Registration Certificates issued for the following Medical Devices alongwith their manufacturing sites and Indian authorized
Agents 1st Jan. 2010 to 31st March 2010.

	S. No.
	Name of Indian Agent
	Name of Manufacturer
	Name of the Device
	File No.
	R. C.  No.
	Validity of the Registration Certificate

	1.
	M/s. Baxter India Private Limited, Gurgaon
	M/s. Baxter Healthcare Corporation, USA
	Coseal Surgical Sealant - Coseal is supplied in a carton containing the following sterile pouched components

· 1 Pouch for pre-mixed Polyethylene Glycol (PEG) powder syringe

· 1 Pouch for pre-assembled liquid (solution) syringe

· 1 Pouch for the applicator

Packing: 2mL, 4Ml, 8mL 


	31-686 (B)-MD/2009-DC
	MD-686 (B)
	30-09-2010

	2.
	M/s. Biotronik Medical Devices Private Limited
	M/s. Biotronik AG, Switzerland
	Pantera PTCA Balloon Catheter
	31-513 (EF-461)-MD/2008-DC
	MD-461
	30-04-2011

	3.
	M/s. Cook India Medical devices private Limited
	M/s. Cook Ireland Limited, Ireland
	Catheter:-
1. Colon Decompression Sets-Gastroenterology

Internal Prosthetic Replacement:-

2. Zilver Vascular Stent

3. Zilver Biliary Stent-Peripheral Intervention
	31-646 (EF-358)--MD/2009-DC
	MD-358
	30-09-2010

	4.
	M/s. Depuy Medical Private Limited
	M/s. DePuy France SAS, France having factory premises at M/s. Precimed, France
	Total Hip Prosthesis (Orthodedic Implant)

1. Corail AMT

2. Reef

3. Octopus
	31-661 (EF-600)-MD/2009-Dc
	MD-600
	31-12-2011

	5.
	M/s. Hospimedica International Limited
	M/s. American Medical System, USA
	1. Devices for the treatment of Urinary Incontinence
Artificial Sphincter Model AMS 800

2. Devices for the treatment of Erectile Dysfunction
AMS 600, AMS 650, AMS 700 IPP Family, Ambicor

3. Mesh for the treatment of Urinary Incontinence
 and Prolapse repair
Advance, Monarc, SPARC, MiniArc, Apogee, Perigee

	31-396-MD/2007-Dc
	MD-396
	31-12-2012

	6.
	M/s. Vygon India Private Limited
	M/s. Vygon S.A., France
	1. Aspisafe (Diagnostic Catheter for Bronchial Sampling)

2. Suction Catheter

3. Jejunostomy Tray (Nutrition Catheter)

4. Steriflex (CVP Catheter)


	31-197-MD/2006-DC  (Re-Reg. 2009) End 01
	MD-197
	30-11-2012

	7.
	M/s. Stryker India Private Limited
	M/s. Stryker Instruments, USA
	(I) Bone Cement:-

(1) Spineplex Bone Cement with PCD System (Percutaneous Cement Delivery)

(II) Fluid Drainage System:-

(2) Dekompressor-Percutaneous Lumbar Discectomy Kit
	31-181-MD/07-DC (Re-Reg. 2010)
	MD-181
	31-12-2012

	8.
	M/s. Johnson & Johnson Limited
	M/s. Cordis Europa N.V., Netherland having factory premises at M/s. Cordis de Mexico, Mexico
	A) Peripheral Stent System (Sterile):-     

1. Cordis Palmaz Blue .14 Peripheral Stent System
2. Cordis Palmaz Genesis Peripheral Stent on OPTA PRO .35” Delivery System
3. Cordis Palmaz Genesis Peripheral Stent on SLALOM .018” Delivery System
4. Cordis Palmaz Genesis Peripheral Stent on Cordis AMIIA .014” Delivery System
5. Cordis Palmaz Blue .018” Peripheral Stent System
B) PTA Dilatation Catheters (Sterile):-

1. Opta*Pro Percutaneous Transluminal Angioplasty (PTA) Balloon Dilatation Catheter
2. Slalom* Percutaneous Transluminal Angioplasty (PTA) Balloon Dilatation Catheter
3. AMIIA* Percutaneous Transluminal Angioplasty (PTA) Balloon Dilatation Catheter
4. Powerflex* P3 Percutaneous Transluminal Angioplasty (PTA) Balloon Dilatation Catheter
5. Powerflex* Extreme Percutaneous Transluminal Angioplasty (PTA) Balloon Dilatation catheter
6. Maxi LD* Percutaneous Transluminal Angioplasty (PTA) Balloon Dilatation Catheter
7. Cordis Aviator Plus Percutaneous Transluminal Angioplasty (PTA) Balloon Dilatation Catheter             


	31-116-MD/2006-DC (PT-1)
	MD-116
	31-07-2012

	9.
	M/s. Choksi Imaging Limited
	M/s. Biosensors International Pte Limited, Singapore
	1. Powerline PTCA Catheter

2. Gazelle Rapid Exchange Coronary Stent System
	31-675-MD/2009-DC
	MD-675
	31-12-2013

	10.
	M/s. Alps International Ashirwad Complex
	M/s. Neurelec, France
	DIGISONIC SP Cochlear Implant with processor DIGI SP
	31-743-MD/2009-Dc
	MD-743
	31-12-2012

	11.
	M/s. Johnson & Johnson Limited
	M/s. Cordis Corporation, Johnson & Johnson Co., USA having factory premises at M/s. Cordis de mexico, Mexico
	1. Diagnostic-Angiography Catheters

· Infiniti

· Nylex

· Tempo

· Tempo Aqua

· High Flow

· Super Torque

· Super Torque Plus

· Super Torque MB

2. Guiding Catheter

· Envoy Guiding Catheter

· Vista Brite Tip IG Introducer Guide

· Vista Brite Tip Guiding Catheter

3. Sheath Introducer Systems

· Avani Plus Catheter Sheath Introducer System

· Brite Tip Catheter Sheath Introducer System


	31-115-MD/2006-DC (Re-Reg. 2009)
	MD-115
	14-01-2013

	12.
	M/s. B. Braun Medical India Private Limited
	M/s. B. Braun Melsungen AG, Germany having factory premises at M/s. B. Braun Melsungen AG, Aesculap Division vascular, Germany
	1. Balloon Dilatation Catheter-SeQuent
2. Coronary Stent System-Coroflex
3. Cobalt Chromium Coronary Stent System-Coroflex Blue
4. Paclitaxel-releasing Coronary Stent System-Coroflex Please

5. Intradyn Puncture Needle
	31-687-MD/2006-DC (End 01)
	MD-687
	30-11-2012

	13.
	M/s. India Medtronic Private Limited
	M/s. Medtronic Inc, USA having factory premises at M/s. Medtronic Ireland, Ireland
	Driver Sprint Rapid Exchange Coronary Stent System
	31-64-MD/2006-DC (PT-II)
	MD-64
	31-07-2012

	14.
	M/s. India Medtronic Private Limited
	M/s. Medtronic Inc, USA having factory premises at M/s. Medtronic Perfusion Systems, USA
	1. Left Arterial catheter, 5 Fr kit (Model no’s 50015 & 50005)
2. Pressure catheter Placement Set (Model No’s 50010, 50011 & 50013)

3. IV Cannulae
	31-68-MD/2006-DC (Re-Reg. 2009)
	MD-68
	31-10-2012

	15.
	M/s. India Medtronic Private Limited
	M/s. Medtronic Sofamore Danek USA Inc, having factory premises at M/s.  Medtronic Puerto Rico
	1. Vertex Reconstruction System

2. TSRH Spinal System

3. CD Horizan Spinal System

4. Atlantis Anterior Cervical Plate System

5. BASIS Spinal System

6. Pyramesh Implant System

7. UCSS Universal Cannulated Screw Set

8. Zephyr Anterior Cervical Plate System

9. Capstone Vertebral Body Spacer

10. Cornerstone PSR Peek Implants


	31-584-MD/2009-Dc
	MD-584
	14-01-2013

	16.
	M/s. B. Braun Medical India Private limited
	M/s. B. Braun Melsungen AG, Germany having factory premises at M/s. B. Braun Vietnam Co. Limited, Vietnam
	1. IV Infusion Administration Sets for Pressure and Gravity Infusions-Intrafix

(Intrafix® Air P, Intrafix® Primeline I.S., Intrafix® Primeline Comfort, Intrafix® SafeSet, Intrafix® SafeSet I.S., Intrafix® Primeline Classic)

2. Blood Administration Sets-Sangofix

(Sangofix Air B, Sangofix ES)


	31-663-MD/2009-DC
	MD-663
	14-01-2013

	17.
	M/s. B. Braun Medical India Private Limited 
	M/s. B. Braun AG, Germany having factory premises at M/s. Hakko Co. Limited, Japan
	Stmuplex A Needles
	31-88-MD/2006-DC (Re-Reg. 2009)
	MD-88
	14-01-2013

	18.
	M/s. Ahujasons Surgicals
	M/s. S.B.M. Science, France
	1. BIOSORB: BIO 1/BIO-TECHMA/OTIS 50 with accessories

2. LIGAFIX 30 & LIGAFIX 60(Resorbable Interference Screws) with accessories

3. BIO-1 KIT Syringe with accessories

4. DUOCAGE (Duosorb) with accessories

5. OTIS-C (Plate and Screws) with accessories 


	31-207-MD/2006-DC (Re-Reg. 2009)
	MD-207
	14-01-2013

	19.
	M/s. Inmito
	M/s. Cosman Medical Inc, USA
	RF Cannula
	31-685-MD/2009-Dc
	MD-685
	14-01-2013

	20.
	M/s. Becton Dickinson India Private Limited
	M/s. Becton Dickinson & co., USA
	BD Posiflush Syringes with Saline

Cat Nos: 306544, 306545, 306546, 306573, 306574 & 306575
	31-669 (B)-MD/2009-DC
	MD-669 (B)
	14-01-2013

	21.
	M/s. Cosmotec Medicaments Private Limited
	M/s. Mentor Corporation, USA
	1. Gel Breast Implants

2. Smooth Tissue Expanders with Remote Dome
	31-618-MD/2009-Dc
	MD-618
	14-01-2013

	22.
	M/s. Dentsply India Private Limited
	M/s. Friadent GmbH, Germany having factory premises at M/s. DeguDent GmbH, Germany
	Ankylos Implants with accessories
	31-465 (A)-MD/2008-Dc
	MD-465 (A)
	14-01-2013

	23.
	M/s. Pika Medical private Limited
	M/s. Cochlear Bone Anchored Solutions AB, Sweden
	1. BAHA System

2. Cochlear BAHA BP 100
	31-80-MD/2006-DC (Re-Reg. 2009)
	MD-80
	31-10-2012

	24.
	M/s. Johnson & Johnson Limited
	M/s. Codman & Shurtleff Inc, USA
	1. ICP Sensor Catheter Kit

2. Microsensor Ventricular Catheter Kit W/ICP Transducer

3. Surgical Titanium Mesh

4. BACTISEAL Universal Shunt


	31-121-MD/2006-DC (Re-Reg. 2009)
	MD-121
	14-01-2013

	25
	M/s. Johnson & Johnson Limited
	M/s. Clearstream Technologies Limited, USA
	1. SLEEK Percutaneous Transluminal Angioplasty Catheter (Sterile)

2. SAVVY LONG Percutaneous Transluminal Angioplasty Catheter (Sterile)
	31-239-MD/2006-DC (Re-Reg. 2009)
	MD-239
	31-12-2012

	26
	M/s. Genesee Medicals
	M/s. ATS Medical Inc, USA 
	ATS 3F Aortic Bioprosthesis Model 1000 (Various Sizes)
	31-669-MD/2009-Dc
	MD-669
	14-01-2013

	27.
	M/s. Biomedicon Services India Private Limited
	M/s. ITGI Medical Limited, Israel
	1. Over And Under Pericardium Covered Stent

2. Aneugraft Pericardium Covered Stent
	31-634-MD/2009-Dc
	MD-634
	14-01-2013

	28.
	M/s. DePuy Medical private Limited
	M/s. DePuy International Limited having factory premises at M/s. DePuy (Ireland), Ireland
	Sigma CR 150-Orthopaedic Knee Implant (Sterile)
	31-674-MD/2009-DC
	MD-674
	14-01-2013

	29.
	M/s. Heart Beat Intervention Private Limited
	M/s. Inspira MD Limited, Israel
	Coronary Stent System MGuard
	31-715-MD/2009-DC
	MD-715
	14-12-2013

	30.
	M/s. Coral Healthcare Private Limited
	M/s. Okamoto Rubber Products Co. Limited, Thailand
	Male Latex Condoms-Finished
	31-632-MD/2009-Dc
	MD-632
	14-12-2013

	31.
	M/s. Depuy Medical Private Limited
	M/s. DePuy Orthopaedics Inc, USA having factory premises at M/s. DePuy (Ireland) Limited, Ireland
	S-Rom Hip System-Sleeves & Hip Stems + 5
	31-130-MD/2006-DC (Re-reg. 2009)
	MD-130
	30-11-2012

	32.
	M/s. Emergent Medi-tech India Private Limited
	M/s. Medlogics Device Corporation, USA
	Cobra Coronary Stent System
	31-671-MD/2009-DC
	MD-671
	31-01-2013

	33.
	M/s. Venus Medical Products
	M/s. Eyekon Medical Inc, USA
	Intraocular Lenses-PMMA (DgR) Brand
	31-73-MD/2006-DC (Re-Reg. 2010) (PT-1)
	MD-73
	30-04-2013

	34.
	M/s. B. Braun Medical India Private Limited
	M/s. B. Braun Melsungen AG, Germany having factory premises at M/s. B. Braun Medical Industries, Malaysia
	1. Measured Volume IV Set-Dosifix

2. Blood Transfusion Set- Sangofix

3. Epidural Anaesthesia Needle- Perican

4. IV Cannula with Port- Vasofix/Vasofix Safety

5. IV Cannula without Port- Introcan/Introcan Safety

6. SPINOCAN- Needle for spinal Anaesthesia

7. Intrafix primeline I.S.-I.V. Administration Set for Gravity Infusions

8. Pencan/Pencan Paed Pencil Point Needle for Spinal Anaesthesia

9. Accucath- IV Cannula with Luer Lock and Injection Port


	31-147-MD/2006-DC (Re-Reg. 2010)
	MD-147
	31-01-2013

	35.
	M/s. Cook India Medical Devices Private Limited
	M/s. Cook Urological Inc, USA 
	1. Non-Vascular Catheters & Balloon Catheters for Urology

· Balloon Ureteral Dilator Sets.

· Ultraxx Nephrostomy Balloon.

· Ascend AQ Ureteral Dilation Balloon Catheter.

· Rectal Pressure Balloon Catheter.

· Condom Catheters.

· Open-End Ureteral Catheters.

· Pollack Open-End Flexi-Tip Ureteral Catheters.

· Urodynamics Catheters.

· Percutaneous Pigtail Nephrostomy Set.

· Percutaneous Malecot Nephrostomy Catheters & Sets.


2. Non-Vascular Catheters & Balloon Catheters for IVF

· Embryo Transfer Catheters.

3. Non-Vascular Catheters & Balloon Catheters for Gynaecology

· Insemi-Cath.

· Cornual Cannulation Sets.
· SOS Bakri Tamponade Balloon.
4. Ureteral Stent Sets

· Sof-Flex Double Pigtail Stent Set.

· Cook Double Pigtail Ureteral Stent Set.

· Silicone Filiform Multi Length Ureteral Stent Set.

· Urethral Stents.

5. Biopsy needles for Urology

6. Injection needles for Urology


	31-72-MD/2006-DC (Re-Reg. 2009)
	MD-72
	14-01-2013

	36.
	M/s. Cook India Medical Devices Private Limited
	M/s. Cook Incorporated, USA
	11 Products
	31-113-MD/2006-DC (Re-Reg. 2009)
	MD-113
	14-01-2013

	37.
	M/s. International Medical Device Private Limited
	M/s. CIMA technologies Inc, USA
	Ophthalmic Viscosurgical Device (NaHA)
Sodium Hyaluronate NaHA

(i) Ocu +
	31-667 (EF-232)-MD/2009-DC
	MD-232
	28-02-2010

	38.
	M/s. Coral Healthcare Private Limited
	M/s. Karex Industries Sdn. Bhd., Malaysia
	Male Latex Condom-Finished
	6-7/MD/07/2003-DC (re-Reg. 2009)
	MD-07
	31-01-2013

	39.
	M/s. Biotronik Medical device Private Limited
	M/s. Biotronik AG, Switzerland
	Pro-Kinetic Energy Coronary Stent System
	31-461-MD/2008-DC (PT-1)
	MD-461
	30-04-2011

	40.
	M/s. Cook India Medical Devices Private Limited
	M/s. Cook Biotech Incorporated, USA
	1. Surgisis® soft Tissue repair Grafts

a. BiodesignTM  Surgesis ® 8-LayerTissue Graft

b. BiodesignTM  Surgesis ® Hernia Graft
c. BiodesignTM  Surgesis ® 1-Layer Tissue Graft
d. Biodesign  Surgesis ® 4-Layer Tissue Graft
e. BiodesignTM  Surgesis ® Hiatal Hernia Graft
f. Biodesign  Surgesis ® Inguinal Hernia Graft
g. BiodesignTM  Surgesis ®Abdominal Lock Graft
h. BiodesignTM  Surgesis ®Staple Line Reinforcement
     2.   Biodesign Surgisis Anal Fistula Plug

     3.   Biodesign Surgisis Dural Graft

     4.  Biodesign Surgisis Uretheral Sling/Tension Free Urethral Sling

     5.  Biodesign Surgisis Anterior/Posterior Pelvic Floor Graft


	31-112-MD/2006-DC (Re-Reg. 2009)
	MD-112
	14-01-2013

	41.
	M/s. India Medtronic Private Limited
	M/s. Medtronic Inc, USA having factory premises at M/s. Medtronic BV, The Netherland
	Ensemble Transcatheter Valve Delivery System
	31-662-MD/2009-DC
	MD-662
	31-01-2013

	42.
	M/s. India Medtronic Private Limited
	M/s. Medtronic Sofamore Danek USA, having factory premises at M/s. Medtronic Sofamore Danek Manufacturing, USA
	1. Atlas® Cable System

2. Brayan® Cervical Disc System

3. MAV Motion Segment Replacement-A-MAV & O-MAV Artificial Disc Replacement

4. LT-CAGE® Lumber Tapered Fusion Device

5. Prestige® LP Cervical Disc System

6. ATLANTIS® Anterior Cervical Plate System

7. BASIS Spinal System

8. CD HORIZON® Spinal System

9. PYRAMESH® C Mesh

10. PYRAMESH® Implant System

11. VERTEX® Reconstruction Implants

12. ZEPHIR® Anterior Cervical Plate System

13. Dynamic Compression SMA Stapple System

14. TSRH® Spinal System

15. UCSS® Universal Cannulated Cortical Bone Screw

16. Colorado 2 Spinal System


	31-69-MD/2006-DC (Re-Reg. 2009)
	MD-69
	31-01-2013

	43.
	M/s. Biosensors Interventional Technologies India Private Limited
	M/s. Biosensors International Pte Limited, Singapore
	1. Central Venous Catheters and CVC Kits

2. Thermodilution Catheters/PA Monitoring Catheters/Biotray

3. Embolectomy Catheters

4. Bipolar Pacing Catheters


	31-712-MD/2009-Dc
	MD-712
	31-01-2013

	44.
	M/s. St. Jude Medical India Private Limited
	M/s. Radi Medical Systems AB, Sweden
	1. PressureWire Aeris including PressureWire receiver

2. PressureWire Certus
	31-727-MD/2009-DC
	MD-727
	14-01-2013

	45.
	M/s. Zimmer India Private Limited
	M/s. Zimmer GmbH, Switzerland
	Revitan Hip Stem
	31-644 (EF-171)-MD/2009-DC End-01
	MD-171
	31-07-2012

	46.
	M/s. Manju Enterprises Private Limited
	M/s. Natec Medical Limited, Mauritius
	PTCA Fialo Catheter
	31-273-MD/2007-DC (PT-1)
	MD-273
	30-06-2010

	47.
	M/s. Clinicare India Private Limited
	M/s. Owen Mumford Limited, UK
	Unifine Pentips-Compatible with leading brands of Insulin Delivery pens
	31-736-MD/2009-DC
	MD-736
	31-01-2013

	48.
	M/s. Abbott Healthcare Private Limited
	M/s. Abbott Vascular-Cardiac Therapies, USA having factory premises at M/s.Abbott Vascular, Ireland
	Xience prime EECSS (Xience Prime/Xience prime LL/Xience Prime SV)

*EECSS; Everolimus Eluting Coronary Stent System
	31-306-MD/2007-DC (End 02)
	MD-306
	30-06-2010

	49.
	M/s. St. Jude Medical India Private Limited
	M/s. St. Jude Medical Brazil Ltda, Brazil
	1. Pulmonary Valved Conduit SJM Biocor-All Sizes
2. Monocusp Conduit SJM Biocor-All Sizes

3. SJM Biocor Bovine pericardial Patch-All Sizes
	31-528-MD/2008-DC
	MD-24
	30-06-2012

	50.
	M/s. Manish Enterprises
	M/s. Zhejiang Fert Medical devices Co. Limited, China
	1. Epidural Kit 
2. Spinal Needle
	31-648-MD/2009-Dc
	MD-648
	14-01-2013

	51.
	M/s. Cardio Products Corporation
	M/s. On-X Life Technologies Inc, USA
	1. On-X Prosthetic Heart Valve (Aortic & Mitral)

2. On-X Conform-X prosthetic Heart Valve (Aortic & Mitral)
	31-721-MD/2009-Dc
	MD-721
	14-01-2013

	52.
	M/s. Interventional technologies Private Limited
	M/s. Mipro US Inc, USA
	The M-COR Modular Hip System
The Equator Plus Acetabular Cup System and Ceramic/metal Femoral Heads
	31-710 (E)-MD/2009-DC
	MD-710 (E)
	14-01-2013

	53
	M/s. Smith & Nephew Healthcare Private Limited
	M/s. Smith & Nephew Medical Limited, UK
	1. Allevyn Non-Adhesive
2. Allevyn Cavity

3. Intrasite Conformable
	6-4/FF/09/05-DC (Re-Reg 2009) (PT-1)
	FF-159
	30-04-2012

	54
	M/s. Smith & Nephew Healthcare Private Limited
	M/s. Smith & Nephew medical Limited, UK having factory premises at M/s. Allmed Medical Products Co. Limited, China
	Melolin
	31-727 (A)-MD/09-DC
	MD-727 (A)
	14-01-2013

	55
	M/s. Mn Solutions
	M/s. Trans1 Inc, USA
	1. AxiaLIF System

2. Trans1 Facet Screws (AxiaLIF 360)

3. AxiaLIF 2L System
	31-686-MD/2009-DC
	MD-686
	14-01-2013

	56
	M/s. Myovatec Surgical System
	M/s. Normed Medizin-Technik GmbH, Germany
	Maxillo Facial Implants (Titanium Plates & Screws)
	31-548-MD/2008-DC
	MD-548
	14-01-2013

	57
	M/s. Globe Bio-Medicals
	M/s. Alco-advance lightweight construction GmbH, Germany having factory premises at M/s. Alco Advanced Lightweight Construction GmbH, Germany
	Alex R Rapamycin Eluting PTCA Catheter
	31-568-MD/2006-DC (End-01)
	MD-568
	31-03-2010

	58
	M/s. Edwards Lifesciences India Private Limited
	M/s. Edwards Lifesciences Research Medical Inc, USA
	1. Catheters-Vent Catheters

2. Catheters-Antegrade Aortic Root Catheters

3. Catheters-Left Atrial Pressure Catheters

4. Venous Cannulae

5. Peripheral Access Cannulae

6. Aortic Perfusion Cannulae

7. Retrograde Cardioplegia Cannulae


	31-90-MD/2006-DC (Re-Reg. 2009)
	MD-90
	31-01-2013

	59
	M/s. Edwards Lifesciences India Private Limited
	M/s. Edwards Lifesciences AG, Switzerland
	Heart Valves-Carpentier Edwards Perimount Pericardial valves
	31-89-MD/2006-DC (Re-Reg. 2009)
	MD-89
	31-01-2013

	60
	M/s. Epsilon Eye Care Private Limited
	M/s. Eyekon Medical Inc, USA
	Intraocular Lenses
	31-73-MD/2006-DC (Re-Reg. 2010)
	MD-73
	30-04-2013

	61
	M/s. Becton Dickinson India Private Limited 
	M/s. Becton Dickinson and Company, New Jersy having factory premises at M/s. Becton Dickinson and Company, Ireland
	Pen Needles
	31-707-MD/2009-Dc
	MD-707
	14-01-2013

	62
	M/s. Becton Dickinson India Private Limited
	M/s. Becton Dickinson Medical Devices Co. Limited, China
	Sterile Intima II Closed IV Catheter
	31-96-MD/2006-DC (Re-reg. 2009)
	MD-96
	14-01-2013

	63
	M/s. Boston Scientific International
	M/s. Boston Scientific Corporation, USA having factory premises at M/s. Boston Scientific Corporation, USA
	Amplatz Super Stiff (Peripheral Interventional) Guidewire
	31-679-MD/2009-Dc
	MD-679
	14-01-2013

	64
	M/s. Zimmer India Private Limited
	M/s. Zimmer Inc, USA
	Patella Femoral joints
	31-641 (EF-170)-MD/2009-DC
	MD-170
	31-07-2012

	65
	M/s. Zimmer India Private Limited
	M/s. Zimmer Spine Inc, USA
	1. ST 360 Spinal Fixation System

2. Trinica/Trinica Select Cervical Plate System

3. Silhouette Spinal Fixation System
	31-220-MD/2006-DC (Re-Reg. 2009)
	MD-220
	14-01-2013

	66
	M/s. Toshbro Medicals Private Limited
	M/s. PhysIOL sa, Angleur
	Hydrophilic Acrylic IOLs

1. Microslim

2. H60 C/N

3. SlimFlex

4. SlimFlex-m 1.2.3

Hydrophilic Acrylic IOLs with Chromophore

1. YellowFlex

2. H60 C/Y

3. Micro AY

4. Slim AY 123
	31-616-MD/2009-DC
	MD-616
	14-12-2013

	67
	M/s. Stryker India Private Limited
	M/s. Benoist +Girard, France
	Orthopedic Implants:-

Total Hip Replacement Systems
	31-178-MD/2006-DC (Re-Reg. 2010)
	MD-178
	31-01-2013

	68
	M/s. PAT Pharma Consultants India Private Limited
	M/s. AGA Medical Corporation, USA
	1. Amplatzer TorqVue Delivery Systems (ITV)

2. Amplatzer TorqVue Low Profile Delivery System (TVLP)

3. Amplatzer TorqVue Delivery Systems with Pusher Catheter (ITVP)

4. Amplatzer TorqVue 45 x 45 Delivery Sheath (TV 45x45)

5. Amplatzer Cardiac Plug (ACP)

6. Amplatzer TorqVue Exchange System (EITV)


	31-709 (B)-MD/2009-Dc
	MD-709 (B)
	31-01-2013

	69
	M/s. Johnson & Johnson Limited
	M/s. Biosense Webster Inc, USA 
	1. Celsius RMT

2. Navistar ThermoCool

3. Navistar ThermoCool RMT

4. Lasso Deflectable Circular Mapping Catheter

5. Halo XP Diagnostic Deflectable Tip Catheter

6. Crista Deflectable Tip Electrophysiology Catheter

7. Celsius

8. Navistar RMT

9. Navistar RMT DS

10. Esophastar Esophageal Mapping Catheter

11. PentaRay High Density Mapping Catheter

12. Myostar Injection Catheter

13. Nogastar Catheter


	31-120-MD/2006-DC (Re-Reg. 2009)
	MD-120
	14-02-2013

	70
	M/s. Hester Diagnostics Private Limited
	M/s. Asahi Intecc Co. Limited, Japan having factory premises at M/s. Asahi Intecc Co. Limited, 3-100, Japan
	1. ASAHI INTECC Stride Microcatheter

2. ASAHI INTECC NEO’s PTCA Guide Wire

3. ASAHI INTECC G-STAGE PTCA Guiding Catheter

4. ASAHI INTECC Ma’sla JUST PTCA Dilatation Catheter

5. ASAHI Tornus Support Catheter

6. Asahi Intecc Sheathless Eaucath PTCA Guiding Catheter


	31-56-MD/2006-DC (Re-Reg. 2009)
	MD-56
	31-01-2013

	71
	M/s. Zimmer India Private Limited
	M/s. Zimmer dental Inc, USA
	Dental Implant

1. Tapered Screw-Vent dental Implant

2. Screw-vent Dental Implant

3. Implant MTX surface Swiss Plus
	31-254-MD/07-DC (Re-Reg. 2010)
	MD-254
	28-02-2013

	72
	M/s. Baxter India Private Limited
	M/s. Baxter Healthcare Corporation, USA
	Curved Applicator Tip 8cm & 10cm
	31-734 (A)-MD/2009-DC
	MD-734 (A)
	30-09-2010

	73
	M/s. Surgiplus
	M/s. Meditop Corporation, Malaysia
	Scalp Vein Set
	31-71-MD/2006-DC (Re-Reg. 2009)
	MD-71
	31-01-2013

	74
	M/s. Edwards Lifesciences India Private Limited
	M/s. Edwards Lifesciences LLC, USA
	1. Carpentier-Mccarthy-Adams IMR Etlogix Annuloplasty Ring with Holder (All Sizes& Models)

2. Geoform™ Annuloplasty Ring (All Sizes & Models)

3. Carpentier-Edwards® Classic Rings (All Sizes & Models)

4. Carpentier-Edwards® Physio Annuloplasty Ring (All Sizes & Models)

5. Cosgrove Edwards™ Annuloplasty Ring (All Sizes & Models)

6. Carpentier-Edwards® Bioprostheses


	31-93-MD/2006-DC (Re-Reg. 2009)
	MD-93
	31-01-2013

	75
	M/s. Cook India Medical Devices Private Limited
	M/s. Cook Endoscopy, USA
	Total 6 products
	31-45-MD/2006-DC (Re-Reg. 2009)
	MD-45
	14-02-2013

	76
	M/s. India Medtronic Private Limited
	M/s. Medtronic Inc, 710, USA having factory premises at M/s. Medtronic Inc, Medtronic cardiac Rhythm Management Rice Creek, 
	1. Attain Select System, Left-Heart Delivery System, model 6238TEL

2. Attain venogram Balloon Catheter, Model 6215
	31-87A-MD/2006-DC (Re-Reg. 2009)
	MD-87A
	14-02-2013

	77
	M/s. Stryker India Private Limited
	M/s. Stryker Trauma AG, Switzerland
	Orthopedic Implant: Internal Fracture System

1. Asnic III System

2. Matta Pelvic System

3. Numelock II System

4. Basic Fragment Set, Small Fragment Set, Plates, washers, pins, wires and screws 
	31-182-MD/2006-DC (Re-reg. 2010)
	MD-182
	280-02-2013

	78
	M/s. DePuy Medical Private limited
	M/s. DePuy International Limited, UK having factory premises at M/s. Europlaz technologies Limited, 
	Orthopaedic Implant

C-Stem Void Centraliser (Total Hip Replacement System)
	31-660-MD/2009-DC
	MD-660
	31-12-2012

	79
	M/s. Cook India Medical Devices Private Limited
	M/s. Cook Vascular Incorporated, USA having factory premises at M/s. Cook Medical Incorporated, USA
	1. Lead Extraction Products and Accessories

Components:

LIBERATOR® Locking Stylet

Byrd Dilator Sheath Sets, Polypropylene

Teflon Byrd Dilator Sheath Sets

Byrd Telescoping Stainless Steel Dilator Sheath Sets

Byrd Workstation™ Femoral Intravascular Retrieval Set

Preloaded Helical Loop Basket and Deflecting Tip Wire Guide

Curved 16Fr. Introducer Set Femoral

Tip Deflecting Wire Guide

Needle’s Eye® Snare Retrieval Sets

EVOLUTION® Mechanical Dilator sheath Sets

PERFECTA® Electrosurgical Dissection System

Accessories:

Coil Expander, Lead Clippers, Sof-Grip Hemostat, Stylet Wires, Pin Vise, Tip Deflecting Handle, BULLDOG® Lead Extender, Sheath Gripping Pad


	31-749-MD/2009-DC
	MD-749
	28-02-2013

	80
	M/s. Globus Medical India Private Limited
	M/s. Globus Medical, USA
	Non-Sterile Orthopedic Implants for Spine System:

Titanium Alloy

1. SUSTAIN Range of Spacer Implants

2. PROTEX Range of Stabilization System

3. ASSURE Range of Cervical plate System

4. PROTEX CT Occipito-Cervico-Thoracic System

5. XPAND Range of Spacers

6. REVERE Stabilization System

Peek Material

1. RETAIN Range of Radiolucent Spacer Implants

2. XPAND Range of Radiolucent Spacer Implants

3. SUSTAIN Range of Radiolucent Spacer Implants 

4. SECURE®-C Cervical Artificial Disc


	31-277-MD/2006-DC (Re-Reg. 2010)
	MD-277
	28-02-2013

	81
	M/s. Johnson & Johnson Limited
	M/s. Ethicon LLC, 
	1. Surgical Sutures: ETHILON nylon Sutures and NUROLON Nylon Sutures
2. Cardiovascular Sutures: ETHIBOND Polyester Sutures (w/wo needles), ETHIBOND EXCEL Polyester Suture (w/wo needles), PROLENE Polypropylene Suture, MERSILENE Polyester Fibre Sutures (w/wo needles), Stainless Steel Sutures (w/wo needles), and PRONOVA Poly (hexafluoropropylene- VDF) Suture
3. Ophthalamic Sutures: ETHIBOND sutures, ETHIBOND EXCEL Polyester Suture (w/wo needles), ETHILON nylon Sutures and NUROLON Nylon Sutures
4. SURGICEL Absorbable Haemostat, SURGICEL Fibrillar Absorbable Haemostat and SURGICEL Nu-Knit Absorbable Haemostat
5. INTERCEED (TC7) Adhesion Barrier

	31-738 (A)-MD/2009-DC
	MD-738 (A)
	28-02-2013

	82
	M/s. Tyco Healthcare India Private Limited
	M/s. kendall Kenmex, USA having factory premises at M/s. Kendall kenmex, mexico
	Cardio Thoracic Catheters

1. Trocar Catheter

2. Thoracic Catheter
	31-47-MD/2006-DC (Re-Reg. 2010)
	MD-47
	14-02-2013

	83
	M/s. Coral healthcare Private Limited
	M/s. Okamoto Rubber products Co. Limited, Thailand
	Male Latex Condoms-Finished
	31-632-MD/2009-DC
	MD-632
	14-01-2013

	84
	M/s. Johnson & Johnson Limited
	M/s. Cordis Europe N.V., The Netherlands
	PTA Dilatation Catheters

1. Opta* Pro

2. Slalom*

3. AMIIA*

4. Maxi LD*

5. SAVVY*

6. Cordis PALMAZ BLUE .14 Peripheral Stent System (Sterile)

7. Cordis Palmaz Genesis Peripheral Stent On Optapro .035” Delivery System (Sterile)

8. Cordis Palmaz Genesis Peripheral Stent On Slalom .018” Delivery System (Sterile)

9. Cordis Palmaz Genesis Peripheral Stent On Ammia .014” Delivery System (Sterile)

10. Cordis Palmaz Blue .018” Peripheral Stent System (Sterile)


	31-117-MD/2006-DC (Re-Reg. 2009)
	MD-117
	14-02-2013

	85
	M/s. Surgiplus
	M/s. Leventon
	I.V. Flow Regulator with & without infusion set i.e. Dosiflow
	31-742-MD/2009-Dc
	MD-742
	28-02-2013

	86
	M/s. Stryker India Private limited
	M/s. Howmedica International, Ireland
	Orthopedic Implants:-

1. Total Hip Replacement System- Exter

2. Modular Joint Replacement System

3. Total Knee Replacement System- Scorpio

Bone Cement:-

4. Antibiotic Simplex Bone Cement- (Containing Erythromycin Glucoheptonate and Collstin Sulphomethate Sodium)

5. Surgical Simplex P- Radiopaque Bone Cement


	31-177-MD/2006-DC (Re-Reg. 2010)
	MD-177
	28-02-2013

	87
	M/s. DePuy Medical Private Limited
	M/s. DePuy International Limited, UK having factory premises at M/s. DePuy Orthopaedic Inc, USA
	Orthopaedic Implant
PFC Sigma RPF Knee System (Sterile)
	31-668 (A)-MD/2009-DC
	MD-668 (A)
	31-12-2012

	88
	M/s. Stryker India Private Limited
	M/s. Stryker Endoscopy, USA
	Orthopedic Implants:-
Soft Tissue Fixation System
	31-183-MD/06-DC (Re-Reg. 2009)
	MD-183
	28-02-2013

	89
	M/s. Paramount Surgimed Limited
	M/s. Nanjing Shuangwei Biotechnology Co. Limited, China
	Orthopedic Fiberglass casting Tape/Splint
	31-746-MD/2009-DC
	MD-746
	14-02-2013

	90
	M/s. Advance Lifesciences Private limited
	M/s. Numed Inc, USA
	1. Balloon Tipped Cardiac Catheter
2. Angiographic Cardiac Catheter

3. Cheatham Platinum (CP) Stents-Bare-Covered
	31-201-MD/2006-DC (Re-Reg. 2010)
	MD-201
	14-02-2013

	91
	M/s. Globe Surgical
	M/s. Ortho-Medical GmbH, Germany
	Orthopeadics Implants
1. Plates

2. Screws
	31-372-MD/2007-Dc
	MD-372
	14-02-2013

	92
	M/s. Johnson & Johnson Limited
	M/s. Medos SARL, Switzerland
	CFS Fluid Drainage Catheters

1. Holter* Ventriculostomy Reservoir Systems

2. Accu-Flo* Catheters

3. Codman* Hakim Precision, Micro Precision, Programmable and Micro Programmable Value Systems

4. Codman* Medos Catheters

5. Codman* External Drainage Systems I, II, III

CFS Fluid Drainage Catheters impregnated with rifampin and clindamicin hydrochloride

6. Codman* Shunt products with Bactiseal

7. Codman* BactisealEVD Catheter Set

Intracranial Pressure Monitoring Systems

8. Codman* Microsensor Basic Kit, Bolt Kit & Skull Bolt Kit


	31-122-MD/2006-DC (Re-Reg. 2009)
	MD-122
	14-02-2013

	93
	M/s. Paramount Surgimed Limited
	M/s. Fuzhou Kanglite Surgical Plastic Cement Co. Limited, China having factory premises at M/s. No. 3th Industry District, China
	1. Foley Catheter (Latex/Silicone)
2. Endotracheal Tubes-Cuffed/Non-Cuffed/Reinforced/Tracheostomy
	31-647-MD/2009-DC
	MD-647
	28-02-2013

	94
	M/s. Tyco Healthcare India Private Limited
	M/s. Kendall-Gammatron Co. Limited, Thailand
	Curity Endotracheal tubes Cuffed & uncuffed
	31-748-MD/2009-DC
	MD-748
	28-02-2013

	95
	M/s. Vital Care Medical
	M/s. Atrium Medical Corporation, USA
	1. Family of Polypropylene Monofilament Surgical mesh (consisting of ProLite, ProLite Ultra and ProLoop)

2. iVena Vascular Patch
	31-583 (EF-524)-MD/2009-DC
	MD-524
	30-11-2011

	96
	M/s. Vital care Medical
	M/s. Atrium medical Corporation, USA having factory premises at M/s. Arthesys, France
	CINATRA Cobalt Chromium Coronary Stent System
	31-607 (EF-274)-MD/2009-DC
	MD-274
	30-06-2010

	97
	M/s. Stryker India Private Limited
	M/s. Howmedica Osteonics, Ireland
	Orthopedic Implants:
1. Total Hip Replacement System

2. Total knee Replacement System-Scorpio

3. Recon and Trauma Cable System-Dall Miles
	31-180-MD/2006-DC (Re-Reg. 2010)
	MD-180
	14-03-2013

	98
	M/s. Abbott Healthcare Private Limited
	M/s. Abbott Vascular Solutions 3200 Lakeside Drive, USA having factory premises at M/s. Abbott Vascular, vascular Solutions 26531, USA
	Total 9 products
	31-256A-MD/2006-DC (Re-Reg. 2010)
	MD-256A
	30-04-2013

	99
	M/s. B. Braun Medical India Private Limited
	M/s. Aesculap AG, Germany
	Orthopedic Implants:-

1. Total Hip Replacement System

2. Total Knee Replacement System

3. Targon Intramedullary Fixation System (Titanium)

Orthopedic Implants (Non-Sterile)

4. ABC Anterior Cervical Plating System

5. MACS TL System

6. S-4 Spinal System (Lumbar and Cervical)

Orthopedic Implants (Sterile)

7. A-Space Peek

8. Cespace Peek

9. Prospace Peek

10. T-Space Peek

11. Activ L Disc Prosthesis

12. Activ C disc Prosthesis


	31-169-MD/2007-DC (Re-Reg. 2010)
	MD-169
	14-03-2013


Registration Certificates issued for the following Medical Devices alongwith their manufacturing sites and Indian authorized

Agents 1st April 2010 to 30th April 2010.

	S. No.
	Name of Indian Agent
	Name of Manufacturer
	Name of the Device
	File No.
	R. C.  No.
	Validity of the Registration Certificate

	1.
	M/s. Hexacath India
	M/s. Hexacath 4, Passage Saint-Antonie 92508, Rueil-Malmaison Cedex, France having factory premises at M/s. Arthesys, 20, rue Traversiere 92230 Gennevilliers, France 
	Rafale PTCA Dilatation Catheter
	31-783-MD/2010-DC
	MD-783
	14-03-2013

	2.
	M/s. W.L. Gore & Associates (Pacific) Private Limited, Mumbai
	M/s. W.L. Gore & Associates Inc, USA having factory premises at M/s. W.L. Gore & Associates Inc, 301 Airport Road, USA
	1. Gore-Tex Suture
2. Gore Dualmesh Biomaterial

3. Gore Dualmesh Plus Biomaterial

4. Gore Mycromesh biomaterial 

5. Gore Mycromesh Plus Biomaterial

6. Gore Seamguard Bioabsorbable Staple Line Reinforcement

7. Gore Bioabsorbable Hernia Plug
	31-144-MD/2006-DC (Re-Reg. 2009)
	MD-144
	14-03-2013

	3.
	M/s. Span healthcare Private Limited, Bangalore
	M/s. Haemonetics Corporation, USA
	1. Apheresis Disposable Multi-component Collection System (MCS+and MCS3p)
• 995E-Extended Storage Platlet (ESP)/Plasma Aphresis Sets for use with MCS+

• 995E2-Extended Storage Platlet (ESP)/Plasma Aphresis Sets for use with MCS+

• 894A-Extended Storage Platlet (ESP)/Plasma Aphresis Sets for use with MCS3p

2. Apheresis Disposable: Automated cell processor (ACP 215)

• 225-Red Cells Glycerolization Disposable Sets for use with ACP 215 System

• 235-Red Cells De-Glycerolization Disposable Sets for use with ACP 215 System

3. Surgical Disposables: cell Saver 5/5+

• 236-Cell Saver 5/5+ Bowl Sets (225ml)

• 205-Cell Saver Collection Reservoirs

4. Surgical Disposables; OrthoPAT Perioperative Autotransfusion System

• 1150H-OrthoPAT Autotransfusion Sets


	31-611-MD/2009-DC
	MD-611
	30-03-2013

	4.
	M/s. Span Healthcare Private Limited
	M/s. Haemonetics UK Limited, 
	1. Apheresis Disposable: Multi-component Collection System (MCS + and MCS3p)
• 995E-Extended Storage Platelet (ESP)/Plasma Apheresis Sets for use with MCS+

•995E2-Extended Storage Platelet (ESP)/Plasma Apheresis Sets for use with MCS+

627-Disposable Fresh Frozen Plasma (FFP) Apheresis Sets for use with Haemonetics PCS2 and MCS3P Apheresis Systems
•994CF-E-Extended Storage Platelet/Apheresis Sets for use with Haemonetics MCS+
•941-Red Blood Cells & FFP Quality Plasma Apheresis Sets for use with Haemonetics MCS+Apheresis System

•942-Single Donor Cell Apheresis Sets for use with Haemonetics MCS +

•942F-Filtered Single Donor Cell Apheresis Sets for use with Haemonetics MCS+ Systems

• 946FF-MCS+ Platelet & Red Cells Sets W/LRF6H & RC1H Filters (LDPRBC) for use with Haemonetics MCS+

2. Therapeutic Disposable Multi-component Collection System (MCS+ and MCS3p)

• 971E-Peripheral Blood Stem cell Disposable Sets for use with Haemonetics MCS+

• 980E-Therapeutic Plasma Exchange Sets (TPE) (225ml Bowl) for use with Haemonetics MCS + System

• 981E-Therapeutic Plasma Exchange Sets (TPE) (125ml Bowl) for use with Haemonetics MCS + System
	31-612-MD/2009-Dc
	MD-612
	31-03-2013

	5.
	M/s. India Medtronic Private Limited, Vadodara
	M/s. Medtronic Inc, 710 Medtronic Park Way, NE Minneapolis, MN-55432, USA having factory premises at M/s. Medtronic Ireland Parkmore Business park West Galway, Ireland
	1. Talent Abdominal/AUI Stent graft with Xcelerant Hydro delivery System

2. Valiant Stent Graft with Xcelerant Delivery System
	31-64-MD/2006-DC (Re-Reg. 2009) (PT-IV)
	MD-64
	31-07-2012

	6.
	M/s. Bard India Healthcare private Limited
	M/s. bard Access Systems Inc, USA having factory premises at M/s. Bard Reynosa, mexico
	1. Hemo Dialysis Catheter
2. Chemo Therapy Catheter
	31-762 (A)/MD/2009-DC
	MD-762 (A)
	31-03-2013

	7.
	M/s. Becton Dickinson India Private Limited 
	M/s. Becton Dickinson and Company, 1 Becton Drive having factory premises at M/s. Becton Dickinson and Company, 1575 Airport Road
	1. Blood Collection Needles (Catalogue Number-367210, 367211, 367212, 367213, 367214, 367215, 368607, 368608, 368650, 368651)

2. BD Vacutainer Multiple Sample Leur Adapter (Catalogue No. 367290)
	31-658-MD/2009-DC
	MD-658
	31-03-2013

	8.
	M/s. Becton Dickinson India Private Limited
	M/s. Becton Dickinson Medical (Singapore) Pte. Limited, Singapore
	BD Vacutainer Flashback Needle
	6-7/MD-01/2002-DC (PT-1) (End01)
	MD-02
	12-03-2012

	9.
	M/s. Adison Equipment Company, New delhi
	M/s. Shandong Weigao Group Medical Polymer Co. Limited, China
	Disposable Syringe
	31-626-MD/2009-Dc
	MD-626
	31-03-2013

	10.
	M/s. India Medtronic Private Limited, Vadodara
	M/s. Medtronic Inc, 710 Medtronic Park Way, NE Minneapolis, MN-55432, USA having factory premises at M/s. Medtronic Ireland Parkmore Business park West Galway, Ireland
	Sprinter legend Over the Wire Balloon Dilatation Catheter
	31-64-MD/2006-DC (Re-Reg. 2009) End-V
	MD-64
	31-07-2012

	11.
	M/s. Boston Scientific International BV
	M/s. Boston Scientific Corporation, USA having factory premises at M/s. Boston Scientific Cork Limited, Ireland
	1. Equalizer Occlusion Balloon
2. CRE Balloon Dilation catheter

3. Rotalink Catheter (Percutaneous Transluminal Rotational Angioplasty Device)

4. Extractor Retrieval balloon (Triple Lumen Catheter)
5. Hurricane Rx Balloon Dilation (Double lumen Catheter)

6. Tracker Excel-14 Microcatheter

7. Excelsior Microcatheter

8. FasTracker-18 Microcatheter

9. Spinnaker Microcatheter
	31-163-MD/2006-DC (Re-Reg. 2009)
	MD-163
	31-03-2013

	12.
	M/s. Boston Scientific International BV
	M/s. Boston Scientific Scimed Inc, Two Scimed Place, USA
	1. PTCA Dilatation Catheter

2. Taxus Liberte Monorail Paclitaxel Eluting Coronary Stent System

3. Liberte Monorail Coronary Stent System
	31-518-MD/2008-DC (End-01)
	MD-518
	31-12-2011

	13.
	M/s. Boston Scientific International BV
	M/s. Boston Scientific Corporation, One Boston Scientific Place, USA having factory premises at M/s. Boston Scientific Corporation, 780 Brookside Drive, USA 
	1. Ultratome XL Spincterotome

2. Trapezoid RX Lithotripter Compatible Basket

3. Interject Injection Needle

4. Autotome RX Spincterotome

5. Microknife XL Sphincterotome

6. Combo Cath Cytology Brush

7. Tandem XL ERCP Cannula
	31-162-MD/2006-DC (Re-reg. 2009)
	MD-162
	31-03-2013

	14.
	M/s. Boston Scientific International BV
	M/s. Boston Scientific Corporation, USA having factory premises at M/s. Boston Scientific Ireland Limited, Ireland
	1. Carotid Wallstent Monorail

2. Promus Element Monorail (Everolimus Eluting Coronary Stent System)

3. Wallgraft Endoprosthesis

4. Symmetry Stiff Shaft balloon Dilatation Catheter

5. XXL Balloon Dilatation Catheter

6. Synergy balloon Dilatation catheter

7. Taxus Element Monorail (Paclitaxel Eluting Coronary Stent System)
	31-41A-MD/2006-DC
	MD-41A
	31-03-2013

	15.
	M/s. Johnson & Johnson Limited
	M/s. Codman and Shurtleff Inc, USA having factory premises at M/s. medos SARL, Switzerland
	CFS Fluid Drainage Catheters

1. Holter* Ventriculostomy Reservoir Systems

2. Accu-Flo* Catheters

3. Codman* Hakim Precision, Micro Precision, Programmable and Micro Programmable Value Systems

4. Codman* Medos Catheters

5. Codman* External Drainage Systems I, II, III

CFS Fluid Drainage Catheters impregnated with rifampin and clindamicin hydrochloride

6. Codman* Shunt products with Bactiseal

7. Codman* BactisealEVD Catheter Set

Intracranial Pressure Monitoring Systems

8. Codman* Microsensor Basic Kit, Bolt Kit & Skull Bolt Kit


	31-122-MD/2006-DC (Re-Reg. 2009)
	MD-122
	14-02-2013

	16.
	M/s. Vascular Therapeutics India Private Limited
	M/s. ev3 Inc, USA
	1. Protégé (All sizes/Models) (Protégé EverFlex, OTW 0.035, Rx, Tapered) (Self Expanding Nitional Stent Family) (Non-Cardiac)

2. paramount Mini GPS Stent System (Non-Cardiac)
3. SpideFx (Embolic Protection System)

4. Goose Neck Snare Catheters

5. VisiPro balloon Expandable Biliary Stent System

6. NanoCross .014 OTW PTA Dilatation Catheter

7. EverCross .035” OTW PTA Dialation Catheter
	31-51-MD/2006-DC (Re-Reg. 2009)
	MD-51
	31-03-2013

	17.
	M/s. Vascular Therapeutics India Private Limited
	M/s. ev3 Inc, USA having factory premises at M/s. Micro Therapeutics Inc, USA
	1. SilverHawk Peripheral Plaque Excision System

2. UltraFlow Microcatheter

3. HyperGlide Balloon MicroCatheter

4. Marathon MicroCatheter

5. NXT Coils

6. Echelon Microcatheter

7. Onyx (Artificial Embolization Device)

8. HyperForm Balloon Microcatheter
	31-51A-MD/2006-DC (Re-Reg. 2009)
	MD-51A
	31-03-2013

	18.
	M/s. Maquet Medical India private Limited
	M/s. Datascope Corp, USA
	1. Intra Aortic Balloon Catheter with insertion kit (10.5Fr, 8Fr, 7.5Fr, 7Fr, 5.5Fr, 4.5Fr of sizes 50cc/40cc/34cc/25cc/20cc/12cc/7cc/5cc/2.5cc)
	31-70-MD/2006-DC (Re-Reg. 2009)
	MD-70
	31-03-2013

	19.
	M/s. Hemant Surgical Industries Limited
	M/s. Weifang Kawa Medical products Co. Limited, China
	1. Infusion Set

2. Burette Infusion Set

3. Blood Transfusion Set
	31-591-MD/2009-Dc
	MD-591
	31-03-2013

	20.
	M/s. India Medtronic Private Limited
	M/s. Medtronic Vascular, USA
	Endurant Stent Graft System
	31-636 (EF-446)-MD/2008-DC
	MD-446
	30-04-2011

	21.
	M/s. B. Braun Medical India Private Limited
	M/s. Aesculap AG, Germany
	1. Vascular Grafts
1. Uni-Graft KDV

2. Protegraft DV 1900

3. VascuGraft PTFE

4. Silver Graft

2. Bonewax
3. Gelita Tampon
	31-168-MD/2007-DC (Re-Reg. 2010)
	MD-168
	31-03-2013

	22.
	M/s. B. Braun medical India Private Limited
	M/s. B. Braun  Melsungen AG, Germany having factory premises at M/s. B. Braun Medical AG, Switzerland
	Multidirectional stopcocks-Discofix-3
	31-659-MD/2009-DC End-01)
	MD-659
	31-07-2012

	23.
	M/s. Edwards Lifesciences India Private Limited
	M/s. Edward Lifesciences technology Sarl, 
	1. Vantex central Venous Catheters
2. Multi-Med central Venous Infusion Catheters

3. Swan Ganz Thermodilution Catheters

4. Introflex Percutaneous Sheath Introducers
	31-91-MD/2006-DC (Re-Reg. 2009)
	MD-91
	31-03-2013

	24.
	M/s. Tyco Healthcare India Private limited
	M/s. Mallinckrodt Medical, Ireland
	1. Tracheal Tubes
2. Tracheostomy Tubes
	31-419-MD/2008-DC (PT-1)
	MD-419
	31-03-2011

	25.
	M/s. India Medtronic Private limited
	M/s. Medtronic Sofamor danek, USA
	Infuse Bone Graft
	31-69B-MD/06-DC (Re-Reg. 2009)
	MD-69B
	14-04-2013

	26.
	M/s. Hemant Surgical Industries Limited
	M/s. Haiyan Kangyuan Medical Instrument Co. Limited, China
	Foley Catheter
	31-740-MD/2009-DC
	MD-740
	14-04-2013

	27.
	M/s. Vital Care Medical
	M/s. Atrium Medical Corporation, USA having factory premises at M/s. Arthesys, France
	Cinatra Cobalt Chromium Coronary Stent System
	31-607-MD/2009-DC
	MD-607
	14-04-2013

	28.
	M/s. DePuy Medical Private limited
	M/s. DePuy Orthopaedics Inc, USA 
	1. Duraloc Uncemented Cup-System-Cancellous Bone Screws
2. PFC Sigma Knee System

3. DePuy MBT Revision (Tray Cemneted, Keel Tray, Tibial Augments, Tibial Tray & Kits)

4. LPS Hinged Tibial Inserts
	31-128-MD/2006-DC (Re-Reg. 2009)
	MD-128
	14-04-2013

	29.
	M/s. Inmito
	M/s. Cosman medical Inc, USA
	RF Cannula
	31-685-MD/2009-DC
	MD-685
	14-01-2013

	30.
	M/s. Surgimed
	M/s. Balt Extrusion, France
	1. Interventional Neuroradiology Catheters

2. Leo+stents (Intra-cerebral auto expansible stent)

3. SILK Stent

4. Channel Stent 

5. Sorcerer/Steel Guidewires
	31-203-MD/2006-DC (Re-Reg. 2010)
	MD-203
	14-04-2013

	31.
	M/s. B. Braun Medical India Private limited
	M/s. B. Braun Medical, France
	1. Access Ports

• Celsite

• Celsite Implantofix

2. VenaTech LP-Vena Cava Filters

3. Tempofilter II-Vena Cava Filters
	31-160-MD/2006-DC (Re-Reg. 2009)
	MD-160
	31-03-2013


Registration Certificates issued for the following Medical Devices alongwith their manufacturing sites and Indian authorized

Agents 1st May 2010 to 30th June 2010.

	S. No.
	Name of Indian Agent
	Name of Manufacturer
	Name of the Device
	File No.
	R. C.  No.
	Validity of the Registration Certificate

	1.
	M/s. B. Braun Medical (India) Private Limited
	M/s. B. Braun Melsungen AG, Germany having factory premises at M/s. Dragon Heart Medical devices Co. Limited, China
	Ecofix Air-I.V. administration sets for gravity infusion, vented
	6-4/FF/54/06-DC (Re-Reg. 2010)
	FF-422
	14-04-2013

	2.
	M/s. St. Jude Medical India Private Limited
	M/s. St. Jude Medical-Cardiac Rhythm Management Division, USA
	1. CPS Aim SL Slittable Inner Catheter and Accessories

a. CPS Aim SL Valve Bypass Tool

b. CPS 4F Slitter

2. CPS Duo Left heart lead Delivery System and Accessories

a. CPS Implant Kit

b. CPS Slitter

c. CPS Valve Bypass Tool SL

d. CPS Valve Bypass Tool PL 


	31-300-MD/2009-DC (PT-1)
	MD-300
	30-06-2010

	3.
	M/s. DePuy Medical private Limited
	M/s. DePuy Mitek, USA having factory premises at M/s. DePuy Mitek SARL, Switzerland
	Total 24 Products
	31-124-MD/2006-DC (Re-Reg. 2009)
	MD-124
	31-10-2012

	4.
	M/s. Becton Dickinson India Private Limited
	M/s. Becton Dickinson & Company, UK
	BD Vacutainer Multi Sample Needles
	31-722-MD/2009-DC
	MD-722
	14-04-2013

	5.
	M/s. WorldMed Equipments Private limited
	M/s. CID S.r.l., Italy
	1. Janus Flex Carbostent (Drug Tacrolimus eluting coronary stent 230µ/cm2) (o2.5 e 2.75mm, o3.0 e 3.5mm, o4.0mm)
2. Chrono Carbostent (Cardiac Stent) (2.5-2.75mm, 3.0-3.5mm, 4.0mm)

3. Carbostent Tecnic Plus (Cardiac Stent) (o2.25, 2.5 e 2.75mm, o3.0 e 3.5mm, o4.0mm, o4.5mm)

4. Aria Pegaso SCRX (Balloon Catheter)
	31-06-MD/2006-DC (Re-Reg. 2009)
	MD-06 
	14-04-2013

	6.
	M/s. India Medtronic Private Limited
	M/s. Medtronic Inc, USA having factory premises at M/s. Medtronic Vascular, USA
	1. Everest Inflation device and Accessories 

(Piton Y adaptor, Guidewire insertion tool and Torque Handle)

2. Input Teflon Sheath (TS) Introducers with Introducer Accessories (Needle/Cannula, Guidewire, Dilators, Obturators, Sterile Sleeves, and Adapter/Occluders)

3. Input Pebax  Sheath (PS) Introducers with Introducer Accessories (Needle/Cannula, Guidewire, Dilators, Obturators, Sterile Sleeves, and Adapter/Occluders)

4. Pulmonary Wedge Pressure Catheter (PWP)

5. Brockenbrough Needle (PWP)


	31-63-MD/2006-DC (Re-Reg. 2009) (End 01)
	MD-63
	31-08-2012

	7.
	M/s. B. Braun Medical (India) Private Limited
	M/s. B. Braun Melsungen AG, Germany
	1. Fluid Filters

• Intrapur Lipid

• Sterifix
	31-146-MD/2006-DC (Re-Reg. 2009) (End 01)
	MD-146
	30-11-2012

	8.
	M/s. Stryker India Private Limited
	M/s. Howmedica Osteonics Corporation, USA
	         Orthopaedic Implants:-

1. Hip Endoprosthesis System – UHR Universal Head Bipolar System

2. Total Knee Replacement System – Scorpio

3. Modular Joint Replacement System – MRS

4. Total Hip Replacement System – Trident Acetabular Hip System

5. Total shoulder System – Solar Total shoulder System

6. Acetabular Devices – Restoration Gap II


	31-186-MD/2007-DC (Re-Reg. 2010)
	MD-186
	30-04-2013

	9.
	M/s. Event Medi Systems
	M/s. Acrostak (Schweiz) AG, Switzerland
	1. Across CTO PTCA Balloon Catheter
2. Across HP PTCA Balloon Catheter

3. Grip[ PTCA Balloon Catheter

4. Genie Catheter
	31-754B-MD/2009-DC
	MD-754B
	30-04-2013

	10.
	M/s. Abbott Healthcare Private limited
	M/s. Abbott Vascular, USA
	RX Herculink Elite Peripheral Stent System 
	31-256A-MD/2006-DC (End 01)
	MD-256A
	30-04-2013

	11.
	M/s. S.P. Dental
	M/s. Bredent Medical GmbH & Co, Germany
	1. Dental Implants Blue-Sky, Made from Titanium Grade 4 KV
2. Dental Implants white Sky, made from Zirconiundioxid
	31-633-MD/2009-Dc
	MD-633
	30-04-2013

	12.
	M/s. Tyco Healthcare India Private Limited
	M/s. kendall a division of Tyco Healthcare Group LP, USA having factory premises at M/s. Nellcor Puritan Bennett Mexico, Mexico
	1. 100% Silicone Foley Catheter (Brand Name: Dover)
2. Silicone Thoracic Catheter (Brand Name: Argyle)
	31-49-MD/2006-DC (Re-Reg. 2010)
	MD-49
	30-04-2013

	13.
	M/s. Vascular Therapeutics India private Limited
	M/s. ev3 Inc, USA having factory premises at M/s, Micro Therapeutics Inc, USA
	SilverHawk Peripheral Plaque Excision System
	31-624-MD/2009-DC
	MD-624
	14-05-2013

	14.
	M/s. Heart Beat Intervention private limited
	M/s. Inspire MD Limited, Israel
	Coronary Stent System MGuard™
	31-715-MD/2009-DC
	MD-715
	14-01-2013

	15.
	M/s. Oncocare Scientific Private Limited
	M/s. Integral Medical products Co. Limited, China 
	FoleySil-Silicon Foley Catheter
	31-223-MD/2006-DC (Re-Reg. 2009)
	MD-223
	30-04-2013

	16.
	M/s. Bard India Healthcare Private limited
	M/s. Bard Sdn. Bhd. Malaysia
	1. Foleys Catheter
• Bardia Foley Catheter

• Bard Foley Catheter

• Bardic Foley Catheter
	31-193-MD/2006-DC (Re-Reg. 2010)
	MD-193
	14-05-2013

	17.
	M/s. Bard India Healthcare Private Limited
	M/s. CR Bard Inc, USA
	ELECTROPHYSILOGY DIAGNOSTIC CATHETER
•Woven Diagnostic Electrode Catheter

•Woven Flexie Diagnostic Electrode Catheter

•Orbiter Diagnostic Electrode Catheter

•Orbiter PV Steerable Electrode Catheter

•Orbiter ST Diagnostic Electrode Catheter

•Viking Diagnostic Electrode Catheter

•Viking Soft Tip Diagnostic Electrode Catheter

•Dynamic Tip Steerable Electrode Catheter

•Dynamic XT Steerable Electrode Catheter

•EP XT Steerable Electrode Catheter

•NBIH Pacing Electrode Catheter

•Goetz Bipolar Pacing Electrode Catheter

•Semi Floating Bipolar Pacing Electrode Catheter

•Special Care Bipolar Pacing Electrode

•Balloon Flow Assisted Bipolar Electrode Catheter

•Balloon Pacing Bipolar Electrode Catheter

	31-192-MD/2006-DC (Re-Reg. 2010)
	MD-192
	14-05-2013

	18.
	M/s. Bard India Healthcare Private limited
	M/s. Bard Peripheral Vascular Inc, USA
	PHERIPHERAL BALLOON CATHETER

Atlas PTA Balloon Dilatation Catheter

Conquest PTA Balloon Dilatation Catheter

Centurion PTA Balloon Dilatation Catheter

Ultraverse PTA Balloon Dilatation Catheter

Opti Plast XL Xtra Large PTA Balloon Dilatation Catheter

Opti Plast XT Xtra Thin PTA Balloon Dilatation Catheter

Dorado PTA Balloon Dilatation Catheter

Vaccess PTA Balloon Dilatation Catheter

CARDIO VASCULAR GRAFTS

Straight Graft
Carboflo Graft
Stepped Graft
Tapered Graft
Distaflo Bypass Graft
Venaflo II Vascular Graft
Venaflo Vascular Graft
Dynaflo  Bypass Graft
VENA CAVA FILTER

G2X Filter System
Simon Nitinol Filter System

	31-191-MD/2006-DC (Re-Reg. 2010)
	MD-191
	14-05-2013

	19.
	M/s. Smith & Nephew Healthcare Private Limited
	M/s. Smith & Nephew Orthopaedics AG, Switzerland
	1. Orthopedic Hip Implants
2. Orthopedic Knee Implants

3. Orthopedic Shoulder Implants
	31-690-MD/2009-Dc
	MD-690
	14-05-2013

	20.
	M/s. Abbott Medical Optics Private limited
	M/s. Abbott Medical Optics Inc, USA having factory premises at M/s. Ophtec B.V., Netherlands
	PMMA Intraocular Lenses
Verisys-VRSM50, VRSM60, VRSH50, VRSA54, Silicone Intraocular Lenses
	31-19-MD/2006-DC (Re-Reg. 2009)
	MD-19
	31-05-2013

	21.
	M/s. Abbott Medical Optics Private limited
	M/s. Abbott Medical Optics Inc, USA having factory premises at M/s. AMO Groningen BV, The Netherlands
	Silicone Intraocular Lenses:
Tecnis Multifocal IOL. Models: ZM900, ZMAOO
	31-17-MD/2006-DC (Re-Reg. 2009)
	MD-17
	31-05-2013

	22.
	M/s. Abbott Medical Optics Private limited
	M/s. Abbott Medical Optics Inc, USA having factory premises at M/s. AMO Puerto Rico manufacturing Inc, Puerto Rico
	1. Silicon Intraocular Lenses:
Tecnis : Z9002

2. Acrylic Intraocular Lenses:

Sensar : AR40e, AR40M, AR40E

ReZOOM : NXG1

Tecnis : ZA9003, ZCB00
	31-18-MD/2006-DC (Re-Reg. 2009)
	MD-18
	31-05-2013

	23.
	M/s. Abbott Medical Optics Private Limited
	M/s. Abbott Medical Optics Inc, USA having factory premises at M/s. Aaren Scientific Inc, USA
	PMMA Intraocular Lenses
Duralens II Intraocular Lens: Models 52, 53, 60, 60N, 60L, 65T
	31-20-MD/2006-DC (Re-Reg. 2009)
	MD-20
	31-05-2013

	24.
	M/s. Indian Orthocare Surgicals
	M/s. Jeil Medical Corporation, Korea
	“Leforte”-System-Titanium containing Non-sterile Bone Plates and Bone Screws (Oral & Maxillo Facial, Craniofacial, Neuro, Trauma & reconstruction)
	31-757-MD/2009-Dc
	MD-757
	14-05-2013

	25.
	M/s. Bard India healthcare Private Limited
	M/s. Bard Peripheral Vascular Inc, USA having factory premises at M/s. Bard Reynosa, Mexico
	BARD BIOPSY NEEDLE

Bard Magnum Disposable Biopsy Needle
Maxcore Disposable Biopsy Instrument
Bard Biopty Cut Disposable Needle
Bard Monopty Disposable Core Biopsy Instrument
Bard TruGuide Coaxial Biopsy Needle
Bard Coaxial Biopsy Needle
	31-755 (A)-MD/2009-DC
	MD-755 (A)
	14-05-2013

	26.
	M/s. W.L. Gore & Associates (pacific) Pte Limited
	M/s. W.L. Gore & Associates Inc, USA
	1. GORE VIABAHN Endoprosthesis

2. GORE EXCLUDER AAA  Endoprosthesis

3. GORE VIABIL Bilary Endoprosthesis

4. GORE VIATORR TIPS Endoprosthesis

5. GORE TAG Thoracic Endoprosthesis

6. GORE INTRODUCER Sheath

7. GORE PROPATEN Vascular Graft

8. GORE – TEX Vascular Graft

9. INTERING Vascular Grafts

10. GORE – TEX Cardiovascular Patches

11. GORE – TEX ACUSEAL Cardiovascular Patches

12. GORE PRECLUDE Pericardial Membrane

13. GORE PRECLUDE MVP Dura Substitute

14. GORE – TRI-LOBE Balloon Catheter (Catalogue No. BC2640, BCM1634, BCL2645)


	31-145-MD/2007-DC (Re-Reg. 2010)
	MD-145
	30-06-2013

	27.
	M/s. Becton Dickinson India Private limited
	M/s. Becton Dickinson and Company, NJ having factory premises at M/s. Becton Dickinson and Company, USA
	1. Push Button Blood Collection Sets

2. Safety-Lok Blood Collection Sets

3. BD Vacutainer passive Shielding Blood Collection Needles
	31-658-MD/2009-DC (End 01)
	MD-658
	31-03-2013

	28.
	M/s. Vasmed Technologies
	M/s. Vasmed Technologies, UAE
	ANGSTROM II, Cobalt Chromium Stent Mounted Track Plus RX Catheter
	31-350-MD/2007-DC (End-09)
	MD-350
	31-08-2010

	29.
	M/s. Dental Avenue (India) private limited
	M/s. Queisser Pharma GmbH & Co., Germany
	1. Protefix Adhesive Cream
2. Protefix Adhesive Powder

3. Protefix Adhesive Cushions

4. Protefix Adhesive Cleanser
	31-710 (D)-MD/2009-DC
	MD-710 (D)
	14-05-2013

	30.
	M/s. DePuy Medical private limited
	M/s. DePuy Spine Inc, USA having factory premises at M/s. DePuy Inc, USA
	1. BENGAL® Implant System
2. EXPEDIUMTM Spinal System
3. SLIM-LOC® Anterior Cervical Plate System
4. Titanium Surgical Mesh
5. SUMMITTM SI OCT Implant System
6. VIPER 2 System
7. Bengal Stackable Cage System

	31-288-MD/2006-DC (Re-Reg. 2010) (End 01)
	MD-288
	31-05-2010

	31.
	M/s. Johnson & Johnson Limited
	M/s. Cordis Corporation, USA having factory premises at M/s. Cordis de Mexico, Mexico
	Guiding Catheters

1. Cordis Outback LTD Re-Entry Catheter

2. Cordis FrontRunner XP CTO Catheter

3. Cordis Micro Guide Catheter XP

 Stent Systems

1.  Cordis Precise® PRO RXTM Nitinol Stent System

2.  Cordis Precise® RX Nitinol Stent System

3.  Cordis Palmaz Genesis Transhepatic Biliary Stent  (Sterile)

4.  Cordis Palmaz XL Stent (Sterile)

5.  Cordis S.M.A.R.T Nitinol Stent System (Sterile)

6.  Cordis S.M.A.R.T Control Nitinol Stent System (Sterile)


	31-115-MD/2006-DC (Re-Reg. 2009) (End 01)
	MD-115
	14-01-2013

	32.
	M/s. Johnson & Johnson Limited
	M/s. Biosense Webster Inc, USA having factory premises at M/s. Biosense Webster Inc, Mexico
	A. Fixed Curve Catheters

1. Quadrapolar

2. Compli

3. Avail

4. Decapolar

B. Deflectable Tip Catheter

5. Quadrapolar

6. Decapolar

7. Celsius DS

8. Celsius ThermoCool

9. Navistar

10. Navistar DS

11. EZ Steer Bi-Directional catheter

12. EZ Steer NAV Bi-Directional Catheter

13. EZ Steer NAV DS Bi-Directional Catheter
14. EZ Steer TheroCool Navigational catheter

15. EZ Steer ThermoCool Non Navigational catheter
	31-119-MD/2006-DC (Re-Reg. 2009)
	MD-119
	31-05-2013

	33.
	M/s. Teleflex Medical private Limited
	M/s. Teleflex Medical SDN. BHD, Malaysia
	1. Rusch, Endotracheal Tube (With/without Stylet)
2. Gibeck (Hudson RCI), Heat and Moisture Exchanger/Filter

3. Rusch, Tracheotomy Tube
	31-355-MD/2007-DC (PT) (End-01)
	MD-355
	30-06-2011

	34.
	M/s. J. Mitra & Bros.
	M/s. California Medical laboratories Inc, USA
	1. Arterial Cannulae
(a) Aortic Arch Cannulae (curved tip, flexible, straight tip)

2. Cardiopelgia Cannulae

(a) Aortic root Cannulae

(b) Vessel Cannulae

(c) Coronary artery perfusion cannulae

(d) Retrograde Cardioplegia cannulae

3. Venous Cannulae

(a) One piece venous return Cannulae

4. Vent Catheter

(a) Left Heart vent Catheter

5. Venous return catheter


	31-142-MD/2006-DC (Re-Reg. 20090
	MD-142
	31-05-2013

	35.
	M/s. Inor Orthopaedics
	M/s. Ceramisys Limited, UK
	Bio Ceramic (HA/TCP) Resorbable bone Graft Substitutes Blocks/Discs/Granules (Reprobone)
	31-30-MD/2006-DC (Re-Reg. 2009)
	MD-30
	31-05-2013

	36.
	M/s. Cosmotec Medicaments Private Limited
	M/s. Mentor Corporation, USA
	1. Gel Breast Implants
2. Smooth Tissue Expanders with Remote Dome
	31-618-MD/2009-Dc
	MD-618
	14-01-2013

	37.
	M/s. Hemant Surgical Industries Limited
	M/s. JMS Singapore Pte Limited, Singapore
	1. A.V. Fistulla Needle
2. Blood Line Tubing
	31-741-MD/2009-Dc
	MD-741
	14-06-2013

	38.
	M/s. Boston Scientific International BV
	M/s. Boston Scientific Corporation, USA
	1. Neuroform (Microdelivery stent system)
2. Atlantis SR PRO Coronary Imaging Catheter
	31-165-MD/2006-DC (Re-Reg. 2009)
	MD-165
	14-06-2013

	39.
	M/s. Fresenius Kabi India Private Limited
	M/s. Fresenius Kabi AG, Germany
	1. Sterile Disposable Infusion Sets for Single use;
Infudrop Air M-G; DEHP-free; 150cm; wit injection, infudrop Air 21 G; LL, Infudrop Air matic P, Infudrop Air M-P; 150cm, Infusrop Air G; mini spike (Peadflex Air G, Mini Spike), Medidrop Central vein pressure set, with Infusion set (Vegeflex set with infusion set)
2. Sterile Disposable Transfusion Sets for Single use: Sangodrop B; 200µm; 10cm2 injection
	6-7/MD/5/2003-DC (PT) (Re-Reg. 2010)
	MD-17
	31-05-2013

	40.
	M/s. Dhiti Biotech (India) private Limited
	M/s. Royal Fornia Medical Equipment Co. Limited, China
	Disposable Central Venous Catheter Kit
	31-750-MD/2009-Dc
	MD-750
	31-05-2013

	41.
	M/s. India Medtronic Private Limited
	M/s. Medtronic Inc, USA having factory premises at M/s. Medtronic Xomed Inc, USA
	Ossicular Reconstruction Implants (Ossicular Prosthesis)
	31-86-MD/2006-DC (Re-Reg. 2009)
	MD-86
	14-06-2013

	42.
	M/s. Boston Scientific International BV
	M/s. Boston Scientific Corporation, USA
	Guider Softip XF Guiding Catheter 5, 6, 7, 8 French
	31-164-MD/2006-DC (Re-reg. 2009)
	MD-164
	14-06-2013

	43.
	M/s. Becton Dickinson India Private Limited
	M/s. Becton Dickinson Infusion Therapy Systems Inc, USA having factory premises at M/s. Becton Dickinson Infusion Therapy Systems Inc, Mexico
	BD Angiocath Peripheral Venous Catheter
	31-301-MD/2007-DC (Re-Reg. 2010)
	MD-301
	30-06-2013

	44.
	M/s. Stryker India Private Limited
	M/s. Stryker Trauma AG, Switzerland
	Orthopedic Implant: Internal Fracture Fixation System
1. Matta Pelvic System

2. Numelock II System

3. Basic Fragment System, Small Fragment Set, Plates, Pins, Wires, Washers and Screws
	31-182-MD/2006-DC (Re-Reg. 2010)
	MD-182
	28-02-2013


Registration Certificates issued for the following Medical Devices alongwith their manufacturing sites and Indian authorized

Agents 1st July 2010 to 31st July 2010.

	S. No.
	Name of Indian Agent
	Name of Manufacturer
	Name of the Device
	File No.
	R. C.  No.
	Validity of the Registration Certificate

	1.
	M/s. Terumo Corporation
	M/s. Terumo Corporation, Japan
	Cardiac Stent

1. Tsunami Gold Coronary Stent System

Catheters
2. Ryujin Plus PTCA Dilation Catheter

3. Heartrail II Guiding Catheter

4. Radifocus Optitorque Angiographic Catheter

5. Radifocus Glidecath Angiographic Catheter

6. Progreat Micro Catheter System

Guide Wire
7. Radifocus Guidewire M

8. Radifocus Introducer II (containing mini guidewire)

9. Runthrough NS PTCA Guidewire

10. Crosswire NT/ Crosswire PTCA Guidewire


	31-141-MD/2007-DC (Re-Reg. 2010)
	MD-141
	14-06-2013

	2.
	M/s. St. Jude Medical India Private Limited
	M/s. St. Jude Medical Inc, USA
	1. Fast-CathTM Hemostasis Introducer- All Variations & All Sizes

2. Fast-CathTM Guiding Introducer- All Variations & All Sizes

3. Fast-CathTM Transseptal Guiding Introducer- All Variations & All Sizes

4. BRKTM Transseptal Needle- All Variations & All Sizes

5. Seal-AwayTM Introducer Kit- All Variations & All Sizes

6. AgilisTM NxT Steerable Introducer- All Sizes &Variations

7. SJMTM Transseptal Guiding Introducer- All sizes and variations

8. SJMTM Transseptal Vessel Dilator- All sizes and variations

9. SwartzTM Braided Transseptal Guiding Introducer- All sizes and variations

10. SJMTM Peel Away Introducers

11. GuideRight Guidewire- All sizes and Variations

12. Luer Cap; Hemostasis Valve Adapter; Vessel Dialtor; Repositioning Sleeve; Sheath    Obturator;   Contamination Cover/ Protection cap

	31-22-MD/2006-DC (Re-Reg.) (End-02)
	MD-22
	30-06-2012

	3.
	M/s. DePuy Medical Private Limited
	M/s. DePuy Spine Inc, USA 
	1. BENGAL® Implant System
2. EXPEDIUMTM Spinal System
3. SLIM-LOC® Anterior Cervical Plate System
4. Titanium Surgical Mesh
5. SUMMITTM SI OCT Implant System
6. VIPER 2 System
7. Bengal Stackable Cage System
	31-288-MD/2006-DC (Re-Reg. 2010)
	MD-288
	14-06-2013

	4.
	M/s. Zimmer India Private Limited
	M/s. Zimmer Inc, USA
	1. Trabecular Metal Revision Shell Liners

2. Trabecular Metal Acetabular Revision System Cage
	31-170-MD/2006-DC (Re-Reg. 2009) (End 02)
	MD-170
	31-07-2012

	5.
	M/s. Hemant Surgical Industries Limited
	M/s. JMS Singapore Pte Limited, Singapore
	1. Transfusion Set

2. Infusion Set

3. Scalp Vein Infusion Set
	31-741 (EF-08)-MD/2009-DC (End 01)
	MD-741 (EF-08)
	14-06-2013

	6.
	M/s. Cook India Medical Devices Private Limited
	M/s. Cook Endoscopy, USA
	Endoscopic Ligation Devices-Gastroenterology
	31-45-MD/2006-DC (Re-Reg. 2009) (End 01)
	MD-45
	14-02-2013

	7.
	M/s. Abbott Healthcare private Limited
	M/s. Abbott Vascular, USA
	RX Herculink Elite Peripheral Stent System
	31-256-MD/2006-DC (Re-Reg. 09) (End 01)
	MD-256
	14-02-2013

	8.
	M/s. Smith & Nephew Healthcare
	M/s. Smith & Nephew Orthopaedics, Switzerland
	1. Orthopedic Hip Implants

2. Orthopedic Knee Implants

3. Orthopedic Shoulder Implants
	31-692-MD/2009-DC
	MD-692
	30-06-2013

	9.
	M/s. Abbott Healthcare Private Limited
	M/s. Abbott Vascular Instruments Deutschland GmbH, Germany
	Omnilink Elite Peripheral Stent System
	31-58-MD/2006-DC (Re-Reg. 09) (End 01)
	MD-58
	30-06-2012

	10.
	M/s. Baxter India Private Limited
	M/s. Baxter Healthcare Corporation, USA
	1. Coseal Surgical Sealant Replacement Applicator
2. Coseal Surgical Sealant Extended Applicator
	31-686 (B)-MD/09-DC (End 01)
	MD-686 (B)
	30-09-2010

	11.
	M/s. DePuy Medical private Limited
	M/s. DePuy International Limited, UK
	Triloc II Cemented Cup (Sterile)
	31-132-MD/2006-DC (Re-Reg. 09) (End 01)
	MD-132
	31-10-2012

	12.
	M/s. DePuy Medical private Limited
	M/s. DePuy Spine SARL, Switzerland
	1. Leopard Implant System

2. Expedium Spinal System

3. Viper MIS Implants

4. Concorde Implant System

5. Eagle Plus Anterior Cervical Plate System

6. Eagle Plus Micro Anterior Cervical Plate System

7. Swift Plus Anterior Cervical Plate System

8. Skyline Anterior Cervical Plate System

9. Discover Artificial Cervical Disc
	31-287-MD/2007-DC (Re-Reg. 2010)
	MD-287
	30-06-2013


