Agents from Jan. 2013 to March 2013

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

Ltd., Plot No. 609, Survey/
Shed — 188 (Part),
Chumunda Comp.,
KasheliDistt. Thane
Bhiwandi — 421301
(Maharashtra)

Parkmore Business
Park, West, Galway,
Ireland

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

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

02) (End 2)

S.N | Name of Indian Agent Name of Manufacturer Name of the Device File No. R. C. No. | Date of Validity of the
0. Issue Registration
Certificate
1. M/s. Med-EL India Pvt. M/s. MED-EL 1. Mi 1000 Concerto/ 31-572-MD/08-DC (Re-Reg | MD-572 3-01-2013 | 15-02-2015
Ltd., 505, Fifth Floor, ElektromedizinischeGerat | Cochlelar Implant System 2011) (End 01)
Pragati House, 47-48, e GmbH, MED-EL
Nehru Place, New Delhi- Worldwide Headquarters,
110019 Furstenweg 77a,
Innsbruck, A-6020,
Austria
2. M/s. Smith & Nephew M/s. Smith & Nephew Inc, 1. Peri - Loc/ Bone 31-858-MD/2010-DC (Endl) | MD-858 3-01-2013 | 14-04-2014
Healthcarea Pvt. Ltd., 1450 Brooks Road, Plate System (Non
Bldg 2-3, & 15-17 Memphis, TN 38116, Sterile)
Rajlaxmi Complex, Opp. USA 2. TriGen/ Nail System
Hanuman Bus Stop, Having factory premises (Non Sterile)
Kalher, Thane — Bhiwandi | at M/s. Smith & Nephew
Road, Thane — 421302, Orthopaedics GmbH,
India Alemannenstrasse 14,
78532 Tuttlingen,
Germany
3. M/s. Phoenix Cardio Care | M/s. Cardionovum GmbH 1. Percision/ Cobalt 31-1204-MD/2012-DC MD-1204 | 3-01-2013 15-12-2015
India Pvt. Ltd., 53 Syed having factory premises Chromium Coronary
Amir Ali Avenue, Suit 3B, at Am Bonner Bogen 2, Stent System
3" Floor, Kolkata-700019 | 53227 Bonn, Germany
4, M/s. India Medtronic Pvt. M/s. Medtronic Ireland, 1. Valiant (Stent Graft 31-64-MD/2006-DC (Re-Reg | MD-64 8-1-2013 15-08-2015




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

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

1. Intra Ocular Leans/
C-Flex Intraocular Lens
(570C), Superflex
Intraocular Lens
(620H), C-Flex
Aspheric Intraocular
Lens (970C), Superflex
Aspheric
IntraocularLeans
(920H), T-Flex Aspheric
Introcular Lens
(573T/623T), M-Flex
Intraocular Leans
(580f/630f), M-Flex T
Intraocular Lens
(588f/638f),
SulcoflexAshphericintro
cular Lens (653L),
Sulcoflex Multifocal
Intraocular Lens (653f),
SulcoflexToric
Intraocular Lens (653T),
Sulcoflex Multifocal
Toriclmtraocular Lens
(6532)

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

MD-06

8-1-2013

15-12-2015

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

Taluka: Surat City, District:

Surat, Gujrat.

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

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

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

31-1104-MD/2012-DC

MD-1104

8-1-2013

15-02-2015




3. FIALO RX/
Percutaneous
Transluminal
Angioplasty
Catheter((Sterile/Non-
Sterile)

4. FIALO CTO RX/
Percutaneous
Transluminal
Angioplasty Catheter
(Sterile/Non-Sterile)
5. FIALO NC/
Percutaneous
Transluminal
Angioplasty Catheter
(Sterile/Non-Sterile)
6.Tamarin Blue/
Percutaneous
Transluminal Coronary
Anioplasty Catheter
(Sterile/Non-Sterile)

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

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

1. Total Hip
Replacement System
2. Total Knee
Replacement System
3. Targon
Intramedullary Fixation
System (Titanium)

4. ABC Anterior
Cervical Plating System
5. MACS TL System

6. S-4 System (Spinal
and MIS)

7.A-Space Peek
8.Cespace Peek
9.Prospace Peek

10. T-Space Peek

11. Active L Disc
Prosthesis

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

MD-169

23-01-2013

14-03-2016




12. Active C Disc
Prosthesis

8. M/s. Amardeep M/s. Solco Bio-Medical 4CIS PEED PLIF 31-383-MD/2007-DC (Re- MD-383 23-01-2013 | 31-07-2014
Enterprises, No 5-6, 3" Co. Limited, 34-6 CAGE SYSTEM/ Spinal | Reg 2011) End.2
Floor, Near Income Tax Keumam-ri, Seotan- Fixation Systm (Non
Building, Ashram Road, myeonPyengtaek, Sterile)
Ahamdabad-380 009 Gyenggi-do, 451852,
Korea
9. M/s. Zimmer India Pvt. M/s. Zimmer Inc, 1800 1. Zimmer Trabecular 31-170-MD/2006-DC (Re- MD-170 23-01-2013 | 31-01-2015
Ltd., 14" Floor, Tower-5B, | West Center Street, Metal/ Reverse Reg 02) (End. 06)
DLF Cyber Terrace, DLF Warsaw IN 46580, USA Shoulder System-Metal
Cyber city, Gurgaon. (Ti-6AlI-4V, Tantalum,
Co-CR-MO).
10. M/s. Vijai Dental Depot M/s. Safe & Simple s.r.1., 1. Dental Implant 31-1015-MD/2011-DC MD-1015 | 23-01-2013 | 15-12-2015
Pwvt. Ltd., Old No. 6, New having factory premises System with Abutment
NO.1, Chitra Enclave, at Corte del Meda, 27/ B-
First Floor, 6/5, SBI 31053 Pieve di siligo
Officers Colony, (TV), ltaly
Poonamallee High Road,
Chennai-60010
11. M/s. Chayagraphics M/s. Coeur Inc, 100 1. Syringes for Nemoto | 31-808-MD/2010-DC MD-808 23-01-2013 | 31-12-2015
(India) Pvt. Ltd., #249, 4™ Physicians Way, Suite Injectors
Main Road, Chamarajpet, | 200, Labanon TN 37090 2. Fluid Delivery
Bangalore-560018 having factory premises Product/ C455-0904
at M/s. Coeur Inc., 209
Creekside Drive,
Washington, NC 27889
12. M/s. Clairvoyance M/s. ThermopeutiX Inc., 1. Targeted Infusion 31-1165-MD/2012-DC MD-1165 | 28-1-2013 15-12-2015
Consulting, Flat No 801, having manufacture;ng Cathetr
8" Floor, IndraPrakash premises at 9951 B
Building, 21 Barakhamba Businesspark Ave., San
Road, New Delhi 110 001 | Diego, CA-92131, USA
13. M/s. Biomet Orthopaedic M/s. Biomet Deutschland 1. Bone Substitute 31-988-MD/2011-DC MD-988 28-1-2013 | 15-12-2015

India Pvt. Ltd., 2301,

Shanti Estate, Ghansham
Estate, National Highway
No. 8. Aslai, Tal: Daskroi

GmbH, Gustav-Krone-Str.

2, 14167 Berlin,
Germany, having factory
premises at M/s. Bioemt

Material (Synthetic
Calcium Phosphate)/
CALCIBONE-
3030050001,36030100




(N.A), Ahmedabad- France Sarl, Plateau de 001,
(Gujrat). Lautangne, 26903 3030200001
Valence Cedex 9, France CALCIBONE
GRANULES-
3030050001,36030100
001,
3030200001
14. M/s. B. Braun Medical M/s. B. Braun Medical, 1. Vena Cava Filter with | 31-160-MD/2006-DC (Re- MD-160 28-1-2013 31-03-2016
(India) Pvt. Ltd., Bldg B, 204, Avenue du Introducer System Reg 02)
Gala 1-10, Prerna MarechalJuin, 92100 2. Implantable
Complex, Boulogne, France having Vasscular access
AnjurPhataDapoda Road, | factory premises at M/s. Systems
Val Village, Bhiwandi B.Braun Medical, 30
421302, Maharashtra Avenue des Temps
Modernes, 86361
Chasseneuil, France
15. M/s. Toshbro Medicals M/s. PhyslOLsa, Liege 1. Hydrophilic Acrylic 31-616-MD/2009-DC MD-616 28-1-2013 15-12-2015
Pvt. Ltd., 8 Science Park, Allee Des, | Intraocular Lens
MohattaBhavan, Dr. E Noisetiers 4B-4031, Liege 2. Hydrophilic Acrylic
Morses Road Worli, Intraocular Lens with
Mumbai-400018, Chromosphores
Maharashtra.
16. M/s. DepuyMedidcal P. M/s. Medousinternaional 1. Moss Miami/ Spinal 31-1164-MD/2012-DC MD-1164 | 28-1-2013 | 15-12-2015

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

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

System Titanium Alloy
(Non-Sterile)

2. Expedium/ Spinal
System Litanium Alloy
(Non-Sterile)

3. Viper/Spinal System
Titanium & Stainless Steel
(Non-Sterile)

4. Eagle Plus/ Anterior
Cervical Plate System
Titanium Alloy ( Non-
Sterile)

5. Skyline/ Anterior
Cervical Plate System
Titanium Alloy (Non-Sterile)




6. Swift Plus/ Anterior
Cervical Plate System
Titanium Alloy ( Non-
Sterile)

7. Leopard/Spinal
System, PEEK (Non-
Sterile)

8. Concorde/ Spinal
System, PEEK (Non-
Sterile)

9. X-mesh/ Expandable
Cage System Titanium Ally
(Non-Sterile)

10. Surgical Mesh
Titanium (Non-Sterile)

17. M/s. Abbott Medical M/s. Abbott Medical 1. Tecnis/Toric Multifocal 31-17-MD/2006-DC(Re-Reg | MD-17 28-1-2013 31-05-2016
Optics Pvt. Ltd, No. 91, Opticus Inc. (Formerly 1-Piece Intraocular Lens/ 02)
G.N.T. Road, known as Advanced ZMT 150, ZMT225,
Madhavaram, Chennai- Medical Optics Inc.) 1700 | ZMT300, ZMT400)
600 110. E.St., Andrew Place, 2. Tecnis/ToricMonofocal
Santa Ana, California 1- Piece Intraocular Lens/
92705, USA having ZCT100, ZCT150, ZCT225,
factory premises at M/s. ZCT300, ZCT400)
AMO Groningen BV, Van
Swietenalaan 5, 9728 NX
Groningen, The
Netherlands
18. M/s. Cook India Medical M/s. Cook Ireland Ltd., 1. Echo Tip Ultra/High 31-358-MD/2007 ( Re-Reg MD-358 28-1-2013 31-10-2014
Devices Pvt. Ltd., 4/249 A, | Halloran Road, National Definition Endobronchial 2010) (End 1)
Rashim Enclave Technology Park, Ultrasound Needle/ ECHO-
Poonamallee High Road, Limerick, Ireland HD-22-EBUS-O and
Goparasanallur, ECHO-HD-22-EBUS-P
Kattupakkam, Chennai-
600056
19. M/s. Globe Bio-Medicals, M/s. Alco Advanced 1. AlisCR L605/Rapamycin | 31-04-MD/2006-DC (Re- MD-04 28-1-2013 | 15-02-2015

Room C/2,

JuhuAppartment, Near
S.N.D.T. Coollage, Juhu,
Mumbai-400049, Taluka:

Lightweight Constructions
GmbH, having factory
premises at Teplitzerst. 5,
14193 Berlin, Germany

Eluting Coronary Stent
System

2. Alex R/Rapamycin
Eluting Percutaneous

Reg-02)




Andheri West, Distt.:
Mumbai-Zone 6.

Transluminal Coronary
Angioplasty Cather

3. Alis 20/ Cardiac Stent
4. Alis 20/Sirolimus Coated
Stent

5. Alex/Coronary
Dilatation Catheter

20. M/s. Zimmer India Pvt. M/s. Zimmer Inc, 1800 1. Zimmer Natural Nail 31-170-MD-06-DC (Re-Reg | MD-170 28-1-2013 31-07-2015
Ltd., 14" Floor, Tower-5B, | West Center Street, System/ Nail Fixation 02) (End 09)
DLF Cyber Terrace, DLF Warsaw IN 46580, USA System-Stainless Steel
Cyber City, Gurgaon-
122002
21. M/s. Insightra Medical M/s. Insightra Medical 1. Ultra IABP/Intra Aortic 31-971-MD/20110-DC MD-971 29-1-2013 31-12-2015
India Pvt. Ltd., Office Inc., 9200 Irvine Centre Balloon Catheter Kit/
No.1, First Floor, Cosme Drive, Irvine, CA IMU7F-40, IMU7F-35,
Costa’s Nucleus, N.H. 17, | 92618,USA having IMU7F-30, IMU7F-25,
Porvorim Bardz-Goa- factory premises at M/s. IMU7F-20
403521 Life Science Outsorucing 2. Freedp,/Inguinal
Inc., 830, Challenger HerinaRepair
Street, Brea CA 92821,
USA
22. M/s. M/s. Syntacoll GmbH, 1. CollaGUARD/Collagen 31-1108-MD/2012-DC MD-1108 | 30-1-2013 | 31-12-2015
OptimusPharmaConsultim | having factory premises Membrance (Equine)/ 9 cm
g, at Donaustrabe 24, x 9 cm (FXEAE-011),
#1319, First Floor, 24™ A 93342 Saal / Donau, 9cm x 4,5 cm (FXEBE-
Main, 9" Block, Germany 011),
Jayanagar, Bangalore, 4.5cm x 4.5 cm (FXECE-
Tal: 5600609. 011),
3,6 cm x 1,8 cm (FXEDE-
011,
15 cm x 10 cm (FXEEE-
011),
20 cm x 15 cm (FXEFE-
011),
30 cm x 20 cm (FXEGE-
011)
23. M/s. Abbott Healthcare M/s. Abbott Vascular, 1. Omnilink 31-306-MD/07-DC (Re-Reg- | MD-306 30-1-2013 | 31-05-2013

Pvt. Ltd., 4 Corporate

3200 Lakeside Drive,

Elite/Peripheral Stent

10) (End 01)




Park, SionTrambay Road,
Chembur, Mumbai-
400071 Maharashtra

Santa Clara, California
95054, USA

Having factory premises
at M/s. Abbott Vascular,
Cashel Road, Clonmel,
County Tipperary, Ireland

System ( Cobalt chromium)

24, M/s. Boston Scientific M/s. Boston Scientific 1. Blazer Prime 31-1080-MD/2012-DC (End | MD-1080 | 30-1-2013 | 30-06-2015
India Pvt. Ltd., C-41, Corporation, One Boston | HTD/Temperaturea 01)
Ground Floor, Okhla Scientific Place, Natick Ablation Catheters
Industrial Area, Phase-lI, MA 01760-1537 USA (Cadiac)/ P5031TH,
New Delhi-110020. having premises at M/s. P5031THK2, P5031THN4,
Boston Scientific P5086TH, P5086THK2,
Corporation, 302 P5086THN4
Parkway, La Aurora, 2. Blazer Prime XP/
Costa Rica. Temperaturea Ablation
Catheters (Cadiac)/
P4500TH, P4500THK2,
P4500THN4, P4790HT,
P4790THK2, P4790THNA4,
P4770THK2.
25. M/s. Kirloskar M/s. InspireMD Limited, 3 1. MUGUARD Prime/ 31-1137-MD/2012-DC (End | MD-1137 | 30-1-2013 | 14-06-2015
Technologies Pvt. Ltd., D- | MenoratHamaor St. Tel Coronary Stent System — 01)
97-98, Ground Floor, Aviv 67448, Israel (Cobalt Chromium)
Lajpat Nagar Part-I, New
Delhi 110024
26. M/s. India Medtronic Pvt. M/s. 1. Vertex/Reconstruction 31-69-MD/06-DC(Re-Reg MD-69 7-2-2013 31-01-2016

Ltd. Plot No. 609,
Survey/Shed-188 (Part),
Chamunda Comp.,
Kasheli Village, Dist.
Thane, Bhiwandi 421301,
Maharsathra

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

System

2. CD Horizon/Spinal
System

3. Atlantis/Anterior
Cervical Plate Systm

4. Zephir/Anterior Cervical
System

5. Atlas/Cable System

6. Bryan/Cervical Disc
System

7. LT-CAGE/Lumber
Tapered Fusion Device

02)




8.Prestige LP/Cervical
Disc System

9. Pyramesh C/Titanium
Mesh

10. Pyramesh/Implant
Systm

11. TSRH/Spinal System
12. UCSS/Screw Set

13. Coloado 2/ Spinal
System

27. M/s. Abbott Medical M/s. Abbott Medical 1. Tecnis CL/Foldable 31-18-MD/06-DC (Re-Reg MD-18 7-2-2013 31-05-2016
Optics Private Limited. Optics Inc. (Formerly Sillicone Posterior Chamber | 02)
Known as Advanced Intraocular Lens (IOL)/
Medical Optic Inc.,) 1700 | ZN002
E.St. Andrew Place, 2. Sensar/Soff Acrylic
Santa Ana, CA 92705 Posterior Chamber
USA having factory Intraocular Lens (loL)/
premises at M/s. AMO AR40e, AR 40M. AR40E
Puerto Rico 3. 1-Pice Acrylic Posterior
Manufacturing Inc., Road | Chamber Intraocular Lens
402 North, Km 4.2, (IoL)/sensar/ AABOO
Anasco, PR 00610 USA 4. Tecnis/Foldable
Acrylic Intraocular Lens
(IoL)/ zA9003
5. Techis/1-Piece Acrylic
Posterior Chamber
Intraocular Lens (I0OL)/
ZCBO00
6. Tecnis/Mulitfocal 1-
Piece Intraocular Lens
(IoL)/: ZmMB0OO
7. Tecnis/Mulitfocal
Foldable Posterior
Chamber Intraocular Lens
(IOL)/ ZMA0O
28. M/s. India Medtornic Pvt. M/s. Medtronic Ablation 1. Achieve/Mapping 31-1030-MD/2011-DC MD-1030 | 7-2-2013 15-01-2016

Ltd. Plot No. 609,
Survery/Shed-188 (Part),
Chamunda Comp.,

Frontiers LLC, having
factory premises at 2210
Faraday Avenue Suite

Catheter/ 990063-015,
990063-020




Kasheli Village, Dist
Thane Bhiwandi-401301,
Maharashtra.

100 Carlsbad, CA 92008

29. M/s. 3M India Ltd., No. M/s. 3M HealthCare, St 1. 3M Scotchcast 31-1169-MD/2012-DC MD-1169 | 7-2-2013 15-01-2016
60/16, Huskur Road, Paul, Minnesota 55144- Premium/ Casting Tape
Electronic City, Bangalore- | 1000, USA having
560100 manufacturing premises
at M/s 3M HealthCare
Manufacturing Limited,
5500 Osanagi, Higshine-
Shi, Yamagata 999-3737,
Japan
30. M/s. Cook India Medical M/s. Cook Ireland Ltd, O 1. Injekt/Flexible Injection 31-358-MD/2007 (Re-Reg MD-358 11-2-2013 31-10-2014
Deveices Private Limited, Halloran Road, National Needle (Cysto)/ IC-607023 | 10) (End 02)
4/249 A, Rasim Enclave, Technology Park,
Poonamallee High Road, Limerick, Ireland
Goparasanallur,
Kattupakkam, Chennai-
600056.
31. M/s. Zimmer India Pvt. M/s. Zimmer Trabecular 1. Traneclar Metal TM-S 31-594-MD/2009-DC (Re- MD-594 11-2-2013 31-01-2015
Ltd., Plot No. B & B1, Metal technology Inc, 10 Fusion Device/Spinal Reg 2011) (End 02)
VanijyaNikunj, 7" Floor, Pomeroy Road, Fusion
Enkay Tower, Parsippany, New Jersy
UdyogVihar, Phase-V, 07054, USA
Gurgaon-122016,
32. M/s. Johnson & Johnson M/s. Cordis Corporation, 1. POWERFLEX PRO/ 31-115-MD/2006-DC (Re- MD-115 11-2-2013 14-01-2016
Ltd., J-1, Shree Arihant 14201, North West, 60th Percutaneous Reg 02) (End 03)
Complex, Vill.- Kalher, Avenue, Miami Lakes,
Thane-Bhiwandi Road, Florida, 33014, USA
Distt.- Thane. Having factory premises
at M/s. Cordis de Mexico
SA, de C.V., CalleCircuito
Interior Norte # 1820,
parque Industrial
Salvarcar, Ciudad Juarez,
Chihuahua 32575,
Mexico
33. M/s. Baush& Lomb Eye M/s. Baush& Lomb 1. SpfPort/ Aspheric Intra 31-11-MD/06-DC (Re-Reg MD-11 11-2-2013 | 16-01-2013

10




Care (I) Pvt.Ltd., Plot No.
13, Sector-34, Gurgaon

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

Ocular Lens (Ultraviolet
Light Absorbing)/ L161 SE,
L16 1 AO

2. Akreos/Aspheric Intra
Ocular Lens (Ultraviolet
Light Absorbing)/ adapt-ao

3.Akreos/Micro Incision
Intra Ocular Lens
(Ultraviolet Light
Absorbing)/ MI60

4. enVista/ Hydrophobic
Acrylic Intraocular Lens
(Ultraviolet Light
Absorbing)/ MX60

02)

34. M/s Vascular Concepts M/s. QualiMed Innovative | CLOT-VAC/ Thrombus MD-1185 19-02-2013 | 31-01-2016
Ltd., 7c, Doddaballapur Medizinprodukte GmbH, Aspiration Catheter (Non-
Industrial Estate, Boschstraf3 16, 21423 Sterile)
Doddaballapur, Bangalore | Winsen, Germany
- 561203 31-1185-MD/2012-DC
35. | M/s. DepuyMedidcal P. M/s. 1. Duraloc/ Cancellous 31-128-MD/2006-DC (Re | MD-128 19-02-2013 | 14-04-2016
Ltd., Shed No. A1/50, DePuyOrthopaedicsinc | Bone Screws Reg.02)
Paliki Room No. 10 9, , 700 Orthopaedic 2. Sigma/ Knee
100 Shed Area, Degam | pyjye \Warsaw, Indiana | Replacement System
;‘gﬁj‘?'(\%l's%;'_ b 72| 46581-0988, USA 3. DePuy MBT Revision/
having factory Tibial tray, Step Wedge &
premises at M/s. Sleeve 4,
DePuyOrthopaedicsinc | LPS/ HingeTibial Insert
, 325 Paramount Drive, | 5. Sigma/ High
Raynham, Performance Partial
massachusetts 02767, | Knee System
USA
36. | M/s. Becton Dickinson | M/s. Becton BD 31-722-MD/2009-DC MD-722 19-02-2013 | 14-04-2016

India Private Limited,
No. 34, Assisi Nagar,
West Thottam,
Madhavram, Chennai-

Dickinson & Co.,
Belliver Industrial
Estate, Plymouth
Devon, PL6 7BP, UK

VacutainerPrecisionGli
de/ Multi Sample
Needles

(Re Reg. 01)

11




51

37.

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

M/s. Ethicon LLC,

Road 183 Km 8.3, San
Lorenzo, Puerto Rico

100754, USA

1. Ethilon/ Suture W/

WO Needles
(Nylon) Non-
Absorable
2.Nurolon/ Suture
W/ WO Needles
(Nylon) Non-
Absorable

3. Ethibond Excel/
Suture W/ WO
Needles
(Polyster) Non-
Absorable

4. Prolene/ Suture
W/ WO Needles
(PolyProylene)
Non-Absorable
5.Mersilene/
Suture W/ WO
Needles
(Polyster) Non-
Absorable
6.Suture W/ WO
Needles (Surgical
Stainless Steel)
Non-Absorable

7. Pronova/
Suture W/ WO
Needles {Poly
(Hexafluoropropyl
ene-VDF)} Non-
Absorable

8. Mersilk/ Suture
W/ WO Needles

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

MD-
738(A)

19-02-2013

29-02-2016

12




(Braided/ Virgin
Silk) Non-
Absorable9.
Surgical/
Hemostat
(Oxidized
Regenerated
Cellulose) Non-
Absorbable
10.Interceed
(TC7)/ Adhesion
Barrier
(Gynaecological)
Absorbable

11. Prolene/ Soft
Mesh
(Polypropylene)
Non-Absorbable
12. Gynemesh
PS/ Soft Mesh
(Polypropylene)
Non-Absorbable
13. Dermabond/
Topical Skin
Adhesive

14. Dermabond
Advanced/
Topical Skn
Adhesive

15.
DermabondPrine
o/ Skin Closure
System

38.

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

M/s. Biosense Webster
Inc., 3333 Diamond

Webster/ Fixed
Curve Catheter

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

MD-119

19-02-2013

31-05-2016

13




Complex, Vill.- Kalher,
Thane-Bhiwandi Road,
Distt.- Thane.

Canyon Road, Diamond
Bar, CA 91765, USA
having factory premises

at M/s.
BiosenseWebster
Inc., Circuito Interior
Norte, # 1820,
Parque Industrial
Salvcar, Juracez,
Chihuaha, Mexico
32599

2. Celsius/

Deflectable Tip

Catheter

3. Celsius DS/

Deflectable Tip

Catheter

4, Celsius

Thermocol/

Deflectable Tip

Catheter

5. Navistar/

Deflectable Tip

Catheter

6. Navistar

Thermocol/

Deflectable Tip

Catheter

7. Webster/

Deflectable Tip

Catheter

8. Lasso/
Deflectable
Tip Catheter
9. Lasso
2515 NAV
Variable/
Deflectable
Tip Catheter

10. Websters

CSs/
Deflectable
Tip Catheter
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11. Thermo
Cool SF/
Deflectable
Tip Catheter
12. Preface/

Guiding
Sheath
39. M/s. Inmitomeditech M/s. 1. Porthales 4000/ 31-1075-MD/2012-DC MD-1075 | 19-02-2013 | 30-01-2016
Private Limited, 216-A, TricumedMedizintechnik Implantable port sytem with
HumayunPur, Safdarjung | GmbH, Rontgenstrabe catheters
Enclave, New Delhi- 7a, 24143, Kiel, Germany | 2. (IP 1000V/IP 2000V /
110029 Implantable infusion pumps
with Catheters
40. M/s. Cook India Medical M/s. Cook Ireland EchoTipProCore/ 31-358-MD/2007-DC (Re- MD-358 22-02-2013 | 31-10-2014
devices Private Limited, Limited, O'Halloran Road, | Ultrasound Biopsy Needle Reg. 2010) End 01
4/249A, Rasim Enclave National Technology (High Definition) / ECHO-
Poonamallee High Road, Park, Limerick, Ireland HD-19-C, ECHO-HD-22-C,
Goparasanallur, ECHO-HD-25-C
Kattupakkam, Chennai-
600056
41. | M/s. Edwards M/s. Edwards 1. Carpentier Edwards 31-89-MD/2006-DC (Re- | MD-89 25-02-2013 | 15-02-2016
Lifesciences (India) Lifesciences AG, Perimount Pericardial reg. 02)
Private Limited, Plot Altsagenstrasse 14, valves
No.-70, A-23, Ground CH-6048 Horw, 2. carpentier-Edwards
Floor, Rama Road Switzerland SAV
Industrial Area, New
Delhi - 110015
42. M/s. Shah Distributors # M/s. Micromeds.r.l., con 1.PDMS/ Silicon Oil 31-1217-MD/2012-DC MD-1217 26-02-2013 | 15-02-2016

37, 1dt Floor, Shah
Mansion, Station Road,
Opp-Clock Tower,
Davangere-577001,
Karnataka

sede in 00141, Italia,
VialeValpadana, 126,
B/2, CodiceFiscale -
073265770581

(Polydimethysiloxane)
2.MICRO SF6 Itraocular
Gas (SulphurHexafluroide)
3.MICRCO C3F8/
Intraouclar Gas
(Octafluoropropoane)

4.SILIBEND/ Silicon Rubber

Stripes
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43.

M/s. Baxter (India) Pvt.
Ltd., 2" Floor, Tower-C,
Building No.8, DLF Cyber
City, DLF Phase-lI,
Gurgaon — 122 002

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

1. 2C 1154KP/ CE
Multiratelnfusor SV
1.0, 2.0, 3.0 ml/h
2. 2C 1155KP/ CE
Multiratelnfusor2.0,
3.0, 5.0 ml/h
3.2C 9961K/ CE
Multirtaelnfusor LV
5,7,12 ml/h
4. 2C1702KP/ CE
Infusor SV 2 ml/h
5.2C1087KP/ CE
Infusor LV 1.5ml/h
6. 2C1008KP/ CE
Infusor LV 2 ml/h
7. 2C1009KP/ CE
Infusor LV 5 ml/h
8. 2C1063KP/ CE
Infusor LV 10 ml/h
9. 2C 1067K/ CE
Patient Control
module 2 ml
10.2C 1079K/ CE
Infusor Patient
Control Module 0.5
ml
11. 2C 1073KJP/
CE Half Day Infusor
5 mi/h

31-719-MD/2009-DC
(End.01)

MD-719

26-02-2013

14-02-2014

44.

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

M/s. Becton Dickinson
France SAS, BD Medical-
Pharmaceutical Systems,
11 rue Aristide Berges,
BP4, 38001 Le Pont-de-
ClaixCedex, France
having factory premises
at M/s. Becton
Dickinsonde Mexico S.A.
de C.V. Aut. Mexico-

Prefiiable Glass Barrel with
needles/ (BD Hypak™)

31-1226-MD/2012-DC

MD-1226

26-02-2013

31-01-2016
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Queretaro K.M. 37.5,
Parque Industrial
CuamatlaCuautitlanizcalli
, Esttado de Mexico, C.P.
54730, Mexico

45, M/s. Coloplast India M/s. Coloplast A/S, 1. Comfeel Plus/ Dressing 3-1124-MD/2012-DC MD-1124 | 26-02-2013 | 31-01-2016
Private Limited, G-8, 1st Holtedam 1, 3050 2. Biatain/ Foam Dressing
Floor, G-Block, Above Humlebaek-Denmark 3. Biatain/ Silver Dressing
HDFC Bank, HauzKhas having factory premises
Market, new Delhi-110016 | at M/s. Coloplast Hungary
KFT, Barina Street 1,
2890 Tata, Hungary
46. M/s. Nanz Med SCIENCE | M/s. Mediprep Inc., 8- Isopropyl Alcohool Prep 31-998-MD/2011-DC MD-998 26-02-2013 | 31-01-2016
Pharma (P) Ltd., P-17, 875, Wilson Road South, | Pads
lind Floor, Pandav Nagar, | Unit# 8, Oshawa, Ontario
Delhi - 110092 L1H, 8B1, Canada
47. M/s. Surgiplus, No. 02, 5" | M/s. TOP Surgical 1. TOP/ Sterile 30-602-MD/2008-DC (Re MD-602 26-02-2013 | 31-01-2016
Cross, Gnanaprakasam Taiwan Corp., 40, Hypodermic Reg.01)
Nagar, Puducherry — Huazhong RD, Daliao Syringes with
605008 Dist., Kaohsiung City 831, Needle (for single
Taiwan (R.O.C.) use)
2. TOP/ Sterile
Hypodermic
Syringes without
Needle (for single
use)
48. M/s. 3M India Ltd., Survey | M/.s. 3M Thailand Ltd., 3M Soft Cloth Dressing with | 31-886-MD/2010-DC MD-886 26-02-2013 | 31-01-2016

No. 48/3, K No.
927/912/897,
Hongasandra Village,
Hosur Road — Bangalore -
560068

12 Floor, Serm-Mit
Tower, 159 Asoke-Montri
Road, Klongtoey-Nua,
wattana, Bangkok 10110,
Thailand having factory
premises at M/s. 3M
Thialnad Ltd., 53/1 Moo
1, SoiSukhapibarn 2,
TambolRahaeng,
AmphurLardloomkaew,
Pathumthani 12140,

pad/ Surgical Dressing
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Thailand

49, M/s. Allergan Healthcare M/s. TSK Laboratory TSK Steriject Premium/ 31-1098-MD/2012-DC MD-1098 | 26-02-2013 | 31-01-2016
India Private Limited, Japan, 2-1-5, Hirayangi Disposable Hypodermic
ShriArhiant Comp., Bldg. Cho., Tochigi Shi Needle
No. H-1, Gala NO. 10, Tochigiken 328-0012,
Thane-Bhiwandi Road, Japan having factory
Dist Thane Bhiwandi premises at M/s. TSK
421302, Maharashtra Laboratory, Japan, Soja
No. 1 Factory 1485-11
Soja-Machi, Tochigi-Shi,
Tochigi-Ken, 328-0002,
Japan
50. M/s. India Medtronic M/s. Medtronic Inc, 710 | 1. DLP/ Pressure 31-68-MD/2006-DC (Re MD-68 01-01-2013 | 15-02-2016

Private Limited, Plot No.

609, Survey/Shed-188
(Part), Chamunda
Comp. Kasheli Village,
Dist-Thane, Bhiwandi-
421301

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

Monitoring Catheter

2. DLP/ Pressure
Catheter Placement Set
3.Bio-Medicus/ Femoral
Venous Cannula

4. Carpentier Bi-Caval,
DLP/ Femoral Venous
Cannula

5. Gundy, MiRCSP, DLP/
Femoral Venous
Cannnula

6. DLP/ Retrogrdae
Cannula 7.
VC2/ Mulitstage Venous
Cannula

8. MC2, MC2X, TM/
Multistage Venous
Cannula 9.
Ultraflex/ Multistage
Venous Cannula

10. DLP/ Single Stage
Venous Cannula

11. DLP/ Vessel Cannula

Reg.02)
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12. DLP/ Arteriotomy
Cannula

51. | M/s. India Medtronic M/s. Medtronic Infuse/ Bone Graft 31-69B-MD/2006-DC MD-69B 06-03-2013 | 14-04-2016
Pvt. Ltd., Plot No. SofamoreDanek, (Re Reg.02)
609, Survey/ Shed- USA Inc., 1800
188 (Part), Chamunda | Pyramid Place,
Comp., Kasheli Memphis TN
Village, Dist. Thane 38132ahving factory
Bhiwandi 421301, premises at M/s.
Maharashtra Medtronic
SofamoreDanek,
USA Inc., 4340
SwinneaMemphins
TN 38118
52. M/s. Boston Scientific M/s. Boston Scientific RotawireandWireCupTorqu | 31-1080-MD/2012-DC MD-1080 | 06-03-2013 | 30-06-2015
India Private Limited, C-41 | Corporation, One Boston | er/ Guidewire/ 22196-003, (End.02)
Ground Floor, Okhla Scientific Place, natick, 22824-002, 23239-001
Industrial Area, Phase-ll, MA 01760, USA having
New Delhi-110020 factory premises at M/s.
Boston Scientific
Corporation, 302
Parkway, Global Park, La
Aurora, Heredia, Costa
Rica
53. M/s. J.K. Ansell Limited, M/s. Fuji Latex Co. Kamasutra-Glow in The 31-1103-MD/2012-DC MD-1103 06-03-2013 | 15-02-2016
Plot No. G 35 & 36, MIDC, | Limited, 3-19-1 Kanda Dark/ Kamasutra Glow in
Waluj, Aurangabad- Nishiki-Cho, Chiyoda-Ku, | the Dark-Pink
431136 Tokyo 101-0054, Japan
having factory premises
at M/s. Fuji Latex Co.
Limited, Tochigi Plant 150
KO-Machi, Tochigi-Shi,
Tochigi Prefecture, Japan
328-0006
54. M/s. Stryker India Pvt. M/s. 1.Total Hip Replacement 31-180-MD/2006-DC (Re MD-180 08-03-2013 | 14-03-2016

Ltd., Khasra No. 191-193,

HowmedicaOsteonics

System (Trident, Screw,

Reg.02)
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Firs Floor, Asola Village,
FatehpurBeri, New Delhi

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

Synmax Hip Stem, Alumina,
Delta, Uni ADAPTOR,
Sleeve, Restoration
Modular Hip System,
Femoral Head, Accolade,
Omnifit, ABG)

2.Total Knee Replacemnet
System ( Scorpio)

3.Recon & Trauma Cable
System ( Dall Miles)

55. M/s. Becton Dickinson M/s. Becton Dickinson BD Emerald PRO/ 31-1033-MD/2011-DC (Re MD-1033 13-03-2013 | 31-03-2015
India Private Limited, No. SA, Ctra. Mequinenza s/n | Hypodermic Syringes (with Reg.01) End 02
34, Assisi Nagar, West 22520 Fraga, Huesca, needles)
Thottam, Madhavram, Spain
Chennai-51
56. M/s. Stryker India Pvt. M/s. Stryker Synchro/ Guidewires 31-1261-MD/2012-DC MD-1261 | 13-03-2013 | 15-02-2016
Ltd., Khasra No. 191-193, | Neurovascular, 47900
First Floor, Asola Village, Bayside Parkway,
FatehpurBeri, New Delhi Fremont CA 94538, USA
having factory premises
at M/s. Stryker
Neurovascular, 2405
West Orton Circle, West
Valley, UT 84119, USA
57. M/s. Carl Zeiss India M/s. Carl Zeiss Meditec Posterioe Chamber 31-1202-MD/2012-DC MD-1202 13-03-2013 | 29-02-2016
(Bangalore) Pvt. Ltd., Plot | AG, Goeschwitzeratrasse | Intraoucl;ar Lens
No.3, Jigani LINK Road, 51-52, 07745 Jena, (pseudophakic)
Bommsandra Industrial Germany having factory
Area, Bangalore - 560099 | premises at M/s. Carl
Zeiss Meditec AG, Max-
Dohrn-strasse 8-10,
10589 Berlin, Germany
58. M/s. Johnson & Johnson M/s. Mentor, 3041 Mentor/ Gel Breast 31-1064-MD/2011-DC (End | MD-1064 | 13-03-2013 | 30-06-2015

Ltd., J-1, Shree Arihant
Complex, Vill.- Kalher,

Thane-Bhiwandi Road,
Distt.- Thane.

Skyway Circle North,
Irving, Texas 75038, USA

Implants/ Smooth Round
Moderate Gel Filled Breast
Implant &Siltex Round
Modertae Gel Filled Breast
Implant

01)

20




59.

M/s. Vygon India

Private Limited, B-17,

Sector-34, Infocity,
Gurgaon

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

1. Leaderflex/ Single
Seldinger
Catheter

2. Mutican/ Multi
Lumen Seldinger
Catheter

3. Multistar/ Multi
Lumen Seldinger
Catheter

4. Lifecath/
Implantable
Catheter

5. Dualyse/ Double
Lumen Dialysis
Catheter

6. TrilyseCath/
Triple Lumen
Dialysis Catheter

7. Premicath/ Single
Lumen Catheter

8. Nutriline/ Single
Lumen Catheter

9. Epicutaneo Cava
Catheter/
Epicutaneo
Catheter Single
Lumen

10. Lifecath PICC/
Peripheral Single
Lumen Catheter

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

MD-195

13-03-2013

29-02-2016

60.

M/s Manju Enterprises
Pvt. Ltd., 28. Ist Floor,

JiaSarai, New Delhi -
110016

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

SolarFlex / Coronary Stent
System (Cobalt-Chromium)

31-895-MD/2010-DC

MD-895

14-03-2013

15-02-2016
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Africa 7700

61.

M/s. Globus Medical
India Private Limited,
14/0ld No. 8, 11th
Cross Street, Shastri
Nagar, Adyar, Chennai-
600020

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

1. Sustain/ Spacer

2. Sustain/
Radiolucent Spacer

3. Protex/ Stabilization
System (which
includes Accurod)

4. Assure/ Anterior
Cervical Plate
System

5. Protex-CT/CT
Cervicothoracic
Spinal System
(which also
includes CT
Additional Implants)

6. Xpand/ Corpectomy
Spacer

7. Xpand/ Radiolucent
Corpectomy Spacer

8. H-Link,/
Intergardted Rod

9. Revere/
Satbilization
System (which also
includes Uniplanar
Screws, Additional
Implants, Sacral
Plates)

10. Transition/
Stabilization
System

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

MD-277

22-3-2013

29-02-2016

62.

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

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

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

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

MD-385

22-3-2013

29-02-2016
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63. M/s. DepuyMedidcal P. M/s. DePuyOrthopaedics | 1.DVR/ Distal Volar Radius | 31-1265-MD/2013-DC MD-1265 | 22-3-2013 | 29-02-206
Ltd., Shed No. A1/50, Inc., 700 Orthopaedic Anatomical System (Non-
Paliki Room No. 1t0 9, Drive, Warsaw, Indiana Sterile) 2.F3/
100 Shed Area, Degam 46582, USA having Fragment Plating System
Road, G.I.D.C., Vapi, Tal: | factory premises at M/s. (Non-Sterile)
Pardi (Valsad)-396195. DePuyOrthopaedics Inc., | 3.DNP Dorsal Nail Plating
Depuy Motion SARL, Anatomical System (Non-
Chemin-Blane 38, Le Sterile)
Locle, CH-2400,
Switzerland
64. M/s. SandorMedicaids M/s. Genzyme Synvisc&Synvisc one/ 31-1240-MD/2012-DC MD-1240 | 22-3-2013 | 29-02-2016
Pwvt. Ltd., D. No. 8-2- Biosurgergy, A Division of | Hylan Polymer A & B G-F
326/5, Ground Floor, Genzyme Corportaion, 20 Prefilled Syringe-8mg/
Road No. 3, Banjara Hills, | 1125 Pleasant View ml
MCH Circle-10, Mandal, Terrace, Ridgefiled., NJ
Hyderabad Dist. - 07657, USA
500034
65. | M/s. Apothecaries M/s. Hoya Corporation, | HOYA iSertToric 31-701-MD/2009-DC (Re | MD-701 26-03-2013 | 30-11-2015

Private Limited, 579
Devli, east Sainik
Farms, New Delhi-
110062

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

/ Foldable Intra Ocular Lens

Reg.01) End.01
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