 
(West), Mumbai-400092 

 

M/s. ATOS Medical AB, 
P.O.Box 183 SE-242 22 
Horby, Sweden 
 

1. Provox/ Voice 
Prothesis 

2. Provox-2/ Voice 
Prothesis 

31-634-MD/2009-DC 
(Re-Reg.01) 
 

MD-634 26-08-2013 15-08-2016 

210 M/s. Stryker India Private 
Limited, Khasra No. 191-
193, Asola Village, 
Fatehpur Beri, New Delhi-
110075 
 

M/s. Stryker Leibinger GmBH 
7 Co. KG , Botzinger Strabe 
41, 79111 Freiburg Germany 
 

1. Multiguide II 
Mandibular 
distraction System/ 
Mandibular 
distraction system 
Non-Sterile 

2. Profyle hand 
system/ Trauma 
Impants Non-
Sterile 

3. Profyle hand 

31-184-MD/2006-DC 
(Re Reg. 02) 
 

MD-184 26-08-2013 15-08-2016 
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system/ Trauma 
Impants Non-
Sterile 

4. Universal II 
System/ Trauma 
Impants Non-
Sterile 

5. Universal II 
System/ Trauma 
Impants Non-
Sterile 

6. Universal II 
System/ Trauma 
Impants Non-
Sterile 

7. Universal II 
System/ Trauma 
Impants Non-
Sterile 

 
211 M/s. Hester Diagnostics 

Private Limited, Room No. 9, 
1st Floor, 66, Princess 
Street, Mumbai-400002 

 

M/s. Merit Medical Systems 
Inc, 1600 West Merit 
Parkway, South Jordan, Utah 
84095, USA 
 

Merit Maestro/ 
Micrcatheter 

31-1142-MD/2012-DC 
(End.01) 
 

MD-1142 26-08-2013 15-11-2015 

212 M/s. India Medtronic Pvt. 
Ltd., Plot No. 609, Survey/ 
Shed – 188 (Part), 
Chumunda Comp., 
Kasheli Distt. Thane 
Bhiwandi – 421301 
(Maharashtra) 

M/s. Medtronic Inc., 710, 
Medtronic Parkway, N.E. 
Minneapolis, MN 55432, USA 
Having factory premises at 
M/s. Medtronic Heart Valves 
Division, 1851, East Deere 
Avenue, Santa Ana , CA 
92705, USA 

1. CG Future Band 
638B/ Annuloplasty 
Devices 

2. CG Fture Ring638R/ 
Annuloplasty Devices 

 

31-66-MD/2006-DC (Re 
Reg.02) End.02 
 

MD-66 26-08-2013 31-07-2015 

213 M/s. Cook India Medical 
Devices Pvt. Ltd., 4/249A, 
Rasim Enclave, 

M/s. William A Cook Australia 
Pvt. Ltd., 95 Brandl St. Eigh 
Mile Plains QLD 4113, 

1. Ovum Aspiration 
Needle 

31-228-MD/2006-DC 
(Re Reg. 02) 
 

MD-228 27-08-2013 15-08-2016 



87 

 

Poonamallee High Road, 
Goparasanallur, 
Kattupakkam, Chennai - 
6000656 

 

Australia 
 

2. Zenith/ Endovascular 
Stents Grafts 

214 M/s. Kimberly-Clark Hygiene 
Prdoucts Pvt. Ltd., Survey 
No.279, Raisopni Industrial 
Park Village-Mann, Taluka-
Mulshi, Pune-411057 

 

M/s. Kimberly-Clark 1400, 
Holcomb Bridge Road, 
Rosewell, GA 30076, USA 
having factory premises at 
M/s. Avent S.De R.L. de C.V., 
Carretera Internacional Salida 
Norte 1053, Magdalena, 
Sonora, Mexico CP84160 
 
 

Kimberly-Clar Kim 
VentBAL Cath/ 
Bronchial Aspirate 
Sampling Catheter 

31-1045-MD/2011-DC 
(End.01) 
 

MD-1045 27-08-2013 31-07-2015 

215 M/s. 8C Healthacre Pvt. Ltd., 
H. No: 8-5-248/5, Plot No: 
167, 3rd Floor, 
Madhavanagar, 
Karmanghat, Hyderabad, 
Andhra Pradesh - 500079 

M/s. Medafor Inc., 2700 
Freeway Blvd., Suite 800, 
Mineapolis, MN, USA 55430 
 

1. Arsita® AH-
Absorbable Hemostat/ 
SM0002, SM0005, 
SM0007 

2. FlexiTip™, FlexiTip™ 
XL Applicator/ 
AM0004, AM0005 

3. ENT Kit/ ANT0001-2 
 

31-1206-MD/2012-DC  
 

MD-1206 29-08-2013 31-07-2016 

216 M/s. Hester Diagnostics 
Private Limited, Room No. 9, 
1st Floor, 66, Princess 
Street, Mumbai-400002 
 

M/s. Merit Medical Systems 
Inc, 1600 West Merit 
Parkway, South Jordan, Utah 
84095, USA 
 

1. MAK/ MiniAccess 
Guidewire 

2. Medallion/ Syringe 
3. ReSolve/ Non-Lockig 

Drainage Catheter 
4. ReSolve/ Locking 

Universal Drainage 
and Locking 
Drainage Catheter 
Tray 
 

31-1142-MD/2012-DC 
(End.02) 
 

MD-1142 29-08-2013 15-11-2015 

217 M/s. Zimmer India Pvt. 
Ltd., 14th Floor, Tower-5B, 
DLF Cyber Terrace, DLF 

M/s. Zimmer Inc., 1800 West 
Center Street, Warsaw, 
Indiana 46580, USA having 

1. Persona The 
Personalized Knee 
System/ Total Knee 

31-905-MD/2011-DC 
(End.01) 

MD-905 03-09-2013 30-09-2014 
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Cyber City, Gurgaon-
122002 
 

factory premises at M/s. 
Zimmer Manufacturing B.V., 
Route # 1, KM 123.4 
Mercedita 00715, Puerto Rico 
 

Replacement System 
 

218 M/s. Hester Diagnostics 
Pvt. Ltd., Room No.  9, 
1st Floor, 66, Princess 
Street, Mumabi-400002 
 

M/s. Asahi Intecc Co. Limited, 
1703 Wakita-cho moriyama-
ku, Nagova, Aichi 463-0024, 
Japan having factory 
premises at  M/s. Asahi 
Intecc Co. Limited, 3-100 
Akatuski-cho, Seto, Aichi 
489-0071, Japan 

1. Stride/ Microcatheter 
2. Asahi/ Percutaneous 

Transluminal Coronary 
Angioplasty Guidewire 

3. Tornus/ Support Catheter 
4. Sheathless Eaucath/ 

Percutaneous 
Transluminal Coornary 
Angioplasty Guiding 
Catheter 

5. Asahi Corsair/ 
Microcatheter 

 

31-56-MD/2006-DC 
(Re Reg.02) 
 

MD-56 04-09-2013 15-08-2016 

219 M/s. Stryker India Private 
Limited, Khasra No. 191-
193, Asola Village, 
Fatehpur Beri, New Delhi-
110075 
 

M/s. Stryker Spine S.A., Le 
Cret-du-locle 10a, 2300 La 
Chaux-de-Fonds, Switzerland 
 

1. XIA, XIA 3/ Spinal 
Impants –Screws (Non-
Sterile) 

2. XIA, XIA 3/ Spinal 
Implants – Rods (Non-
Sterile) 

3. XIA. XIA 3/ Spinal 
Impants – Blockers an 
dBlock (Non-Sterile) 

4. XIA, XIA 3/ Spianl 
Impalnts – Link Set, 
Connector andClamp 
(Non-Sterile) 

5. XIA, XIA 3/ Spianl 
Implants – Washer and 
Staple (Non-Sterile) 

6. XIA, XIA 3/ Spinal 
Implants – Hook and 
Adaptor (Non-Sterile) 

 

31-247-MD/06-DC (Re 
Reg.02) 
 

MD-247 04-09-2013 15-08-2016 
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220 M/s. Browndove Healthcare 
Private Limited, New No. 
733/14, Ground Floor, 2nd 
Cross, 21st Main, 1st Sector, 
HSR Layout, Bangalore-
560102 

 

M/s. Sunder Biomedical Tech 
Co. Limited, No. 16, Chung-
Chen Rd, Chung-Ming 
Village, Pao-Chung Hsiang, 
Yunlin-Hsian, Taiwan 
 

Karmi Line/ Blood Line set  
for Hemodialysis 

31-1040-MD/2011-DC 
 

MD-1040 05-09-2013 15-08-2016 

221 M/s. Clairvoyance 
Consulting, Flat No. 801, 8th 
Floor, Indra Prakash 
Building, 21, Barakhamba 
Road, New Delhi - 110001 

 

M/s. Invatec S.p.A. Via Martiri 
Della Liberta 7, 25030 
Roncadelle (BS) Italy 
 

1. Diver C.E. Kit/ Clot 
Extraction Catheter 

2. Invastent Volo/ Coronary 
Stent System 

3. Amphirion Deep/ PT 
Catheters 

4. Hippocampus/ Renal 
Stent System 

5. Skylor/ Coronary Stent 
System (Co-Cr) 

6. Submarine Rapido/ PTA 
Catheter 

7. Admiral Xtreme/ PTA 
Catheter 

8. Pacific Xtreme/ PTA 
Catheter 

9. Scuba/ Peripheral Stent 
System 

10. Maris Deep/ Peripheral 
Self-Expanding Stent 
System 

11. Chromis Deep/ Peripheral 
Stent System 

12. Diver/ Multipurpose 
Catheter 

13. Falcon CTO/ PTCA 
Catheter 

14. Falcon Bravo/ PTCA 
Catheter 

15. Falcon Forte/ PTCA 
Catheter 

31-143-MD/2006-DC 
(Re Reg.02) 
 

MD-143 05-09-2013 14-09-2016 
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16. Diver C E Max/ Clot 
Extraction Catheter 

17. Cristallo Ideale/ Carotid 
Self-Expanding Stet 
System 

18. MO MA ULYRA/ Cerebral 
Protection Devuice 

19. Falcon Grandle/ PTCA 
Catheter 

20. Falcon Piccolo/ PTCA 
Catheter 

21. REEF HP/ High Pressure 
PTA Ballooon Catheter 

22. PITON GC/ Carotid Guide 
Catheter 

 
 

222 M/s. Hester Diagnostics Pvt. 
Ltd., Room No. 9, 1st Floor, 
66, Princess Street, Mumbai 
- 400002 

 

M/s. Merit Medical Systems 
Inc., 1600 West Merit 
Parkway, South Jordan, Utah 
84095, USA having factory 
premises at M/s. Merit 
Medical Ireland Ltd., 
Parkmore Business Park, 
West Galway Ireland 
 

Merit Laureate/ Hydrophilic 
Guide Wire 

31-1153-MD/2012-DC 
(End.01) 
 

MD-1153 05-09-2013 15-03-2016 

223 M/s. Boston Scientific India 
Private Limited, C-41 
Ground Floor, Okhla 
Industrial Area, Phase-II, 
New Delhi-110020 
 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, natick, MA 
01760, USA having factory 
premises at M/s. Availmed 
S.A. de C.V., Ave Paseo, 
Reforma No. 8950, Intreior 
G1 (Local B, H) La Mesa, CP 
22116 Tijuana, Baja 
California Mexico 
 

1. Impulse/ Angiographic 
Catheters 

2. Mach 1/ Intravascular 
Guidng Catheter 

3. Mach 1/ Intravascular 
Guiding Catheter 
(Peripheral) 
 

31-166-MD/2006-DC 
(Re Reg.02) 
 

MD-166 10-09-2013 14-02-2017 

224 M/s. Sahajanand Medical 
Technologies Pvt. Ltd., 2nd 

M/s. Arthesys 20, Rue 1. VEGA-SDD/ 
Percutaneous 

31-274-MD/2007-DC MD-274 10-09-2013 14-09-2016 
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Floor, Block No. B, Plot No. 
53 to 57, Sahajanand 
Estate, Vakharia Vadi, 
Dabholi Char Rasta, Ved 
Road, Tel: Surat City 
(Surat), Pin: 395004 
 

Traversiere 92230 
Gennevilliers France 
 

Transluminal Coronary 
Angioplasty (PTCA) 
Catheter (Non-Sterile) 

2. PEGASE/ Aspiration 
Catheter (Sterile an 
dNon-Sterile) 

3. LYNX-PA/ Percutaneous 
Transluminal 
Angioplasty (PTA) 
(Sterile & Non-Sterile) 

4. SIRIUS CTO/ 
Percutaneous 
Transluminal Coronary 
Angioplasty (PTCA) 
Catheter (Sterile) 

5. Y-Connectors (Sterile) 
 

(Re-Reg. 02) 
 

225 M/s. Zimmer India Pvt. 
Ltd., 14th Floor, Tower-5B, 
DLF Cyber Terrace, DLF 
Cyber City, Gurgaon-
122002 
 

M/s. Zimmer Inc, 1800 
West Center Street, 
Warsaw IN 46580, USA 
having factory premises at 
M/s. Zimmer Orthopaedic 
Manufacturing Limited, 
Shannon Free Zone, 
Building # 2, East park, 
Shannon Industrial Estate 
Co., Clare Ireland 

Persona TM The 
Prsonalized Knee System/ 
Total Knee Replacement 
System 

31-1119-MD/2012-DC 
(End.01) 
 

MD-1119 10-09-2013 15-09-2015 

226 M/s. Romsons Scientific 
Surgical Industries Pvt. Ltd., 
63, Industrail Estate, Nunhai, 
Agra-282006 
 

M/s. Well Lead Medical Co. 
Ltd., C-4 # Jinhu Industrial 
Estate Hualog, Panyu, 
Guangzhou, 511434, 
P.R.China 
 

1. Uretheral Catheter/ Latex 
Foley Catheter (Non-
Sterile) (Two Way & Three 
Way) 

2. Uretheral Catheter/ Silicon 
Foley Catheter (Non-
Sterile) (Two Way & Three 
Way) 

3. Endotracheal Tube (Non-
Sterile) (Plain, Cuffed, 
Reinforced, Flex-Tip) 

31-1286-MD/2013-DC 
 

MD-1286 10-09-2013 31-05-2016 
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227 M/s. Johnson & Johnson 
Limited, J-1, Shree Arihant 
Complex, Vill. Kalher, 
Thane-Bhiwandi Road, 
District-Thane, Bhiwandi 
 

M/s. Cordis Corporation, 
14201, North West, 60th 
Avenue, Miami Lakes, 
Florida, 33014, USA having 
factory premises at M/s. Lake 
Region Medical, 340 Lake 
Hazeltine Drive, Chaska MN 
55318, USA 

Angioguard XP, Angioguard 
RX/ Emboli Capture 
Guidewire System 

31-1050-MD/2012-DC 
(End.01) 
 

MD-1050 12-09-2013 15-07-2015 

228 M/s. Johnson & Johnson 
Limited, J-1, Shree Arihant 
Complex, Vill. Kalher, 
Thane-Bhiwandi Road, 
District-Thane, Bhiwandi 
 

M/s. Acclarent Inc., 1525, B 
O'  Brien Drive, Menlo Park, 
California 94025, USA having 
factory premises at M/s. 
Acclarent Inc., 1525, B O'  
Brien Drive, Menlo Park, 
California 94025, USA 
 

1. Relieva Ultirra/ Sinus 
Balloon Catheter 

2. Relieva Spin/ Balloon 
Sinuplasty System 

31-890-MD/2010-DC 
(End.01) 
 

MD-890 12-09-2013 31-07-2014 

229 M/s. Hemant Surgical 
Industries Ltd.,Ground Floor, 
No. 6 & 7, Avijah Building  
647,  , Girgaum Road, 
Mumbai, Tal: Thakurwar 
Junction (Mumbai-Zone 1) 
Pin: 400002 

M/s. Haiyan Kangyuan 
Medical Instrumnet Co. Ltd., 
Songpodong Road, 
Shendang Town, Haiyan, 
Zhejiang, China 

Safetech/ Foley Catheter-
Silicone 

31-740-MD/2009-DC 
(Re Reg.01) 
 

MD-740 13-09-2013 31-08-2016 

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

M/s. Eurocor GmbH, In Den 
Dauen 6a 53117 Bonn,  
Germany 
 

1. Genius Magic cc/ 
Coronary Stent Delivery 
System (Cobalt Chromium) 

2. DIOR/ Paclitaxel Eluting 
PTCA Balloon Catheter 

3. Amadeus Supercross/ 
PTCA Dialation Catheter 

4. Joker 014, Joker 035/ 
Balloon Dialation Catheter 

5. E-Magic/ Cobalt Chromium 
Coronary Stent System 

6. Genius Taxcor-1/ 
Paclitaxel Eluting Coronary 
Stent System 

31-1278-MD/2013-DC 
 

MD-1278 16-09-2013 31-08-2016 
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7. Freeway 014/ Freeway 
035/ Paclitaxel Eluting 
PTA Balloon Catheter 

 

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

M/s. Vasmed Technologies 
Ltd., Phase II, Facility No. 
116, PO Box 1356, Fujairah, 
UAE 

1. Fast Track, High Track, Vs 
Track/ PTCA Balloon 
Catheter 

2. Indigo/ PTA Balloon 
Catheter 

3. Angstrom/ Coronary Stent 
System (Stainless Steel) 

4. Angstrom II/ Coronary 
Stent System (Co-Cr) 
System 

5. Rapstrom/ Sirolimus Drug 
Eluting Co-Cr Coronary 
Stent System 

 

31-350-MD/2007-DC 
(Re Reg.02) 

MD-350 16-09-2013 31-08-2016 

232 M/s. International Medical 
Devices Pvt. Ltd., Pandit 
Denn Dayal Marg, 
Mahenegarh (HR) 

M/s. CIMA Technology Inc., 
3253-C Old Frankstown 
Road, Pittsburg, PA 15239, 
USA 
 

1. Intraocular Lens 
(Polymethylmethacrylate 
PMMA) 

2. Cimflex/ Hydrophylic 
Acrylic Intraocular Lens 

3. BiVisc/ Opthalmic 
Viscosurgical Devices (2 
% Sodium Hyalurontae/ 3 
% Sodium Chondrotin 
Sulfate) 

 

31-232-MD/2006-DC 
(Re reg.02) 

MD-232 17-09-2013 31-08-2016 

233 M/s. Werefen Medical India 
Pvt. Ltd., Office No. 271-
274, Aggarwal Millennium 
Tower-II, Plot No. E-4, Netaji 
Subhash Place, Pitampura, 
New Delhi - 110034 
 

M/s. Bolton Medical Espana 
SLU, Newton 18-24, 08635 
Sant Esteve Sesrovires, 
Barcelona, Spain 
 

1. Relay Plus/ Thoracic 
Stent Graft with transport 
Delivery System 

2. Relay NBS/ Thoracic 
Stent Graft with Plus 
Delivery System 

31-1211-MD/2012-DC MD-1211 17-09-2013 31-08-2016 

234 M/s. Cure Surgicals, S-12, 
1st Floor, Green Park 

M/s. Paradigm Spine GmbH, 
Eisenbahnstrasse 84, 78573, 

1. Coflex/ Interpinous 
Impant System 

31-724-MD/2009-DC 
(Re Reg.01) 

MD-724 24-09-2013 14-09-2016 
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Extension, Opposite Uphaar 
Cinema, New Delhi -110016 
 

Wurmlingen, Germany 
Having factory premises at 
M/s. Zrinski AG, 
Eisenbahnstrasse 100, D-
78573 Wurumlingen, 
Germany 

2. DCI/ Cervical Implant 
Ssytem 

3. CoFlex-F/ Interpinous 
Implant System 

4. DSS/ Dynamic 
Stabilization Ssytem 
(Rods) 

5. DSS/ Dynamic 
Satbliization System 
(Screws) 

 

 

235 M/s. Smith & Nephew 
Healthcare Pvt. Ltd., 
Building NO. 2-3 & 15-17, 
Rajlaxmi Complex, Opp 
Hanuman Bus Stop, Kalher, 
Thane-Bhiwandi Road, 
Thane-421302 
 

M/s. Smith & Nephew Inc., 
Advanced Wound 
Managemnet Division, 970 
Lake Carillon Drive, St. 
Petersburg, FL 33716, 
USAhaving factory premises 
at M/s. Katecho Inc., 4020 
Gannett Aveue Des Moines, 
Lowa 50321, USA 
 

Kalypto/ Negative Pressure 
Wound Therapy 
 

31-1279-MD/2013-DC 
 

MD-1279 24-09-2013 31-08-2016 

236 M/s. Baxter (India) Pvt. 
Ltd., Plot No. -70, A-26, 
Rama Road Industrial 
Area, New Delhi – 110015 
 

M/s. Baxter Healthcare 
Corporation, 1900 N. 
Highway 201, Miuntain 
Home, AR 72653, USA 
 

Minicap Extended Life PD 
transfer set with Twist Clamp/ 
Peritioneal Dialysis Trsafer 
Set 

31-730-MD/2009-DC 
(Re Reg.01) 
 

MD-730 01-10-2013 31-12-2016 

237 M/s. Boston Scientific India 
Private Limited, C-41 
Ground Floor, Okhla 
Industrial Area, Phase-II, 
New Delhi-110020 
 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, natick, MA 
01760, USA having factory 
premises at M/s. MedVenture 
Technology Corporation , 
2301 Centennial Blvd., 
Jeffersonville, IN 47130, USA 
 

SpyScope Access & Delivery 
Catheter/ Flexible Fiberoptic 
Gastroduodenoscope 

31-698-MD/2009-DC 
(Re Reg.01) 
 

MD-698 01-10-2013 15-09-2016 

238 M/s. Boston Scientific India 
Pvt. Ltd., C-41 Ground Floor, 
Okhla Indutsrial Area, 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, natick, MA 

V-14TM Control Guidewire/ 
Periphearl Vascualr 
Guidewire 

31-1080-MD/2012-DC 
(End.4) 
 

MD-1080 01-10-2013 30-06-2015 
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Phase-11, New Delhi - 
110020 
 

01760, USA having factory 
premises at M/s. Boston 
Scientific Corporation, 302 
Parkway, Global Park, La 
Aurora, Heredia, Costa Rica 

239 M/s. Smith & Nephew 
Healthcare Private Limited, 
Building 2-3 & 15-17 
Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, Kalher, 
Thane-Bhiwandi Road, 
Thane-421302 
 

M/s. Smith & Nephew Inc., 
Endoscopy Division, 150 
Minuteman Rd., Andover, MA 
01810, USA having factory 
premises at M/s. Smith & 
Nephew Inc, 130 Forbes 
Boulevard, Mansfield, 
massachusetts, USA 
 

1. BIORAPTOR/ Suture 
Anchor 

2. ULTRABRAID II/ Non-
Absorbable Surgical 
Suture 

3. HEALICOIL/ Suture 
Anchor 

4. BIOSURE HA/ 
Interference Screws 
(Absorbable) 

5. BIOSURE PK/ 
Interference Screws 
(Non-Absorbable) 

6. Suture Washer/ Fixation 
Button 

 

31-431-MD/2007-DC 
(Re Reg.2011) End.03 
 

MD-431 01-10-2013 31-12-2014 

240 M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shanti Estate, Ghansham 
Estate, National Highway 
No. 8. Aslali, Tal: Daskroi 
(N.A.), Ahmedabad-
(Gujarat). 

M/s. Biomet Sports Medicine 
LLC, 56 East Bell Drive, PO 
Box 587, Warsaw, Indiana 
46581-0587, USA 
 

1. JuggerKnot/ Soft Anchor 
2. JuggerKnot Mini/ Soft 

Anchor 
3. Toggleloc/ Artifical 

Ligament Fixation 
Device 

 

31-1152-MD/2012-DC 
 

MD-1152 03-10-2013 15-09-2016 

241 M/s. Depuy Medidcal Pvt. 
Ltd., Shed No. A1/50, 
Paliki Room No. 1 to 9, 
100 Shed Area, Degam 
Road, G.I.D.C., Vapi, Tal: 
Pardi (Valsad)-396195 

M/s. Medos International 
SARL, Chemin-Blanc 38, Le 
Locle CH-2400 Switzerland 
Having factory premises  at  
M/s DePuy Orthopaedics Inc., 
325 Paramount Drive, 
Raynham, Massachusetts 
02767, USA 

Discover/ Artifical Cervicval 
Disc 

31-1238-MD/2012-DC 
 

MD-1238 03-10-2013 15-09-2016 

242 M/s. Meril Life Sciences 
India Private Limited, 512-

M/s. Mipro US Inc, 531 
Plymouth Road (Plymouth 

1. M-COR Hip System/ 
Modular Hip System 

31-1127-MD/2012-DC 
 

MD-1127 03-10-2013 15-09-2016 
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513 "Midas", Sahar Plaza 
Complex, J B Nagar, 
Andheri (E), Mumbai-
400059 
 

Woods) Suite 526, 
Plymouth Meeting, PA 
19462, USA 
 

2. The Equator Plus 
Acetabular System/  
Acetabular Cup System 

3. Femoral Heads 

243 M/s. Covidein Healthacre 
India Pvt. Ltd., "Doshi 
Towers" 6th Floor. # 156, 
Poonamallee High Road, 
Kilpauk, Chennai - 
600010 
 

M/s. EV3 Inc., 4600 Nathan 
Lane North, Plymouth, MN 
55442 USA 

 

Visi-Pro/ Balloon Expandable 
Peripheral Stent Delivery 
System 

31-51-MD/2006-DC (Re-
Reg.2011) End.03 

 

MD-51 08-10-2013 31-03-2014 

244 M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shanti Estate, Ghansham 
Estate, National Highway 
No. 8. Aslai, Tal: Daskroi 
(N.A.), Ahmedabad-
(Gujarat). 

M/s. Biomet Orthopaedics 
LLC, 56 East bell Drive, P.O. 
Box 587, Warsaw, Indiana-
46581-0587, Warsaw, Indiana 
46581 
 

Arcos Modular Revision 
System/ Orthopaedic 
Implants-Hip System 

31-1076-MD/2012-DC MD-1076 10-10-2013 15-09-2016 

245 M/s. Stryker India Pvt. 
Ltd., Khewat No. 22, 
Khata No. 157, Nustkil 
No. 98, Killa NO. 6, 7, 8/1, 
13/1, Village Bhondsi 
Distt. Gurgaon 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place Natick, 
Massachusetts 01760-1537, 
USA  having factory premises 
at M/s. Boston Scientific Cork 
Limited, Business and 
Technology Park, Model 
Farm Road, Cork, Ireland 
 
 

Neuro Renegade Hi-Flo/ 
Micro Catheter 

31-1359-MD/2013-DC MD-1359 10-10-2013 15-09-2016 

246 M/s. Stryker India Pvt. 
Ltd., Khasra No. 191-193, 
Firs Floor, Asola Village, 
Fatehpur Beri, New Delhi 

M/s. Howmedica 
Osteonics Corporation, 
325 Corporate Drive 
Mahwah, New Jersey 
07430, USA having factory 
premises atM/s. 

1. Exeter Total/ Total Hip 
Replacement System 

2. Scorpio/ Total Knee 
Replacement System-
Femoral  

3. Scorpio/ Total Knee 
Replacement System-

31-177-MD/2006-DC 
(Re-Reg.02) 
 

MD-177 10-10-2013 30-09-2016 
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Howmedica International 
S. De R.L. Raheen 
Business Park, Limerick, 
Ireland 

Patella 
4. Scorpio/ Total Knee 

Replacement System- 
Tibial Insert 

5. Scorpio/ Total Knee 
Replacement System- 
Tibila Tray/ Baseplate 

6. Scorpio/ Total Knee 
Replacement System 

7. Simplex/ Antibiotic Bone 
Cement 

8. Surgical Simplex-P/ 
Antibiotic Bone Cement 

9. Modular/ Rotating Hinge 
Knee System 

10. Kinematic/ Rotating Hinge 
Knee System 

11. HMRS/ Modular 
Replacement System 

12. GMRS/ Modular 
Replacement System 

 

247 M/s. Edwards 
Lifesciences (India) 
Private Limited, Plot No.-
70, A-23, Ground Floor, 
Rama Road Industrial 
Area, New Delhi – 110015 
 

M/s. Edwards Lifesciences 
LLC, One Edwards Way, 
Irvine CA 92614, USA 
 

Carpentier-Edwards 
PERIMOUNT RSR/ 
RPericardial Aortic 
Bioprosthesis 

31-93-MD/2006-DC (Re 
Reg. 02) End.02 
 

MD-93 10-10-2013 15-03-2016 

248 M/s. St. Jude Medical 
India Privated Limited D. 
No. 8-3-168/B/1 Plot No. 
18 &19, Laxmi Nagar 
Behind T.B. Hospital MCH 
Circle-5 Mandal 
Hyderabad 
 

M/s. St. Jude Medical 14901 
DeVeau Place, Minnetonka, 
MN 55345-2126, USA 
 

EnligHTN/ Guiding Catheter 31-22 (A)-MD/2006-DC 
(Re-Reg.02) End.01 
 

MD-22 
(A) 

10-10-2013 30-06-2015 
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249 M/s. Zimmer India Pvt. 
Ltd., 14th Floor, Tower-5B, 
DLF Cyber Terrace, DLF 
Cyber City, Gurgaon-
122002 
 

M/s. Zimmer Inc, 1800 
West Center Street, 
Warsaw IN 46580, USA 
 

Maxera/ Cup-Liner & Shell 
with Plastic Barrier 

31-170-MD/2006-DC 
(Re Reg.02) End 13 
 

MD-170 10-10-2013 31-07-2015 

250 M/s. Aureate Healthcare Pvt. 
Ltd., A-18, 3rd Floor, Gulab 
Bagh NAJAFGARH Road, 
New Delhi-110059 

 

M/s. Plan 1 Health S.r.L., Via 
Solari, 5- 33020 Amaro (UD), 
Italy 

 

1. Secureport Venous/ 
Total Implantable 
Catheter-Port 

2. Secureport Spinal/ Total 
Implantable Catheter-
Port 

3. Scureport Arterial/ Total 
Implantable Catheter-
Port 

4. Secureport / Introducer 
Set 
 

31-1244-MD/2012-DC 

 
MD-1244 14-10-2013 30-09-2016 

251 M/s. Stryker India Pvt. 
Ltd., Khasra No. 191-193, 
Firs Floor, Asola Village, 
Fatehpur Beri, New Delhi 

M/s. Howmedica Osteonics 
Corp., 325 Corporate Drive, 
Mahwah, New Jersy  having 
factory premises at M/s. 
Howmedica Osteonics Corp., 
325 Corporate Drive, 
Mahwah, New Jersy 

 

1. Scorpio/ Femoral 
Components (Total Knee 
Replacemnet) 

2. Scorpio/ Tibial Trays, 
Baseplate (Total Knee 
Replacement) 

3. Scorpio/ Inserts (Total 
Knee Replacement) 

4. Scorpio/ Patella (Total 
Knee Replacement) 

5. Scorpio/ Augments, 
Blocks, Stems, Plugs, 
Offset adaptors, 
Extensions, Screws, 
Wedges (Total Knee 
Replacement) 

6. UHR Bipolar (Universal 
Head Bipolar)/ Hoip 
Endoprothesis System 

7. Restoration GAP/ 

31-186-MD/2007-DC 
(Re Reg.02) 

 

MD-186 14-10-2013 30-09-2016 
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Resoration GAP 
Systems 

8. GMRS/ MRS/ Modular 
Joint Replacemnet 
System 

9. Trident/ Hip 
Replacement Ssytem-
Shells 

10. Trident/ Hip 
Replacement System-
Liners Inserts, Cup 

11. Trident/ Hip 
Replacement System-
Heads 

12. Trident/ Hip 
Replacement System-
Screws, Stems, 
Augments, Adaptor, 
Sleeve, Wedges Plug 

13. Soalr/ Total Shoulder 
System 

 

252 M/s. Abbott healthcare 
Private Limited, 4 Corporate 
Park, Sion Trombay Road, 
Chembur, Mumbai-400071 

 

M/s. Lake Region Medical 
Ltd., Butlersland, New Ross, 
Co Wexford, Irelnad having 
factory pemises at M/s. 
Brivant Ltd., trading as as 
Lake Region Medical 
International Research & 
Development Centre, 
Parkmore West Business 
Park, Galway, Ireland 

Peripheral Guidewire/ Hi 
Torque Connect Peripheral 
Guidewire Family includes:  

 Hi Torque Connect 

 Hi Torque Connect 
Flex 

 Hi Torque Connect 
250T 

31-1284-MD/2013-DC 

 
MD-1284 15-10-2013 30-09-2016 

253 M//s. Boston Scietific India 
Pvt. Ltd., C-41 Ground Floor, 
Okhla Industrail Area, 
Phase-II, New Delhi-110020 

 

M/s. Boston Scientifc 
Corporation One Boston 
Scientiifc Place, Natick, MA 
01760, USA having factory 
premises at M/s. Boston 
Scietific Corporation, 47215 
Lekeview Boulevard, Fremont 

1. Atlantis 018/ Peripheral 
Imaging Catheter 

2. Atlantis ICE 
IntraCARDIC Echo 
Catheter/ Imagaing 
Catheter 

3. Atlantis SR Pro/ 

31-1203-MD/2012-DC  

 
MD-1203 15-10-2013 30-09-2016 
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CA 94538, USA 

 
Coronary Imging 
Catheter 

 

254 M/s. RF Healthcare, 4B, 
Periyar Salai, Krishna 
Nagar, Manapakkam, 
Chennai – 600125 
 

M/s. Vesocclude Medical, 
LLC, 7429 ACC BLVD, Suite 
101, Ralegh, NC 27617, USA 

 

Vesocculde Ligating Clips 
(Titanium)/ Ligaure 

31-1272-MD/2013-DC 

 
MD-1272 15-10-2013 30-09-2016 

255 M/s. Bard India Healthcare 
Pvt. Ltd., 1st Floor, 67  A 
Krishna Bhavan, Nehru 
Road, Vileparle (East), 
Mumabi - 400057, 
Maharshtra 

 

M/s. Angiomed GmbH & Co., 
Medizintechnik KG, 
Wachhausstrasse, 6, D-
76227, Karlsruhe, Germany 
 

1. E-Luminexx/ Vascular 
Stent 

2. LifeStent/ Vascular Stent 
3. Fluency Plus/ Vascular 

Stent Graft 

31-190-MD/2006-DC 
(Re Reg.02) 
 

MD-190 18-10-2013 
 

30-09-2016 

256 M/s. Becton Dickinson 
India Private Limited, No. 
34, Assisi Nagar, West 
Thottam, Madhavram, 
Chennai-51 
 

M/s. Becton Dickinson & 
Company (BD), Becton Drive, 
Franklin Lakes, NJ, 07417, 
USA having factory premises 
at M/s. Nipro Medical 
Industries Ltd., 2-19-64, 
Matsubara Tatebayashi-shi, 
Gunma, 374-8518, Japan 
 

1. BD Vacutainer/ Blood 
Collection Sets 

2. BD Vacutainer Safety 
Lok/ Blood Collection 
Sets 

31-778-MD/2010-DC 
(Re Reg.01) 
 

MD-778 18-10-2013 30-09-2016 

257 M/s. Boston Scientific India 
Pvt. Ltd., C-41 Ground Floor, 
Okhla Indutsrial Area, 
Phase-11, New Delhi - 
110020 

 

Ms/. Boston Scientiifc 
International B.V., Boston 
Scientiifc Corporation One 
Boston Scientiifc Place, 
Natick, MA 01760, USA 
having factory premises at 
M/s. Boston Scientific Ireland 
Limited, Ballybrit Business 
Park, Galway, Ireland 
 

1. Monorail/ Small 
Peripheral Cutting 
Balloon 

2. 2 cm Peripheral Cutting 
Balloon 

3. Offroad/ Re Entry 
Catheter System 

31-41(A)-MD/2006-DC 
(Re Reg.01) End.04 
 

MD-41 
(A) 

18-10-2013 15-04-2016 

258 M/s. Ordian Healthcare 
Global Pvt. Ltd., No. 6 
Ground Floor, SRI Devi 
Temple Towers, Second 

Ms. PNN Medical SA, Avenue 
Riond-Bosson, C-1110, 
Morges, Switzerland 
 

Cavaterm 3 Plus/ Catheter 
System for Uterine Baloon 
Therapy (UBT) 

31-1355-MD/2013-DC  

 
MD-1355 21-10-2013 30-09-2016 
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Main Road, Sembakkam, 
Chennai - 600073, Tamil 
Nadu 
 

259 M/s. Epsilon Eye Care 
Private Limited, Ground 
Floor 49, Palihil-3, Tithal 
Road, Valsad, Taluka: 
Valsad District: Valsad 
 

M/s. Eyekon Medical Inc., 
2451 Enterprise Road, 
Clearwater, FL 33763 
 

1. MDR/ 
Polymethylmethacrylate 
(PMMA) Intraocular Lens 

2. MDR/ Hydrophobic 
Acrylic Intraocular Lens 

3. MDR/ Hydrophilic Acrylic 
Intraocular Lens 

 

31-73-MD/2006-DC 
(Re Reg.02) 
 

MD-73 21-10-2013 30-09-2016 

260 M/s. Indian Orthocare 
Surgicals, Plot No. 93, No. 7, 
91st Street, Ashok Nagar, 
Chennai - 600083 
 

M/s. Jeil Medical Corporation 
702-ho, 55, Digital-ro 34-
(Previously Kolon Sceince 
Valley 2

nd
 811 Guro-dong), 

Guro-Gu, SEOUL 152-728 
Korea 
 

Leforte Ssytem/ Titanium 
Bone Plates & Bone Screws 
(Non-Sterile) 

31-757-MD/2009-DC 
(Re Reg.01) 

 

M-757 21-10-2013 30-09-2016 

261 M/s. B. Braun Medical India 
Private Limited, Bldg B, Gala 
No. 1-10, Prerna Complex, 
Dapoda Road, At Val 
Village, Taluka, Bhiwandi, 
Thane-421302 

M/s. Aesculap AG, A, 
Aesculap Platz, D-78532 
Tuttlingen, Germany 
 

1. Yasargil/ Aneurysm Clips             
2. Craniofix/ Non Active 

Implant 

31-169-MD/2007-DC 
(Re Reg. 02) End.01 
 

MD-169 21-10-2013 14-03-2016 

262 Emergo (India)  Consulting 
Pvt. Ltd., Hyderabad  Plot 
not 8/1, First floor , Vasavi 
Colony, Kakaguda, Near 
Picket, Securbdrabad, 
Andhra Pradesh-500009 

M/s. Aeon Astron Europe 
B.V., Niels Bohrweg 11-13, 
2333 CA Leiden, The 
Netherlands 
 

Ologen™ Collagen Matrix/ 
Collagen Matrix 

31-1232-MD/2012-DC 
 

MD-1232 22-10-2013 30-09-2016 

263 M/s. Stryker India Pvt. 
Ltd., Khewat No. 22, 
Khata No. 157, Nustkil 
No. 98, Killa NO. 6, 7, 8/1, 
13/1, Village Bhondsi 
Distt. Gurgaon 

M/s. Concentric Medical Inc., 
301 East Evelyn Avenue, 
Mountain View CA 94041 
 

1. Trevo® Pro 18 
Microcatheter/ 
Microcatheter 

2. DAC® / Distalccess 
Catheter 

3. Concentric Balloon Guide 
Catheter/ Balloon Guide 

31-1218-MD/2012-DC  
 

MD-1218 22-10-2013 30-09-2016 
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Catheter 
4. Merci® Balloon Guide 

Catheter/ Balloon Guide 
Catheter 

 

264 M/s. Span Healthcare Pvt. 
Ltd., Columbus Business 
Chambers, # 17, 7th Temple 
Street, 15th Cross, 
Malleshwaram, Banaglore-
560003 

 

M/s. JMS Singapore Pte. Ltd., 
440 Ang Mo Kio Industrial 
Park 1, Singapore 569 620, 
Singapore 
 

1.CPDA-1, Blood Bag 
2. CPD-SAGM/ Blood Bags 
3.Transfer Bag-300 ml/ Blood 
Bags 
 

31-08-MD/2006DC (Re 
Reg.02) 
 

MD-08 22-10-2013 30-09-2016 

265 M/s. Accredited Consultants 
Private Limited, D-29, 1st 
Floor, Acharya Niketan, 
Mayur Vihar-I, delhi-110091 
 

M/s. Biometrix Limited, Kiryat 
Mada 4, POB 45057, 
Jerusalem 91450 Israel 
 

Centra Line/ Central Venous 
Catheter Set 

31-1167-MD/2012-DC 
 

MD-1167 29-10-2013 15-10-2016 

266 M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shanti Estate, Ghansham 
Estate, National Highway 
No. 8. Aslai, Tal: Daskroi 
(N.A.), Ahmedabad-
(Gujarat). 
 

M/s. Biomet Spain 
Orthopaedics, S.L, Calle Islas 
Baleares 50, 46988 Fuente 
del Jarro, Paterna, Valencia, 
Spain 

Vanguard PFR/ Partial Knee 
System 

31-1095-MD/2012-DC 
 

MD-1095 29-10-2013 30-09-2016 

267 M/s. Coloplast Indi apvt. 
Ltd., Khasra No. 44/14/2, 17 
& 47/4, 5, 6, 7, Village-Taj 
Nagar, Pataudi Road, 
District-Gurgoan Haryana 

M/s. Coloplast A/S, Holtedam 
1, 3050 Humlebaek-Denmark 
Having factory premises at  
M/s. Advanced Medical 
Solutions Limited, Premier 
Park, 33, Road One 
Windsford Industrial Estate, 
Einsford, Chesire CW7 3RT, 
UK 

Biatain® Alginate Dressing/ 
Alginate Dressing  

31-1110-MD/2012-DC 
 

MD-1110 29-10-2013 15-10-2016 

268 M/s. Premier Healthcare 
Inetrantional, Old No. 43, 
New No. 38, 1st Floor, 8th 
Cross Street, Shenoy Nagar 

M/s. Angiotech Puerto Rico 
Inc., Road 459, KM 0.6, 
Monatana Industrial Park, 
Aguadilla, 00603, Puerto 

1. Quill PDO/ 
Polydioxanone 
Monofilament Synthetic 
Ansorbable (Synthetic 

31-1257-MD/2013-DC 
 

MD-1257 29-10-2013 30-09-2016 
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West, Chennai-600030 
 

Rico, USA 
 

Absorbable Barbed 
Knotless Tissue-Closure 
Device) 

2. Quill Monderm/ 
Monofilament Synthetic 
Absorbable Suture 
(Synthetic Absorbable 
Barbed Knotless Tissue 
Closure Device) 

3. Quill Polypropylene/ 
Monofilament Non-
Absrobable  Suture 
(Non-Absorbable Barbed 
Knotless Tissue-C;osure 
Device) 

4. Quill Nylon/ 
Monofilament Non-
Absrobable  Suture 
(Non-Absorbable Barbed 
Knotless Tissue-C;osure 
Device) 

 

269 M/s. Terumo Corporation 
Chennai Branch, No. 34 & 
35, 2nd Floor, C-Wing, 
Alexandeer Square, Sardar 
Patel Road, Guindy, 
Chennai-600032 
 

M/s. Terumo Medical 
Corporation 950 Elkton Blvd., 
Elkton, MD 21921, USA 

1. Destination/ Carofid 
Guiding Sheath 

2. Destination/ Renal 
Guidng Sheath 

3. Destination/ 
Peripheral Guiding 
Sheath 
 

31-1038-MD/2011-DC MD-1038 29-10-2013 15-10-2016 

270 M/s. Boston Scientific India 
Pvt. Ltd., C-41 Ground Floor, 
Okhla Indutsrial Area, 
Phase-II, New Delhi - 
110020 
 

Ms/. Boston Scientiifc 
International B.V., Boston 
Scientiifc Corporation One 
Boston Scientiifc Place, 
Natick, MA 01760, USA 
having factory premises at  
M/s. Boston Scientiifc 
Corporation, 2546, First 
Street, Propark, EI Coyol, 

1. MicroKnife XL/ Triple 
Lume Needle Knife 

2. RX NeedleKnife XL/ 
Triple Lumen Nedle 
Knife 

3. Autotome RX 49/ 
Cannulating 
Sphincterotome 

4. Autotome RX 44/ 

31-1037-MD/2011-DC 
(End.04) 
` 

MD-1037 29-10-2013 15-05-2015 
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Alajuela, Costa Rica Cannulating 
Sphincterotome 

5. Autotome RX 39/ 
Cannulating 
Sphincterotome 

6. Ultratoe/ Double Lumen 
Sphincterotome 

7. Ultraome XL/ Triple 
Lumen Sphincterotome 

8. Ultratome RX/ 
Cannulating 
Sphincetrotome 

 

271 M/s. Depuy Medidcal P. 
Ltd., Shed No. A1/50, 
Paliki Room No. 1 to 9, 
100 Shed Area, Degam 
Road, G.I.D.C., Vapi, Tal: 
Pardi (Valsad)-396195. 

M/s. Medos International 
SARL, Chemin-Blanc 36, Le 
Locle CH-2400, Switzerland 
 

1. Monarch/ Spine Ssytem 
(Non-Sterile) 

2. Mountaineer OCT/ 
Spial Ssytem (Non-
Sterile) 

3. Mountaineer OCT/ 
Spinal System (Non-
Sterile) 

 

31-1164-MD/2012-DC 
(End.01) 
 

MD-1164 29-10-2013 15-12-2015 

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

 

M/s. Arthesys 20, Rue 
Traversiere 92230 
Gennevilliers France 
 

Cygnus II/ Co Cr Coronary 
Stent System (Sterile & Non-
Sterile) 

31-1350-MD/2013-DC  
 

MD-1350 30-10-2013 30-09-2016 

273 M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shanti Estate, Ghansham 
Estate, National Highway 
No. 8. Aslai, Tal: Daskroi 
(N.A.), Ahmedabad-
(Gujarat). 
 

M/s. Biomet UK Ltd., of 
Waterton Industrial Estate 
Bridgend, South Wales, CF 
31 3XA, UK 
 

1. Knee Ssytem/ AGC V2 
Total Knee System 

2. 2. Knee System/ Oxford 
Partial Knee System 

3. Hip System 

31-1281-MD/2013-DC MD-1281 01-11-2013 30-09-2016 
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274 M/s. Dhiti Biotech India 
Private Limited, C-59/1, 
Okhla Industrial Area, 
Phase-II, New Delhi-110020 
 

M/s. Lexel SRL, Pt. Luis 
Sanez Pena 1937 (C 
1135ABO) C.A.B.A., 
Argentina 
 

1. Titanium Port 
2. Polyport/ Huber Needle 

Infusion Set 
3. Bone Marrow Needdles 

(Biopsy * Aspirtaion) 
 

31-491-MD/2008-DC 
(Re Reg.01) 
 

MD-491 01-11-2013 15-10-2016 

275 M/s. India Medtronic Pvt. 
Ltd. Plot No. 609, 
Survey/Shed-188 (Part), 
Chamunda Comp., 
Kasheli Village, Dist. 
Thane, Bhiwandi 421301 
 

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis, MN 55432, 
USA  having factory 
premises atM/s. Medtronic 
Mexico, S.De R.L. de CV, 
Av. Paseo Cucupah 10510 
EI Lago, CP 22210 
Tijuana, Baja Californiam, 
Mexico 

1. Sprinter Legend/ Rapid 
Exchange Balloon 
Dilatation Catheter 

2. NC Sprinter/  Rapid 
Exchange Balloon 
Dilatation Catheter 

 

31-381-MD/2007-DC 
(Re Reg.02) 
 

MD-381 01-11-2013 14-02-2017 

276 M/s. Johnson & Johnson 
Limited, J-1, Shree Arihant 
Complex, Vill. Kalher, 
Thane-Bhiwandi Road, 
District-Thane, Bhiwandi 

 

M/s. Ferrosan Medical 
Devices A/S, Sydmarken 5, 
DK-2860, Soeborg, Denmark 

 

1. Spongostan/ Absorbable 
Haemostatic Gelatin 
Sponge 

2. Spongoan/ Absorbable 
Haemostatic Gelatin 
Powder 

3. Surgioflo/ Haemostatic 
Matrix 

 

31-1315-MD/2013-DC MD-1315 04-11-2013 31-03-2017 

277 M/s. South India Surgical 
Co. Ltd., New No. 117, 
Old No. 65, Ground & 
First Floor, Walajah Road, 
Anna Salai, Chennai - 2 
 

M/s. JMS Singapore Pte. 
Ltd., 440 Ang Mo Kio 
Industrial Park 1, 
Singapore 569 620 
 

1. JMS Transfusion Set/ 
Transfusion Set 

2. JMS Infusion Set/ 
Infusion Set 

3. JMS Scalp Vein Set/ 
Scalp Vein Set 

4. JMS A.V. Fistulla/ 
Fistulla Needle Set 

5. JMS Blood Tubing Set/ 
Blood Tubing Set 

 

31-1303-MD/2013-DC MD-1303 04-11-2013 15-10-2016 

278 M/s. Med-EL India Pvt. Ltd., M/s. Vibrant Med-EL Hearing Bonebridge/ Implantable 31-599-MD/2008-DC MD-599 04-11-2013 15-04-2015 



106 

 

505 Pragti House, 47-48 
Nehru Place, New Delhi - 
110019 

 

Technology Fuerstenweg, 77, 
Innsbruck A-6020, Austria 

 

Hearing Prosthesis System (Re Reg.01) End.01 
 

279 M/s. Smith & Nephew 
Healthcarea Pvt. Ltd., 
Bldg 2-3, & 15-17 
Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, 
Kalher, Thane – Bhiwandi 
Road, Thane – 421302, 
Maharshtra 

M/s. Smith & Nephew Inc., 
Endoscopy Division, 150 
Minuteman Rd., Andover, MA 
01810-1031, USA 
 

Ultrabraid/ Surgical Suture 31-1328-MD/2013-DC 

 
MD-1328 12-11-2013 31-10-2016 

280 M/s. India Medtronic Pvt. 
Ltd., Plot No. 609, Survey/ 
Shed – 188 (Part), 
Chumunda Comp., 
Kasheli Distt. Thane 
Bhiwandi – 421301 
(Maharashtra) 

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis, MN 55432, 
USA  having factory 
premises atM/s. Medtronic 
Heart Valves Division, 1851, 
East Deere Avenue, Santa 
Ana , CA 92705, USA 

Contors 3D/ Annuloplasty 
Ring 

31-66-MD/2006-DC 
(Re Reg.02) End.01 

MD-66 12-11-2013 31-07-2015 

281 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 

M/s. Bactiguard AB, 
Biblioteksgatan 25, PO Box 
5070, 102 42 Stockholm, 
Sweden having factory 
premises at M/s. Bactiguard 
AB, Jarnvagsgatan 9, PO Box 
12, 28521, Markaryd, 
Sweden 

 

1. BIP (Bactiguard 
Infection Protection)/ 
Foley Catheter 
(Latex) 

2. BIP (Bactiguard 
Infection Protection)/ 
Foley Catheter 
(Silicone) 

31-1156-MD/2012-DC 

 
MD-1156 19-11-2013 31-10-2016 

282 M/s. Boston Scientific 
India Pvt. Ltd., C-41, 
Ground Floor, Okhla 
Industrial Area, Phase-II, 
New Delhi-110020. 

M/s. Boston Scientific 
Corporation, One Boston 
Scientific Place, Natick MA 
01760-1537 USA having 
premises atM/s. Boston 
Scientific Corporation, Two 
Scimed Place, Maple 

1. Rubicon 18/ Support 
Catheter 

2. Rubicon 35/ Support 
Catheter 

31-857-MD/2010-DC 
(End.04) 

 

MD-857 19-11-2013 31-07-2014 
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Grove MN 55311-1566 
USA 

283 M/s. Terumo Corporation 
Chennai Branch, No. 34 & 
35, 2nd Floor, C-Wing, 
Alexandeer Square, Sardar 
Patel Road, Guindy, 
Chennai-600032 

 

M/s. Terumo Europe N.V., 
Researchpark Zone, 2-
Haasrode, Interleuvenlan 40, 
B-3001, Leuven, Begium 

 

Terumo Syringe/ Disposable 
Hypodermic Syringe for 
Gonadotropin 

31-604-MD/2009-DC 
(End.02) 

MD-604 19-11-2013 31-05-2014 

284 M/s.Lifetech Scientific India 
Pvt. Ltd., No.3, III Floor, 1st 
Floor, BDA Layout, Kodihalli, 
Hal 2nd Stage, Bangalore-
560008, Karnataka 

 

M/s. Shenzhen Sineyard 
Medical Device Co. Ltd., 5F, 
BLK 3, Zhongha Industrial 
Block, Baishizhou, Shenzhen 
518053, China 

 

1. PBMV Balloon 
Catheter Set 

2. PBPV Balloon 
Catheter Set 

31-728-MD/2009-DC 
(Re Reg.01) 

 

MD-728 19-11-2013 31-10-2016 

285 M/s. Becton Dickinson 
India Private Limited, No. 
34, Assisi Nagar, West 
Thottam, Madhavram, 
Chennai-51 
 

M/s. Becton Dickinson & 
Company (BD), 1 Becton 
Drive, Franklin Lakes, NJ, 
07417, USA having factory 
premises atM/s. BD 
Medical Diabetes Care, 
1329 est Highway # 6, 
Holdrege, Nebraska, 
68949, USA 

BD Alcohol Swab/ Isopropyl 
Alcohol Swab (70 % v/v) USP 
grade 

31-825-MD/2010-DC 
(Re Reg.01) 

 

MD-825 19-11-2013 14-12-2016 

286 Ltd., Plot No. 609, Survey/ 
Shed – 188 (Part), 
Chumunda Comp., 
Kasheli Distt. Thane 
Bhiwandi – 421301 
(Maharashtra) 

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis, MN 55432, 
USA having factory 
premises atM/s. Medtronic 
Ireland, Parkmore 
Business Park, West, 
Galway, Ireland 
 

Ares/ Antibiotic Impregnated 
Hydrocephalous Catheter 
(Rifampin (0.054 wt % + 
Clindamycin (0.15 w %) 

31-64-MD/2006-DC (Re 
Reg.02) End.05 

 

MD-64 19-11-2013 15-08-2015 

287 M/s. Zimmer India Pvt. 
Ltd., 14th Floor, Tower-5B, 
DLF Cyber Terrace, DLF 

M/s. Zimmer Inc, 1800 
West Center Street, 
Warsaw IN 46580, USA 

1. MotionLoc Screw for 
MCB Polyaxial 
Locking Plate 

31-170-MD/2006-DC 
(Re Reg. 02) End. 14 

 

MD-170 19-11-2013 31-07-2015 
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Cyber city, Gurgaon.  Ssytem/ Srews for 
Trauma Fixation 

2. NCB Periprosthetic 
Plate System/ 
Screws for Trauma 
Fixation 

288 M/s. Smith & Nephew 
Healthcarea Pvt. Ltd., 
Bldg 2-3, & 15-17 
Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, 
Kalher, Thane – Bhiwandi 
Road, Thane – 421302, 
Maharshtra 

M/s. Smith & Nephew Inc., 
Endoscopy Division, 150 
Minuteman Rd., Andover, MA 
01810-1031, USA having 
factory premises at M/s. 
Teleflex Medical de Mexico, 
S. De C.V. Ave. Industrias no. 
5954 Parque Industrial Finsa 
Nuevo Laredo, Mexico 88275 
 

Ultrabraid/ Surgical Suture 31-1328-MD/2013-DC 
(Amended RC) 

 

MD-1328 26-11-2013 31-10-2016 

289 M/s. Abbott Medical 
Optics Pvt. Ltd., No. 91, 
G.N.T. Road 
Madhavaram, Chennai - 
600110 
 

M/s. Abbott Medical Optics 
(AMO) Uppsala AB, 
Rapsgatan 7, P.O. Box 
6406, SE 75136, Uppsala, 
Sweden 
 

1. Healon (Sodium 
Hyalurontae 10mg/ML)/ 
Opthalmic Viscosurgical 
Device 

2. Healon 5 (Sodium 
Hyaluronate 23mg/ ml)/ 
Opthalmic Viscosurgical 
Device                              
3. Healon GV (Soium 
Hyaluronate 14 mg/ml)/ 
Opthalmic Viscosurgical 
Device 

 

31-1277-MD/2013-DC MD-1277 26-11-2013 30-11-2016 

290 M/s. India Medtronic Pvt. 
Ltd. Plot No. 609, 
Survey/Shed-188 (Part), 
Chamunda Comp., 
Kasheli Village, Dist. 
Thane, Bhiwandi 421301, 
Maharsathra 

M/s. Medtronic Inc., 710, 
Medtronic Parkway, N.E. 
Minneapolis, MN 55432, 
USAhaving factory 
premises at M/s. Medtronic 
Vascular, 37 A, Cherry Hill 
drive, Danvers, MA 01923 

Export Advance / Aspiration 
Catheter 

31-63-MD/2006-DC (Re 
Reg.02) End.01 
 

MD-63 26-11-2013 31-08-2015 

291 M/s. Surgiplus, Plot No. 2, 
5th Cross, 

M/s. Top Corporation, 19-
10 Senju Nakai-cho, 

1. Top/ Suction Catheter 31-71(A)-MD/2006-DC 
(Re Reg.02) 

MD-71(A) 28-11-2013 15-11-2016 
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Gnanaprakasam Nagar, 
Pondicherry - 605008 
 

Adachi-ku, Tokyo, Japan 
having factory premises at 
M/s. Meditop Corportaion 
(Malaysia) SDN, BHD, No. 
3, Persiaran Usahawan 
Taman IKS, Seksyen 9, , 
43650 Bandar Baru Bangi, 
Selangor Darul, Ehsan, 
Malaysia 
 

2. Top/ I.V. Catheter 
3. Top/ Nelaton Catheter 
4. Top/ Uretheral Catheter 
5. Top/ Spinal Needle 
6. Top/ 3 way stop cock 

with & without 
Eextension Tube 

 

292 M/s Vascular Concepts 
Ltd., 7c, Doddaballapur 
Industrial Estate, 
Doddaballapur, Bangalore 
- 561203 

M/s. Vascular Innovations 
Co. Ltd., 88/38, Moo 1, 
345 Road, Bangtanai, Pak 
Kret, Nonthaburi - 11120, 
Thailand 
 

1. Cocoon/ Septal 
Occulder 

2. Cocoon/ Duct 
Occluder 

3. Cocoon Septal, 
Coccon Duct, Coccon 
Delivery Cable/ 
Delivery System 

4. Cocoon/ Sizing 
Balloon 

 

31-210-MD/2006-DC (Re 
Reg.02) 
 

MD-210 03-12-2013 14-12-2016 

293 M/s KCI Medical IndIa 
Pvt. Ltd., # 1007, 2nd 
Floor, 13th Main, 2nd 
Cross, Hal 2nd Stae, 
Indiranagar, Bangalore-
560008 
 

M/s. KCI USA Inc., 4958 
Stout Drive, San Antonio, 
TX 78219, USA having 
factory premises at M/s. 
KCI Manufacturing, 
Athlone Business & 
Technology Park, Dublin 
Road, Athlone Co. 
Westmeath, Ireland 
 

1. Acti V.A.C./ 330 ml 
canister (with gel) for 
Vacuum Assited 
Closure Therapy 
System 

2. Acti V.A.C/ 500 ml 
canister (with gel) for 
Vacuum Assited 
Closure Therapy 

3. V.A.C. GranuFoam/ 
Dressing (eith gel) 
Sensa T.R.A.C. 
Technology) 

31-1249-MD/2013-DC MD-1249 05-12-2013 30-11-2016 
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294 M/s. S3V Vascular 

Technologies Pvt. Ltd., 
Plot 82, Road 6, 
Arunodayanagar, Nagole, 
Hyderabad - 500068, 
Andhra Pradesh 
 

M/s. Meko LasertrahI-
Materialbearbeitunge, Im 
Kirchenfelde 12-14, D-
31157, Sarstedl/ 
Hannover, Germany 
 

1. Bare Metal Stent (Co-
Cr)-Non- Sterile                                
2.Bare Metal Stent 
(Satinless Steel)-Non-
Sterile                   3.Bare 
Metal Stent (Ntinol)-Non- 
Sterile   

 

31-1222-MD/2012-DC  

 
MD-1222 06-12-2013 15-11-2016 

295 M/s. India Medtronic Private 
Limited, Plot No. 609, 
Survey/Shed-188 (Part), 
Chamunda Comp. Kasheli 
Village, Dist-Thane, 
Bhiwandi-421301 
 

M/s. Medtronic Inc, 710 
Medtronic Parkway N.E. 
Minneapolis, MN 55432, USA 
Having factory premises at 
M/s. Telefax Medical, 
Annacotty Business Park 
Annacotty Co., Limerick 
Ireland 

Attain Select/ Guide Catheter 31-1302-MD/2013-DC 

 
MD-1302 06-12-2013 15-11-2016 

296 M/s. Becton Dickinson 
India Private Limited, No. 
34, Assisi Nagar, West 
Thottam, Madhavram, 
Chennai-51 
 

M/s. Becton Dickinson 
Infusion Therapy AB, 
Gasebacksvagen 36, PO 
Box, 631, 251 06 
Helsingborg, Sweden having 
factory premises at M/s. 
Becton Dickinson Infusion 
Therap Systems Inc., S.A. de 
C.V. 579, Periferico, Luis 
Donaldo Colosio, Colonia 
Obrera in Nogles, Sonora, 
84048 Mexico 
 

BD Connecta with Q-Style/ 
Disposable Perfusion Set 
(Stopcock Device) 

31-911-MD/2011-DC 
(End. 01) 
 

MD-911 06-12-2013 30-06-2014 

297 M/s. India Medtronic 
Private Limited, Plot No. 
609, Survey/Shed-188 
(Part), Chamunda Comp. 
Kasheli Village, Dist-
Thane, Bhiwandi-421301 

M/s. Medtronic Inc., 710, 
Medtronic Parkway, N.E. 
Minneapolis, MN 55432, USA 
Having factory premises at 
M/s. Medtronic Puerto Rico 
Opertaions Co., Juncos, 
Road 31, km 24, HM 4, Ceiba 

Intrathecal catehter with 
sutureless connector/ 
Intrathecal Catheter 

31-1322-MD/2013-DC 
 

MD-1322 11-12-2013 15-11-2016 
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Norte Industrial Park, Juncos, 
PR 00777 USA 
 

298 M/s. KCI Medical India Pvt. 
Ltd., No. 1007, 2nd Floor, 
13th Main, HAL second 
stage, Indranagar, 
Bagnalore-560008, 
Karnataka 

 

M/s. KCI USA Inc, 4958 Stout 
Drive, San Antonio, TX 
78219, USA having factory 
premises at  M/s Availmed 
S.A. de C.V., , Ave. Paseo 
Reforma No. 8950, La Mesa, 
Tijuana, Baja california, 
Mexico 
 

1. ABThera Sensa T.R.A.C./ 
Abdominal Dressing 

2. V.A.C. GranuFoam 
Abdominal Dressing with 
Sensa T.R.A.C. 
Technology/  Abdominal 
Dressing 

3. V.A.C. small, medium, 
large, thin, round, bridge 
GranuFoam Dressing 
Sensa T.R.A.C. 
Technolgy/ Abdominal 
Dressing 

4. Info V.A.C. Canister/ 
Canister 

5. Acti V.A.C. Canister/ 
Canister 

6. Sensa T.R.A.C./ Tubing 
cap, Y-Connector, Drape, 
Pad 

 

31-1293-MD/2013-DC MD-1293 11-12-2013 30-11-2016 

299 M/s. Surgiplus, Plot No. 2, 
5th Croos, Gnanaprakasam 
Nagar, Pondicherry - 605008 

 

M/s. SunMedix Co. Ltd., 
A584, Palya-Ri, Jinjeop-Eup, 
Namyangju-Si, Gyeonggi-
Do,Korea 
 

Disposable Skin Staple 31-1298-MD/2013-DC 
 

MD-1298 11-12-2013 15-11-2016 

300 M/s. Straumann Dental India 
Pvt. Ltd., Unit No. 129, 1st 
Florr, Vardhman Crown Mall, 
Plot NO. 02, LSC, Sector 19, 
Dwarka, New Delhi - 110075 

 

M/s. Institut Straumann AG, 
Peter Merian-Weg 12, 4002, 
Basel, Switzerland having 
factory premises at M/s. 
Straumann Villeret SA, Les 
Champs-du-clos 2, 2613 
Villeret, Switzerland 
 

Straumann Titanium SLA/ 
Dental Impants Titanium 

31-1259-MD/2013-DC MD-1259 11-12-2013 30-11-2016 

301 M/s. Edwards Lifesciences M/s. Edwards Lifesciences Carpentier-Edwards/ Physio 31-93-MD/2006-DC (Re MD-93 11-12-2013 15-03-2016 
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(India) Pvt. Ltd., Plot No. 70, 
A-23, Ground Floor, Rama 
Road Industrial Area, New 
Delhi-110015 

 

LLC, One Edwards Way, 
Irvine CA 92614, USA 
 

Tricuspid Annuloplasty Ring  
 

Reg.02) End.01 
 

302 M/s. Paramount Surgical 
Ltd., G-26, Sec-63, Nioda, 
Uttar Pradesh 

M/s. Fuzhou Kanglite Surgical 
Plastic Cement Co. Ltd., 29-
30th Building Pushang 
Industry, Jinshang Area, 
Fuzhou, China having factory 
premises at M/s. Fuzhou 
Kanglite Surgical Plastic 
Cement Co. Ltd., No 3th 
Industry District, Xiang Ban 
Street, Gong Ye Roadm, 
Fouzhu 350005, China 
 

1. Paramount/ Foley 
Catheter-Silicone 

2. Paramount/ Foley 
Catheter-Latex 

3. Paramount/ Endotracheal 
Tubes-Cuffed/ Non-
Cuffed/ Reinforced/ 
Tracheostomy 

31-647-MD/2009-DC 
(Re Reg.01) 
 

MD-647 12-12-2013 30-11-2016 

303 M/s. Coherent Medical 
Systems, A-801, Heritage 
Plaza, Telli Gully, Cross 
Road, Andheri (E), Mumbai-
400069 
 

M/s. Anteis SA, 18, Chemin 
des Alux, 1228 Plan-les, 
Ouates, geneva, Switzerland 
 

1. Esthelis Soft/ Pre-Filled 
Syringe of Sodium 
Hyaluronate Injectable 
Gel (20mg/ml) 

2. Esthelis Soft/ Pre-Filled 
Syringe of Sodium 
Hyaluronate Injectable 
Gel (22.5mg/ml) 

3. Esthelis Soft/ Pre-Filled 
Syringe of Sodium 
Hyaluronate Injectable 
Gel (14mg/ml) 

4. Esthelis Soft/ Pre-Filled 
Syringe of Sodium 
Hyaluronate Injectable 
Gel (25.5mg/ml) 
 

 

31-1077-MD/2012-DC MD-1077 19-12-2013 
 

30-11-2016 

304 M/s. SpineMed Systems Pvt. 
Ltd, 501 Fifth Floor, , 90 
Mansarovar Building, Nehru 

M/s. Life Spine Inc., 2401 W 
Hassel Road Suite 1535, 
Hoffman Estates, IL 60169 

1. Conquest/ Spinal 
Fixcation System (Non-
Sterile) 

31-1205-MD/2012-DC  
 

MD-1205 19-12-2013 30-11-2016 
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Place, New Delhi-110019 
 

USA 
 

2. Plateau/ Spinal Disc 
Spacer (Non-Sterile) 

3. Solstice/ Posterior 
Occipito Cervical 
Stabilization System 
(Non-Sterile) 

4. Beo-SL/ Anterior 
Cervical Plate (Non-
Sterile) 

5. Prolink/ Cervical Disc 
Spacr with screw (Non-
Sterile) 

305 M/s. Stericat Gutsrtings (P) 
Ltd., Plot 169, Sector-4 IMT 
Manesar Gurgaon Haryana- 
122050 
 

M/s. META Biomed Co. Ltd., 
634, Yeonjeri, Gangoemyeon, 
Cheongwongun, Chungbuk, 
363-951, Koreas 
 

1. Mepfi/ Polyglycolic Acid 
coated Braided Dyed & 
Undyed (Non-Sterile)  
Bulk 

2. Mepfil-Lac/ Poly 
(Glycolide-Co-L-Lactide) 
Dyed & Undyed (Non-
Sterile) Bulk 

3. Mepfil-D/ Monofilament 
Polydioxanone (Non-
Sterile) Bulk 

 

31-1314-MD/2013-DC MD-1314 24-12-2013 15-12-2016 

306 M/s. WBM Healthacre 
Sceince Pvt. Ltd., 701, 
Vikram Tower, 16 Rajendra 
Place, New Delhi - 110088 

M/s. B.J.ZH.F. Panter 
Medical Equipment Co. 
Limited, West Side No. 2, 
White Bridge Industrial Area, 
Jinzhan Street, Chaoyang 
District, Beijing-100018, 
China 
 

1. Panther/ Surgical Staples/ 
Cicular Staplers 

2. Panther/ Surgical Staple/ 
Endo Linear Cutter 
Staplers 

3. Panther/ Surgical Staple/ 
Linera Cuuter Staplers 

4. Panther/ Surgical Staple 
/ Linera Staplers 

 

31-1025-MD/2011-DC MD-1025 24-12-2013 15-12-2016 

307 M/s. Covidien Healthcare 
India Pvt. Ltd., #156, Doshi 
Towers, 6th Floor, 
Poonamallee High Road, 
Kilpauk, Chennai - 600010 

M/s. Covidien LLC, 15, 
Hampshire Street, Mansfield, 
MA 02048, USA having 
factory premises at M/s. 
Mallinckrodt DAR, Via G 

DAR/ Closed Suction System 31-418-MD/2008-DC 
(Re Reg.02) 
 

MD-418 24-12-2013 31-03-2017 
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 Bove 2/4/6/8, 41037, 
Mirandola (MO), Italy 
 

308 M/s. Zimmer India Pvt. Ltd., 
14th Floor, Tower-5B, DLF 
Cyber Terrace, DLF Cyber 
City, Gurgaon-122002 

M/s. Zimmer Spine Inc, 7375 
Bush Lake Road, 
Minneapolis, MN 55439, USA 
 

1. Trinica/ Anterior Cerivcal 
Plate System (Non-
Sterile) 

2. Trinica Select/ Anterior 
Cerivcal Plate System 
(Non-Sterile) 

3. Trinica/ Trinica Selct/ 
Anterior Cerivcal Plate 
System (Non-Sterile) 

4. Silhouette/ Anterior 
Cerivcal Plate System 
(Non-Sterile) 

5. Sillhouette/ Spinal 
Fixtaion System (Non-
Sterile) 

6. Silhouette/ Spinal Fixtaion 
System (Non-Sterile) 

7. Silhouette/ Spinal Fixtaion 
System (Non-Sterile) 

8. Silhouette/ Spinal Fixtaion 
System (Non-Sterile) 

9. ST 360/ Spinal Fixtaion 
System (Non-Sterile) 

10. ST 360 / Spinal Fixtaion 
System (Non-Sterile) 

 

31-220-MD/2006-DC 
(Re-Reg. 02) 
 

MD-220 24-12-2013 30-11-2016 

309 M/s. Advanced Life Sciences 
Pvt. Ltd., D-22, Okhla Area 
Phase-I, New Delhi - 110020 
 

M/s. Numed Inc., 2880 Main 
Street, Hopkinton, NY 12965, 
USA 
 

1. Tyshak, Tyshak II, 
Tyshak X, Tyshak Mini, Z 
Med, Z Med II, Z Med X, 
Z med II-X, Mini Ghost, 
High Five, BIB PTA, Z-5, 
PTS, PTS-X/ Balloon 
Tipped Cardiac Catheters 
(Pulmonary Valve/ 
Angioplasty) 

2. Multi-Track/ Angiographic 

31-201-MD/2006-DC 
(Re Reg.02) 
 

MD-201 27-12-2013 15-12-2016 
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Cardiac Catheter 
3. CP, Covered CP, 

Mounted CP, Covered 
Mounted/ Chetham 
Platinum (CP) Stent-Bare/ 
Covered 

 

310 M/s.Lifetech Scientific India 
Pvt. Ltd., No.3, III Floor, 1st 
Floor, BDA Layout, Kodihalli, 
Hal 2nd Stage, Bangalore-
560008, Karnataka 
 

M/s. Lifetech Scientific 
(Shenzhen) Co. Ltd., Floor1-
3, Cybio Electronic Building, 
Langshan 2nd Street, North 
Area of High-Tech Park, 
Nanshan Districr, Shenzhen, 
518057, China 
 

1. FuStar/ Steerable 
Introducer 

2. SeQure/ Snare Ssytem 
3. Cera/ VascularPlug 

System 
4. AcuMak/ Sizing Balloon 
5. Cera/ Multi Fenestrated 

ASD Occluder 
6. Ankura/ Stent Graft 

System 
 

31-834-MD/2010-DC 
(End.02) 
 

MD-834 27-12-2013 14-03-2014 

 


