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

Agents from January 2016 to November 2016 
 

S.No. 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. Cofident Sales India 
Pvt. Ltd., No. 47, 2nd 
Floor, Pete Chennappa 
Industrial Estate, 
Kamakshipalya, Magadi 
Main Road, Bangalore-
560079 

M/s. MIS Implants Technologies 
Ltd., Bar Lev Industrial Park, P.O. 
Box7, Bar Lev, Israel 20156 
 

1. Dental Implant / Seven, 
Mistral, Lance, Provisional, Uno 
one piece, Orthodontic Anchor 
Screw 
2. Abutment and Screws / 
Multiunit Abutments 
3. Bond Bone/ Bone Graft 
Material 

31-847-MD /2010-DC 
(Re. Reg. 01)) 
 

MD-847 01.01.2016 15.12.2018 

2.  M/s. Covidien Healthacre 
India Pvt. Ltd., No.156, 
Doshi Towers, 6th Floor, 
Poonamallee High Road, 
Kilpauk, Chennai-600010 
 

M/s. Covidien IIc, 15 Hamsphire 
Street, Mansfield, MA 02048 USA 
having manufacturing premises at   
M/s. Covidien, Zona France de 
San Isidro, Carretera San Isidro 
Km 17 Santo Domingo, Dominican 
Republic 

1. Coated Braided Silk Non-
Absorbable Suture / Softsilk™ 
2. Monofilament Nylon Non-
absorbable Suture / 
Dermalon™ 
 

31-948-MD/2006-DC 
(Re Reg.02) (End. 01) 
 

MD-948 01.01.2016 31.05.2018 

3.  M/s. Sun Pharmaceutical 
Industries Ltd., Room 
No.. 210, 2nd Floor, 
Acme Plaza, Opp. 
Sangma Cinema, 
Andheri-Kurla Road, 
Andheri ( E), mumbai-
400059 
 

M/s.Sirtex Medical Limited, Level 
33, 101, Miller Street, North 
Sydney 2060, Australia 
having manufacturing premises at 
M/s. Sirtex Singapore 
Manufacturing Pvt. Ltd., 50 
Science Park Road, #01-01, The 
Kendall, Singapore Science Park 
II, Singapore-117406 

Yttrium 90 Microspheres / Sir-
Spheres 
 

31-1685-MD/2015-DC 
 

MD-1685 01.01.2016 15.12.2018 

4.  M/s. Edwards 
Lifesciences India Pvt. 
Ltd., K Square the 
Integrated Park (DHL), 
1st Floor, Cabin No.1, S. 

M/s. Edwards Lifesciences LLC, 
one Edwards way, Irvine CA USA 
92614 having manufacturing 
premises at   
M/s. Edwards Lifesciences AG, 

1. Tissue Valve-Aortic (Bovine) 
/ Carpentier-Edwards® 
Perimount 
2.  Tissue Valve-Mitral (Bovine) 
/ Carpentier-Edwards® 

31-89-MD/2006-DC 
(Re-reg. 03) 
 

MD-89 05.01.2016 15.02.2019 



No. 53/3, 53/ A,B,C, 34/1 
to 9, 35/IA, IB, Phase I, 
Vill. Kurund, Tal: 
Bhiwandi-16 (Thane-
zone 5), Pin:421101 
 

Altsagenstrasse 14, CH-6048 
How, Switzerland 
 

Perimount  Plus® 
3.  Tissue Valve-Aortic (Bovine) 
/ Carpentier-Edwards 
Perimount Magna 
4.  Tissue Valve-Mitral (Bovine) 
/ Carpentier-Edwards® 
Perimount Magna® Ease® 
5. Tissue Valve-Aortic (Bovine) 
/ Carpentier-Edwards® 
Perimount Magna® Ease® 
6. Annuloplasty Rings-Mitral 
(Titanium)/  Carpentier-
Edwards® Classic® 
7. Annuloplasty Rings- 
Tricuspid (Titanium)/  
Carpentier-Edwards® Classic® 
8. . Annuloplasty Rings-Mitral 
(Barium Sulfate Impregnated 
with slilicon Rubber) /  
Cosgrove-Edwards®  
9. . Annuloplasty Rings-Mitral 
(Elgiloy ) /  Carpentier-Edwards 
Physio® 

5.  M/s. Johnson & Johnson 
Pvt. Ltd., J-1 Ground 
Floor, Gala No 1 to 10, 
Shree Arihant Complex, 
RetiBunder Road, 
Kalher, Bhiwandi, Tal: 
Bhiwandi - 15, 
Maharashtra - 421302 
 

M/s. MedosInterantional SARL, 
Chemin-Blanc 38, Le Locle, CH-
2400. Switzerland 
having manufacturing premises 
atM/s. Micrus Endovascular LLC, 
3260 Executive Way, Miramar, FL 
33025, USA 
 

1. Occlusion Balloon Catheter / 
ascent 
2. Intermediate Catheter / 
Revive 
3. Distal Access Guiding 
Catheter / Envoy 
4. Microcatheter / Prowler 27 
 

31-1221-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1221 07.01.2016  15.04.2019 

6.  M/s. Johnson & Johnson 
Pvt. Ltd., A-1/50, Room 
No., 100 Shed Area, 
G.I.D.C., Vapi, Tal: Pardi 
(Valsad), Gujrat, India 

M/s Depuy International Limited, 
St. Anthony's Road, LEEDS, LS11 
8DT, UK 
having manufacturing premises at 
M/s DePuy Orthopaedic Inc, 325, 
Paramount Drive, Raynham, MA 
02767, USA 

PFC Sigma RPF / Knee 
Replacement System 
 

31-668 (A)-MD/2009-
DC (Re-Reg 02) 
 

MD-668(A) 07.01.2016 31.12.2018 



7.  M/s. Clairvoyance 
Consulting, No. 801, 8th 
Floor, Indra Prakash 
Building, 21 Barakhamba 
Road, New Delhi-110001 

M/s. Spectranetics Corporation 
9965 Federal Drive, Colorado 
Springs, Colorado 80921 
 

1. Dilator Sheath / TightRail 
Rotating Dilator Sheath 
 

31-1326-MD/2013-DC 
(End. 03) 
 

MD-1326 07.01.2016 31.05.2017 

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

M/s Biomet Orthopaedics 
Switzerland GmbH, Riedstrasse 6, 
CH-8953 Dietikon, Switzerland 
 

1. Bone Cement (without 
antibiotic) / Biomet Bone 
Cement R 
2. Bone cement (with antibiotic 
- Gentamicin Sulphate) / 
Refobacin Bone Cement R 
3. Bone Cement (without 
antibiotic) / Biomet Bone 
Cement V 

31-894-MD /2010-DC 
(Re. Reg. 01) 
 

MD-894 07.01.2016 31.12.2018 

9.  M/s. Translumina 
Therapeutica LLP, Plot 
No. 9, Pharmacity, 
Selaqui, Dehradhun, 
Uttrakhand 

M/s. PendraCare International 
B.V., Can der Waalspark 22, 9351 
VC Leek, The Netherlands 
 

Guiding Catheter (Bulk) Non-
Sterile 
 

31-1714-MD/2015-DC 
 

MD-1714 07.01.2016 31.12.2018 

10.  M/s. Endovascular 
Corporation Pvt. Ltd., 
Gala No. 8/A, Cabin-A, 
Gate-2, Bldg No. E/6 
Angle Logistic Park, 
Kalyan Nashik Highway 
Pimplas, Bhiwandi Dist. 
Thane-421302 

M/s. Phenox GmbH, Lise-Meitner-
Allee 31, 44801 Bochum, 
Germany 
 

1. Flow Modulation Device/ p64 
Flow Modulation Device 
2. Thrombectomy Retriever 
/pRESETThrombectomy 
Retriever 
 

31-1649-MD/2015-DC 
 

MD-1649 15.01.2016 31.12.2018 

11.  M/s. St. Jude Medical 
India Pvt. Ltd., D.O. 8-3-
168/B/1, Plot no 18 & 19, 
Laxmi Nagar, Behind 
T.B. Hospital, MCH 
Circles-5 Mandal, 
Hyderabad 

M/s. St. Jude Medical, 5050 
Nathan Lane North, Plymouth, MN 
55442 USA 
 

1. FlexAbility Ablation Catheter 
 

31-1468-MD/2014-DC 
(End.03) 
 

MD-1468 18.01.2016 30.04.2018 

12.  M/s. Bard India 
Healthcare Pvt. Ltd., 501, 
5th Floor, Hubtown 

M/s. CR Bard Inc., 8195 Industrial 
Boulevard Covington, Georgia, 
30014, USA having manufacturing 

1. Silicone ureteral stent / bard 
silicon ureteral coil stent with 
figure four end, Bard Fluoro-4 

31-1603-MD/2014-DC 
 

MD-1603 18.01.2016 15.12.2018 



Solaris, N.S. Phadke 
Marg, Andheri 
(E),Mumbai, Tal : 
Andheri East ( Mumbai - 
Zone5) 400069 
 

premises atM/s. CR Bard Inc., 
Productos para EL, Cuidado De 
La Salud, Carretera International 
Km 6.5, Nogales, Terrazas Del 
Cid, Sonora 84000, Mexico  
 

Silicone Ureteral stent, Bard 
Fluoro-4 Silicone ureteral coil 
stent 
2. Silicone Folery Catheter / 
Bardex All Silicone Foley 
Catheter 
3. Ureteral Stents / Bard Inlay 
Ureteral Stent 
4. Ureteral Stents / Bard Inlay 
Versa Fit Ureteral Stent 
5. Ureteral Stent / Bard Inlay 
Optima Ureteral Stent 

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

M/s. Boston Scientific Corporation, 
300 Boston Scientific Way, 
Marlborough, MA 01752, USA 
having manufacturing premises at 
M/s. Boston Scientific Corporation, 
5905, Nathan Lane, Plymouth, MN 
55442 USA 

1. Closure Device with Delivery 
System / Wacthman™ Left 
Atrial Appendage Closure 
Device with Delivery System  
2. Access Sheath with Dilator 
System / Watchman™ Access 
System 
 

31-1596-MD/2014-DC 
(End. 01) 
 

MD-1596 18.01.2016 31.10.2018 

14.  M/s. Surya Surgical 
Industries, Jamal's Park 
Avenue, Ground Floor, 
New No. 69, Old No. 67 
Me Nicholas Road, 
Chetpet, Chennai-
600031 

M/s. Bonesupport AB, 
Scheelevagan 19, IDEON 
Sciences Park, SE-223 70 LUND, 
Sweden 
 

1. Bone Void Filler / Cerament 
2. Gentamicin Antibiotic Eluting 
Bone Graft Substitute / 
Cerament G 
 

31-1333-MD/2013-DC 
 

MD-1333 19.01.2016 31.12.2018 

15.  M/s. Medizone 
Aesthetics, 202-A, Jog 
Towers, Second Floor, 
SahyogMandir Road, 
Naupada, Thane (W), 
Tal: Thane Corporation 
(Thane-Zone1) Mumbai-
400602 

M/s. 21 Centruty Medical Co. Ltd., 
1 Floor, Donggok Building, 327, 
Hwaun-ro, Seo-gu, GwangJu, 
Korea 502-802 
 

Sterile Single use 
Polydioxanone Suture with 
needle / Bio-Meyisun 
 

31-1633-MD/2015-DC 
 

MD-1633 19.01.2016 31.12.2018 

16.  M/s. Heraeus 
Technologies India Pvt. 
Ltd., Warehouse Shad 

M/s. Heraeus Medical GmbH, 
Philipp-Str. 8/13, 61273 
Wehrheim, Germany 

Bone Cement with Gentamycin 
and Vancomycin / Copal G+V 
 

31-376-MD/2007-DC 
(Re Reg. 02) (End. 02) 
 

MD-376 19.01.2016 31.03.2018 



No. 3/19/2, 20/1/2, Taj 
Nagar, Tehsil Farukh 
Nagar, 
Distt.GurgaonHaryana 

 

17.  M/s. Emergo (India) 
Consulting Pvt. Ltd., H. 
No. 8/1, First Floor, 
Vasavi Colony, 
Kakaguda, Near Picket, 
Secunderabad, MCH 
Circle-7, Mandal, 
Hyderabad (Dist)-500009 
 

M/s. AlvimedicaTibbiUrunler San. 
Ve Dis Tic. A.S., Istanbul 
TrakyaSerbestBolgesiFerhatpasa
Mahallesi, Ataturk BulvariManolya 
SK. No. 7, 34540, Catalca, 
Istanbul, Turkey 
 

1. Rapamycin-Eluting Coronary 
Stent Delivery System / 
CORACTO 
2. Co-Cr Bare Metal Stent / 
COMMANDER 
3. Balloon Dilatation Catheter / 
INVADER CTO  Balloon 
Dilatation Catheter 
4. Balloon Dilatation Catheter / 
INVADER PTCA Balloon 
Dilatation Catheter 
5. Balloon Dilatation Catheter / 
ALVIPRO PTA Balloon 
Dilatation Catheter 
6. Guidewire / NEVIGUIDE 
CTO interventional Cardiology 
CTO Gide Wire 
7. Guidewire / NEVIGUIDE 
PTCA interventional Cardiology 
Gide Wire 
8. Guidewire (Stainless Steel 
PTFE Coated) / Alwire 
Endovascular Guide Wire 
9. Diagnostic Catheter / Alvision 
Interventional Cardiology 
Diagnostic Catheter. 
10. Guiding Catheter / Alviguide 
Blue + (Plus) Interventional 
Cardiology Guiding Catheter 
11. Guiding Catheter / Alguide 
Endovascular Guiding Catheter 
12. Diagnostic Catheter / 
Alvicath Endovascular 
Diagnostic Catheter 
13. Guidewire (Hydrophilic 

31-1654-MD/2015-DC 
 

MD-1654 19.01.2016 31.12.2018 



coated straight) / NEVIGUIDE 
PTCA Interventional cardiology 
Guide wire 
14. Guidewire ( 
NitinolHydrophillic Coated) / 
ALWIRE Endovascular Guide 
Wire 

18.  M/s. Heraeus 
Technologies India Pvt. 
Ltd., Warehouse Shad 
No. 3/19/2, 20/1/2, Taj 
Nagar, Tehsil Farukh 
Nagar, Distt.Gurgaon 
Haryana 

M/s. Heraeus Medical GmbH, 
Philipp-Str. 8/13, 61273 
Wehrheim, Germany 
 

Bone Cement with Gentamycin 
and Clindamycin / Copal G+C 
 

31-376-MD/2007-DC 
(Re Reg. 02) (End. 01) 
 

MD-376 19.01.2016 31.03.2018 

19.  M/s Katara Dental Pvt. 
Ltd., P-14, I2IT Campus, 
Ground Floor, Mithila 
Hostel, Room No.3, Rajiv 
Gandhi InfoTech Park, 
Pune-411057 

M/s BioHorizons Implant Systems 
Inc., 2300 Riverchase Center, 
Birmongham, AL 35244 USA 
 

1. Dental Implant System 
(Titanium) / BioHorizons 
2. Dental Abutments and 
Screws / BioHorizons 
 

31-629-MD/2009-DC 
(Re Reg 02) 
 

MD-629 19.01.2016 31.12.2018 

20.  M/s. Johnson & Johnson 
Ltd., A1/50, Room No.2, 
Shed Area, G.I.D.C., 
Vapi-Taluka Pardi, 
Distt.Valsad India 
 

M/s. DePuy (Ireland), Loughbeg, 
Ringaskiddy, Co. Cork, 
Irelandhaving manufacturing 
premises at M/s. Depuy 
Orthopaedics Inc., 700 
Orthopaedic Drive, Warsaw, 
Indiana 46582, USA 
 

Hip Replacement System / 
Reclaim Revision 
 

31-1029-MD/2011-DC 
(Re-Reg. 01) (End. 01) 
 

MD-1029 19.01.2016 15.06.2018 

21.  M/s. Boston Scientific 
India Pvt. Ltd., C-41 
Ground Floor, Okhla 
Industrial Area, Phase II, 
New Delhi-20 
 

M/s. Boston Scientific Corporation, 
300 Boston Scientific Way, 
Marlborough, MA 01752, 
USAhaving manufacturing 
premises atM/s. Boston Scientific 
Corporation, 2546 First Street, 
Propark, EI Coyol, Alajuela, Costa 
Rica 20904 
 

Embolic Protection System / 
Filter Wire EZ Embolic 
Protection System 
 

31-1569-MD/2014-DC 
(End. 02) 
 

MD-1569 19.01.2016 30.06.2018 

22.  M/s. Smith & Nephew M/s. ArthoCare Corporation, 7000 Sinus Dilation Balloon/ ventera 31-1648-MD/2015-DC MD-1648 16.02.2016 31.01.2019 



Healthcare Pvt. Ltd., 
Bldg. 2-3 & 15-17, 
Rajlaxmi Complex, 
Opp.Hanuman Bus Stop, 
kalher, Thane-Bhiwandi 
Road, Dist. Thane-
421302 

West William Cannon Drive, 
Austin, Texas 78735 USA 
 

  

23.  M/s. Vascular Concepts 
Ltd., 7C Doddaballapur 
Industrial Estate, 
Doddaballapur, 
Bangalore-561203 

M/s. Creagh Medical Ltd. IDA 
Business Park, Ballinasloe, Co 
Galway, Ireland 

Balloon Dilatation Catheter 
(Non-Sterile) 

31-1690-MD/2015-DC 
 

MD-1690 16.02.2016 31.01.2019 

24.  M/s. Shraddha Agencies, 
Unit No. 32, 1st Floor, 
Goodwill Premises CHS 
Ltd., Swastik Ind., Estate, 
178, Vidyanagari marg, 
Kalina, Santacruz (E) 
Mumbai, Tal Santacruz-
Z4 (Mumbai-Zone5) Pin : 
400098 

M/s. T.A.G. Medial Products 
Corporation Ltd., kibbutz Gaaton 
2513000 Israel 

Dental Implants, 
Superstructures (Abutment, 
Screw and healing cap) / 
Internal Prosthetic 
Replacements 
 

31-1719-MD/2015-DC 
 

MD-1719 16.02.2016 31.01.2019 

25.  M/s. Minvasys India Pvt. 
Ltd., Ghar No.-1/1437 A, 
Silver Palm-2, shop No 
01, Kadampalli SOC, 
Timaliyawad, Nanpura, 
Surat 

M/s. Minvasys, 7 rue du fosse 
Blanc, 92230 Gennevillers, France 
 

PTCA Catheters / Yangtze NC 
 

31-1438-MD/2013-DC 
(End. 01) 
 

MD-1438 16.02.2016 14.03.2017 

26.  M/s. Micro Medical, 503, 
Vishal Bhawan, 95, 
nehru Place, new Delhi - 
110019 

M/s. Toray Industries Inc., 1-1, 
Nihonbashi-Muromachi, 2-Chome, 
Chuo-ku, Tokya, 103-8666 japan 
having manufacturing premises at   
M/s. Toray Industries Inc., Seta 
plant 1-1,  Oe 1-Chome, Otsu, 
Shiga 520-2141, Japan 
 

1. Balloon Catheter / Inoue-
Balloon Catheter 
2. Balloon Catheter / Inoue-
Balloon Catheter 

31-1130-MD/2012-DC 
(Re Reg 01) 
 

MD-1130 16.02.2016 15.01.2019 

27.  M/s. Maquet Medical 
India Pvt. Ltd., 201-202, 
Iind Floor, Deenar 

M/s. Datascope Corp., 15 law 
Drive, Fairfield, NJ, 07004, USA 
 

Intra- Aortic Balloon Catheters 
 

31-70-MD/ 2006-DC 
(Re. Reg. 02) (End.02) 
 

MD-70 16.02.2016 31.03.2017 



Bhawan, Nehru Place, 
New Delhi-19 

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

M/s. Inspire MD Limited, 4 
Menorat Hamaor st., Tel Aviv 
67448 Israel 
 

Coronary Stent System (Cobalt-
Chromium) / Mgaurd Prime 
 

31-1137-MD/2012-DC 
(Re. Reg. 01)) 
 

MD-1137 16.02.2016 15.01.2019 

29.  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 manufacturing premises at  
M/s. Cordis de Mexico SA, de 
C.V., Calle Circuito Interior Norte # 
1820, parque Industrial Salvarcar, 
Ciudad Juarez, Chihuahua 32575, 
Mexico 
   

1. Diagnostic Angiographic 
Catheters / Infiniti Angiographic 
Catheter 
2. Diagnostic Angiographic 
Catheters / Tempo 
Angiographic Catheter  
3. Diagnostic Angiographic 
Catheters / Tempo Aqua  
Angiographic Catheter 
4. Diagnostic Angiographic 
Catheters / High Flow 
Angiographic Catheter 
5. Diagnostic Angiographic 
Catheters / Super Torque 
Angiographic Catheter 
6. Diagnostic Angiographic 
Catheters / Super Torque Plus 
Angiographic Catheter 
7. Diagnostic Angiographic 
Catheters / Super Torque MB 
Angiographic Catheter 
8. Guiding Catheter / Vista Brite 
Tip IG Indtroducer Guide 
9. Guiding Catheter / Vista Brite 
Tip Guiding Catheter 
10. Guding Catheter / Adroit Tip 
Guiding Catheter 
11. Sheath / Avanti Plus 
Introducer 
12. Sheath / Brite Tip Sheath 
Introducer 
13. Stent System / Cordis 

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

MD-115 16.02.2016 14.01.2019 



Precise Pro Rx Nitinol Stent 
System 
14. Stent System / Cordis 
S.M.A.R.T. control Nitinol Stent 
System 
15. Dilation Catheter / Powrflex 
Pro Percutaneous Transluminal 
Angioplasty (PTA) Dilatation 
Catheter 

30.  M/s. Indian Medtronic 
Pvt. Ltd., Plot NO. 609, 
Survey/Shed-188 (Part), 
Chamunda Comp., 
Kasheli Village,Dist. 
Thane, Bhiwandi, 
Maharasthra-421301 

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

Delivery Catheter / MICRA 
Transcatheter Leadless 
Pacemaker 
 

31-64-MD/2006-DC 
(Re-Reg. 02) (End. 01) 
 

MD-64 16.02.2016 31.03.2018 

31.  M/s. Fusion Medica 
l & Dental Technology 
Co., 956-B, nea Shiv 
Temple, Madhuban 
Enclave, Barewal 
Ludhiana, Punjab-
141012 

M/s. Dentim Impalnts 
Technologies Limited, migdal 
Tefen Industrial park, pO Box 
No.10, 24959 Israel 

1.Dental Implants (Titanium) / 
Rapid Dental Implant (Sterile) 
2. Dental Implants (Titanium) / 
Titanium Connector abutments 
with screw (Non-sterile) 

31-1713-MD/2015-DC 
 

MD-1712 16.02.2016 15.01.2019 

32.  M/s. Edwards Life 
Sciences (India) Pvt. 
Ltd., K-Square, The 
Integrated Park, (DHL), 
1st Floor, Cabin No. 1, S. 
No. 53/3, 53/A,B,C, 34/1 
to 9, 35/IA, IB, Phase I, 
Vill. Kurud, Tal: Bhiwandi 
-16 (Thane-Zone5) - 
421101 

M/s. Edwards LifeSciences LLC, 
One Edwards Way, Irvine, CA, 
USA 92614-5686 
 

1. Annuloplasty Ring-Mitral 
(Titanium Alloy) / Carpentier-
McCarthy-Adams IMR Etlogix 
2. Annuloplasty Ring-Mitral 
(Titanium) / Carpentier-
Edwards Classic Annuloplasty 
Ring 
3. Annuloplasty Ring-Tricuspid 
(Titanium) / Carpentier-
Edwards Classic  
4. Annuloplasty Righ Mitral 
(Elgiloy) / Carpentier-Edwards 
Physio 
5. Annuloplasty Ring-Tricuspid 
(Titanium Alloy) / Edwards MC3 
Tricuspid 

31-93-MD/2006-DC 
(Re. Reg. 03) 
 

MD-93 16.02.2016 15.03.2019 



6. Pericardial Aortic 
Bioprosthesis / Carpentier-
Edwards® PERIMOUNT® RSR 
7. Physio Tricuspid 
Annuloplasty Ring / Carpentier-
Edwards® 

33.  M/s. Covidien Healthcare 
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  
 

1. Stent System / EverFlex Self-
Expanding Peripheral Stent 
System with Entrust Delivery 
System 
 

31-51-MD/2006-DC 
(Re-Reg.03) (End. 01) 
 

MD-51 16.02.2016 30.06.2018 

34.  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 
 

1. Multiple Sample Needle / BD 
Vactainer PrecisionGlideTM 
2. Arterial Blood Collection 
Syringe (without needle) / BD 
A-Line™ 
3. Arterial Blood Collection 
Syringe (with or without needle) 
/ BD Preset™ 

31-722-MD /2009-DC  
(Re Reg. 02) 
 

MD-722 16.02.2016 14.04.2019 

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

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

1. Flush Syringe / BD 
PosiFlush™ SP 
2. Heparin Lock Flush Syringe / 
BD PosiFlush™ 
3. Needle with Filter / BD Blunt 
Fill 
4. Needle BD Blunt Fill 

31-669(B)-MD/2009-DC 
(Re Reg. 02) 
 

MD-669(B) 16.02.2016 30.04.2019 

36.  M/s. Bard India 
Healthcare Pvt. Ltd., 501, 
5th Floor, HubTown, 
Solaris, N.S. Phadke 
Marg, Andheri (E), 
Mumbai-400069 
 

M/s. Bard Peripheral Vascular Inc., 
1625 West 3rd Street, Teme, 
Arizona (AZ) 85281, USA having 
manufacturing premises at   
M/s. Bard Shannon Limited, San 
Geronimo Industrial Park. Lot # 1, 
Road #3, km. 79.7 Humacao, 
Puerto Rico 00791 
  

1. Biopsy System / Vacora 
Vacuum Assisted Biopsy 
System 
 

31-1374-MD/2013-DC 
(End. 01) 
 

MD-1374 16.02.2016 31.03.2017 

37.  M/s. Macopharma India M/s. Maco Pharma., Rue Lorthiois, 1. Single or multiple blood 31-1683-MD/2015-DC MD-1683 17.02.2016 15.12.2018 



Transfusion Solutions 
Pvt. Ltd., DSM-006, DLF 
Commercial Tower, 
Shivaji Marg,  Moti 
Nagar, New Delhi-
110015 

59420 Mouvaux, France 
having manufacturing premises at 
M/s. Maco Productions Polonia 
PolandSP Z.o.o-UI. Szwajcarska 
22-54405 Wroclaw, Poland 
 

bags, Leukodepletion fileters, 
single or multiple blood bags 
with leukodepletion filters  
2. Single or multiple blood 
bags, Leukodepletion filters, 
single or multiple blood bags 
with leukodepletion filters 

 

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

M/s. B. Braun Melsungen AG Carl 
Braun Strabe 1, 34212, Melsulgen, 
Germany 
 

1. Needles and Cathester kits 
for Plexus Anesthesia / 
Contiplex D kit 
2. Central Venous Catheter 
3. Catheter Sets / Espocan 
4. Infusion Kit for Visudyne / 
Visudyne-Kit 
5. Catheters 
6. Infra venous Administration 
Sets 

31-146-MD/2006-DC 
(Re-Reg. 03) 
 

MD-146 19.02.2016 15.12.2019 

39.  M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg B, 
Gala 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 
manufacturing premises at  M/s. B. 
Braun Medical Industries Sdn. 
Bhd., Bayan Lepas Free Industrial 
Zone, 11900 Penang Malaysia 

1. Catheters / Espocan 
2. Needles for Epidural 
Anesthesia / Perican, Perican 
Paed 
3. Needle for Spinal 
Anaesthesia / Spinocan 
4. Needle for Spinal 
Anaesthesia / Pencan, Pencan 
Paed  
5. Blood Administration sets / 
Sangofic 
6. I.V Administration Set with 
dosing container / Dosifix 
7. I.V Indwelling Cannula / 
Introcan, Introcan W, Introcan 
Certo, Introcan W Certo, 
Introcan Safety, Introcan Safety 
W, Vasofix Braunule, Vasofix 
Certo, Vasofix Safety 
8. IV Needles / Venofix Safety 

31-147-MD/2006-DC 
(Re-Reg. 03) 
 

MD-147 19.02.2016 15.02.2019 

40.  M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg B, 

M/s. B. Braun Melsungen AG, 
Carl-Braun-Straβe 1, 34212 

1. I.V administration sets with 
air vent for pressure and gravity 

31-1157-MD/2012-DC 
(Re. Reg. 01) 

MD-1157 19.02.2016 15.02.2019 



Gala 1-10, Prerna 
Complex, Anjur Phata, 
Dapoda Road, At Val 
village, Bhiwandi-
421302, Maharashtra 

Melsungen, Germany having 
manufacturing premises at  M/s. B. 
Braun Vietnam Co., Ltd., Thanh 
Oai Industrial Complex Thani Oai 
District 156800 Hanoi Vietnam 
 

infusions set 
2. Blood administration sets 
vented and non vented 
 

 

41.  M/s. Nobel Biocare India 
Pvt. Ltd., CCI Logistics 
Park, 2nd Floor Room 
No. 2, Administrative 
Builidng, Kolkhe, 
Palaspa Phata Tal: 
Panvel (Raigad), 
Maharashtra-410206 
India 

M/s. Nobel Biocare AB, P.O.Box 
No. 5190, SE-402 26, Vasrra 
Hamngatan 1, 411 17, Goteborg, 
Sweden 
having manufacturing premises at  
M/s. Nobel Biocare USA LLC, 
22715, Savi Ranch Parkway, 
Yorba Linda, CA 92887 USA 
 

Components of Dental Implant 
(Titanium) (Non-Sterile) 
 

31-1688-MD/2015-DC 
(End. 01) 
 

MD-1688 23.02.2016 30.09.2018 

42.  M/s. Natec Medical Pvt. 
Ltd., 1/1437A, Silver 
Palm-2, Shop No. 4, 
Kadampalli Society, 
Timaliyavad, Nanpura, 
Talika: Surat City, 
District: Surat, Gujarat 

M/s. Natec Medical Ltd., Maeva 
Centre Building, Business park 
Ebene, Reduit, Mauritius 
having manufacturing premises at 
M/s. Natee Medical Ltd., Maeva 
Centre Building, Business park 
Ebene, Reduit, Mauritius 
 

1. OTW PTA Catheter (Sterile) / 
Ebony .035" 
2. OTW PTA Catheter (Non-
Sterile) / Ebony .035" 
3. RX PTA Catheter (Stelire) / 
Ebony .014" 
4. RX PTA Catheter (Non-
Stelire) / Ebony .014" 
5. PTCA Catheter (Sterile) / 
Filao RX 
6. PTCA Catheter (Non-Sterile) 
/ Filao RX 
7. PTCA Catheter (Sterile) / 
Filao NC 
8. PTCA Catheter (Non-Sterile) 
/ Filao NC 
9. PTCA Catheter (Sterile) / 
Tamarin Blue 
10. PTCA Catheter (Non-
Sterile) / Tamarin Blue 
11. OTW PTA Catheter (Sterile) 
/ Ebony .014" 
12. OTW PTA Catheter (Non-
Sterile) / Ebony .014" 

31-1104-MD/2012-DC 
(Re Reg. 01) 
 

MD-1104 23.02.2016 15.12.2018 



13. Cobalt Chromium Coronary 
Stent System (Non-Sterile) 

43.  M/s. Emergo (India) 
Consulting Pvt. Ltd., 
H.No. 8/1, First Floor, 
Vasavi Conoly, 
Kakaguda, near Picket, 
Secunderabad, MCH 
Circle-7, Mandal, 
Hyderabad-500009 

M/s. Nichiban Co. Ltd., 2-3-3, 
Sekiguchi, bunkyo-ku, Tokyo, 112-
8663, Japan having manufacturing 
premises at  M/s. Nichiban 
Medical Corp. No. 1713 Aza-
Zenmonbashi, Nomachi 
Chikuzenmachi, Asakura-gun, 
Fuluoka Pref. Japan 
 

1. Adhesive Bandage / Injection 
Pad 
2. Adhesive Bandage / Stepty 
 

31-1783-MD/2015-DC 
 

MD-1783 23.02.2016 15.02.2019 

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

M/s. Becton Dickinson Infusion 
Therapy Systems Inc., 9450, 
South street, Sandy, Utah, 84070, 
USA 
 

1. Closed I.V. Catheter System 
/ BD Nexiva™ 
 

31-84-MD/2006-DC 
(Re-Reg. 03) (End. 01) 
 

MD-84 23.02.2016 30.09.2018 

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

M/s Becton Dickson and Company 
(BD), 1 Becton Drive Franklin 
Lakes, NJ07417, USA having 
manufacturing premises at   
M/s Becton Dickson and Company 
(BD), 1575, Airport Road, Sumter, 
SC 29153, USA  

1. Blood Collection needle / BD 
Vacutainer Eclipse Blood 
Collection Needle 
2. Multiple Sample Luer 
Adapter / BD Vacutainer 
Multiple Sample Luer Adapter 
3. Push Button Blood Collection 
Set / BD Vacutainer Push 
Button Blood Collection Set 
4. Blood Colletion Set / BD 
Vacutainer Safety Lok Blood 
Collection Set 

31-658-MD/2009-DC  
(Re Reg. 03) 
 

MD-658 23.02.2016 31.03.2019 

46.  M/s. Apothecaries Pv. 
Ltd., 876 Udyog Vihar 
Phase V, Gurgaon 
122016 
 

M/s. Hoya Corporation 2-7-5 
Naka-Ochiai, Shinjuku-Ku, Tokyo 
161-8525, Japan having 
manufacturing premises at   
M/s. Hoya Medical Singapore Pte. 
Ltd.,  455A Jalan Ahmed Ibrahim 
639939, Singapore 

Foldable Intra Ocular Lens 
 

31-701-MD/2009-DC  
(Re Reg. 02) (End. 01) 
 

MD-701 23.02.2016 30.112018 

47.  M/s Teleflex Medical 
Private Ltd., Old no.10, 

M/s. Teleflex Medical Sdn. Bhd., 
Lot No PT 2577, jalan Perusahaan 

1. Endotracheal Tube and 
Endotracheal Tube (Stylet) 

31-355-MD/2007-DC 
(RE Reg 01) 

MD-355 23.02.2016 31.01.2019 



No.19, 1st floor and 
ground floor, Harrington 
Road, Chetpet, Chennai-
600031 

4, 34600 kamunting, Perak, 
Malaysia" 
 

2. Foley Catheter (100% 
Silicon) 
3. Latex Foley Balloon Catheter 
4. Hydrogel Coated Trans- 
urethral Catheter (Sympacath) 
5. Trans-urethral Balloon 
Catheter (Symplastic) 
6. Tracheostomy Tubes 
(Crystal Clea- PVC) 
7. Heat and Moisture 
Exchange/Filter (Gibeck) 

 

48.  M/s. Smith & Nephew 
Healthcare Pvt. Ltd., (C 
& F Elian Trading Co.,) 
Bldg No. 2-3 & 15-17, 
Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, 
Kalher, Thane Bhiwandi 
Road, Dist-Thane 
421302, Maharashtra 

M/s. Smith & Nephew Inc., 1450 
Brooks RD., Memphis,TN USA 
38116 
having manufacturing premises at 
M/s. Smith & Nephew Inc., 1450 
Brooks RD., Memphis,TN USA 
38116 
 

1. Screw System (Sterile) / 
Cannulated Screws-Stainless 
Steel 
2. Screw System (Non-Sterile) / 
Cannulated Screws-Stainless 
Steel 
3. Screw System (Sterile) / 
Cannulated Screws- Titanium 
alloy 
4. Screw System (Non-Sterile) / 
Cannulated Screws- Titanium 
alloy 
5. Planting and Screw System 
(Sterile) / TC-100 
6. Planting and Screw System 
(Non-Sterile) / TC-100 

31-779-MD/2010-DC 
(Re-Reg. 01) End. 04 
 

MD-779 23.02.2016 31.12.2016 

49.  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 
having manufacturing premises at 
M/s. OrbusNeich Medical B.V., 
Drs. W.Van Royenstraat 5, 3871 
AN Hoevelaken, The Netherland 
 

1. Coronary Dilatation Catheter 
(Sterile) / Sapphire™ II Pro 
 

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

MD-357 23.02.2016 14.08.2016 

50.  M/s. Morulaa Health 
Tech Pvt. Ltd., 
Plot No: 38, First Floor, 
Rajeswari Street, 

M/s. Sweden & Martina Spa, 
Veneto 10, 35020 Due Carrare 
(PD) Italy 
 

1. Dental Implants (Titanium) 
2. Dental Prosthetic 
Components-Abutment 
3. Dental Prosthetic Prosthetic 

31-1651-MD/2015-DC 
 

MD-1651 01.03.2016 15.02.2019 



Santhosh nagar, 
kandanchavdi,, Chennai-
600096 

Components (Transgingival 
Healing Screws/Caps) (Non-
Sterile) 

51.  M/s. Johnson & Johnson 
Pvt. Ltd., J-1 Ground 
Floor, Gala No 1 to 10, 
Shree Arihant Complex, 
Reti Bunder Road, 
Kalher, Bhiwandi, Tal: 
Bhiwandi - 15, 
Maharashtra - 421302 
 

M/s. Codman and Shurtleff Inc., 
325 Paramount Drive Raynham, 
Massachusetts USA having 
manufacturing premises at   
M/s. Medos SARL, Rude Girardet 
29, CH-2400, Le Locle, 
Switerzland  
 

1. Catheters/ Codman Accu Flo 
2. Catheters / Codman Accu 
Flo James Lumbar Peritoneal 
Shunt 
3. Catheters / Codman Holter 
Products 
4. Catheters /  Codman Hakim 
Precision, Micro Precision, 
Programmble and Micro 
Programmable Valve System 
5. Catheters / Codman Atrial 
Shunt 
6. Catheters / Codman Lumbar 
Extenal Drainage Systems 
7. catheters impregnated with 
0.85-1.54mg/g of Clindamycin 
and 0.25-0.70mg/g of 
Rifampicin / Codman Bactiseal 
EVD(External Ventricular 
Drainage) 
8. Catheters ?Microsensor 
Basic Kit, microsensor Bolt Kit 
& Microsensor Skull Bolt Kit 

31-122-MD/2006-DC 
(Re-Reg. 03) 
 

MD-122 01.03.2016 15.02.2019 

52.  M/s. Indo-Swiss Surgical 
company, 
B-46 A LG-4, kalkaji, 
New Delhi-110019 

M/s. AL.CHI.MI.A S.r.l., 
Viale Austria 14 35020 Ponte San 
Nicolo (PD) Italy 
 

1. Silicone Oil (Polydimethyl 
Siloxane) / RS/OIL 
2. Silicone Oil (Polydimethyl 
Siloxane) / RS-OIL ECS 
3. IntraocularGases 

(Octafluoropropane) / GOT C₃ 
F₈ Multi  

31-1100-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1100 01.03.2016 15.02.2019 

53.  M/s. Globus Medical 
India Private Limited, 
14/Old No. 8, 11th Cross 
Street, Shastri Nagar, 
Adyar, Chennai-600020 

M/s. Valley Forge Business 
Center, 2560 General Armistead 
Avenue, Audubon, PA 19403, 
USA 
 

1. Sustain/ Spacer     
2. Sustain/ Radiolucent Spacer 
3. Protex/ Stabilization System 
(which includes Accurod) 
4. Assure/ Anterior Cervical 

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

MD-277 01.03.2016 28.02.2019 



 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 Spacer 
17. Patriot/ Spacer (which also 
includes signature TLIF Spacer) 
18. Relieve/ Laminoplasty 
Fixation System 
19. Oalition/ Spacer 
20. Bone Void Filler (which 
includes Bone Void  Filler  with 
Spine indication) / Microfuse 

54.  M/s. Beckton Dickinson 
India Private Limited, 
No.34, Assisi Nagar, 
West Thottam, 
Madhavaram, Chennai-

M/s. Beckton Dickinson Medical 
(Singapore) Pvt. Ltd., 30 Taus 
Avenue 2, Singapore 639461 
 

1. Prefillable Injection System / 
BD Uniject Prefillable Injection 
System 
 

31-1032-MD/2011-DC 
(Re. Reg. 01) (End.01) 
 

MD-1032 01.03.2016 15.03.2018 



51 

55.  M/s. Bard India 
Healthcare Pvt. Ltd., 501, 
5th Floor, HubTown, 
Solaris, N.S. Phadke 
Marg, Andheri (E), 
Mumbai-400069 
 

M/s. Bard Peripheral Vascular Inc., 
1625 West 3rd Street, Teme, 
Arizona (AZ) 85281, USA having 
manufacturing premises at   
M/s. Bard Shannon Limited, San 
Geronimo Industrial Park. Lot # 1, 
Road #3, km. 79.7 Humacao, 
Puerto Rico 00791 

1. Biospy Needle / Bard Mission 
Disposable Core Biopsy 
Instrument 
2. Biopsy Needle / Bard Mission 
Disposable Core Biopsy 
Instument Kit 
 

31-1374-MD/2013-DC 
(End. 02) 
 

MD-1374 01.03.2016 31.03.2017 

56.  M/s. Carl Zeiss India 
(Bangalore) Pvt. Ltd., 
Plot No. 3, Jigani Link 
Road Bommasandra 
Industrial Area, 
bangalore-560099 

Ms. Carl Zeiss Meditee AG, 
Goesehwitzer Strasse 51-52, 
07745, Jena Germany having 
manufacturing premises at   
M/s. Aaren Scientific, Inc. 1040 
South Vintage Ave., Bldg. A. 
Ontario, CA 91761, USA 

1. Posterior Chamber 
Intraocular Lens 
(Pseudophakic) / CT LUCIA 
601 P 
2.  Posterior Chamber 
Intraocular Lens 
(Pseudophakic) / CT LUCIA 
601 PY 
3. Posterior Chamber 
Intraocular Lens 
(Pseudophakic) / CT LUCIA 
201 P 
4.  Posterior Chamber 
Intraocular Lens 
(Pseudophakic) / CT LUCIA 
601 PY 

31-1732-MD/2015-DC 
 

MD-1732 09.03.2016 15.02.2019 

57.  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 manufacturing premises at   
M/s. Lake Region Medical Limited, 
Butlersland, new Ross Country 
Wexford, Ireland 
 

Guidewire / Amplatzer 
 

31-1246-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1246 09.03.2016 31.03.2019 

58.  M/s. India Medtronic Pvt. 
Ltd., Plot No.609, 
Survey/ Shed-188 (Part), 
Chamunda Complex, 
Kasheli Village, Distt. 

M/s. Medtronic Sofamor Danek 
USA Inc., 1800 Pyramid 
Place,Memphis, TN 38132, USA 
having manufacturing premises at   
M/s. Medtronic Puerto Rico 

1. Spinal Intervertebral body 
fixation orthosis (Non-sterile) / 
Atlantis Anterior Cervical Plate 
System 
2. Intervertebral Body Fusion 

31-584-MD/2009-DC 
(Re-Reg. 02) 
 

MD-584 11.03.2016 31.01.2019 



Thane Bhiwandi-421301, 
Maharshtra 
 

Operations Co. Humacao Road 
909, Km 0.4 Barrio Mariana 
Humacao, PR 00792, USA 
 

Device / Capstone Spinal 
System 
3. Fenestrated Screw Spinal 
System (Non-sterile) / CD 
Horizon® Fenestrated Screw 
Spinal System 
4. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease (Non-sterile) / CD 
Horizon® Essence Spinal 
System  
5. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease (Non-sterile) / CD 
Horizon® Spinal System 
(Titanium) 
6. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease (Non-sterile) / CD 
Horizon® Spinal System 
(Titanium Alloy) 
7. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease (Non-sterile) / CD 
Horizon® Spinal System (PEEK 
Optima LT-1) 
8. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease (Non-sterile) / CD 
Horizon® Spinal System 
(Cobalt Chromium molybdenum 
alloy) 
9. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease (Non-sterile) / CD 
Horizon® Spinal System 
(Stainless steel) 
10. Orthosis, spinal pedicle 
fixation, for degenerative disc 



disease (Non-sterile) / CD 
Horizon® Spinal System  
11. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease (Non-sterile)  /  
CD Horizon® Spinal System 
(Peek Hydroxyapatite) 
12. Spinal vertebral body 
replacement device / Verte-
Stack Spinal System 
(Cornerstone PSR) 
13. Spinal Interlaminal Fixation 
Orthosis (Non-sterile) / Vertex® 
Reconstruction System 
14. Spinal Intervertebral body 
fixation orthosis (Non-sterile) / 
Zephir™ Anterior Cervical 
System 

59.  M/s. India Medtronic Pvt. 
Ltd., Plot No.609, 
Survey/ Shed-188 (Part), 
Chamunda Complex, 
Kasheli Village, Distt. 
Thane Bhiwandi-421301, 
Maharshtra 
 

M/s. Medtronic Sofamor Danek 
USA Inc., 1800 Pyramid 
Place,Memphis, TN 38132, USA 
having manufacturing premises at   
M/s. Medtronic Puerto Rico 
Operations Co. Humacao Road 
909, Km 0.4 Barrio Mariana 
Humacao, PR 00792, USA 
 

1. Spinal intervertebral body 
fixation orthosis / ATLANTIS® 
ANTERIOR CERVICAL PLATE 
SYSTEM (Non-Sterile) 
2. Wire, Surgical / ATLASTM 
CABLE SYSTEM (Titanium 
Alloy) 
3. Artificial Cervical Disc / 
Bryan® Cervical Disc System 
4. Intervertebral Body Fusion 
Device / CRESCENT® Spinal 
System Titanium 
5. Orthosis, Spondylolisthesis 
Spinal Fixation / COLORADO 
2™ Spinal System (Titanium 
Alloy) (Non-Sterile)  
6. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease (Non-Sterile) / CD 
HORIZON® SPINAL SYSTEM 

31-69-MD/2006-DC 
(Re. Reg. 03) 
 

MD-69 11.03.2016 31.01.2019 



(Titanium) 
7. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease. (Non-sterile) / CD 
HORIZON® SPINAL SYSTEM 
(Titanium alloy) 
8. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease. (Non-sterile) / CD 
HORIZON® SPINAL SYSTEM 
(Peek Optima LT1) 
9. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease. (Non-sterile) / CD 
HORIZON® SPINAL SYSTEM 
(Stainless steel) 
10. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease. (Non-sterile) / CD 
HORIZON® SPINAL SYSTEM 
(Cobalt Chromium Molybdenum 
Alloy) 
11. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease. (Non-sterile) / CD 
HORIZON® SPINAL SYSTEM  
12. Orthosis, spinal pedicle 
fixation, for degenerative disc 
disease. / CD HORIZON® 
SPINAL SYSTEM (Peek 
Hydroxyapatite) 
13. Artificial Cervical Disc / 
PRESTIGE® LP Cervical Disc 
System  
14. Intervertebral Lumbar 
Device / LT-CAGE® Lumbar 
Tapered Fusion Device 
15. Mesh, Surgical, Metal (Non-
Sterile) / PYRAMESH® Implant 



System 
16. Spinal, Vertebral Body 
Replacement Device / 
PYRAMESH® C Titanium Mesh 
(Non-Sterile) 
17. Orthosis, Spinal Pedicle 
Fixation / TSRH® SPINAL 
SYSTEM (Non-Sterile) 
18. System, Facet Screw Spinal 
Device / UCSS™ SCREW SET 
(Non-Sterile)  
19. Spinal Interlaminal Fixation 
Orthosis / VERTEX® 
Reconstruction System (Non-
Sterile) 
20. Spinal intervertebral body 
fixation orthosis / ZEPHIR™ 
ANTERIOR CERVICAL 
SYSTEM (Non-Sterile) 

60.  M/s. Mn solutions, Space 
No. 512, 5th Floor, 
Shahpuri Tirath Singh 
Tower, Plot No. 58, 
Block-C, DDA 
Community center, 
Janak Puri, new Delhi-
110058 

M/s. Teknimed SAS, 8, rue du 
Corps Franc - Pommies-65500 
Vic-en-BIGORRE, France having 
manufacturing premises at   
M/s. Teknimed SAS, 11 rue 
d'Apollo, Z.I de Montredon-31240 
L'UNION, France 
 

1. Bone Cement / Cemfix 1 
(20gr and 40 gr) 
2. Bone Cement with 
Gentamicin / Gentafix 1 
3. Bone Cement with 
Gentamicin / Gentafix 3 MV 
4. Orthopaedic Implants / 
Euroscrew 

31-1698-MD/2015-DC 
 

MD-1698 22.03.2016 28.02.2019 

61.  M/s. Romsons Scientific 
and Surgical Industries 
Pvt. Ltd., 63, industrial 
Estate, Nunhai, Agra, 
U.P. - 282006 

M/s. Zhejiang Kindly Medical 
Device Co. Ltd., No. 758, 5th 
Binhai Road, BinhaiIndustries 
Park, Longwan District, 325025 
Wenzhou, Zhejiang Province, P.R. 
China  

1. Disposable Anaesthesia 
Needles / Epidural Anaesthesia 
Needles ( Sterile / Non-Sterile) 
2. Dispoable Anaestheisa 
Needles / Spinal Anaesthesia 
Needles ( Sterile/ non - Sterile) 

31-1738-MD/2015-DC 
 

MD-1738 22.03.2016 28.02.2019 

62.  M/s. Bard India 
Healthcare Pvt. Ltd., 
501,5th Floor, Hubtown 
Solaris, N. S. Pahdke 

M/s. Davol Inc., Subsidiary of C.R. 
Bard Inc., 100 Crossings 
Boulevard Warwick, Rhode Island, 
USA 02886 having manufacturing 

Mesh / Ventralight ST Mesh 
with Echo PS Positioning 
System 
 

31-1349-MD/2013-DC 
(End. 03) 

 

MD-1738 22.03.2016 15.01.2017 



Marg, Andheri E, 
Mumbai-400069 

premises at   
M/s. Bard Shannon Ltd., San 
Geronimo Industrial Park Lot # 1, 
Road # 3, KM 79.7, Humacao, 
Puerto Rico 00791 

63.  M/s. Peerless Biotech 
Pvt. Ltd., Block C, 36-37, 
Millennium House, 144, 
Old, Mahabalipuram 
Road, Perungudi, 
Chennai-600096 

M/s. Jiangxi Medical Equipment 
Group Ltd., 39 South Shengli RD, 
Jinxian County, 331700 Nanchang 
, Jiangxi Province, P.R. China 
 

1. Auto Disable Syringe for 
single use 
2. Blood collection Needles for 
single use 
 

31-1635-MD/2015-DC 
 

MD-1635 22.03.2016 28.02.2019 

64.  M/s. Natec Medical Pvt. 
Ltd., 1/1437A, Silver 
Palm-2, Shop No. 4, 
Kadampalli Society, 
Timaliyavad, Nanpura, 
Talika: Surat City, 
District: Surat, Gujarat 

M/s. Natec Medical Ltd., Maeva 
Centre Building, Business park 
Ebene, Reduit, Mauritius 
 

1. OTW PTA Catheter 
(Sterile/Non-Sterile) / Ebony 
.018" 
 

31-1104-MD/2012-DC 
(Re Reg. 01) 
 

MD-1104 22.03.2016 15.12.2018 

65.  M/s. Medevolution 
Devices Pvt. Ltd., 
No.141, First Floor, 
Sankarapuram, 
Sithalapakkam, Chennai-
600073 
 

M/s. MDL Srl., via Tavani 1/A-
23014 Delebio (SO), Italy 
 

1. Disposable Bone Marrow 
Biopsy Needles 
2.Cyto-Histology Biopsy Needle 
3. Disposable Soft Tissue 
Biopsy Needle 
4. Disposable Needle for 
Mammary Nodule Localization 

31-1521-MD/2014-DC 
 

MD-1521 22.03.2016 28.02.2019 

66.  M/s. Johnson & Johnson 
Pvt. Ltd., A-1/50, Room 
No., 100 Shed Area, 
G.I.D.C., Vapi, Tal: Pardi 
(Valsad), Gujrat, India 
 

M/s. DePuy Orthopaedics, Inc., 
700 Orthopaedic Drive, Warsaw, 
Indiana 46582 USA having 
manufacturing premises at  M/s. 
Johnson & Johnson Medical 
(Suzho) Ltd., No.299, Chang Yang 
Street, Suzhou Industrial Park, 
Suzhou Jiangsu 215126, China 

knee Replacement System / 
Sigma 
 

31-1291-MD/2013-DC 
(End.-01) 
 

MD-1291 22.03.2016 15.01.2017 

67.  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. Medos SARL, Puits Godet 
20, Neuchatel, CH-2000 
Switzerland 
having manufacturing premises at   
M/s. Medos Internation SARL, 

Cortical Fixation Implant / 
rigidloop Adjustable Cortical 
Fixation System 
 

31-1441-MD/2014-DC 
(End. 01) 
 

MD-1441 22.03.2016 15.05.2017 



Chemin-Blanc 38, Le Locle, CH-
2400, Switzerland 

68.  M/s. Johnson & Johnson 
Limited, J-1, Shree 
Arihant Complex, Vill. 
Kalher, Thane-Bhiwandi 
Road, District-Thane, 
Bhiwandi 421302 

M/s. Ethicon LLC, 475 C Street, 
Los Frailes Industrial park, Suite 
401, Guaynado 00969 Puerto 
Rico, USA  
having manufacturing premises at   
M/s. Ethicon Inc, Ave, de las 
Torres No. 2751 Suite Ethicon Cd, 
Juarez, Chihuahua Mexico 32575 

1. absorbable Strap Fixation 
Device / Ethicon Securestep 
2.  absorbable Strap Fixation 
Device / Ethicon Securestep 
open Absorbable strap fixation 
Device 
 

31-798(A)-MD/2010-DC 
(Re-Reg. 01) End. 02 
 

MD-798(A) 22.03.2016 30.04.2017 

69.  M/s. India Medtronic Pvt. 
Ltd., Plot No.609, 
Survey/ Shed-188 (Part), 
Chamunda Complex, 
Kasheli Village, Distt. 
Thane Bhiwandi-421301, 
Maharshtra 

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

1. Intervertebral Body Fusion 
Device / Fuse Spinal System 
2. Intervertebral Body Fusion 
Device / Loop Spinal System 
 

31-69-MD/2006-DC 
(Re. Reg. 03) (End-01) 
 

MD-69 22.03.2016 31.01.2019 

70.  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 
 

1. Bloodines / Av-set B DT INF-
E, Av-set DT INF-E, Transducer 
protector 
2. Bloodines / Av-set, Av-
setDT-E, Av-set-E, Av-set B 
DT-E, Recirculation connector 
 

31-1173-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1173 22.03.2016 31.03.2019 

71.  M/s. Event Medi Systems 
218 Vishal Towers, 
District Centre, 
Janakpuri, New Delhi -
110058 

M/s. Acrostak (Schweiz) AG, 
Stegackerstrasse 14, CH-8409 
Winterthur, Switzerland 
 

1. PTCA Balloon Catheter / 
Across CTO 
2. PTCA Balloon Catheter / 
Across HP 
3. PTCA Balloon Catheter / 
Grip 

31-754(B)-MD/2010-DC 
(Re Reg.02) 
 

MD-754(B) 22.03.2016 30.04.2019 

72.  M/s. Endovascular 
Corporation Pvt. Ltd., 
Gala No. 8/A, Cabin-A, 
Gate-2, Bldg No. E/6 
Angle Logistic Park, 
Kalyan Nashik Highway 
Pimplas, Bhiwandi Dist. 
Thane-421302 

M/s. Phenox GmbH, Lise-Meitner-
Allee 31, 44801 Bochum, 
Germany 
 

1. Aneurysm Implant / pCONus 
Bifurcation Aneurysm Implant 
 

31-1649-MD/2015-DC 
(End. 01) 
 

MD-1649 22.03.2016 31.12.2018 
 



73.  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 
 

Thrombus Extractor Catheter / 
Hunter 
 

31-1134-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1134 22.03.2016 15.03.2019 

74.  M/s. Emergo (India) 
Consulting Pvt. Ltd., 
H.No. 8/1, First Floor, 
Vasavi Conoly, 
Kakaguda, near Picket, 
Secunderabad, MCH 
Circle-7, Mandal, 
Hyderabad-500009 

M/s. Integra LifeSciences 
Corporation, 311 Enterprise Drive, 
Plaonsboro, New Jersy 08536, 
USA 
 

1. Adhesion Barrier Matrix, 
DuraGen Plus 
2. Dural Regeneration Matrix / 
Suturable DuraGen 
 

31-1689-MD/2015-DC 
 

MD-1689 22.03.2016 28.02.2019 

75.  M/s. Covidien Healthcare 
India Pvt. Ltd., "Doshi 
Towers", 6th Floor, # 
156, Poonamallee  High 
Road, Kilpauk, Chennai - 
600010 

M/s. Micro Therapeutics, Inc. d/b/a 
Ev3 Neurovascular, 9775 Toledo 
Way, Irvine, CA 92618, USA. 
 

Hydrophilic Guidewire / Avigo™ 

 

31-51A-MD/2006-DC 
(Re-Reg. 03) (End. 02) 
 

MD-51 A 22.03.2016  30.06.2018 

76.  M/s. CliniExperts 
Services Pvt. Ltd., 112, 
113 & 114, C-58, 
Shahpuri Towers, 
Janakpuri, new Delhi-
110058 

M/s. Anteis S. A 18 Chemin des 
Aulx, CH-1228 Plan-Les-Ouates, 
Geneva, Switzerland  
having manufacturing premises at   
M/s. Anteis S.A 12 Chemin des 
Aulx, CH-1228 Plan-les-Ouates, 
Geneva Switzerland 

Sodium Hyaluronate 20 mg + 
Lidocaine Hydrochloride 3 mg 
in prefilled Syringes / Belotero 
Soft Lidocaine 
 

31-1692-MD/2015-DC 
 

MD-1692 22.03.2016 28.02.2019 

77.  M/s. CambIndia Biotech 
Kits Pvt. Ltd., Bldg. No. 
Q Gala No. 2, Ground 
Floor, Jai Mata Di 
Compound, Kalher 
Village, Tal: Bhiwandi 
Dist. Thane, Tal: 
Bhiwandi -15 (Thane-
Zone 5), pin: 421302 

M/s. Guangzhou Improve Medical 
Instruments Co. Ltd., No. 102, 
Kaiyuan Avenue, Science City, 
Guangzhou Economic & 
Technological Development 
District Gaungzhou, 510530 China 

 

1. Blood Collection Needle 
2. Blood Collection set 
 

31-1710-MD/2015-DC 
 

MD-1710 22.03.2016 28.02.2019 



78.  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 manufacturing premises at   
M/s. Carl Zeiss Meditec AG, Max-
Dohrn-strasse 8-10, 10589 Berlin, 
Germany 

 

1. Posterior Chamber Intra 
Ocular Lenses (Pseudophakic) 
/ CT Asphina 509M,.. 
2. Posterior Chamber Intra 
Ocular Lenses (Pseudophakic) 
/ CT Asphina 509 MP 
3. Posterior Chamber Intra 
Ocular Lenses (Pseudophakic) 
/ CT Asphina 409 MP 
4. Posterior Chamber Intra 
Ocular Lenses (Pseudophakic) 
/ AT LISA Tri Toric 939 M 
5. Posterior Chamber Intra 
Ocular Lenses (Pseudophakic) 
/ AT LISA Tri Toric 939 MP 

31-1202-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1202 22.03.2016 15.03.2019 

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

M/s. Boston Scientific Corporation, 
300 Boston Scientific Way, 
Marlborough, MA 01752, USA 
having manufacturing premises at   
M/s. Boston Scientific Corporation, 
Two Scimed Place, Maple Grove, 
MN 55311, USA 

 

1. PTCA Dilatation Catheter / 
NC Emerge Monorail PTCA 
Dilation Catheter 
2. Dilatation Catheter / 
Threader Monorail Micro 
Dilatation Catheter 
3. Dilatation Catheter / 
Threader Over-The-Wire Micr 
Dilatation Catheter 

31-1588-MD/2014-DC 
(End. 01) 
 

MD1588 22.03.2016 15.07.2018 

80.  M/s. Bard India 
Healthcare Pvt. Ltd., 501, 
5th Floor, Hubtown 
Solaris, N.S. Phadke 
Marg, Andheri 
(E),Mumbai, Tal : 
Andheri East ( Mumbai - 
Zone5) 400069 

M/s. Davol Inc., Subsidary of C.R. 
Bard Inc., 100 Crossings 
Boulevard, warwick, Rhode Island, 
USA having manufacturing 
premises at M/s. Davol Inc., 
Subsidary of C.R. Bard Inc., 160 
New Boston Street, Woburn, 
Massachusetts 01801, USA 

Microfibrillar Collagen Hemostat 
/ Avitene 
 

31-1653-MD/2015-DC 
 

MD-1653 22.03.2016 28.02.2019 

81.  M/s. Amardeep 
Enterprises, 5 & 6, 3rd 
Floor, B. Jadav 
Chambers, Above Sales 
India, Ashram Road, 
Ahmedabad-380009 
 

M/s. Solco Bio-Medical Co. Ltd., 
34-6, Keumam-ri, Seotan-myeon, 
Pyengtaedk, Gyeonggi-do, 
451852, The Republic of Korea 

 

1. Spine Implants / 4CIS 
SOLAR Spine System (Non-
Sterile) 
2. Spine Implants / 4CIS 
SOLAR Spine Cage System 
(Non-Sterile) 
3. Bone Screws, Bone Plates, 

31-1694-MD/2015-DC 
 

MD-1694 22.03.2016 28.02.2019 



Interlocking Nails / 4CIS 
Trauma System ( Non- Sterile) 
4. Spine Implants / 4CIS 
Apollon  Spine System (Non-
Sterile) 
5. Spine Implants / 4CIS PEEK 
PLIF Cage System (Non-
Sterile) 

82.  M/s Vascular Concepts 
Ltd., 7C Dobbaballapur 
Industrial Estate, 
Dobbaballapur, 
Bangalore-561203 

M/s Medicut Stent Technology 
GmbH, Wilhelm Becker Str., 11a, 
75179 Pforzheim Germany 

 

Bare Metal Stent (Non-Sterile) 
 

31-1147-MD-2012-DC 
(Re. Reg. 01) 
 

MD-1147 22.03.2016 15.02.2019 

83.  M/s. Translumina 
Therapeutica LLP, Plot 
No. 9, Pharmacity, 
Selaqui, Dehradhun, 
Uttrakhand 

M/s. ArraVase Ltd., 2 Ballybrit 
Business Park, Ballybrit, Galway, 
Ireland 

0.018 PTA Balloon Catheter / 
Piroutte 
 

31-1695-MD/2015-DC 
 

MD 22.03.2016 28.02.2019 

84.  M/s. Shreyas Health 
Care, New No. 73, (Old 
No. 5A/ 1), II Floor, Lal 
hagathur Colony, 
Peelamedu, Coimbatore 
- 641 004 

M/s. Novatech SA, Z.I. Athelia III-
1058, Voie Antiope, 13705 la 
Ciotat Cedex, France 

 

Tracheo-bronchial Silicone 
Stent / Novatech GSS Gold 
Studded Stents 
 

31-1476-MD/2014-DC 
 

MD-1476 22.03.2016 15.03.2019 

85.  M/s. Smiths Medical 
India Pvt. Ltd., Bldg. No. 
E-3, Gala No. 9 & 10, 
Shree Kalki Logistics Pvt. 
Ltd., Shree Rajalaxmi 
Logistics Park, Old 
Bhiwandi-Agra Road, 
Village Dhama, Tal-
Bhiwandi (Thane-Zone-
5) 

M/s. Smiths Medial International 
Limited, Boundary Road, Hythe, 
Kent CT21 6 JL, United kingdom 
having manufacturing premises at   
M/s. Smiths Medical International 
Limited, 52 Grayshill Road, 
Westfield , Cumbernauld, Gasgow 
G68 9 HQ, United Kingdom 

 

Seldinger Chest Drainage Kit / 
Portex 
 

31-1652-MD/2015-DC 
 

MD-1652 22.03.2016 28.02.2019 

86.  M/s. Johnson & Johnson 
Pvt. Ltd., J-1 Ground 

M/s. Ethicon LLC., Highway 183, 
Km. 8.3, Industrial Area Hato, San 

1. Suture / Ethilon Nylon Suture 
2. Suture / Ethibond Excel 

31-738(A)-MD/2009-DC  
(Re Reg.02) 

MD-738(A) 23.03.2016 15.03.2019 



Floor, Gala No 1 to 10, 
Shree Arihant Complex, 
Reti Bunder Road, 
Kalher, Bhiwandi, Tal: 
Bhiwandi - 15, 
Maharashtra - 421302 
 

Lorenzo, PR 00754, USA  

 
Polyster Suture Dyed and 
Undyed 
3. Suture / Prolene 
Polypropylene Suture 
4. Suture / Mersilene Polyster 
Fiber Suture 
5. Suture / Surgical Stainless 
Steel Suture 
6. Suture / Pronova Poly 
(Hexafluoropropylene-VDF) 
Suture 
7. Suture / Mersilk Braided Silk 
and Virgin Silk Non-absorbable 
suture 
8. Hemostat / Surgicel Original 
absorbable Hemostat,  Surgicel 
Nu-knit Absorbable Hemostat 
9.  Hemostat / surgicel Fibrillar 
absorbable Hemostat 
10. Hemostat / surgicel Snow 
absorbable Hemostat 
11. Adhesion Barrier / 
Gynercare Interceed 
Absorbable Adhesion Barrier 
12. Mesh/ Prolene 
Polypropylene Soft Mesh 
13. Mesh / Gynecare 
Gynemesh PS, Non-absorbable 
Prolene soft Mesh 
14. Topical Skin Adhesive / 
Dermabond HVD, Dermabond 
Mini, DermabondProPen 
15. Topical Skin Adhesive / 
Dermabond Advanced 
16. Skin Closure System / 
Dermabond Prineo 
17. Surgical Sealant / Omnex 
18. Suture / Mersilene Tape 

 

87.  M/s. Abbott Healthcare M/s. Abbott Vascular, 3200 1. Coronary Dilatation Catheter 31-1230-MD/2012-DC MD-1230 01.04.2016 31.03.2019                           



Pvt. Ltd., 4 Corporate 
Park, Sion Trombay 
Road, Chembur, Mumbai 
- 400071 

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

  

/ Trek RX, Trek OTW, NC Trek 
RX 
2. Coronary Dilatation Catheter 
/ Mini Trek RX, Mini Trek II 
OTW 
3. Coronary Dilatation Catheter 
/ Traveler RX, NC Traveler RX 
4. Balloon Dilatation Catheter / 
Armada 35/35LL 
5. Balloon Dilatation Catheter / 
Armada 14XT PTA Catheter 

(Re. Reg. 01) 
 

88.  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. Ophthalmic Viscosurgical 
Device / DisCoVics® 
2. Ophthalmic Viscosurgical 
Device / Provisc® 
3. Sterile Ophthalmic 
Viscoelastic Solution / Viscoat® 

31-1290-MD/2013-DC 
(Re. Reg. 01)  
 

MD-1290 05.04.2016 31.07.2019 

89.  M/s. Merck Specialties 
Pvt. Ltd., plot No D-116, 
MIDC, Bldg. No. 2, 1st 
Floor, Thane, Belapur 
Road, Shirvane, Nerul, 
Navi Mumbai-400706 

M/s. B. Braun Melsungen AG 

OPM, Carl-Braun-Straβe 1, 

34212 Melsungen, Germany 
having manufacturing premises at   
M/s. B. Braun Medical Industries 
Sdn., Bhd Bayan Lepas Free 
Industrial Zone 11900 Penang 
Malaysia 

Needles / Serofine 
 

31-1693-MD/2015-DC 
 

MD-1693 05.04.2016 15.03.2019 

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

M/s. DePuy Orthopaedics Inc., 
700 Orthopaedic Drive, Warsaw, 
Indiana 46582, USA 
having manufacturing premises at  
M/s. DePuy Orthopaedics Inc, 325 
Paramount Drive Raynham, 
Massachusetts 02767, USA  

1. Knee Replacement System 
/LCS 
2. knee/Hip Replacement 
System / Solution 
3. Knee Replacement System / 
Sigma 
 

31-1469-MD/2014-DC 
(End.01) 
 

MD-1469 05.04.2016 15.10.2017 

91.  M/s. Biomet Orthopadic 
India Pvt. Ltd., 2301 
Shanti Estate, 
Chansham Estate, 
Natonla Highway No. 8, 
Aslali, Tal: Daskroi, 

M/s. Biomet 3i, 4555, Riverside 
Drive, Palm Beach Gardens FL, 
33410, USA 
 

Dental Abutments and 
abutment Screws / Restorative 
Devices 
 

31-1665-MD/2015-DC 
 

MD-1665 05.04.2016 15.03.2019 



Ahmedabad 

92.  M/s. India Medtronic Pvt. 
Ltd., Plot No.609, 
Survey/ Shed-188 (Part), 
Chamunda Complex, 
Kasheli Village, Distt. 
Thane Bhiwandi-421301, 
Maharshtra 

M/s. Medtronic Sofamor Danek 
USA Inc., 1800 Pyramid 
Place,Memphis, TN 38132, USA 
having manufacturing premises at   
M/s. Medtronic Puerto Rico 
Operations Co. Humacao Road 
909, Km 0.4 Barrio Mariana 
Humacao, PR 00792, USA 

Intervertebral Fusion device 
with bone graft, cervical / 

CORNERSTONE® PSR 
Cervical Fusion System 

 

31-584-MD/2009-DC 
(Re-Reg. 02) (End. 01) 
 

MD-584 05.04.2016 14.01.2019 

93.  M/s Emergo (India) 
Consulting Private 
Limited, H. No. 8/1, First 
Floor, Vasavi Colony, 
Kakaguda, Near Picket, 
Secunderabad, MCH 
Circle-7 Mandal, 
Hyderabad (Dist)-500 
009 Andhra Pradesh, 
India 

M/s Navilyst Medical Inc, 26 
Forest St. Marlborough MA 01752, 
USA                  Tel 5087945  
Email: 
lorraine.hanley@navylist.com 
having manufacturing premises at  
M/s Navilyst Medical Inc., 10  
Glens Falls, Technical Park Glens 
Falls, NY 12801 USA Email:  
lorraine.hanley@navylist.com 

  

1. Syringes / NAMIC™ 

Angiographic / radiology 
control syringes 
2. Guidewires / Angiographic 
Guidewires 
3. Catheters / Xcela™ Power 

Injectable PICC 
4. Catheters / Xcela™ PICC 
with PASV™ Valve 
Technology-Catheter Kits / 
MST Kits /IR Kits 
5. Catheters / Vaxcel™ Plus 
Chronic Dialysis Catheters - 
Metal 
6. Catheters/ Vaxcel™ Plus 
Chronic Dialysis Catheters - 
Plastic 
7. PASV™ Ports / Vaxcel 
Ports with PASV Valve 
Technology 
8. Introducer / PASV™ MS 
Kit with pressure activated 
safety valve 
9. Catheters / BioFlo™ PICC 
with ENDEXO™ Technology 
10. Catheters / BioFlo™ 
PICC with ENDEXO™ and 

31-992-MD /2011-DC 
(Re. Reg. 01) 
 

MD-992 05.04.2016 15.03.2019 



PASV VAlve Technology 
11. Catheters / BioFlo™ 
Hybrid PICC with 
ENDEXO™ and PASV Valve 
Technology 

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

M/s. Cook Biotech Incorporated, 
1425 Innovation Place, West 
Lafayette, Indian, 47906, USA 

 

1. Soft Tissue Repair Grafts / 
Biodesign 
2. Staple Line Reinforcement/ 
Biodesign 
3. Anal Fistula Plug / Biodesign 
4. Dural Graft / Biodesign 
 

31-112-MD/2006-DC 
(Re. Reg. 03) 
 

MD-112 05.04.2016 15.03.2019 

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

M/s. Hemoteq AG, 
Adenauerstrasse 15, 52146 
Wurselen, Germany 

 

1. PTCA Balloon Catheter 
(Paclitaxel-2ụg/mm²) / Agent™ 
Monorail™ 
2. PTCA Balloon Catheter 
(Paclitaxel-2ụg/mm²) / 
Ranger™ Over-the-wire 
3. PTCA Balloon Catheter 
(Paclitaxel-2ụg/mm²) / 
Ranger™ SL- Over-the-wire 

31-1636-MD/2015-DC 
 

MD1636 05.04.2016 15.03.2019 

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

M/s. Advanced Bionic AG, 
Laubisrutistrasse 28, 8712 Stafa, 
Switerland having manufacturing 
spremises at  M/s. Advanced 
Bionics LLC, 28515 Westinghouse 
Place, Valencia, California 91355, 
USA 
 
 

1. Hip Resolution Bionic Ear 
System / HiRes 90K Advantage 
CI HiFocus 1j Electrode (Model 
No. CI-1500-01) 
2. HiResolution Bionic Ear 
System / HiRes 90K Advantage 
CI HiFocus Helix Electrode 
(Model No. CI-100-02H) 
3. HiResolution Bionic Ear 
System / HiRes 90K Advantage 
CI HiFocus MS Electrode 
(Model No. CI-1500-04) 

31-1242-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1242 05.04.2016 15.04.2019 
 

97.  M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg. B, 
Gala 1-10, Prerna 
Complex, Dapoda Road, 
At Val Village, Taluka 

M/s. Aesculap AG, A, Aesculap 
Platz, D-78532 Tuttlingen, 
Germany 

 

1. Total Knee Replacement / 
Columbus® Knee 
Endoprostheses System and 
VEGA System® knee 
Endoprostheses 

31-169-MD/2007-DC 
(Re Reg. 03) 
 

MD-169 12.04.2016 31.03.2019 



Bhiwandi, Thane - 
421302 
 

2. Knee Reconsutruction 
System / Univation® Knee 
Endoprostheses System 
3. Knee Reconstruction System 
/ Position ACL 
4. Spinal implants / Activ C Disc 
Prosthesis 
5. Spinal Implants (Non-sterile) 
/ aBC Anterior Cervical Plating 
System 
6. Spinal Implants / MACS TL 
System 
7. Spinal Implants / S4 System 
(Spinal and MIS) (Non-Sterile) 
8. Spinal Implants / CeSPACE 
9. Spinal Implants / 
PROSPACE TSPACE 
10. Spinal Implants / A-Space 
11. Neuro Implants / Yasargil 
Aneurysm Clips 
12. Neuro Implants / Crniofix 
Absorbable 
13. Neuro Implants / CranioFix 
(PEEK) 
14. Neuro Implants /CranioFix 2 

98.  M/s. Osstem Implant 
India Pvt. Ltd., Office No. 
306, 3rd Floor, A Wing, 
"Sagar Tech Plaza" 
Sakinaka, Andheri-Kurla 
Road Andheri (E), 
Mumbai-400072 

M/s. Osstem Implant Co. Ltd., 66-
16, Bansong-ro 513 Beon-gil, 
Haeundae-gu, Busan, Korea 

 

1. Dental Implants Fixtures 
(Sterile) 
2. Dental Implant System 
Prosthetics (Non-Sterile) 
 

31-1700-MD/2015-DC 
 

MD-1700 12.04.2016 31.03.2019 

99.  M/s. NK Healthcare Pvt. 
Ltd., 247, Vardhman 
Charve Plaza-III, & IV, 
KP Block Commercial 
Centre, Plot No. 21, 
Pitampura, New Delhi-
110088 

M/s. Matricel GmbH., Kaisertrasse 
100, 52134 Herzogenrath, 
Germany 

 

1. Collagen Membrane / 

Creos™ Xenoprotect 
 

31-1705-MD/2015-DC 
 

MD-1705 12.04.2016 31.03.2019 



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

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

1. Hydrophobic Acrylic Intra 
Ocular Lens / enVista 
2. Hydrophobic Toric Acrylic 
Intra Ocular Lens / enVista toric 
3. Aspheric Intra Ocular Lens 
(Ultraviolet Light absorbing) / 
Akreos Advanced Optics 
Aspheric Lens 
4. Micro Incision Intra Ocular 
Lens ( Ultraviolet Light 
absorbing) 

31-11-MD/2006-DC  
(Re Reg. 03) 
 

MD-11 19.04.2016 15.04.2019 

101.  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 manufacturing 
premises at M/s. Smith & Nephew 
Orthopaedics GmbH, 
Alemannenstrasse 14, 78532 
Tuttlingen, Baden-Wurttemberg, 
Germany  

Trauma Internal Fixation 
System / Compression Hip 
Screw (CHS) System 
 

31-858-MD/2010-DC  
(Re-Reg. 01) End. 03 
 

MD-858 19.04.2016 14.04.2017 

102.  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 

 

1. Imaging Catheter / C7 

DragonFly™  

2. Imaging Catheter / C7 
DragonFly™ Duo 
3.Imaging Catheter / C7 
DragonFly™ Optis 

31-1282-MD/2012-DC  
(Re. Reg. 01) 
 

MD-1282 19.04.2016 15.04.2019 

103.  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, Belgium 

 

1. Hydrophilic Acrylic Intra 
Ocular Lens with chromophores 
 

31-616-MD/2009-DC 
(Re. Reg. 01) 
 

MD-616 21.04.2016 31.03.2019 

104.  M/s. Faith Biotech Pvt. 
Ltd., E 107, Lajpat 
Nagar-I, New Delhi - 
110024 

M/s. Bioster a.s., Tejny 621, 644 
71, Veverska Bityska, Czech 
Republic 

 

Oxidized Cellulose 
(Haemostatic) / Traumastem 
Taf 
 

31-525-MD/2008-DC 
(Re-Reg. 02) 
 

MD-525 25.04.2016 28.02.2019 

105.  M/s. Surgicon Healthcare 
Private Limited, 611-612 
Sarkar V, Behind Natraj 

M/s. Rayner Intraocular Lenses 
Ltd., 1-2 Sackville Trading Estate, 
Sackville Road, Hove East 

Hydrophilic Acrylic Injectable 
Intraocular Lenses 
 

31-13-MD/2006-DC  
(Re Reg. 03) 
 

MD-13 25.04.2016 15.04.2019 



Cinema, Ashram Road, 
Ahmedabad, Tal: 
Navrang Pura, 
Ahmedabad (II)-380009 

Sussex, BN3 7AN, United 
Kingdom  

 

106.  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 
manufacturing premises at  
M/s. Shanghai ISO Medical 
Products Co. Ltd. 999 Liu Chen 
Road, Pudong New Area 
Shanghai, P. R. China 

  

Non Woven Adhesive wound 
dressing / Primapore 
 

31-1262-MD/2013-DC 
(Re. Reg. 01) 
 

MD-1262 25.04.2016 31.03.2019 

107.  M/s. Prime Medica 
Promotion Pvt. Ltd., 
Plost. No. , E-96, GIDC- 
Manjusar, Savi Road, 
Vadodara - 391775, 
Gujarat 

M/s. Prime Medical Inc., 189-A, 
395, mado-ro, Mado-myeon, 
Hwaseong-si, Gyeonggi-do, 
Repulic of Korea 

 

Casting Tape / Prime Cast 
 

31-1697-MD/2015-DC 
 

MD-1697 25.04.2016 15.04.2019 

108.  M/s India Medtronic Pvt. 
Ltd., Plot No. 609, 
Survey/shed-188 (Part), 
Chamundra Comp, 
Kasheli Village, Disstt. 
Thane Bhiwandi- 421301 

M/s. Medtronic Inc., 710 Medtronic 
Parkway, Minneapolis, MN 55432, 
USA having manufacturing 
premises at M/s. C.R.Bard Inc., 
289 Bay Road, Queensbury, NY 
12804, USA 

1. Balloon Septostomy Catheter 
/ Rashkind 
2. Cardiocascular  Catheter / 
Woven 
3. Angiographic Guidewire 
 

31-341-MD/2007-DC  
(Re-Reg. 03)  
 

MD-341 25.04.2016 15.04.2019 

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

M/s. Vygon S.A., 5 rue Adeline-
95440 Ecouen France 

 

1. Central Venous Catheter 
2. Arterial Catheter / 
Leadercath 
3. Arterial Catheter / 
Leadercath 2 
4. Arterial Catheter / Leader-
flex 
5. Multilumen Catheter / 
multicath 
6. I.V. Cannula / Intranule 
7. I.V. Cannula / Biovalve safe 
8. Peritoneal Dialysis Catheter / 
Peritoneal dialysis Set / Tray 

31-197-MD /2006-DC  
(Re Reg. 03) 
 

MD-197 26.04.2016 15.04.2019 



9. Epidural & Regional 
Anesthesia Catheter / Epidural 
Catheter 
10. intravenous XRO Silicone 
Catheter / Nutricath S 
11. Catheter / Thoracic Trocar 
and Drain 
12. Implantable Ports / 
Sitimplant / Mini-sitimplant / 
micro-sitimplant 
13. catheter / umbilical catheter 
14. Epicutaneo-cava catheter / 
neocath 
15. Hypodermic Needle / 
Hubsite 2, 
16. Exchange transfusion set 
17. regional Anaesthesia 
Catheter / infuplex 
18. Regional Anaesthesia 
Catheter / Techniplex 
19. catheter 
20. dressing Film/ dermafilm 
21 dressing film / dermincise 
22. catheter / aspisafe 2 
23. Tracheal suction catheter / 
suction catheter 
24. catheter / jejunostomy tray 
25. catheter / steriflex 
26. spinal Needle / spinal 
needle with introducer 
27. stopcock / Vyclic, Bionector, 
Octopus, Vadsite 
28. Extension Tubes / Lectro-
cath, Lectro-spiral, Lectroguard, 
extension Lines 

110.  M/s. Covidien Healthcare 
India Pvt. Ltd., "Doshi 
Towers", 6th Floor, # 
156, Poonamallee  High 

M/s. Micro Therapeutics, Inc. d/b/a 
Ev3 Neurovascular, 9775 Toledo 
Way, Irvine, CA 92618, USA. 

 

catheter / solitaire 2 
Revascularization Device 
 

31-51A-MD/2006-DC 
(Re-Reg. 03) (End. 04) 
 

MD-51(A) 04.05.2016 30.06.2018 



Road, Kilpauk, Chennai - 
600010 

111.  M/s. Covidien Healthcare 
India Pvt. Ltd., "Doshi 
Towers", 6th Floor, # 
156, Poonamallee  High 
Road, Kilpauk, Chennai - 
600010 

M/s. Micro Therapeutics, Inc. dba 
Ev3 Neurovascular, 9775 Toledo 
Way, Irvine, CA 92618, USA. 

 

Catheter / Navien Intracranial 
Support Catheter 
 

31-51A-MD/2006-DC 
(Re-Reg. 03) (End. 01) 
 

MD-51(A) 04.05.2016 30.06.2018 

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

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

 

A. Dilation catheters for 
Gastroenterology / 
1. Cotton Graduated Biliary 
Dilation Catheter 
2. Soehendra Biliary Dilation 
Catheter 
3. Fusion Biliary Dilation 
Catheter 
4. Quantum TTC Biliary Balloon 
Dilator 
5. Fusion Biliary Dilation 
Balloon 
B. ERCP catheters for 
Gastroenterology / 
1. Classinc ERCP Catheter 
2. Fusion Gl-Tip  ERCP 
Catheter 
3. Glo-Tip  ERCP Catheter 
4. Glo-Tip II Double Lumen  
ERCP Catheter 
Haber Ramp Catheter 
C. Gastostomy Devices 
1. Balloon Replacement Tube 
2. Percutanous Endoscopic 
Gastrostomy Set 
3. Jejunal Feeding Set 
4. Bolus Feeding Adapter 
5. Nasal Jejunal Feeding Tube  
D. Balloon Dilators for 
Gastroenterology /  
1. Quantum TTC Esophageal 

31-45-MD-2006-DC  
(Re Reg. 03) 
 

MD-45 04.05.2016 15.04.2019 



Balloon Dilator 
2. Quantum TTC Pylori Balloon 
Dilator 
3. Quantum TTC Colonic 
Balloon Dilator 
4. Hercules 3 Stage Wireguided 
Balloon Esophageal-Pyloric-
Colonic 
5. Eclipse TTC Wire Guided 
Balloon Dilator 
6. Hercules 3 Stage Balloon 
Esophageal 
7. Wilson-Cook Achalasia 
Balloon 
E. Extraction Balloons For 
Gastroenterology / 
1. Fusion Qauttro Extracction 
Balloon 
2. Bouncer Multi-Path 
Occlusion Balloon 
3. Tri-EX Extraction Balloon 
with Multiple sizing 
F. Zilver Biliary Metal Stent 
For Gastroenterology 
1. Double Lumen Wire Guided 
Sphincterotome 
2. Cannulatome II PC Double 
Lumen Sphincterotome 
3. Cotton Cannulatome II PC 
Protector 
4. Tri-Tome PC Triple Lumen 
Sphincterotome 
5. Tri-Tome PC Protectore 
6. Mini-Tome 
7. Fusion Triple Lumen 
Sphincterotome 
8. Fusion OMNI-Tome 
9. Howell D.A.S.H. 
Sphincterotome 



G. Needle Knife Papillotome 
1. Huibregtse Needle Knife 
Papillotome 
2. Zimmon Needle Knife 
Papillotome 
3. Fusion Triple Lumen Needle 
Knife 
H. Guide wires /  
1. Delta Wire Guide 
2. Roadrunner Wire Guide 
3. Tracer Metro Direct Wire 
Guide / Met Series 
4. Tracer Metro Direct Wire 
Guide / Met II Series  
5. Fusion Looptip Wire Guide 
6. Fusion Ultra Short Wire 
Guide 
7. Standard Wire Guide 
8. Tracer Hybrid Wire Guide 

9. Acrobat™ Calibrated Tip 
Wire Guide 
I. Endoscopic Ligation 
Devices - 
Gastroenterology / 
1. Saeed Multi-Band Ligator- 
Four Shooter, Six Shooter 
and Ten Shooter 
2. Shortshot Saeed 
Hemorrhoidal Multi-Band 
Ligator 
J. Endoscopic Hemoclip/  

1. Instinct™ 

113.  M/s. Becton Dickinson 
India, No. 34, 
AssisiNagar, West 
Thottam, Modhavaram, 
Chennai-51 

M/s. Becton Dickinson & Company 
(BD), 1 Becton Drive, Franklin 
Lakes, NJ, 07417, USA 
having manufacturing premises at  
M/s. Becton Dickinson & 

1. Disposable Hypodermic 

Needle /BD SafetyGlide™ 
Needle 
2. Disposable Hypodermic 
Syringe /BD Lok™ Syringe 

31-1243-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1243 04.05.2016 15.04.2019 



Company, Route 7 & Grace Way, 
Canann, CT 06018, USA 

  

3. Disposable Hypodermic 
Syringe with needle / BD 
SafetyGlide Injection with 
Luer-Lok Syringe 

114.  M/s. Edwards Life 
Sciences (India) Pvt. 
Ltd., K-Square, The 
Integrated Park, (DHL), 
1st Floor, Cabin No. 1, S. 
No. 53/3, 53/A,B,C, 34/1 
to 9, 35/IA, IB, Phase I, 
Vill. Kurud, Tal: Bhiwandi 
-16 (Thane-Zone5) - 
421101 
 

M/s. Edwards Lifesciences LLC, 
One Edwards Way, Irvine CA 
92614, USA having manufacturing 
premises at M/s. Edwards 
Lifesciences Technology Sarl, 
State Road 402, KM 1.4, Industrial 
Park, Anasco, Puerto Rico, 00610-
1577, USA 

 

1. Catheter Introducers / 
Advance Venous Access 
Product 
2. Catheter introducers / AVA 
3Xi 
3. Oximetry Catheters / 
Pediasat 
central venous Oximetry 
Catheters / preSep 
5. Catheter Introducer / intro-
Flex 
6. Swan Ganz Catheters 
(Thermodilution) 
7. Swan Ganz Catheters (Non-
Thermodilution) 
8. Swan Ganz Catheters- CCO 
& CCOmbo Catheters 
(Thermodilution) 
9. Swan Ganz Catheters / 
Swan Ganz Catheters 
(Oximetry and Volumetric) 
10. Vascular Systmes / Fogarty 
Arterial Embolectomy Catheters 
(Tube Pack) 
11. Vascular Systems / Fogarty 
Thru-Lumen Embolectomy 
Catheters 
12. Vascular Systems / Fogarty 
Adherent Clot Catheters 
13. Vascular Graft 
Thrombectomy Catheters 
14. Vascular Systems / Fogarty 
Venous Thrombectomy 
Catheters 

31-91-MD/2006-DC (Re 
Reg.03) 
 

MD-91 04.05.2016 15.04.2019 



15. Volume View 

115.  M/s. Emergo (India) 
Consulting Pvt. Ltd., H. 
No. 8/1, First Floor, 
Vasavi Colony, 
Kakaguda, Near Picket, 
Secunderabad, MCH 
Circle-7, Mandal, 
Hyderabad-500009, 
Andhra Prasesh, India 

M/s. STENTYS SA., 31 rue, Saint 
Augustin-75002 Paris, France 

 

Drug Eluting Stent (Sirolimus 
1.4ụg/mm² / Stentys position S 
 

31-1358-MD/2013-DC 
(End. 01) 
 

MD-1358 04.05.2016 15.08.2017 

116.  M/s. Sushen 
Tecnologies, 405 Chawla 
Commercial Sector-15, 
Tal : CBD Belapur 
(Thane-Zone 7), Navi 
Mumbai-400614 
 

M/s. Zeon Medical Inc., Takaoka 
Plant, 422-1, Futungamishin, 
Takaoka-shi, Toyama, 933-0981, 
Japan having manufacturing 
premises at  
M/s. Zeon Medical Inc., Takaoka 
Plant, 422-1, Futungamishin, 
Takaoka-shi, Toyama, 933-0981, 
Japan  

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

31-1212-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1212 04.05.2016 31.05.2019 

117.  M/s. Emergo (India) 
Consulting Pvt. Ltd., H. 
No. 8/1, First Floor, 
Vasavi Colony, 
Kakaguda, Near Picket, 
Secunderabad, MCH 
Circle-7, Mandal, 
Hyderabad (Dist)-500009 

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

 

1. Embryo Trasnfer Catheter / 
cervix cannula, Loading 
cannula, mandrel / (# 2000 
Semtrac set 4.2..........) 
2. Embryo Transfer Catheter / 
Guiding catheter, Loading 
catheter, Mandrel (# 4219 
Emtrac A, #4219 Emtrac Plus) 
3. Embryo Trasnfer Catheter / 
Guiding catheter, Loading 
catheter, Mandrel (# 4219 
Emtrac C-200, #4219 Emtrac 
C-240) 
4. Embryo Trasnfer Catheter / 
Guiding catheter, Loading 
catheter, Mandrel (# 4219 
Emtrac C-200, #4219 Emtrac 
set) 
5. Intra Uterine Insemination 
Cannulas (# 4225 Smooze) 

31-1187-MD/2012-DC  
(Re. Reg. 01) 
 

MD-1187 10.05.2016 30.04.2019 



6. Follicle Aspiration Set / 
needles, Tube From Needle to 
cork, Silicon Cork, Tube From 
cork to pump (# 4551 Follicle 
Aspiration Set) 

118.  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 manufacturing premises at   
M/s. Abbott Vascular, Cashel 
Road, Clonmel, County Tipperary, 
Ireland 

 

1. Drug Eluting Stents / Xience 
Prime, Xience Prime SV, 
Xience Prime LL, Everolimus 
Eluting Coronary Stent sytems 
2. Coronary Stent / Multi-Link 
vision RX, Multi-Link Vision 
OTW, multi-Link Mini Vision 
RX, Multi-Link Mini Vision OTW 
3. Coronary Stents / Multi-Link 
8, Multi-Link 8 SV, Multi-Link 8 
LL 
4. Peripherl Stent System / 
Omnilink Elite 
5. Coronary Stent Graft System 
/ GraftMaster RX 
6. Coronary Stent Systems / 
Xience xpedition , Xience 
Expedition LL, Xience xpedition 
SV, Xience Xpedition 48,, 
Xience Xpedition 2.0 
7. Everlimus Eluting Coronary 
Stent System / Xience PRO 
8. everolimus Eluting Coronary 
Stent System / Xience alpine 
9. PTA Catheter / Armada 14,  
10. PTA Catheter / Armada 18 
11. Vascular Closure System / 
Star Close SE 
12. Suture-Mediated Closure 
System / Perclose ProGlide 

31-306-MD/2007-DC  
(Re Reg.03) 
 

MD-306 10.05.2016 31.05.2019 

119.  M/s. Vishal Surgical 
Equipment Co. Pvt. Ltd., 
No. 23, Wallers Road, 
mount Road, 

M/s Gebruder Martin GmbH & Co. 
KG KLS Martin Platz 1, 78532, 
Tuttlingen, Germany 
having manufacturing premises at  

1. Radius Planting System-
Titanium (Non-Sterile) 
2. Headless Bone Screws - 
Titanium (Non-Sterile) 

31-913-MD /2011-DC   
(Re. Reg. 01) 
 

MD-913 10.05.2016 30.04.2019 



Chintadripet, Chennai-
600002 

M/s Stuckenbrock Medizintechik 
GmbH, Lessing Str. 50, 78532 
Tuttlingen, Germany  

 

120.  M/s. Paul Hartmann 
Medical Pvt. Ltd., Door 
No. 119, 120, First Floor, 
Trichy Road, Ondipudur, 
Coimbatore-641016, 
Tamilnadu 

M/s. Paul Harmann AG., Paul 
Hartmann - Straβe 12, D-89522 
Heidenheim, Germany 

 

wound dressing / Sorbalgon 
 

31-1667-MD/2015-DC  
(End. 01) 
 

MD-1667 10.05.2016 15.09.2018 

121.  M/s. Nikindo Tradex Pvt. 
Ltd., D. No. 15-31-VII-
LIG-430, II Floor, KPHB 
Colony, Balabnagar 
Mandal, Hyderabad-
500072 

M/s. Livedo Corporation, 45-2, 
Handa-Otsu, Kanada-Cho, 
ShikokuChu-Shi Ehime 799-0122, 
Japan 

 

Haemostatic Pad 
 

31-1723-MD/2015-DC 
 

MD-1723 11.05.2016 15.04.2019 

122.  M/s. Smith & Nephew 
Healthcare Pvt. Ltd., (C 
& F Elian Trading Co.,) 
Bldg No. 2-3 & 15-17, 
Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, 
Kalher, Thane Bhiwandi 
Road, Dist-Thane 
421302, Maharashtra 

M/s. Smith & Nephew Inc., 1450 
Brooks RD., Memphis,TN USA 
38116 

 

Distal Radius Fracture Implants 
/ D-RAD Smart Pack 
 

31-779-MD/2010-DC 
(Re-Reg. 01) End. 06 
 

MD-779 17.05.2016 31.12.2016 

123.  M/s. Shah Distributors # 
37, 1st Floor, Shah 
Mansion, Station Road, 
Davanagere-577001, 
Karnataka 
 

M/s. Micromed S.r.l., Viale Val 
Padana, 126, B/2, 00141 
Roma(RM), Italy Vat n. 
01756571004 having 
manufacturing premises at  
M/s. Micromed S.r.l, Via G. 
Oberdan, 21, 00013 Fonte Nuova 
(RM) Italy  

1. Silicone Oil 
(Polydimethylsiloxane) / PDMS 
2. Intraocular Gas (Sulphur 
Hexa Fluoride) / Micro SF6 
3. Intra Ocular Gas 
(Octafluropropoane) / Micro 
C3F8 
4. Silicone Rubber Stripes / 
Silibend 
5. Soft Liqiud Perfluoro Carbon 
/ PFCL Soft 

31-1217-MD/2012-DC  
(Re. Reg. 01) 

MD-1217 17.05.2016 30.04.2019 

124.  M/s. Phoenix Medicare 
Pvt. Ltd., No. 1783, 2nd 
Floor, 19th Main, 1st 

M/s Ulrich Gmbh & Co. KG, 
Buchbrunnenweg 12, 89081 Ulm, 
Germany 

1. Spinal Fixation System / 

ụCentum Spinal Fixation 
System (Non -Sterile) 

31-1586-MD/2014-DC 
(End. 01) 
 

MD-1586 17.05.2016 14.03.2018 



Sector HSR Layout 
Bangalore - 560102 

 2. Spinal Fixation System /  
Cerv-z and Pezo (A,P and T) 
Intervertebral Body Fusion 
Cage 
3. Spinal Fixation System / 
Tezo Intervertebral body 
fusion cage 
4. Spinal Fixation System / 
ụDuro Kyphoplasty System 

125.  M/s MED-EL India 
Private Ltd., #505 Fifth 
Floor, Pragati House, 47-
48 Nehru Place, New 
Delhi-110019, India 

M/s. Vibrant Med-El Hearing 
Technology Gmbh, Furstenweg 
77, A-6020, Innsbruck, Austria 

 

1. Vibrating Ossicular 
Prosthesis (VORP) 
2. Bone Conduction Implant 
 

31-599-MD/2008-DC  
(Re- Reg. 02) 
 

MD-599 17.05.2016 30.04.2019 

126.  M/s. Monarch 
Enterprises, D. No. 6-
635/2, kavadiguda, 
Secunderabad, MCH 
Circle-7, mandal, 
Hyderabad Dist. 

M/s. Eurofarm S.P.A., Zona 
Industriale Piano Tavola 95032, 
Belpasso (CT) Italy 

 

1. Post-Operative island 
dressing / Euromed 
2. Polyurethane file dressing / 
Euroderm 
3. Polyurethane Film Dressing / 
Euroderm Plus 
4. Incise drapes / Euroderm 
Incise Iodine 

31-1712-MD/2015-DC 
 

MD-1712 17.05.2016 30.04.2019 

127.  M/s. Meril Life Sciences 
India Pvt. Ltd. 
512-513, "Midas", Sahar 
Plaza Complex, 
J.B. Nagar, Andheri 
(East) Mumbai, 
Tal: Andheri East 
(Mumbai-Zone6) 

M/s. Maxx Orthopedics Inc., 531, 
Plymouth Rd Ste 526, Plymouth 
Meeting, PA USA  19462, USA 

 

Progressive Constraint Knee 
(PCK) Components 
 

31-635-MD/2009-DC 
(Re-Reg. 01) (End. 01) 
 

MD-635 17.05.2016 15.07.2018 

128.  M/s. Johnson & Johnson 
Pvt. Ltd., J-1, Gr. Floor, 
Gala No. 1 to 10, Shree 
Arihant Complex, Reti 
Bunder Road Kalher, 
Bhiwandi, Tal: Bhiwandi-
15 (Thane-Zone-%0 

M/s. Synthes Produktions GmbH, 
Muracherstrasse 3, 2544 Bettlach, 
Switzerland having manufacturing 
premises at M/s. Synthes GmbH, 
Eimattstrasee 3, 4436 Oberdorf, 
Switzerland 

  

Orthopaedic Implant / Sternal 
ZipFix w/Needle 
 

31-1728-MD/2015-DC 
 

MD-1728 17.05.2016 30.04.2019 



129.  M/s. Emergo (India) 
Consulting Pvt. Ltd., 
H.No. 8/1, First Floor, 
Vasavi Conoly, 
Kakaguda, near Picket, 
Secunderabad, MCH 
Circle-7, Mandal, 
Hyderabad-500009 

M/s. Vidacare LLC., 4350 Lockhill 
Selma Rd, Suite 150, Shavano 
Park, TX 78249 USA 

 

1. Needle Sets/(Arrow) EZ-IO 
Intraosseous Vascular Access 
2. Needle Sets / (Arrow) EZ-IO 
Intraosseous Cascular Access 
 

31-1673-MD/2015-DC 
 
 
 
 

MD-1673 17.05.2016 31.01.2019 

130.  M/s. Emergo (India) 
Consulting Pvt. Ltd., 
H.No. 8/1, First Floor, 
Vasavi Conoly, 
Kakaguda, near Picket, 
Secunderabad, MCH 
Circle-7, Mandal, 
Hyderabad-500009 

M/s. SI-BONE Inc., 3055 Olin 
Avenue, Suite 2200 san Jose, CA 
95128, USA 

 

Sacroiliac Joint Fusion System / 
iFuse Implant System 
 

31-1696-MD/2015-DC 
 

MD-1696 17.05.2016 30.04.2019 

131.  M/s. Eisai 
Pharmaceuticals India 
Pvt. Ltd., 1st Floor, B-
Wing, Marwah Centre, 
Krishanlal Marwah marg, 
Sakinaka-Andheri (E), 
Mumbai-400072 

M/s. Biocompatibles UK Limited, 
Chapman House, Farnham 
Business Park, Weydon Lane, 
Farnham, Surrey, GU9 8QL, 
United Kingdom 

 

Drug Delivery Embolization 
System / DC Bead 
 

31-1485-MD/2014-DC 
 

MD-1485 17.05.2016 30.04.2016 

132.  M/s. Covidien Healthcare 
India Pvt. Ltd., No. 156, 
Doshi Towers, 6th Floor, 
Poonamallee High Road, 
Kilpauk, Chennai-10 

M/s. Covidien Iic, 15 Hampshire 
Street, manfield, MA 02048, USA 
having manufacturing premises at  
M/s. Riverpoint Medical LLC, 825 
NE 25th Avenue Portland, OR 
97232, USA  

Braided Fast Absorbable 

Suture / Veosorb™ Fast 
 

31-1716-MD/2015-DC 
 

MD-1716 17.05.2016 30.04.2019 

133.  M/s. Boston Scientific 
India Pvt. Ltd., C-41, 
Goround Floor, Okhla 
Industrial Area, Phase - 
II, New Delhi -20 
 

M/s. Boston Scientific Corporation, 
300, Boston Scientific Way, 
Marlborough, MA 01752, USA 
having manufacturing premises at  
M/s. Boston Scientific Corporation, 
302, Parkway, Global Park, La 
Aurora, Heredia, Costa Rica 

  

1. Catheter / Viking Fixed Curve 
Diagnostics Catheter 
2. Catheter / Viking Soft Tip 
Fixed Curve Diagnostic 
Catheter 
3. Catheter / Tango Fixed 
Curve Diagnositc Catheter 
4. Catheter / Dynamic Tip 
Unidirectional Steerable 

31-1518-MD/2014-DC  
(End. 03) 
 

MD-1518 17.05.2016 14.05.2018 



Diagnostic Catheter 
5. Catheter / Dynamic XT 
Unidirectional Steerable 
Diagnostics Catheter 
6. Catheter / EP XT 
Unidirectional Steerable 
Diagnostic Catheter 
7. Catheter / Orbiter ST 
Bidirectional Steerable 
Diagnostics Catheter 
8. Catheter / Radia Bidirectional 
Steerable Diagnostics Catheter 
9. Catheter / Orbiter PV 
Diagnostics Mapping Catheter  

134.  M/s. Biotronik Medical 
Devices India Pvt. Ltd., 
Unit No. 805, 806 & 807, 
8th Floor, Commercial 
Complex, DLF Tower-B, 
Jasola, new Delhi-
110044 
 

M/s. Brivant Ltd., Lake Region 
Medical Research and 
Development Centre Parkmor 
West Business Park, Galway, 
Ireland 

 

Peripheral Artery Guidewire / 
Cruiser-18 
 

31-1715-MD/2015-DC 
 

MD-1715 17.05.2016 30.04.2019 

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

M/s. Abbott medical Optics Inc, ( 
Formely known as Advance 
medical Optics Inc.) 1700 E. St. 
Andrew Place, Santa Ana, 
California 92705, USA  
having manufacturing premises at  
M/s. AMO Gorningen BV, Van 
Swietenlaan 5, 9728 NX 
Groningen, The Netherlands  

  

1. Multifocal 1-Piece Intraocular 
Lens (IOL) / Tecnis Toric 
2. Monofocal 1-Piece 
Intraocular Lens (IOL) / Tecnis 
Toric 
3. Monofocal 1-Piece 
Intraocular Lens (IOL) / Tecnis 
Toric 
4. multifocal 3-Piece Intraocular 
Lens (IOL) / Tecnis 
5. Extended Range of Vision 1-
Piece (IOL) / Tecnis Symfony 
6. Extended Range of vision 
Toric 1-Piece (IOL) / Tecnis 
Sympony 
7. Multifocal 1-PieceIntraocular 
Lens (IOL) / Tecnis 

31-17-MD/2006-DC  
(Re. Reg 03) 
 

MD-17 17.05.2016 31.05.2019 



8. 1-Piece Intraocular Lens 
(IOL) with Tecnis iTec 
Preloaded Delivery System / 
Tecnis Toric 

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

M/s. Abbott medical Optics Inc, ( 
Formely known as Advance 
medical Optics Inc.) 1700 E. St. 
Andrew Place, Santa Ana, 
California 92705, USA  
having manufacturing premises at  
M/s. AMO Gorningen BV, Van 
Swietenlaan 5, 9728 NX 
Groningen, The Netherlands  

  

1. Foldable Silicone Posterior 
Chamber Intraocular Lens (IOL) 
/ Tecnis CL 
2. Soft Acrylic Posterior 
Chamber Intraocular Lens (IOL) 
/ Sensar 
3. Foldable Acrylic Intraocular 
Lens (IOL) / Tecnis 
4. 1-Piece Acrylic Posterior 
Chamber Intraocular Lens (IOL) 
/Tecnis 
5. Multifocal 1-Piece Intraocular 
Lens (IOL)/ Tecnis 
6. Multifocal Fodable Posterior 
Chamber Intraocular Lens (IOL) 
/ Tecnis 
7. 1-Piece Acrylic Posterior 
Chamber Intraocular Lens (IOL) 
8. Multifocal 1-Piece Intraocular 
Lens (IOL) With The Tecins 
iTec Preloaded Delivery 
System / Tecnis 
9. 1-Piece Acrylic Intraocular 
Lens (IOL) With The Tecnis 
iTec Preloaded Delivery 
System /Tecnis 

31-18-MD/2006-DC  
(Re Reg. 03) 
 

MD-18 17.05.2016 31.05.2019 

137.  M/s. Stryker India Pvt 
Ltd., Khewat No. 122, 
Khata No. 157, Mustkill 
No. 98, Killa No. 
6,7,8/1,13/1 Vill. Bhondsi 
Distt. Gurgaon 
 

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

1. Total Hip Replacement 
System / Trident 
2. Total Hip Replacement 
System / Screw 
3. Total Hip Replacement 
System / Symax hip Stem 
4. Total Hip Replacement 
System / Alumina 
5. Total Hip Replacement 

31-180-MD/06-DC  
(Re Reg. 03) 

 

MD-180 17.05.2016 30.04.2019 



System / Biolox Delta 
6. Total Hip Replacement 
System / Uni Adaptor Sleeve 
7. Total Hip Replacement 
System / Restoration Modular 
Hip System 
8. Total Hip Replacement 
System / Femoral Head 
9. Total Hip Replacement 
System / accolade 
10. Total Hip Replacement 
System / Omnifit 
11. Total Hip Replacement 
System / ABG 
12.Total Knee Replacement 
System / Scorpio 
13. Recon and Trauma Cable 
System / Dall Miles 
14. Total Hip Replaement / 
Accolade II Hip Stem 
15. Hip Replacement implant 
component - Acetabular Insert 
(UHMWPE) 
16. Hip Replacement implant 
component - cup / Restoration 
ADM, Cup w/HA 
17. Hip Replacement Implant 
component - Insert (UHMWPE) 
/ restoration ADM Insert 
(ADM/MDM Duration Insert 
28mm) 

138.  M/s. Excel Marketing 
Corporation, New No. 9, 
Old No.5, 1st Floor, 
Ammani Ammal Street, 
Mandaveli, Chennai-
600028 

M/s. Implant Direct Sybron 
Manufacturing LLC, 3050 East 
Hillerest Drive, Thousand Oaks, 
California-91362 USA 
 

Dental Implant / Screw Plant 
implant 
 

31-1659-MD/2015-DC 
 

MD-1659 17.05.2016 30.04.2019 

139.  M/s. Terumo India Pvt. 
Ltd., 117/3D & 117/3C 

M/s. Terumo Corporation, 44-1, 2 
Chome, Hatagaya, Shiibuya-ku 

1. PTCA Dilatation Catheter / 
Ryujinplus 

31-1676-MD/2015-DC 
 

MD-1676 17.05.2016 30.04.2019 



(Part 1-C), Padmavathi 
Gardens, Numbal, 
Velapanchavadai, PO, 
Thiruverkadu, Chennai-
77 

Tokyo, Japan having 
manufacturing premises at  
M/s. Terumo Corporation, 150, 
Maimaigi-cho, Fujinomiya City, 
Shizuoka Prefecture, Japan 
 
 

2. PTCA Guiding Catheter / 
Heartrail II 
3. Andiographic Catheter / 
Radiofocus Optitorque 
4. Angiographic Catheter / 
Radiofocus Glidecath 
5. Micro Catheter / Progreat 
6. Guidewire M / Radiofocus  
7. Introducer Kit / Radiofocus 
Introducer II 
8. PTCA Guidwire / Runthrough 
NS 
9. PTCA Guidewire /Crosswire 
NT 
10. PTCA Guidewire / 
Crosswire 
11. PTCA Dilatation Cathete / 
Hiryu 
12. Coronary Micro Guide 
Catheter / Finecross MG 
13. Percutaneous Transluminal 
Coronary Angioplasty PTCA 
Dilation Catheter / Tazuna 

140.  M/s. Sanofi Synthelabo 
(India) Pvt. Ltd., City Link 
Ware Housing Complex, 
Bldg No.3, Gala No. 6A, 
S. No. 120-121, Village 
Vadpe, Tal-Bhiwandi13, 
(Bhiwandi Corporation), 
Dist. Thane Z-5, 
Pin:421302 

M/s. Genzyme Corporation, 1125 
Pleasant View Terrace, Ridgefiled, 
NJ 07657, USA 

 

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

31-1672-MD/2015-DC 
 

MD-1672 17.05.2016 30.04.2019 

141.  M/s. Smith & Nephew 
Healthcare Pvt. Ltd., (C 
& F Elian Trading Co.,) 
Bldg No. 2-3 & 15-17, 
Rajlaxmi Complex, Opp. 
Hanuman Bus Stop, 
Kalher, Thane Bhiwandi 

M/s. Smith & Nephew Inc., 1450 
Brooks RD., Memphis,TN USA 
38116 having manufacturing 
premises at M/s. Smith & Nephew 
Inc., 1450 Brooks RD., 
Memphis,TN USA 38116 

Total Knee System / Anthem 
 
 
 

31-779-MD/2010-DC 
(Re-Reg. 01) End. 05 
 

MD-779 17.05.2016 31.12.2016 



Road, Dist-Thane 
421302, Maharashtra 

  

142.  M/s. Smith & Nephew 
Healthcar Pvt. Ltd., 7, 
Raghuvir estate, Part-2, 
Opp-House of Kaydee, 
Aslali, Tal: Daskroi 
(Ahmedabad-Rural), pin: 
382427 

M/s. Smith & Nephew Inc., 1450 
Brooks Road, memphis, TN 
38116, USA having manufacturing 
premises at M/s. Smith & Nephew 
Manufacturing AG, Schachenallee 
29, Aarau, Switzerland CH-5001 

 

Genesis II Knee System / 
Genesis II Non-Porous Tibial 
Base 
 

31-1725-MD/2015-DC 
 

MD-1725 17.05.2016 30.09.2018 

143.  M/s. Shreyas Health 
Care, New No. 73, (Old 
No. 5A/ 1), II Floor, Lal 
hagathur Colony, 
Peelamedu, Coimbatore 
- 641 004 

M/s. Novatech SA, Z.I. Athelia III-
1058, Voie Antiope, 13705 la 
Ciotat Cedex, France 

 

Talc Powder /Steritalc 
 

31-1476-MD/2014-DC 
(End No. 01) 
 

MD-1476 24.05.2016 15.03.2019 

144.  M/s. Paul Hartman 
Medical Pvt. Ltd., Door 
No. 119 & 120, First 
Floor, Trichy Road, 
Ondipudur, Coimbatore - 
641016, Tamilnadu 

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

Wound Dressing/ Sorbalgon & 
Sorbalgon T 
 

31-984-MD /2011-DC  
(Re. Reg. 01) 
 

MD-984 24.05.2016 15.05.2019 

145.  M/s. Bard India 
Healthcare Pvt. Ltd.,501, 
5th floor, Hubtown 
Solaris, N.S. Phadke 
Marg, Andheri (E), 
Mumbai, Tal: Andheri 
East (Mumbai-zone5), 
Pin: 400069 

M/s. Angiomed GmbH & Co., 
Medizintechnik KG, 
Wachhausstrasse, 6, D-76227, 
Karlsruhe, Germany 

 

1. Renel Dilatation Sets, renel 
dilatation partial set 
2. Ureter Splint Set 
/Replacement Ureter Splint 
3. Percutaneous Nephrostomy / 
Abscess Drainage Set 
 

31-190-MD/2006-DC  
(Re Reg.02) (End-03) 
 

MD-190 24.05.2016 30.09.2016 

146.  M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg. B, 
Gala 1-10, Prerna 
Complex, Dapoda Road, 
At Val Village, Taluka 
Bhiwandi, Thane - 
421302 

M/s. B. Braun Melsungen AG, 
Carl-Braun-Str. 1, 34212 
Melsungen, Germany 
having manufacturing premises at  
M/s. B. Braun Medical Industries 
Sdn., Bhd., Bayan Lepas Free 
Industrial Zone, 11900 Penang 

1. Catheter / Perifix 
2. Catheter / Perifix Catheter 
 

31-147-MD/2006-DC  
(Re-Reg. 03) (End. 01) 
 

MD-147 24.05.2016 15.02.2019 



Malaysia  

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

M/s. B. Braun Melsungen AG Carl 
Braun Strabe 1, 34212, Melsulgen, 
Germany 

 

1. Central Venous catheter / 
Cavafix Certo, Cavafix Certo 
with Splittocan, Cavafix 
Certodyn 
2. Central Venous Catheter / 
Cavafix MT, Cavafix Duo 
 

31-146-MD/2006-DC  
(Re-Reg. 03) (End. 01) 
 

MD-146 24.05.2016 15.02.2019 

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

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

 

1. Spinal System / Trabecular 
Metal TM Ardis Interbody 
System Solid 
2. Spinal System / Trabecular 
Metal TM Ardis Interbody 
System 

31-594-MD/2009-DC 
(Re-Reg. 02) (End. 03) 
 

MD-594 02.06.2016 31.01.2018 

149.  M/s. Clairvoyance 
Consulting, No. 801, 8th 
Floor, Indra Prakash 
Building, 21 Barakhamba 
Road, New Delhi-110001 

M/s. Spectranetics Corporation 
9965 Federal Drive, Colorado 
Springs, Colorado 80921 

 

Laser Sheath / Spectranetics 
Laser Sheath 
 

31-1326-MD/2013-DC 
(End. 04) 
 

MD-1326 02.06.2016 31.05.2017 

150.  M/s. Fresenius Kabi India 
Pvt. Ltd., A-3, MIDC, 
Warehouse-A, Ground & 
First Floor, Ranjangaon 
Ganpati, Tal: Shirur, Dist. 
Pune-412220 

M/s. Fresenius Kabi AG., 61346 
Bad Homburg, Germany 
having manufacturing premises at  
M/s. Fresenius Kabi (Guangzhou) 
Co. Ltd., No.43 Baoying Street, 
Free Trade Zone, 510730 
Guangzhou, P.R. China 

1. Quadruple Blood Bag 
System / Compoflex 
2. Triple Blood Bag System / 
Compoflex 
3. Triple Blood Bag System / 
Compoflex 
 

31-1745-MD/2015-DC 
 

MD-1745 07.06.2016 31.05.2019 

151.  M/s. Smith & Nephew 
Healthcar Pvt. Ltd., 7, 
Raghuvir estate, Part-2, 
Opp-House of Kaydee, 
Aslali, Tal: Daskroi 
(Ahmedabad-Rural), pin: 
382427 

M/s. Smith & Nephew Inc., 1450 
Brooks Road, memphis, TN 
38116, USA having manufacturing 
premises at  
M/s. Smith & Nephew 
Orthopaedics Litd., Aurora Spa 
Park, Harrison Way, Leamington 
Spa, Warwick, Warwickshire, 
United Kingdom CV31 3 HL 

Acetabular Shells / R3 
 

31-1735-MD/2015-DC 
 

MD-1735 08.06.2016 31.05.2019 

152.  M/s. Olympus Medical 
Systems India Pvt. Ltd., 
Plot No. 536, GF Udoyg 

M/s. OLYMPUS MEDICAL 
SYSTEMS CORP., 2951 
Ishikawa-cho, Hachioji-shi, Tokyo 

1. Injetor / Disposable Injector 
NM 
2.  Balloon Catheter / 

31-1392-MD/2013-DC 
(End. 01) 
 

MD-1392 08.06.2016 15.11.2017 



Vihar, Ph- V, Gurgaon-
122016, Haryana, India 

192-807, Japan having 
manufacturing premises at  
M/s. Aomori Olympus Co., Ltd., 2-
248-1 Okkonoki, Kuroishi-shi, 
Aomori 036-0357, Japan 

Disposable Balloon Catheter  
(i). B5-2C 
(ii). B7-2C 
(iii). B5-2Q, B7-2Q 
3. Catheter / Spray Catheter 
4. Biliary Stent / Single Use 
biliary Drainage Stent V 
5. Biliary Stent Insertion 
Catheter / Single use stent 
insertion Kit V 

153.  M/s. Smith & Nephew 
Healthcare Pvt. Ltd., 
Building NO. 2-3 & 15-
17, Rajlaxmi Complex, 
Opp Hanuman Bus Stop, 
Kalher, Thane-Bhiwandi 
Road, Dist- Thane-
421302, Maharashtra 

 

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

  

1. Adhesive Hydrocellular 
Polyurethane Dressing (Sterile) 
/ Allevyn adhesive, allevyn 
Sacrum 
2. Hydrophilic Polyurethane 
Form Dressing / Allevyan 
Gentle Border 
3. Hydrophilic Polyurethane 
Silver Sulphadiazine foam 
dressing / allevyn AG Adhesive 
9 Including allevyn AG Sacrum) 
4. Adhesive Dressing / Opsite 
5. Adhesive Hydrocellular 
Antimicrobial Dressing / Allevyn 
Ag Gentle Border 
6. Dressing / opsite Post-Op 
7. Non-adhesive Hydrocellular 
Polyurethane Dressing / allevyn 
Heel 
8. Non-Adhesive Hydroellular 
Antimicrobial Dressing / Allevyn 
Ag heel 
9. Silicone Gel sheet (Non-
sterile) / Cica-care 
10. Hydrogel Wond Dressing / 
intrasite gel 

31-1199-MD/2012-DC  
(Re. Reg. 01) 

 

MD-1199 08.06.2016 30.06.2019 

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

M/s. Medtronic Sofamor Danek 
USA Inc., 1800 Pyramid 
Place,Memphis, TN 38132, USA 

1. Intervertebral Body Fusion 
Device / Wave D Spinal System 
2. Intervertebral Body Fusion 

31-69-MD/2006-DC 
(Re. Reg. 03) (End-02) 
 

MD-69 08.06.2016 31.01.2019 



Chamunda Complex, 
Kasheli Village, Distt. 
Thane Bhiwandi-421301, 
Maharshtra 
 

 having manufacturing premises at  
M/s. Medtronic Sofamor Danek 
manufacturing, 2500 Silveus 
Crossing, Warsaw, IN 46582, USA 

 

Device / Wave O Spinal Sysem 
 

155.  M/s. IMV India Pvt. Ltd., 
Plot No. 750, Phase -V, 
Udyog Vihar, Gurgaon, 
Haryana 
 

M/s. Laboratoire CCD, 48 rue des 
petites ecuries, 75010, Paris 
France having manufacturing 
premises at M/s. Laboratoire CCD, 
ZI 4 rue de I'Europr 60530 Neuilly-
en-Thelle, France  

1. IVF Catheter / Pearl Tip 
Classic 
2. IVF Catheter / Frydman 
Classic Catheter 4.5 
3. IVF Catheter / Frydman soft 
with Guide catheter 4.5 
4.  Needle for IVF / HOC ART 
of CCD with valve screw cap 
5. Needle for IVF / OPS ART of 
CCD with Tap 
6.  Needle for IVF / OPS ART of 
CCD without Tap 

31-1729-MD/2015-DC 
 

MD-1729 09.06.2016 15.05.2019    

156.  M/s. Smiths Medical 
India Private Limited., 
508-509, A Wing, 
Western Edge-II, 
Western Express 
Highway, Boriwali East, 
Mumbai,  
Tal: Boriwali East 
(Mumbai Zone7) Pin: 
400066 

M/s. Smiths Medical International 
Ltd Hythe, Kent CT21 6JL,  United 
Kingdom having manufacturing 
premises at M/s. Smiths 
Healthcare, SA de CV Carretera 
Miguel Aleman KM21.7 Parque 
Industrial Monterrey, Apodaca NL 
CP 66603 Mexico 

 

1. Pleural catheter with Flexible 
Introducer 
2. Pleural catheters for Blunt 
Dissection 
3. Thoracic catheters 
4.  Ambulatory chest drainage 
kit 
5. Ambulatory Chest Drainage 
Kit 
 

31-1310-MD/2013-DC 
(end. 02) 
 

 

MD-1310 09.06.2016 30.09.2018 

157.  M/s. India Medtronic Pvt. 
Ltd., Plot No.:609, 
Survey/Shed-188(Part), 
Chanunda Comp, 
Kasheli Villge, 
Dist.Thane, bhiwandi 
421301, Maharashtra 

M/s. Medtronic Xomed, Inc. 6743 
Souht Point Drive North 
Jacksonville, Florida USA, 32216 
having manufacturing premises at 
M/s. Medtronic Neuromulation 800 
53rd Ave., N.E. Minneapolis, MN 
55421, USA  

1. NuVent EM Sinus Dilation 
System Maxillary / Nu Vent 
2. NuVent EM Sinus Dilation 
System Sphenoid / Nu Vent 
 

31-1736-MD/2015-DC 
 

MD-1736 09.06.2016 15.05.2019 

158.  M/s. Cook India Medical 
Devices Pvt. Ltd., 4/249 
A, Rasim Enclave, P.H. 
Road, Goparasanallur, 

M/s. Cook Incorporated, 750 
Daniels Way, Bloomington, IN 
47404-0489, USA 

 

1. Diagnostic Catheter 
A. Torcon NB Advantage 
Catheter, beacon tip torcon NB  
advantege catheter.......... 

31-113-MD/2006-DC  
(Re. Reg. 03) 
 

MD-113 09.06.2016 30.04.2016 



Kattupakkam, Chennai-
600056 
 

B. van schie over the top royal 
flush® Plus High-Flow catheter 
2. Infusion Catheters 
3. Introducer Sets 
4. Pressure Monitoring Devices 
5. Pressure Monitoring Devices 
6. Percutaneous Drainage 
Catheters 
A. Drainage Catheter Needle 
set, amplatz universal drainage 
set...... 
B. Ring Drainage catheter 
needle set, Disp ring billiary 
Needle 
C Ultrathane®ThanMac-Loc®, 
Ring Biliary Drainage set 
D. Thal-Quick Abscess 
Drainage Catheter, Thal-Quick 
Chest Tube 
E. Thal Quick Abscess 
Drainage Set 
F. Pericardiocentesis Set, Lock 
Pericardiocentesis set, 
Pediatric Pericardiocentesis 
set, Thoracentesis Set 
G. Fuhrman Pleural/ 
Pneumopericardial Drainage 
set, Pleural/Pneumopericardial 
Drainage set 
H. Polythlene catheter 
I. Cope catheter Introduction 
System 
J. Percutaneous Nephrostomy 
set 
7. Percuta neous Diagnostic 
Catheters 
A. Lymphangiography set 
B. Aprima Access set, Neff 
Percutaneous access set 



C. Jeffrey wire guide exchange 
set 
8. Diagnostic catheters through 
body orifices 
A. Bilbao Dotter Hypotonic 
Duodenography set 
B. Maglinte enteroclysis balloon 
catheter 
C. Maglinte Decompression 
Sump / Enteroclysis 
D. Double Balloon 
Hysterosalpinography catheter 
E. Rosch-Thurmond Fallopian 
Tube Catheterization set 
F. Thurmond-Rosch 
Hysterocath® 
9. Vascular Balloon Catheters 
A. ATB Advance® PTA 
Dilatation catheter 
B. Advance® 18LP Low Profile 
PTA Balloon Dilatation catheter, 
advance 35 LP Low Profile PTA 
Balloon Dilatation catheter 
C. Advance Micro 14 Ultra Low-
Profile PTA Balloon Catheter 
10. Vascular balloon catheters / 
Coda® LP Balloon catheter 
11. Endovascular Stent-
Grafts 
A. Zenith AAA Bifurcated Main 
Body graft with the H & L-B 
One shot Introducer system, 
Zenith AAA Endovascular graft 
Iliac Leg.......... 
B. Zenith Flex AAA Main Body 
Extension, Zenith AAA main 
Body Extension 
C. Zenith Renu AAA Ancillary 
Graft main Body Extension, 



Zenith Renu AAA Ancillary 
Graft Converter 
D. Zenith AAA Iliac Leg 
Extension, Zenith AAA Iliac 
Plug with the H & L-B Oner 
Shot Introducer System, Zenith 
AAA Converter 
12. Teflon Wire Guides 
13. Stainless Steel Wire Guides 
14. Hydrophilic Coated Wire 
Guides 
A. Roadcunner wire guide 
nimble, roadrunner PC Wire 
Guide Nimble.... 
B. Roadrunner Extra Support 
C. Approach PRO LT Micro 
Wire Guide,  Approach CTO-12 
Micro Wire Guide........ 
D. Hi-Wire Wire Guide, Hi-Wire 
Hydrophilic Wire Guide 
15. Endobronchial Blocker 
Sets 
16. Oxygen Flow Modulators 
17. Tracheostomy Assisting 
Devices 
A. Dolphin BT Ciaglia Balloon 
Assisted Tracheostomy 
Introducer Set, Ciaglia Blue 
Dolphin Percutaneous 
Tracheostomy Introducer 
Set.......... 
B. Weinmann Tracheostomy 
Exchange Set 
C. Ciaglia Blue Rhino 
Percutaneous Tracheostomy 
Introducer Tray, Ciaglia 
Percutaneous Dilational 
Tracheostomy Introducer Set 
18. Crieothyrotomy Catheters 



 
19. Intubation Sets 
A. Soft-Tipped Extra-Firm 
Exchange Catheter, Albin 
Exchange catheter, Extra-Firm 
Exchange catheter, cook airway 
exchange catheter, Mettro 
Mizus endotrachaeal Tube 
Replacement Obturator 
B. Arndt Airway Exchange 
Catheter 
C. Patil Two Part Intubation 
catheter 
D. Frova Intubating Introducer, 
Frova Airway Intubating 
Introducer, Frova Airway 
Intubating catheter 
E. Cook Retrograde Intubation 
Set 
 
20. Pneumothorax sets 
21. Intracardic Devices - 
Septostomy catheter 
22. Intracardiac Devices 
23. Needle Cannula (Non-
Vascular) 
A. Ackernam Biopsy Needle set 
B. Elson Bone Biopsy Needle 
set 
C. Intraosseous Infusion 
Needle 
D. Chiba Biopsy Needle, tuner 
biopsy needles 
E. Franseen Lung Biopsy 
Needle 
F. Zavala Lung Biopsy Needle 
G. Geremia Vertebral Biopsy 
Needle set 
H. Mreye Disposable chiba 



biopsy needle 
I. Quick-Core Biopsy Needle, 
Coaxial Quick-core Needle 
Biopsy set 
24. Needle Cannula 
(Vascular) 
A. Percutaneous Entry Thinwall 
Needle 
B. Percutaneous Entry thinwall 
Needle, disp cook med needle 
C. Haskal Transjugular , stylet 
catheter 
D. Liver access and biopsy 
needle set 
E. Tansjugular cholangiogaphy 
/ Liver Biopsy set 
G. Transseptal Needle 
25. Embolization Devices and 
Occuluders 
A. Embolization Coil, Nester 
Embolization Coil, Tornado 
Embolization Coil, Mreye 
embolization coil 
B. Hilal Embolization Microcoil 
C. Amplatz Vascular 
Obstructing Device 
26. Central Venous Catheter 
Set 
27. Vascular Retrievers for 
Interventional Radiology 
28. Embolization Device 
ployvinyk Alcohal foam 
Embolization particles 1 cc 

159.  M/s. Bard India 
Healthcare Pvt. Ltd., 501, 
5th Floor, HubTown, 
Solaris, N.S. Phadke 
Marg, Andheri (E), 
Mumbai, Tal: Andheri 

M/s Bard Access System Inc.., 
605 N, 5600 W, Salt lake City, 
Utah 84116, U.S.A 
 having manufacturing premises at  
M/s. Bard Healthcare Reynosa, 
Bard Reynolsa S.A. de C.V. Blvd., 

1. Catheter with sherlock 
tip Location system stylet / 
groshong® NXT 
2. catheter with sherlock 
tip location system stylet / 

31-762(A)-MD/2009-DC  
(Re Reg.01) (End.03) 
 

MD-762(A) 09.06.2016 15.01.2017 



East (Mumbai-Zones-5) 
Mumbai-400069 
 

Montebello No. 1, Parque 
Industrial Colonial Reynosa, 
Tamaulipas, Mexico 

 

powerGroshong™ 
3. catheter with sherlock 
tip location system stylet / 
Power PICC 

160.  M/s. Aramex Trading 
Co., 9-Ashok Nagar, 
Lucknow-226018, Uttar 
Pradesh, India 

M/s. Bioteck S.P.A. Via Enrico 
Fermi, 49 36057, Arcugnano, Italy 
having manufacturing premises at  
M/s. Bioteck S.P.A. Via G Agnelli, 
3 10020 Riva Presso Chieri (TO)- 
Italy 

1. Bio-Gen / Granules & Blocks, 
Putty and MixGel 
2. Osteoplant / Flex, Activagen 
& Angiostad 
3. Biocollagen / Mebrane Gel  
4. Heart / Pericardium 
Membrane 

31-1718-MD/2015-DC 
 

MD-1718 09.06.2016 31.05.2019 

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

M/s. Accott Cascular, 3200 
Lakeside Drive, Santa Clara, 
California 95054, U.S.A. 
having manufacturing premises at  
M/s. Abbott Vascular , 26531, 
Ynez Road, Temecula, California 
92591, USA 

 

1. Coronary Dilatation Catheter 
/ NC Trek RX 
2. Bioresorbable Vascular 
Seaffold / Absorb 
3. Peripheral Stent System / 
Supera 
4. Guide Wire (Nitinol) / Hi-
Torque 
5. Guide wire ( Stainless steel) / 
Hi-Torque 
6. Guide wire / Hi-Torque versa 
turn 
7. everolimus eluting coronary 
stent system (EECSS) / Xience 
alpine everolimus eluting 
coronary stent system 

31-307-MD/2007-DC  
(Re Reg. 03)  
 

MD-307 09.06.2016 30.06.2019 

162.  M/s. St. Jude Medical 
India Pvt. Ltd., 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 

 

1. Cardiac Occluders / 
Amplatzer septal Occluder  
2. cardiac Occluders / 
amplatzer Multi-Fenestrated 
septal Occluder - cribriform 
3. Cardiac Occluders / 
Amplatzer Duct Occluder 
4. Cardiac Occluders / 
Amplatzer duct occluder II  
5. Cardiac Occluders / 
Amplatzer duct Occluder II 

31-1102-MD/2012-DC  
(Re. Reg. 01) 
 

MD-1102 13.06.2016 31.05.2019 



additional sizes 
6. cardiac Occluders/ Amplatzer 
vascular plug 
7. cardiac occluders / amplatzer 
vascular plug II 
8. cardiac occluders / amplatzer 
vascular plug III 
9. cardiac occluders / amplatzer 
vascular plug 4 
10. cardiac occluders Delivery 
Kit / amplatzer cardiac plug 
11. cardiac occluders / 
amplatzer Amplatzer 
Membranous VSD Occludder 
12.Cardiac Occluders / 
Amplatzer Muscular VSD 
Occluder 
13. Cardiac Occluders / 
Amplatzer post infarct Muscular 
VSD Occluder 
14. Cardiac Occluders / 
Amplatzer PFO Occluders  
15. Cardiac Occludes Delivery 
Kit / Amplatzer TorqVue Lp 
Catheter 
16. CArdiac Occluders Delivery 
Kit / Amplatzer TorqVue 45x45 
delivery sheath 
17. Cardiac Occluders Delivery 
kit / Amplatzer TorqVue 
Delivery System 
18. Cardiac Occluders Delivery 
kit / Amplatzer TorqVue 
Exchange System 
19. Cardiac Occluders Delivery 
kit /The Amplatzer TorqVue LP 
Delivery System 
20. Cardiac Occluders Delivery 
kit /  Amplatzer TorqVue LP 



Delivery System with pusher 
catheter 
21. Sizing Balloon Catheter 
System / Amplatzer Sizing 
Balloon II 

163.  M/s. Smiths Medical 
India Pvt. Ltd., Bldg. No. 
E-3, Gala No. 9 & 10, 
Shree Kalki Logistics Pvt. 
Ltd., Shree Rajlaxmi 
Logistics Park, Old 
Bhiwandi - Agra Road, 
Village Dhama, Tal: 
Bhiwandi (Thane Zone 5) 
421302 

M/s. Smiths Medical ASD. Inc., 
5700 West 23rd Avenue, Gary, IN 
46406 USA 

 

1. Adult Cuffed Tracheostomy 
tube/ Bivona 
2. Adult Uncuffed 
Tracheostomy tube / bivona 
3. Pediatric cuffed 
Tracheostomy tube 
4. Pediatric Uncuffed 
Tracheostomy Tube / Bivona 
5. Neonatal cuffed 
tracheostomy tube / Bivona 
6. Neaonatal uncuffed 
tracheostomy tube / bivona 

31-1708-MD/2015-DC 
 

MD-1708 13.06.2016 15.05.2019 

164.  M/s. Indo-Swiss Surgical 
company, 
B-46 A LG-4, kalkaji, 
New Delhi-110019 

M/s. AL.CHI.MI.A S.r.l., 
Viale Austria 14 35020 Ponte San 
Nicolo (PD) Italy 

 

Intraocular Gases (Sulfur 
Hexafluoride) / GOT SF 6 Multi 
 

31-1100-MD/2012-DC  
(Re. Reg. 01) (End. 01) 
 

MD-1100 13.06.2016 15.02.2019 

165.  M/s. India Medtronic Pvt. 
Ltd., Plot No. 609, 
Survey/Shed-188, (part), 
Chamunda compound, 
Kasheli Village, 
Bhiwandi-421301, Dist. 
Thane, Tal: Bhiwandi-
15(Thane-Zone5) 

M/s. Medtronic Sofamor Danek 
USA, Inc. 1800 Pyramid Place 
Memphis TN 38132 USA  
having manufacturing premises at  
M/s. Medtronic Sofamor Danek 
USA, Inc. 4340 Swinnea Road, 
Memphis, TN 38118, USA  

 

1. Bone Graft / INFUSE Bone 
Graft 
2. Spinal Interverbral body 
Fixation Orthosis / T2 Altitude  
Expandable Corpectomy 
System (Non-sterile) 

 

31-69B-MD/2006-DC  
(Re Reg. 03) 
 

MD-69B 13.06.2016 31.05.2019 

166.  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, 92107 
Boulogne, cedex, France  
having manufacturing premises at  
M/s. B.Braun Medical, 30 Avenue 
des Temps Modernes, 86361 
Chasseneuil, France 

Access Ports / Celsite 
 

31-160-MD/2006-DC  
(Re-Reg. 03)  
 

MD-160 13.06.2016 31.05.2019 

167.  M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg. B, 

M/s. Aesculap AG, A, Aesculap 
Platz, D-78532 Tuttlingen, 

1.Total Hip replacement 
System / Bicontact® Hip 

31-169-MD/2007-DC  
(Re Reg. 03) (End. 01) 

MD-169 13.06.2016 31.03.2019 



Gala 1-10, Prerna 
Complex, Dapoda Road, 
At Val Village, Taluka 
Bhiwandi, Thane - 
421302 

Germany 

 
Endoprostheses System 
2. Total Hip replacement 
System 
/ Metha® Short Stem System 
(monobloc) 

 

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

M/s. Carl Zeiss meditec AG, 
Goeschwitzerstrasse 51-52, 07745 
Jena, Germany having 
manufacturing premises at  
M/s. Carl Zesis Meditec SAS, 
Avenue Paul Langevin B.P. 5, 
17053 LZ Rochelle Cedex 9, 
France 

 

Hydrophilic Acrylic Intraocular 
Lens  
 

31-1028-MD /2011-DC  
(Re. Reg. 01) 
 

MD-1028 14.06.2016 31.05.2019 

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

M/s. Plan 1 Health S.r.l., Via 
Solari, 5 -33020 amaro (UD), Italy 

 

Surgival Site Catheter / 
Planfusor cAtheter 
 

31-1744-MD/2015-DC 
 

MD-1744 14.06.2016 31.05.2019 

170.  M/s. Boston Scientific 
India Pvt. Ltd., C-41, 
Goround Floor, Okhla 
Industrial Area, Phase - 
II, New Delhi -20 

M/s. Boston Scientific Corporation, 
300 Boston Scientific Way, 
marlborough, MA 01752, USA 
having manufacturing premises at  
Venusa de Mexico S.A., de C. V a 
Lake Region Medical Company, 
Calle Hertz, 1525-6 Parque 
Industrial J. Bermudez of Ciudad 
Juarez, Chihuahua, Mexico 32470 

Urinary Stone Retrieval Basket 
/ Stone Cone Nitinol Urological 
Retrieval Coil 
 

31-1721-MD/2015-DC 
 

MD-1721 14.06.2016 15.05.2019 

171.  M/s. Johnson & Johnson 
Private Limited, J-1, 
Ground Floor, GalaNo. 1 
to 10, Shree Arihant 
Complex, Reti Bunder 
Road, Kalher, Bhiwandi, 
Taluka : Bhiwandi -15 
(Thane - Zone 5), Pin : 
421302 

M/s. Codman & Shurtleff, Inc, 325 
Paramount Drive, Raynham, MA 
02767 USA having manufacturing 
premises at  M/s. Codman & 
Shurtleff Inc., Calle Circuito 
Interior Norte, #1820, Parque 
Industrial Salvarcar, Ciudad 
Juarez, Chihuahua, Mexico, C.P. 
32574 

1. Detachable Coil 
/ TRUFILL DCS ORBIT- Fill and 
Standard 
2. Detachable Coil System / 
Orbit Galaxy- Fill and Frame 
3. Detachable Coil System / 
Orbit Galaxy-Xtrasoft 

 

31-672-MD/2009-DC  
(Re-Reg. 02) (End. 01) 
 

MD-672 14.06.2016 31.08.2018 

172.  M/s. Covidien Healthcare 
India Pvt. Ltd., No. 156, 

M/s. Fuji Systems Corporations, 
Shirakawa plant, 200-2 Aza-Ohira, 

Catheter / Cello Balloon Guide 
Catheter, Intravascular catheter 

31-1675-MD/2015-DC 
 

MD-1675 14.06.2016 30.04.2019 



Doshi Towers, 6th Floor, 
Poonamallee High Road, 
Kilpauk, Chennai-10 

Odakura, Nishigo, Nishi Shirakawa 
Gun, Fukushima 961-8061 Japan 

 

with cuff 
 

173.  M/s. Covidien Healthcare 
India Pvt. Ltd., No. 156, 
Doshi Towers, 6th Floor, 
Poonamallee High Road, 
Kilpauk, Chennai-10 

M/s. Changzhou Kangdi Medical 
Stapler Co., No. 16, Kunlun road, 
Xinbei Zone, 213022 Changzhou, 
China 

 

1. Stapler and Cartridge / 
Disposable circular stapler and 
cartridge 
2. Stapler and cartridge / 
Disposable Circular stapler for 
Hemorrhoids 
3. stapler and cartridge / Sterile 
disposable Linear Stapler 
4. Stapler and Cartridge / 
Sterile disposable Linear 
stapler cartridge 
5. stapler and cartridge / 
Disposable Linear Cutter 
6. Stapler and Cartridge / The 
Cartridge for Disposable Linear 
Cutter 
7. Stapler and Cartridge / 
Disposable Skin Stapler 
8. Stapler and Cartridge / 
Stapler Extractor 

31-1701-MD/2015-DC 
 

MD-1701 01.06.2016 31.05.2019 

174.  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 manufacturing premises at 
M/s. Availmed S.A. De C.V., 
Pasco Reforma No. 8950 La 
Mesa, Tijuana, Mexico-22116 

  

1. Hemostatic Valve 
/ COPILOT Bleedback Control 
Valve 
2. Inflation Device / Indeflator 
Plus 30 Inflation device 
3. Inflation Device / 20/30 
Indeflator Inflation device 
4. Guide Wire Accessory Kit 
Family 
5. Indeflator 
6. Priority Pack Family 

31-1666-MD/2015-DC 
 

MD-1666 14.06.2016 31.05.2019 

175.  M/s Nipro India 
Corporation Private Ltd., 
New No. 167, Old No. 

M/s. Nipro Corporation, 3-9-3, 
Honjo Nishi Kita Ku, Osaka 531-
8510, Japan 

1. Guidewire /  Nipro AQUAliner 
2. Dental Needles / Nipro 

31-1078-MD/2012-DC  
(Re. Reg. 01) 
 

MD-1078 14.06.2016 15.05.2019 



137, Yas dee House, 1st 
Floor, Valluvar kottam 
High Road, 
Nungambakkam, 
Chennai-600034 

having manufacturing premises at  
M/s. Nipro Medical Industries ltd., 
Tatebayashi plant 2-19-64, 
Matsubara, Tatebayashi-Shi, 
Gumna: 374-8518 Japan 

 

 

176.  M/s. Johnson & Johnson 
Pvt. Ltd., J-1 Ground 
Floor, Gala No 1 to 10, 
Shree Arihant Complex, 
Reti Bunder Road, 
Kalher, Bhiwandi, Tal: 
Bhiwandi - 15, 
Maharashtra - 421302 

M/s. Clearstream Technologies 
Ltd., Moyne Upper, Enniscorthy, 
Co. Wexford, Ireland 

 

Percutaneous Transluminal 
Angioplasty Balloon Catheter / 
Sleek 
 

31-239-MD/2006-DC  
(Re Reg. 03) 
 
 
 

MD-239 15.06.2016 31.05.2019 

177.  M/s. Bard India Healthcar 
Pvt. Ltd., 201, 5th Floor, 
Hubtown Solaris, N.S. 
Phadke Marg, Andheri 
(E),Mumbai-400069 

M/s. ClearStream Technolgies 
Ltd., Moyne Upper, Enniscorthy, 
Co. Wexford, Ireland 

 

Expandable Vascular Covered 
Stent System / LifeStream 
 

31-1513-MD/2014-DC  
(End. 02) 
 

MD-1513 15.06.2016 31.12.2017 

178.  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. St. Jude Medical-Cardiac 
Rhythm Mangaement Division 
15900 Valley View Court, Sylmar, 
CA, 91342, USA 

 

1. Outer Guide Catheter / CPS 
DirectTM SL  
2. Inner Catheters / CPS Aim™ 
Inner Catheters 
3. Slittable Inner Catheters / 
CPS AimTM SL  
4. Guidewire and Style / CPS 
Duo  
5. Slittable Outer Guide 
Catheter / CPS Direct SL II  
6. Slittable Inner  Catheters / 
CPS Aim Universal  
7. Slittable Outer Guide  
Catheters 
/ CPS Direct Universal  
8. Peelable Outer Guide 
Catheter / CPS Direct PL 

31-300-MD/2007-DC  
(Re. Reg. 03) 
 

MD-300 17.06.2016 31.05.2019 

179.  M/s. Lensai Opthalmic 
Private Limited, A6-101, 

M/s. U.S.IOL Inc., 2500 
Sandersville Road, Lexington, KY-

1. PMMA Intra Ocular Lenses 
(600 Series) 

31-52-MD/2006-DC  
(Re Reg. 03) 

MD-52 17.06.2016 31.05.2019 



La Habitat, Off 100 Feet 
Road, Ahmedabad, Tal: 
Thaltej (Ahmedabad-II) 
Pin: 380059 

40511, USA 

 
2. Hydrophilic Acrylic Intra 
Ocular Lenses (860 Series) 
3. Hydrophobic Acrylic Intra 
Ocular Lenses (880 Series) 

 

180.  M/s.Covidien Healthcare 
India Pvt. Ltd., No. 156, 
Doshi Towers, 6th Floor 
Poonamallee High Road, 
Kilpauk, Chennai-600010 
 

M/s. Covidien Iic, 15 Hampshire 
Street, Mansfield, MA 02048, USA 
having manufacturing premises at  
M/s. Covidien, 60 Middletown 
Avenue, North Haven, CT 06473, 
USA 

Fixation Device with absorbable 
tacks / ReliaTackTM articulating 
Reloadable Fixation device 
 

31-949-MD/2011-DC 
(Re-Reg. 02) (End. 03) 
 

MD-949 17.06.2016 30.06.2018 

181.  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 USA 

 

Retriever / Trevo XP ProVue 
 

31-1218-MD/2012-DC  
(End. 02) 

 

MD-1218 21.06.2016 30.09.2016 

182.  M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg. 
No. B, Gala No. 1-10, 
Prerna Complex, Anjur 
Phata, Dapoda Road, At 
Val Village-B, Tal: 
Bhiwandi (Thane Zone5) 
Pin:-421302 

M/s. Aesculap AG,  Am Aesculap 
Platz, D-78532 Tuttlingen, 
Germany having manufacturing 
premises at M/s. Aesculap AG, 
Carl-Braun-Strasse 1, 34212 
Melsungen, Germany 

 

1. Vascular Graft / Uni-Graft 
KDV 
2. Non-absorbable Dura 
Substitute / Neuropatch 
3. Absorbable Dura Substitute / 
Lyoplant 
 

31-168-MD/20007-DC  
(Re Reg. 03) 
 

MD-168 24.06.2016 15.06.2019 

183.  M/s. Globe Bio Medical 
C-2 Juhu Apoartments 
Groun Floor Near  SNDT 
College Juhu, Mumbai - 
49 

M/s. Shanghai Push Medical 
Device Technology Co. Ltd., 2F, 
Buidling A, Block A, No. 1355, 
Chengbei Rd., Jiading Dist. 
Shanghai, 201807, China 

1. Occluder Delivery System 
2. ASD Occluder 
3. VSD Occluder 
4. PDA Occluder 
5. Plug 

31-1730-MD/2015-DC 
 

MD-1730 24.06.2016 31.05.2019 

184.  M/s. Bard India 
Healthcare Pvt. Ltd., 501, 
5th Floor, Hubtown 
Solaris, N.S. Phadke 
Marg, Andheri 
(E),Mumbai, Tal : 
Andheri East ( Mumbai - 
Zone5) 400069 

M/s. Lutonix, Inc., C.R. Bard Inc., 
9409 Science Centre Drive, New 
Hope, MN, 55428, USA 
having manufacturing premises at  
M/s. C.R.Bard Inc., 289 Bay Road, 
Queensbury, NY 12804, USA 

 

1. Drug Coated Balloon PTA 

Catheter (Paclitaxel 2ụg/mm²) / 
Lutonix 035 
2. Drug Coated Balloon PTA 
Catheter (Paclitaxel 2ụg/mm²) / 
Lutonix 014 

 

31-1679-MD/2015-DC 
 

MD-1679 27.06.2016 15.06.2019 



185.  M/s. Regenics, Room 
No. 1, First Floor, Plot 
No. 11, S. No. 
38/6+38/7A+36/7B, 
Nanda Dental Care 
Building, Ghorpadi, 
Pune-411001 

M/s. Trate AG, Seestrasse 58, 
8806 Bach, Switzerland 

 

1.Dental Implant System-Dental 
Implant / ROOTT 
2. Dental Superstructures-
Abutments / ROOTT 
3. Dental Superstructures -
Screw 
/ ROOTT 

31-1704-MD/2015-DC 
 

MD-1704 01.07.2016 15.06.2019 

186.  M/s Heily Medicare Exim 
(P) Ltd., Door 
no.XVI/178/377-A, S-26, 
Sankar Nagar, Kollam-
Kerala 

M/s Ilerimplant S.L. Poligono 
Industrial "Elsegre" C/Enginyer 
Mies 705-B, 25191, Lleida Spain 

 

1.Dental Implant System-
Implant 
/ Frontier 
2. Dental Implant System-
Abutments / Millable, Healing, 
Angled, Straight, Ball, Multi-
Esthetic Abutment 
3. Dental  Implant System-
Screw 
/ Frontier 

31-1107-MD/2012-DC  
(Re. Reg. 01) 
 

MD-1107 01.07.2016 30.06.2019 

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

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

Aspheric Intra Ocular 
Lens(Ultraviolet Light 
Absorbing) /  SofPort 

31-11-MD/2006-DC  
(Re Reg. 03) ( End. 01) 
 

MD-11 05.07.2016 15.04.2019 

188.  M/s. Biosensors 
Interventional 
Technologies (India) Pvt. 
Ltd., Plot No. 14, Shed 
No. A-2, GIDC, B/H 
Charak Pharma, 
Umbergaon, Taluka, 
Umbergaon, District 
Valsad Gujarat 396171 

M/s. Biosensors Europe SA Rue 
de Lausanne 29, 1110 Morges, 
Switzerland 
having manufacturing premises at  
M/s. Biosensors Interventional 
Technologies Pvt. Ltd., 36 Japan 
Tuang, Singapore - 619266 

 

1. Drug Eluting Coronary Stent 
System (Biolimus A9) / 
Biomatrix Flex 
2. Drug Coated Coronary Stent 
System (Biolimus A9) / 
BioFreedom 
3. Drug Eluting Coronary Stent 
System (Biolimus A9) 
/BioMatrix NeoFlexTM 
4. Drug eluting coronary 
bifurcation stent system 
(Biolimus A9) / Axxess 

31-1746-MD/2015-DC 
 

MD-1746 06.07.2016 30.07.2019 



189.  M/s. 3M India Limited, 
Plot No. 60/16, Electronic 
City, Hoskur Road, 
Bangalore-560100 
 

M/s. 3M Company, 3M Healthcare, 
2510 Conway Avenue, Bldg.275-
5W-06, St. Paul Minnesota 55144 
USA having manufacturing 
premises at M/s. 3M Company, 
601, 22th Avenue South, 
Brookings, South Dakota, 5700 
USA 

Transparent Film Dressing with 
Border / 3M Tegaderm IV 
Transparent Film Dressing with 
Border 
 

31-1488-MD/2014-DC 
(End. 02) 
 

MD-1488 08.07.2016 15.11.2017 

190.  M/s. India Medtronic Pvt. 
Ltd., Plot No.:609, 
Survey/Shed-188(Part), 
Chanunda Comp, 
Kasheli Villge, 
Dist.Thane, bhiwandi 
421301, Maharashtra 

M/s. Medtronic Inc., 710 Medtronic 
Parkway Minneapolis MN 55432, 
USA having manufacturing 
premises at M/s. Medtronic 
Neuromodulation 800 53rd Ave. 
N.E., Minneapolis MN 55421, USA 

 

1. Intrathecal Catheter 
2. Intrathecal catheter spinal 
Segment revision kit 
3. Intrathecal cathater pump 
segment revision kit 
 

31-1724-MD/2015-DC 
 

MD-1724 11.07.2016  15.06.2019 

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

M/s. Carl Zeiss Meditec SAS, 
Avenue paul Langevin-BP 5, 
17053 LA Roche Cedex 9, France 
having manufacturing premises at  
M/s. Carl Zeiss Meditec SAS 27 
Avenue Paul LANGEVIN 17180 
Perigny France  

1. Hydrophilic Acrylic  
Intraocular Lens / CT Spheris 
203P  
2. Hydrophilic Acrylic  
Intraocular Lens / CT Asphina 
603P 

 

31-148-MD/2006-DC  
(Re. Reg. 03) 
 

MD-148 12.07.2016 11.07.2019 

192.  M/s. KBL Instruments 
Co. Pvt. Ltd., 1E/17, 
Jhandewalan Extension, 
New Delhi - 110055 

M/s. NIDEK Co. Ltd., 34-14 
Maehama, Hiroishi-cho, Gamagori 
City, Aichi Prefecture, Japan 

 

Posterior Chamber Intra Ocular 
Lens / Nex-Load System SP 
 

31-1534-MD/2014-DC  
(End. 01) 
 

MD-1534 12.07.2016 15.04.2018 

193.  M/s. B. Braun Medical 
(India) Pvt. Ltd., Bldg. 
No. B, Gala No. 1-10, 
Prerna Complex, Anjur 
Phata, Dapoda Road, At 
Val Village-B, Tal: 
Bhiwandi (Thane Zone5) 
Pin:-421302 

M/s. B. Braun Melsungen AG 
OPM, Carl-Braun-Straβe 1, 34212 
Melsungen, Germany 
having manufacturing premises at  
M/s. Aesculap Chifa Sp.Z.o.o. ul. 
Tysiaclecia 14 64-300 Nowy 
Tomysl Poland 

 

1. Arterial Cathater Set / 
Arteriofix 
2. Puncture Needle / Intradyn 
Puncture Needle 
 

31-1739-MD/2015-DC 
 

MD-1793 19.07.2016 30.06.2019 

194.  M/s. Abbott Healthcare 
Pvt. Ltd., 4 Corporate 
Park, Sion Trambay 

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

 31-256A-MD/2006-DC  
(Re. Reg. 03) 

MD-256A 19.07.2016 30.04.2019 



Road, Chembur, 
Mumbai-400071 
Maharashtra 

having manufacturing premises at  
M/s. Abbott Vascular , 26531, 
Ynez Road, Temecula, California 
92591, USA 

195.  M/s. Johnson & Johnson 
Pvt. Ltd., J-1 Ground 
Floor, Gala No 1 to 10, 
Shree Arihant Complex, 
Reti Bunder Road, 
Kalher, Bhiwandi, Tal: 
Bhiwandi - 15, 
Maharashtra - 421302 
 

M/s. Biosense Webster, Inc. 3333 
Diamond Canyon Road, Diamond 
Bar, CA USA 91765 
having manufacturing premises at  
M/s. Biosense Webster, Inc. 
Circuito Interior Norte, No. 1820, 
Parque Industrial Salvacar Juarez, 
Chihuahua, Mexico 32599 

 

1. Fixed Curve Catheter./ 
Webster 
2. Deflectable Tip Catheter / 
Celsius 
3. Deflectable Tip Catheter 
/ Celsius Thermocool 
4. Deflectable Tip Catheter / 
Navistar Thermocool 
5. Deflectable Tip Catheter 
/ Webster 
6. Deflectable Tip Catheter 
 / Lasso 
7. Guiding Sheath / Preface 
8. Electrophysiology 
Bidirectional Catheter / EZ 
Steer 
9. Electrophysiology 
Bidirectional Catheter / EZ 
Steer ThermoCool 
10. Electrophysiology Catheter 
 / ThermoCoolSmartTouch 
Catheters 
11. Electrophysiology Catheter / 
Halo XP 
12. Navigation Catheter 
 / ThermoCoolSmartTouch SF 
13. Electrophysiology Catheter 
/ PentaRay™ High Density 
Mapping Catheter 

31-119-MD/2006-DC  
(Re Reg. 03) 
 

MD-119 19.07.2016 30.04.2019 

196.  M/s. Johnson & Johnson 
Pvt. Ltd., A-1/50, Room 
No. 2, 100 Shed Area, 
G.I.D.C., Vapi, Tal: Pardi 
(VALSA), Gujarat  
 

M/s. Depuy Mitek, 325 Paramount 
Drive, Raynham, Massachussetts 
02767 USA having manufacturing 
premises at M/s. Medos Sarl, Rue 
du Puits, Godet 20 Neuchatel, 
Switzerland CH-2000 

1.Screw / Absolute Absorbable 
Interference Screw System 
2. Screws & Sheath / Bio-
Intrafix Tibial Tapered Screws, 
BioIntrafix Tibial Sheaths 
3. Anchor / Bioknotless Anchor 

31-1141-MD/2012-DC  
(Re. Reg. 02) 
 

MD-1141 02.08.2016 15.07.2019 



 Family – Bioknotless Anchor, 
Bioknotless BR Anchor, 
Bioknotless Plus Anchor 
4. Anchor / Fastin Anchor 
Family – Fastin Anchor, Fastin 
RC Anchor 
5. Anchor / GII Anchor Family - 
GII Anchor, GII™ 
QUICKANCHOR® Plus. 
6. Anchor / Gryphon Anchor 
Family - Gryphon BR Anchor, 
Gryphon Peek Anchor, 
Gryphon BR/Peek Anchor with 
Proknot technology. 
7. Anchor / Healix Anchor 
Family –Healix BR Anchor, 
Healix Peek Anchor, Healix 
Advance BR/Peek Anchor, 
Healix Advance Knotless 
BR/Peek Anchor, 
HealixTranstend BR/Peek 
Anchor. 
8. Screw & Sheath / Intrafix 
System– IntrafixTibial 
Sheath/Tapered Screw, 
Femoral Intrafix 
9. Anchor / Knotless Anchor 
10. Anchor / Lupine Anchor 
Family – Lupine BR Anchor, 
Lupine Loop Plus Anchor. 
11. Anchor / Micro Quick 
Anchor Family - Micro Quick 
Anchor Plus. 
12. Anchor / Microfix Quick 
Anchor Family - Microfix Quick 
Anchor Plus. 
13. Screw / Milagro Interference 
Screw Family – Milagro 
Interference Screw, Milagro BR 



Interference Screw, Milagro 
Advance Interference Screw  
14. Anchor / Mini Anchor Family 
– Mini Anchor 
15. Anchor / Mini Quick Anchor 
Family - Mini Quick Anchor 
Plus. 
16. Anchor / Minilok Quick 
Anchor Family - Minilok Quick 
Anchor Plus. 
17. Meniscal Repair System 
/ Omnispan Meniscal Repair 
System 
18. Suture / Orthocord Suture 
19. Screw / Profile Interference 
Screw 
20. Cross Pin Kits / Rigidfix 
Cross Pins Kit 
21. Anchor / Versalok Anchor 
Family – Versalok Anchor, 
Versalok Peek Anchor 

197.  M/s. Alcon Laboratories 
(India) Pvt.Ltd., 
Crescent-4, Prestige, 
Shantiniketan, Whitefield, 
Bangaloer – 560048 

M/s. Alcon Research Ltd., 6065, 
Kye Lane, Huntington, West 
Virginia 25702, USA 

 

Pre-loaded IOL Delivery 
Systems 
/ ACRYSOF IQ Aspheric IOL 
with the ULTRASERT Pre-
loaded Delivery System 
 

31-16-MD/2006-DC  
(Re-Reg. 03) (End. 01) 
 

MD-16 03.08.2016 31.07.2018 

198.  M/s. Stryker India Pvt. 
Ltd., Khewat No. 122, 
Kahta No. 157, Mustakil 
No. 98, Kila No. 6, 7, 8/1, 
13/1 Village Bhondsi, 
Tehsil Sohna, District 
Gurgaon, Haryana 

M/s. Stryker Neurovascular, 47900 
Bayside Parkway, Fremont, CA, 
94538, USA 
having manufacturing premises at  
M/s. Stryker Neurovascular, 2405, 
west orton circle, west valley, UT 
84119, USA 

1. Guidewires / Synchro 10 and 
synchro 14 
2. Guidewires / Synchro² 
 

31-1822-MD/2016-DC 
 

MD-1822 04.08.2016 15.07.2019 

199.  M/s. Emergo (India) 
Consulting Pvt. Ltd., H. 
No. 8/1, First Floor, 
Vasavi Colony, 
Kakaguda, Near Picket, 

M/s. Acumed LLC, having 
manufacturing premises at 5885 
N.W. Cornelius Pass Road 
Hillsboro, Oregon 97124, USA  

1. Anatomic Radial Head 
System 
2. Acutrak Fixation System 
3. Congruent Plate System 
(Bone Plate System) 

31-1378-MD/2013-DC 
 

MD-1378 04.08.2016 30.06.2019 



Secunderabad, MCH 
Circle-7 Mandal, 
Hyderabad Dist.- 500009 
 

 4. Polarus Locking Humeral 
Rod System / Polarus Humeral 
Fixation System. 
5. Small Bone Intramedullary 
Rods - Fibula Rod & Forearm 
Rods. 
6. Tension Band System. 

200.  M/s. Emergo (India) 
Consulting Private 
Limited,  
H. No. 8/1, First Floor, 
Vasavi Colony, 
Kakaguda, Near Picket, 
Secunderabad, MCH 
Circle – 7 Mandal, 
Hyderabad Dist - 500009 

M/s. Teoxane S.A., having 
manufacturing premises at Les 
Charmilles Rue de Lyon, 105, 
Geneva, CH-1203, Switzerland 

 

1. Non animal stabilized 
hyaluronic acid Pre-filled 
Syringe / TEOSYAL PureSense 
2. Non animal stabilized 
Hyaluronic acid Pre-filled 
Syringe / TEOSYAL PureSense  
3. Non animal stabilized 
Hyaluronic acid Pre-filled 
Syringe / TEOSYAL PureSense 
4. Non animal stabilized 
Hyaluronic acid Pre-filled 
Syringe / TEOSYAL PureSense 

31-1598-MD/2014-DC 
 

MD-1598 04.08.2016 30.06.2019 

201.  M/s. Johnson & Johnson 
Private Ltd.,  J-1, Gr. 
Floor, Gala no. 1 to 10, 
Shree Arinhat Complex, 
Reti Bunder Road, 
Kalher, Bhiwandi, Tal: 
Bhiwandi-15 (Thane-
Zone5), Pin No. 421302. 

M/s. Surgical Specialties Mexico S 
DE RL DE CV., Corredor Tijuana-
Rosarito 2000,  # 24702-B, Ejido 
Francisco Villa, Tijuana, B.C., C.P. 
22235, Mexico 

 

1. Knotless Tissue Control 
Device 
/ Stratafix Spiral PDO Knotless 
Tissue Control Device 
2. Knotless Tissue Control 
Device 
/ Stratafix Spiral PGA-PCL 
Knotless Tissue Control Device 
3. A. Knotless Tissue Control 
Device / Stratafix Spiral 
Polypropylene Knotless Tissue 
Control Device 

31-1737-MD/2015-DC 
 

MD-1737 04.08.2016 15.07.2019 

202.  M/s. KCI Medical India 
Pvt. Ltd., No. 1, 
Ramachandra Complex, 
1st Floor, 1st Cross, M.S. 
Nagar, Opp Ayappa 

M/s. KCI USA Inc., 12930 IH 10 
West, San Antonio, TX 78249, 
USA having manufacturing 
premises at M/s KCI 
Manufacturing., IDA Business and 

Wound Dressing / V.A.C ® 
GranuFoamTM Silver Dressing 
 

31-1650-MD/2015-DC 
 

MD-1650 05.08.2016 15.07.2019 



Temple,  
Bangalore - 560033. 

Technology Park, Dublin Road, 
Athlone – Co. Westmeath, Ireland 

203.  M/s. Covidien Healthcare 
India Pvt. Ltd., No. 156, 
Doshi Towers, 6th Floor, 
Poonamallee High Road, 
Kilpauk, Chennai-10 

M/s. Sofradim Production 116 
Avenue du Formans-01600, 
Trevous, FRANCE 

 

Mesh / Perietene™ 

Macroporous Mesh 
 

31-933-MD/2011-DC  
(Re-Reg. 02) (End. 1)  
 

MD-933 09.08.2016 31.05.2018 

204.  M/s Coral Healthcare 
Pvt. Ltd., 71 B.R.B. Basu 
Road, 5th Floor, Room 
A-524, Kolkata - 700001 

M/s Okamoto Industries Inc., 3-27-
12 Hongo, Bunkyo-Ku Tokyo, 
Japan having manufacturing 
premises at M/s Okamoto 
Industries Inc-Ibaraki Plant., 1, 
Nishiyama, Itabashi-Cho, 
Ryugasaki, Ibaraki-Pref, Japan 

A. Latex Prophylatic Condoms 
/ Okamoto OK Condoms 
 

31-520-MD/2008-DC 
(Re. Reg. 02) 
 

MD-520 09.08.2016 15.07.2019 

205.  M/s. Boston Scientific 
India Pvt. Ltd., C-41 
Ground Floor,  Okhla 
Industrial Area, Phase -II, 
New Delhi - 20 

M/s Boston Scientific Corporation, 
300 Boston Scientific Way, 
Marlborough, MA 01752, USA 
having manufacturing premises at  
M/s. Boston Scientific  Limted, 
Ballybrit Business Park, Galway, 
Ireland  

1. Tracheobronchial Distal 
Release Stent System Covered 
(Sterile) / Ultraflex 
2. Tracheobronchial Distal 
Release Stent System 
Uncovered (Sterile/ Ultraflex 
3. A. Tracheobronchial 
Proximal Release Stent System 
Uncovered (Sterile) /  Ultraflex 

31-1579-MD/2014-DC 
(End. 01) 
 

MD-1579 09.08.2016 14.03.2018 

206.  M/s. Biomet Orthopaedic 
India Pvt. Ltd., 2301, 
Shanti Estate, 
Ghansham Estate, 
National Highway No.8, 
Aslali, Tal: Daskroi, 
Ahmedabad 

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

 

1. Orthopaedic Implants - Hip 
System / Across Modular 
Revision System 
2. Orthopaedic Implant - Hip 
System / Sirius Polishted 
Cemeented stem 
3. orthopaedic Implant - Hip 
System / G7 Acetabular System 

31-1076-MD/2012-DC 
(Re. Reg. 01) 
 

MD-1076 09.08.2016 15.09.2019 

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

M/s. UnoMedical A/S  Aaholmvei 
1-3, Osted, Lejre Denmark having 
manufacturing premises at M/s. 
Unomedical Devices S.A. de C.V. 
Avendia Formento Industrial Lot 9, 
Manzana 3, Parque Industrial Del 
Norte Reynosa, Tamaulipas C.P. 

Injection Port / i-port advance 
 

31-1373-MD/2013-DC  
(End.01)  
 

MD-1373 30.08.2016 31.03.2017 



Mexico 88736 

208.  M/s Mn solutions, # 26 & 
27, 11nd Floor, WZ 26  
Nangli Jalib, B-1 Janak 
Puri, New Delhi Delhi 
110058                                 

M/s Biocomposites Limited, Keele 
Science Park, Keele, 
Staffordshire, ST5 5NL, United 
Kingdom 

 

1. Reabsorbable Fixation 
Device / Biosteon IntraLine 
Suture w/o needles 
2. Reabsorbable Fixation 
Device / Biosteon IntraLine 
Suture w/ needles 

31-1520-MD/2014-DC  
(End. 02) 
 

MD-1520 30.08.2016 31.01.2018 

209.  M/s. CliniExperts 
Services Pvt. Ltd., 112, 
113 & 114, C-58, 
Shahpuri Towers, 
Janakpuri, new Delhi-
110058 

M/s. Anteis S. A 18 Chemin des 
Aulx, CH-1228 Plan-Les-Ouates, 
Geneva, Switzerland  
having manufacturing premises at  
M/s. Anteis S.A 12 Chemin des 
Aulx, CH-1228 Plan-les-Ouates, 
Geneva Switzerland 

Sodium Hyaluronate + 
Lidocaine Hydrochloride 

prefilled Syringes / Belotero® 

Volume Lidocaine 
 

31-1692-MD/2015-DC 
(End. 01) 
 

MD-1692 23.09.2016 28.02.2019 

210.  M/s. CliniExperts 
Services Pvt. Ltd., 112, 
113 & 114, C-58, 
Shahpuri Towers, 
Janakpuri, new Delhi-
110058 

M/s. Anteis S. A 18 Chemin des 
Aulx, CH-1228 Plan-Les-Ouates, 
Geneva, Switzerland  
having manufacturing premises at  
M/s. Anteis S.A 12 Chemin des 
Aulx, CH-1228 Plan-les-Ouates, 
Geneva Switzerland 

1. Sodium Hyaluronate + 
Lidocaine Hydrochloride 
prefilled Syringes / Belotero® 
Balance Lidocaine 
2. Sodium Hyaluronate + 
Lidocaine Hydrochloride 
prefilled Syringes / Belotero® 
Intense Lidocaine 
3.Sodium Hyaluronate + 
Glycerol prefilled Syringes / 
Belotero® Hydro 

31-1692-MD/2015-DC 
(End. 02) 
 

MD-1692 23.09.2016 28.02.2019 

211.  M/s. Feron Life Sciences 
Pvt. Ltd., First Floor, B-1, 
Yadav Park, Main 
Rohtak Road, Opp Metro 
Pillar No. 436, Nangloi, 
Delhi 110041 

M/s. Giant Medical Equipment 
(Guangzhou) Co. Ltd., No. 10, 
Juncheng Road, Eastern Area, 
Economic and Technological 
Development District Gaungzhou, 
510760 R. R. China 

1. Single Lumen Hemodialysis 
Catheter Set / GMKey 
2. Double Lumen Hemodialysis 
Catheter Set / GMKey 
3. Triple Lumen Hemodialysis 
Catheter Set 

31-1706-MD/2015-DC 
 

MD-1706 26.09.2016 31.08.2019 

212.  M/s. Cure Surgicals, S-
12, 1st Floor, Green Park 
Extension, Opposite 
Uphaar Cinema, New 
Delhi -110016 

M/s. Spineart International Center 
Cointrin Route de pre Bois 20, 
1215 Geneve 15, Switzerland 

 

1. Cervical Intervertebral Body 
Fusion Device / Cervical cage 

scarlet® AC-T 
2. Cervical Intervertebral Body 
Fusion Device / Cervical Screw  

31-1478-MD/2014-DC 
(End.01) 
 

MD-1478 26.09.2016 30.11.2017 



scarlet® cs 

213.  M/s. Mn solutions, Space 
No. 512, 5th Floor, 
Shahpuri Tirath Singh 
Tower, Plot No. 58, 
Block-C, DDA 
Community center, 
Janak Puri, new Delhi-
110058 

M/s. Teknimed SAS, 8, rue du 
Corps Franc - Pommies-65500 
Vic-en-BIGORRE, France 
having manufacturing premises at  
M/s. Teknimed SAS, 11 rue 
d'Apollo, Z.I de Montredon-31240 
L'UNION, France 

 
 
 
 

Bone Cement / Opacity+ 
 

31-1698-MD/2015-DC 
(End. 01) 
 

MD-1698 28.09.2016 28.02.2016 

214.  M/s. Endoline Proscope 
System, Shop No. -2, E-
38, Ground Floor, 
Jawahar Park, Laxmi 
Nagar, Delhi-110092, 
India 

M/s. M.I. Tech Co. Ltd., 241-3, 
habuk-ri, jinwi-myeon Pyeongtaed-
si Gyeonggi-do, 451-864, South 
Korea 

 

1. Esophagus Stent / 
Hanarostent 
2. Billiaryu Stent / Hanarostent 
 

31-986-MD /2011-DC  
 

MD-986 17.10.2016 30.09.2019 

215.  M/s. Trans Health Care 
India Pvt. Ltd., A.P. 740, 
95th Street, 15th 
K.K.Nagar, Chennai-
600078 

M/s. Lake Region Medical, 340 
Lake hazltine Drive Chaska, MN 
USA, USA, 55318 
 

PTCA Streerable Guidewires/ 
Triumph 
 

 
 
 
31-1750-MD/2015-DC 

 

MD-1750 18.10.2016 15.09.2019 

216.  M/s. Globe Bio Medical 
C-2 Juhu Apoartments 
Groun Floor Near  SNDT 
College Juhu, Mumbai - 
49 

M/s. Andramed Gmbh, 
Schiebwieslenstrabe 18, 72766 
Reutlingen Germany 
 

1. Retrieval Device / AdraSnare 
and AndraSnare Micro 
2. Peripheral Bare Stent / 
Andrastent 
3. PTA Catheter / Andrabaloon 

31-1740-MD/2015-DC 
 

MD-1740 18.10.2016 15.09.2019 

217.  M/s. Excel Marketing 
Corporation, New No. 9, 
Old No.5, 1st Floor, 
Ammani Ammal Street, 
Mandaveli, Chennai-
600028 

M/s. Implant Direct Sybron 
Manufacturing LLC, 3050 East 
Hillerest Drive, Thousand Oaks, 
California-91362 USA 
 

Titanium Abutments 
 

31-1659-MD/2015-DC 
(End.) 

MD-1659  30.04.2019 30.04.2019 

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

M/s. 3M Company, 3M Health 
Care, 3M Centre, 2510 Conway 
Avenue, Building, 275-5W-06, 
Saint Paul Minnesota, USA 
Having manufacturing premises at  
M/s. 3M Edumex, S.A. De C.V. 
6620 Oriente Calle Ramon, Rivera 

Dressing / 3M™ Steri-Drape™ 

Loban™ 2 

 

31-1751-MD/2015-DC 
 

MD-1751 18.10.2016 30.09.2019 



Lara, CD Juarez, Chihuahua, 
Mexico 32605 

219.  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, U.S.A. Having 
manufacturing premises at  
M/s. Abbott Vascular , 26531, 
Ynez Road, Temecula, California 
92591, USA 

Bioresorbable Vascular 
Scaffold / Absorb GT1 
Bioresorbable Vascular 
Scaffold System 
 

 
 
 

31-307-MD/2007-DC  
(Re Reg. 03) (End. 01) 

 

MD-307 18.10.2016 30.06.2019 

220.  M/s. Cochlear Medical 
Company India Pvt. Ltd., 
Unit No. G-3, Ground 
Florr, Platina Building 
CTS No.-4207C-59, G 
Block, bandra Kurla 
Complex, Bandra (East), 
Mumbai - 400051 

M/s. Cochlear Ltd., 1 University 
Avenue, Macquarie University, 
NSW, 2109, Australia  
 

1. Cochlear Implant with 
Contour Advance Electrode / 
Nucleus 
2. Cochlear Implant with slim 
straight electrode / Nucleus 
 

31-1742-MD/2015-DC 
 

MD-1742 01.11.2016 31.08.2019 

221.  M/s. Span Healthcare 
Private Limited, 
Columbus Business 
Chambers, #17, 7th 
Temple Street, 15th 
Cross Malleswaram, 
Bangalore -560003 

M/s. Haemonetics Corporation, 
400 Wood Road, Braintree, MA, 
01284, USA having manufacturing 
premises at M/s. Haemonetics 
Manufacturing Inc., 1630 Industrial 
Park Street, Covina, CA, 91722, 
USA 
 

1. Blood Filter Systems / 
Leukotrap RC PL System 
2. Blood Filter Systems / 
Leukotrap WB System 
3. Blood Filter Systems/ 
Leukotrap WB System 
 

31-1578-MD/2014-DC 
(End. 06) 
 

MD-1578 01.11.2016 15.07.2018 

222.  M/s. Covidien Healthcare 
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  
 

PTA Rapid Exchange Balloon 

Dilation catheter / RapidCross™ 

 

31-51-MD/2006-DC 
(Re-Reg.03) (End. 02) 
 

MD-51 04.11.2016 30.06.2018 

223.  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, Maharasgtra 

M/s. B. Braun Surgical SA, 
Carretera De Terrasa, 121 08191 
Rubi (Barcelona), Spain havin  
Manufacturing premises at  
M/s. Aesculap AG, Carl-Braun-
Strasse 1, 34212 Melsungen, 
Germany 

1. Hemostat / Bonewax 
2. Hemostat / Gelita Tampon 
3. Collagen Haemostatic / 
Lyostypt 
4. Tissue Adhesive/ Histoacryl  
5. Tissu Adhesive / Histacryl 
Flexible  

31-1096-MD/2012-DC  
(Re. Reg. 01) 
 

MD-1096 11.11.2016 31.10.2019 



224.  M/s. Mn solutions, Space 
No. 512, 5th Floor, 
Shahpuri Tirath Singh 
Tower, Plot No. -58, 
Block-C, DDA, 
Community Center, 
Janakpuri, New Delhi-
110058 

M/s. Orthogen LLC, 505 Morris 
Avenue, Suite 104 Springfield, NJ, 
07081, USA having manufacturing 
premises at  
M/s. Aphena Pharma Solutions 
Maryland LLC, 7978 Industrial 
Park Road, Easton, Maryland, 
21601, USA 

Calcium Sulphate Bone Graft 
Material / DentoGen & 
NanoGen 
 

31-1741-MD/2015-DC 
 

MD-1741 11.11.2016 31.08.2019 

225.  M/s. Sreedevi Life 
Sciences, H. No. 8-2-
293/K/325, Plot No. 325, 
Ground Floor, 
Kamalapuri Colony, 
Hyderabad -500038 

M/s. MPC Inter national S.A., 26 
Boulevard Royal, L-2449 luxeberg, 
Germany 
 

Haemostatic Powder / StarSil 

Memostat® 

 

31-1677-MD/2015-DC 
 

MD-1677 16.11.2016 15.10.2019 

226.  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, 
USAhaving manufacturing 
premises at M/s. Mallinckrodt 
Medical, Cornamaddy, Athlone, 
Co. Westeath, Ireland 

Tracheal Tubes / Laser oral 
Tracheal Tube Cuffed / Murphy 
eye, laser Oral Tracheal Tube 
cuffless 
 
 
 
 
 

31-419-MD/2007-DC  
(Re-Reg. 03) (End. 01) 
 

MD-419 24.11.2016 31.05.2018 

 
 


