Statement Indicating Status on Grant of Approval by CLAA for Manufacture of Notified Medical

Devices from January 2009 to December 2009

Name of the Manufacturer

Product Licenced by CLAA

Manufacturing Licence No.
& Validity

M/s. Vascular Concepts (P)
Ltd.,

No.345, 14th Main Road, RMV
Extension, Bangalore-80

Cardiac Stents:

NN =

Coronary Stent System [Prolink LP]
Coronary Stent [Prolink]

Platinum Activated Stent [Propass]
Platinum Activated Stent System [Propass]
Coronary Stent [Prolink SV]

Coronary Stent System [Prolink SV]

PTCA Catheters [Speed]

Drug Eluting Stents:

1. Sirolimus Eluting Stent System [Pronova]

2. Sirolimus Eluting Stent System [Pronova XR]

3.

4. Double Lumen Balloon Dialation catheter-Accessories for Accur

Balloon Expandable Peripheral Stent [Prostar]

Balloon - Sty let, LA wire, Metal stretching Tube and Syringe [Accura
Balloon Catheter]
Balloon expandable Covered Stent [Prograft]

. Sirolimus + Cyclosporin Eluting Stent System [procomm]

Mfg. Lic. in Form 28
vide No. KTK/28/359/2006
(Nov., 2006 to Nov., 2011)




M/s Relisys Medical Devices
Limited,

Sy.No.312, Pocharam Road,
Mangalpally Village,
Ibrahimpatam Mandal, Ranga
Reddy Distric-501 510,
Andhra Pradesh.

Cardiac Stents:

1.
2.

3.

Cardiac Stents (ETO Sterilised) Legend [Bare Metal uncoated]

Cardiac Stents (ETO Sterilised) Legend Mini [Bare Metal uncoated,
Precrimped on the balloon]

Cardiac Stents (ETO Sterilised) Legend V [Bare Metal uncoated,
Precrimped on the balloon]

. Cardiac Stents (ETO Sterilised) Cobal + C Mini [Cobalt chromium

stent precrimped on the balloon]
Cardiac Stents (ETO Sterilised) Cobal + C [Cobalt chromium stent
precrimped on the balloon]

Drug Eluting Stents:

1.

2.

3.

Drug Eluting Stent (ETO Sterilised) Release-T Mini [Paclitaxel Eluting
Stents|

Drug Eluting Stent (ETO Sterilised) Release-T [Paclitaxel Eluting
Stents]|

Drug Eluting Stent (ETO Sterilised) Corel + C Mini [Paclitaxel loaded
on a porus carbon coated Cobalt Chromium Stent precrimped on the
balloon]

. Drug Eluting Stent (ETO Sterilised) Corel + C Mini [Paclitaxel loaded

on a porus carbon coated Cobalt Chromium Stent precrimped on the
balloon]

. LV. Cannula for Guide Wire Vascular Access Needle [Reference 18G

X 7Cmes.

Mfg. Lic. in Form 28
vide
No.19/RR/AP/2006/MD/G
(Nov.2006 to Nov.2011)




M/ s Eastern Medikit Limited,
195-196, Phase 1, Udyog
Vihar, Gurgaon

1. L.V. Cannula with various sizes and brand names
2. Catheters of various sizes and brand names

Orthopedic Implants

NN =

10.

11

Bone Screws and Washers (Wrought Stainless Steel)

Intra Medullary Nails (Wrought Stainless Steel)

Bone Plate (Wrought Stainless Steel)

Hip Joint (Wrought Stainless Steel)

Knee Joint (Wrought Stainless Steel)

Spinal Joint (Wrought Stainless Steel)

Bone Screws and Washers (Wrought Titanium 6-Aluminium 4-
Vanadium Alloy)

Intramedullary Nail (Wrought Titanium 6-Aluminium 4-
Vanadium Alloy)

Bone Plate (Wrought Titanium 6-Aluminium 4-Vanadium Alloy)
Hip Joint (Wrought Titanium 6-Aluminium 4-Vanadium Alloy)

. Knee Joint (Wrought Titanium 6-Aluminium 4-Vanadium Alloy)
12.

Spinal Joint (Wrought Titanium 6-Aluminium 4-Vanadium
Alloy)

Mfg. Lic. in Form 28
vide No. 634-B(H)
(May 2006 to May 2011)

M/ s Eastern Medikit Limited,
205, Phase 1, Udyog Vihar,
Gurgaon

1. I.V. Cannula with various sizes and brand names
2. Catheters of various sizes and brand names

Mfg. Lic. in Form 28
vide No. 638-B(H)
(Sept.2006 to Sept. 2011)

M/s. Mediplus India Limited,
1262, MIE, Bahadurgarh,
Haryana

1.

2.

I.V. Cannula with Injection Valve and Wings- of various sizes
and different Brand Names
Catheters of various types

Mfg. Lic. in Form 28
vide No. 646-B(H)
(June 2007 - May 2012)




M/s. Hindustan Syringes &
Medical Devices Ltd, 174-178,
Sector 25, Ballabgarh, India

[.V.Cannula of various sizes

Mfg. Lic. in Form 28
vide No. 636-B(H)
(Oct 2006 to Oct 2011)

7. Vitromed healthcare, A- 27, 1. I.V. Cannula with various sizes and brand names Mfg. Lic. in Form 28
Bais Godam Industrial Estate, 2. Catheters of various sizes and brand names vide No. RAJ-2346
Jaipur, Rajasthan 3. Scalp Vein Sets (Feb 2007 to Feb 2012)

8. M/s Polymedicure Limited, 1. LV. Cannula of various sizes Mfg. Lic. in Form 28
Plot No. 104-105, Sector-59, 2. Catheters of various sizes vide No. 644-B(H)
HSIDC Indl. Estate, (May 2007 to May 2012)
Ballabhgarh

9. Polymedicure Limited, Plot 1. LV. Cannula of various sizes Mfg. Lic. in Form 28
No. 115, Sector-59, HSIDC 2. Catheters of various sizes vide No. 627-B(H)
Indl. Estate, Ballabhgarh (Sept.2006 to Sept. 2011)

10. | M/s B. Braun Medical (I) Pvt. 1. Right Heart Catheters (Brand Names- Corodyn P1/ Corodyn P2/ Mfg. Lic. in Form 28

Limited, Plot No.P-II, 1st
Avenue Mahindra World

City, Kancheepuram District
603 002.

Corodyn TD/ Corodyn TD-1/ Corodyn A/ Eledyn EB 10)
2. Foley Balloon Catheters (Silicon Elestomer, Plastic Valve)

vide No.TN00002338
(June 2007 - June 2012)




11. | M/s Freedom Opthalmic Pvt. Intra Ocular Lenses of various sizes Mfg. Lic. in Form 28
Ltd., No.31, Phase I, SIPCOT vide No. TN00002315
Industrial Complex, SIPCOT, (April 2006 to April 2011)
Hosur -635126

12. | M/s Sahajanand Medical Mfg. Lic. in Form 28
Technologies Pvt. Ltd., Plot 1. Cardiac Stents vide No. DD/537
No. 168/96/ A, Dabhel (May 2007 - May 2012)
Industrial Co operative a. Flex- The Millennium Coronary Stent
Society, M.G. Udyog Nagar, b.  Flex- The Millennium Coronary Stent System
Dabhel, Daman c.  SFX 108 - The Millennium Coronary Stent

d. SFX108- The Millennium Coronary Stent System

e.  Matrix™- The Millennium Coronary Stent System

f.  Coronnium ™ - Cobalt Chromium Coronary Stent System

2. Drug Eluting Stents

a. Infinnium ©- Paclitaxel Eluting Coronary Stent system

b.  Supralimus©- Sirolimus Eluting Coronary Stent System

c.  Infinnium Core - Cobalt Chromium Paclitaxel Eluting Coronary
Stent System

d. Supralimus Core - Cobalt Chromium Sirolimus Eluting
Coronary Stent System

13. | M/s Lakhani Medicare Pvt. 1. IV Cannula of various sizes and different brand names Mfg. Lic. in Form 28
Limited, Plot No. 136, Sector- 2. Catheters - Foley Balloon Catheters / Nelation Catheters / vide No. 654-B(H)

24, Faridabad, Haryana

Suction Catheters / Female Catheters / Rectal Catheters /
Thoracic Catheters

(August 2007 to July 2012)




14. | M/s. Biomed Health Care IV Cannula of various sizes and different Brand Names Mfg. Lic. in Form 28
Pvt. LTD, 30 DLF , Industrial vide No. 651-B(H)
Estate-1, Faridabad , Haryana (July 2007 to July 2012)

15. | M/s Biomed Health Care IV Cannula of various sizes and different Brand Names Mfg. Lic. in Form 28
Products Pvt. Limited, Plot vide No. UA/SC/P-2007
No.62-65, Sec.6A, SIDCUL, (Nov. 2007 to Nov. 2012)
Ranipur, Haridwar,

Uttarakhand

16. | M/s Hersoria Health Care IV Cannula of various Brand Names Mfg. Lic. in Form 28
Pvt. Limited, 110-111, Phase vide No. 637-B(H)

4, Udyog Vihar, Gurgaon, (SEPT. 2006 - SEPT. 2011)
Haryana

17. | M/s John Fowler Intra Ocular Lenses Mfg. Lic. in Form 28
Ophthalmics Pvt. Ltd., A-5 a. John Fowler Rigid Lense - PMMA (Models in posterior chamber, vide No. AD/055
MIDC, Chikalthana models in anterior chamber, models in Plano Convex) (Nov.2007 - Nov. 2012)
Aurangabad b. John Fowler Foldable Lenses - HEMA (of various sizes) LICENCE CANCELLED ON

FEB.2008 DUE TO CHANGE
IN NAME OF THE FIRM
AND NEW LICENCE WAS

GRANTD IN APRIL 2008




18.

M/'s Biosync Scientific Pvt.
Ltd., 136B, SEZ, Diamond
Park, G.I.D.C., Sachin, Surat -
394230

Change in Name

M/s MIV Therapeutic India
Pvt. Ltd.

w.e.f. 29.12.2008

BARE METAL STENT
a. GENX Coronary Stent & Stent System (Stainless Steel 316L)
b. GENXCRCO Coronary Stent & Stent System (Cobalt Chromium
L605)
ADDITIONAL PRODUCTS
a. Protea Coronary Stent and Stent System (Cobalt Chromium
Coronary Stent System)
b. Lotus Coronary Stent and Stent System (Stainless Steel Coronary
Stent System)
c. GenxSync Coronary Stent and Stent System (Biodegradable
Polymer based Sirolimus Eluting Stent System)
d. DElight Coronary Stent and Stent System (Biodegradable
Polymer based Sirolimus Eluting Coronary Stent System)
e. Cornet Coronary Stent and Stent System (Cobalt Chromium
Coronary Stent System)
FOR EXPORT ONLY
f. VestCOR Coronary Stent and Stent System (HAp coating on L605
Platform)
g. VestaSync Coronary Stent and Stent System (Polymer free HAp
coated Sirolimus Eluting Coronary Stent System)

Mfg. Lic. in Form 28
vide No. G/28/1261
(OCT 2007 - OCT 2012)

19.

M /s SISCO Latex Private
Limited , No.35, Gopalan
Kadai Road, Kurumbapet

Village, Villianur Commune,
Puducherry 605 009

Latex Foley Catheters
a. Two way Paediatric Foley Catheters,
b. Two way Paediatric Foley Catheters- Female Catheters,
c. Three way Foley Catheters, Silicone Elastomer coated Catheters
d. Uterine Balloon Therapy Catheters,
e. Special Tipped Catheters and
f. All Silicone Catheters

Mfg. Lic. in Form 28
vide No. 07 22 2135
(Dec. 2007 to Dec. 2012)




20.

M/s Lars Medicare Pvt. Ltd.
Killa No.16, 17 Sultanpur
G.T.Road, Bahalgarh, Distt.
Sonepat.

I.V. Cannula of various sizes and different Brand Names

Mfg. Lic. in Form 28
vide No. 660-B(H)
(JAN 2008 - JAN.2013)

21. | M/s Suru International Pvt. 1. LV.cannula of various sizes and different Brand Names Mfg. Lic. in Form 28
Ltd., Plot # 5, Poonamia 2. Catheters of various types & different brand names vide No.KD-459
Compound, Patilpada, (Dec.2007 - Dec. 2012)
Saravali, Jawar Road, Dahanu
- 401602, District Thane,

Maharashtra

22. | M/s T.T.K. Health Care Ltd., 1. Heart Valves (Aortic Valves and Mitral Valves in different sizes) Mfg. Lic. in Form 28
Plot No.A-28, KINFRA 2. Polyester fabric for intra cardiac repair in different size vide No. 18/28 /2007
International Apparel Park, (DEC.2007 - DEC.2012)
Thumba, St. Xavier’s College
P.O., Thiruvananthapuram -

695586

23. | M/s. Romsons Scientific & 1. Scalp Vein Sets Mfg. Lic. in Form 28
Surgical Industries Pvt. Ltd., 2. LV.Cannula vide No.1/MD/2008
63, Industrial Estate, Nunhai, 3. Catheters (FEB 2008 - FEB 2013)
Agra, UP

24. | M/s. Hi-tech Medicare IV Cannula Mfg. Lic. in Form 28

Devices Pvt.Ltd,
H-16/1, UPSIDC, Industrial
Area, Naini, Allahabad

vide No. 05/SC/PO/2008
(March 2008 to March 2013)




25.

M/ s B.L.Life Sciences Pvt.
Ltd., D-31, Site-1V, Kasana,
Surajpur Greater Noida (UP)

=

Thoracic Drainage Catheter
2. Central Venous Catheters

Mfg. Lic. in Form 28
vide No. 03/SC/PO/2008
(FEB.2008 - FEB.2013)

26. M/s Basic =~ Healthcare 1. Hydroxyapatite Ceramic Surgical Implant Products (B-OstIN) Mfg. Lic. in Form 28
Products Pvt. Ltd., Plot No.1- 2. Metal Surgical Implant Products (B-Saf) vide No. MB/08/682
F E.P.LLP. Phase-I, Jharmanri (APRIL 2008 - APRIL 2013)
Baddi, Tehsil Nalagarh,
Distt. Solan, H.P..

27. M/ s Sterimed Medical 1. LV.Cannula
Devices (P) Ltd., 38 KM. 2. Catheters
Stone, Delhi Rohtak
Highway, Bahadurgarh,
Haryana

28. | M/s. Adler Mediequip Pvt. Orthopedic implants (Brand Names : Adler, Sushrut, UMEX, Eazee, Mfg. Lic. in Form 28
Ltd, At - Muradpur, PO Zeta, Onelock, Titan, Endofix, Atlas, ResTOR, Accis, Axilock, vide No. KD-469
Hatim, Taluk Sangmeshwar, | CerviEdge, CerviTwin, Moduloc, Adler Legend, Adler Endofit, Atlas (May 2008 - May 2013)
Ratnagiri, Maharashtra 415. Proxima)

29. | M/s John Fowler Ocular Intra Ocular Lenses NEW LICENCE

Lenses Pvt. Ltd., A-5 MIDC,
Chikalthana Aurangabad-
431210

a. John Fowler Rigid Lense - PMMA (Models in posterior chamber,
models in anterior chamber, models in Plano Convex)
b. John Fowler Foldable Lenses - HEMA (of various sizes)

Mfg. Lic. in Form 28
vide No. AD/058
(April 2008 - April 2013)




30.

M/ s Meril Life Sciences Pvt.
Ltd., Near G. M. Bilakhia
Stadium, Muktanand Marg,
Chala, Vapi-396191

Cardiac Bare Metal Stents
a. Crypton™ Coronary Stent & Stent System (Stainless Steel)
b. NexGen™ Coronary Stent & Stent System (Cobalt Chromium)
c. Osum™ Coronary Stent & Stent System (Cobalt Chromium)
Additional Products :
d. BioMime™ - Sirolimus Eluting Coronary Stent and Stent System
(Biodegradable Polymer based)
e. Xmplar™ - Sirolimus Eluting Cobalt Chromium Coronary Stent
and Stent System
f. Xpedient™ (Sterile) - Rx PTCA Balloon Dilatation Catheter
g. Xpedient™ (Non Sterile) - Rx PTCA Balloon Dilatation Catheter

Mfg. Lic. in Form 28
vide No. G/28/1273
(June 2008 - June 2013)

31. | M/s. Surgimedik Healthcare | 1.Surgimedik Urological Catheters Mfg. Lic. in Form 28
India Pvt 1td, 53, CD 2. Surgimedik GynaecologicalCatheters vide No. MH004562
Kandivali Industrial Estate, 3. Surgimedik Gastroenterological Catheters (April 2007 - April 2012)
Kandivali (West), 4. Surgimedik Nephrological Catheters
Charkop,Mumbeai. 5. Surgimedik Radiological Catheters

6. Surgimedik Oncological Catheters

32. | M/s Invicta Meditek Limited, 1. Total Condylar Knee System Mfg. Lic. in Form 28
290, SIDCO, Industrial Estate, 2. Total Hip System vide No. TN 00002456
Ambattur, Chennai - 600 098 3. DPlates

4. Screws
5.

Conventional Implants

10



33.

M/s Wellmed International
Industries Pvt. Ltd.,
A-176 & 177, Sector-63, Noida

1. L.V.Cannula

2. Endotracheal Tube with / without cuff

3. Suction Catheters

4. Nasal Oxygen Catheter

5. Ryles Tube

6. Infant feeding tube

7. Levins tube

8. Nelaton Catheter

9. Thoracic Drainage Catheter curved / straight
10. Thoracic Drainage Catheter with Trocar

Mfg. Lic. in Form 28
vide No.
(August 2008 - August 2013)

34.

M/s S. H. Pitkar Orthotools
Pvt. Ltd,,

EL-32, ] Block, MIDC,
Bhosari, Pune - 411026

Bone Screws
Bone Plates
Nails

Wires & Pins
Hip Prosthesis
Spinal Implants

AN e

Mfg. Lic. in Form 28
vide No.PD-112
(August 2008 - August 2013)

11



35.

M/s General Surgical
Company (India) Pvt. Ltd.,
43-F, Tass Industrial Estate,
Ambattur, Chennai -98

Orthopedic Implants

PN L=

Pass - Posterior Anterior Spinal System

Pass - Posterior Anterior Spinal System - ALPHA
Caps - Cervical Anterior Plating System

K-Fixator Multisegmental Internal Fixator

Repofix - Cervical & Dorso Lumbar

CV]J Loop - Cranio Vertebral Junction Loop

Ravi’s Rectangle

Titanium Wire Kirschner Wires

Posterior Occipital Cervico - Thoracic Fixation System

. Micro Plate for Cranial & Maxillo Facial

. Bone Plates

. Micro Screws for Cranial & Maxillo Facial
. Bone Screws

. Cervical - Disc

. Lubmar-Disc

. Expa Cage

Octa Cage - Dorso / Lumbar

. Octa Cage - Cervical

. Ethan - Cervical Anterior Spacer

. Ethan - Dorso Lumbar Anterior Spacer

. Fuzer - Cervical Threaded Fusion Cage

. Fuzer - Dorso / Lumbar Threaded Fusion Cage
. Recage - Cervical

. Recage - Dorso Lumbar

. Das - Cervical

. Das - Lumbar

. Bean Cage

Mfg. Lic. in Form 28
vide No.TN 00002539
(December 2008 - December
2013)

12



36. | M/s Degania Medical For Export Only
Devices (P) Ltd., Sterile Silicone Urological Foley Catheters of various dimensions &
Plot No.251, Sector 6, IMT, Sizes with different brand name
Manesar, Gurgaon

37. | M/s Lifeline Systems Pvt. 1. L.V.Cannula Mfg. Lic. in Form 28
Ltd. 2. Sterile Catheters for [.V.use vide No.08/SC/P-2008
A-49, Sector-8, Noida, 3. Suction Catheters (November 2008 - November
Gautam Budh Nagar, U.P. 4. Foley Catheters 2013)

5. Catheter - Peritoneal Dialysis

38. | M/s A.L.Optics Ltd., B-45 & Intra Ocular lenses of various sizes (with different Brand Names : Mfg. Lic. in Form 28
B-46, (New No.24 & 26), Appalens, Libertylens, Appalens Plus, Swiss Lens, Acryfold, Naspro, vide No.TN 00002548
Vallalar Street, M.M.D.A. Supraphob) (December 2008 - December
Colony, Arumbakkam, 2013)
Chennai

39. | M/s Becton Dickinson India 1. Catheter with Generic and Brand Name Mfg. Lic. in Form 28
Pvt. Ltd., vide No.671- B(H)
Plot No.1, Sector -3, Industrial (March 2009- March 2014)
Growth Centre, Bawal,
Rewari, Haryana

40. | M/s Global Medikit Ltd., Mediease : Foley Catheter Mfg. Lic. in Form 28
Khasra No.323(MI), Central Mediflon : I.V.Catheter with Injection Valve and wings vide No.18/UA /SC/P-2009
Hope Town, Camp Road, Medican : I.V.Catheter without Injection Valve and with wings (March 2009 - March 2014)
Selaqui, Dehradun, Kethin : I.V.Catheter with Injection Valve and wings
Uttarakhand Neocan : I.V.Catheter with wings for Neonates

Medicath : I.V.Catheter with Integrated 3 Way Stop Cock
Aboval : .V.Catheter with Injection Valve

Enfancie : [.V.Catheter with wings for Neonates

Medion : I.V.Catheter with PTFE Radiopaque catheter valve
0 Mediflex : Three Way Stop Cock

*‘\OPONF’\S”PPJ!\’E—‘
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41. | M/s Appasamy Ocular 1. Intra Ocular lenses of various sizes (with different Brand Names : Mfg. Lic. in Form 28
Devices (P) Ltd., Appalens, Liberty lens, Heera Lens, Appalens Plus, Swiss Lens, vide No.07 22 2062
R.S.N0.9/1, 2 & 3, NH-45 A, Acryfold, Heerafold) (September 2007 - September
Villupuram Main Road, 2. Intraocular Rings (Brand : Liberty Ring PMMA) 2012)
Vadamangalam, Puducherry
605 102.

42. | M/s Eagle Optics Pvt. Ltd., Intra Ocular Lens : Mfg. Lic. in Form 28
EL-140/141, T.T.C. Area, 1. TEXEL Intraocular Lenses (PMMA - Ethylene Oxide Sterilized) vide No. KD-475
Navi Mumbai - 400 710, 2. TEXEL Intraocular Lenses - SOFT IOL (PHEMA - Steam (December 2008 - December
District Thane Sterilized) 2013)

3. Intraocular Lenses (PMMA - Ethylene Oxide Sterilized)

4. Intraocular Lenses - SOFT IOL (PHEMA - Steam Sterilized)

5. Intraocular Lenses (PMMA - Unsterile)

6. Intraocular Lenses (PHEMA - Unsterile) - SOFT IOL

7. Intra Optic Intraocular lenses (PMMA - Ethylene Oxide Sterilized)

8. Intra Optic Intraocular Lenses (PHEMA - Steam Sterilized) -
SOFT IOL

43. | M/s Poly Medicure Ltd., Plot 1. Sterile I.V.Cannula of different Size / Gauze Mfg. Lic. in Form 28
No.17, Sector-3, IIE, SIDCUL, 2. Sterile Suction Catheter of different Size/ Gauze vide No.UA/SC/P-2009
Ranipur, Haridwar, 3. Sterile Nelaton Catheter of different Size / Gauze (2009 - 2014)
Uttarakhand 4. Sterile Female Catheter of different Size / Gauze

5. Sterile, Rectal Catheter of different Size / Gauze
6. Sterile I.V.Cannula of different Size / Gauze

44. | M/s Kodi Health Care Pvt. 1. KODI Foley Baloon Catheter Mfg. Lic. in Form 28

Ltd., TP IV/145A, Melampara 2. KODI Latex Urethral Catheter vide No.02/28/09

P.O., Kottayam District Pin
686 594.

(Jan 2009 - Jan 2014)

14




45.

M/ s Inor Medical Products
Limited, Plot No.2, Kanjur
Marg (East), Mumbai - 400
042

Orthopedic Implants

Total Knee System

Hip System

Elbow Joints

Shoulder Joints

Joint Replacement Prosthesis
Bone Screws

Bone Plates

Intra Medullary (IM) Nails

. Alfa Spine Implants

10. Pins and Wires

11. Custom Built Implants for the above items

RN D=

Mfg. Lic. in Form 28
vide No.MH004638
(February 2009 - February
2014)

46.

M /s Sharma Pharmaceutical
Pvt. Ltd., 444, GIDC Estate,
Waghodia - 391760, District
Vadodara, Gujarat

Orthopedic Implants
(Brand Name: SPCPL, UOSPL, SOSPL, ORTHOVISION)

1. Bone Screws

Bone Plates

Nails

Pins and Wires

Joint Replacement Prosthesis
Spinal Implants

SANNAN RSl N

Mfg. Lic. in Form 28
vide No.G/28/1302
(May 2009 - May 2014)

47.

M/s Smit Medimed Pvt. Ltd.,
Plot No.10, B/H. Prashant
Engineering, Phase-I, G.I.D.C.
Vatva, Ahmedabad - 382 445

Orthopedic Implants :
(Brand Name : SMPL)
1. Bone Screws

Bone Plates

Pins and Wires
Endoprosthesis

IM Nails

Spine Implants
Cervical Implants

NSO ®N

Mfg. Lic. in Form 28
vide No.G/28/1301
(April 2009 - April 2014)
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48. | M/s Auro Lab, Intra Ocular Lenses Mfg. Lic. in Form 28
No.1, Sivagangai Main Road, 1. AUROLENS vide No.TN 00002501
Veerapanjan, Madurai - 2. AUROLENS - EV (August 2009 - August2014)
625020 3. FLUORIOL

4. HEPARIOL

5. TRUEDGE

6. AUROFLEX

7. AUROFLEX - EV
8. AUROFOLD

9. MICROFOLD

10. AUROVUE

11. AUROVUE - EV

49. | M/s iLife Medical Devices Sterile I.V. Cannula with various sizes and brand names Mfg. Lic. in Form 28
Pvt. Ltd., Plot No.86, Sector (Brand Name : ONE FLON, ONE CAN, ONE ON, NANO vide No. 673-B(H)
56, Phase IV, Industrial Area, CATHE, (August 2009 - August2014)
Kundli, Sonepat ONE PLUS, STER X, SOFT CATHE)

2. Sterile Three Way Stop Cock (Brand Name : ONE PLUS)

50. | M/s Invent Bio-Med Pvt. 1. “Invento™” Rapid Exchange Predilatation Catheter Mfg. Lic. in Form 28
Ltd., 109, Surat Special 2. “Nano-Chrom™” Co-Cr Coronary Stent Delivery System vide No. G/28/1306
Economic Zone, Diamond (June 2009 - June 2014)
Park, G.I.D.C. Sachin, Surat -

394230
51. | M/s Ortho Max Orthopedic Implants : Mfg. Lic. in Form 28

Manufacturing Co. Pvt. Ltd.,
C-1-B/886/4, G.I.D.C. Estate,
Makarpura, Vadodara -
390010.

(Brand Name : Ortho Max)

1. Bone Screws

Bone Plates

Nails

Pins / Wires

Joint Replacement Prosthesis
Spinal Implants

SANNANE RSl N

vide No. G/28/1308
(June 2009 - June 2014)
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52. | M/s Biotech Vision Care Pvt. Intra Ocular Lenses : Mfg. Lic. in Form 28
Ltd., Plot No.555, 556, 557, 1. PMMA Intra Ocular Lenses (Non Foldable Category) vide No.G/28/1298
Khatraj - Vadsar Road, AT & 2. PMMA Intra Ocular Lenses (Non Foldable Category) (April 2009 - April 2014)
Post - Khatraj, Tal. - Kalol, 3. PMMA Intra Ocular Lenses (Non Foldable Category)

District. Gandhinagar. 4. Hydrophilic Acryllic Foldable Intra Ocular Lenses (Foldable
Category)
5. Hydrophilic Acrylic Foldable Intra Ocular lenses (Foldable
Category)
6. Hydrophobic Intra Ocular Lenses (Foldable Category)
53. | M/s Omni Lens Pvt. Ltd., Intra Ocular Lenses : Mfg. Lic. in Form 28

Plot No.A-70, G.I.D.C,,
Sector-25, Gandhinagar

PN LN =

o

11.

12.

13.

14.

Three Piece Intra Ocular Lens - OMNI Brand

Three Piece Intra Ocular Lens - C-THRU Brand

Single Piece PMMA Intra Ocular Lens - OMNI Brand

Single Piece PMMA Intra Ocular Lens - C-THRU Brand

Single Piece PMMA Intra Ocular Lens - INTRA Brand

Single Piece PMMA Intra Ocular Lens - INNOVA Brand

Single Piece PMMA Intra Ocular Lens - INNOVA PLUS Brand
Foldable (Hydrophilic Acrylic) Intra Ocular Lens - AQUAFOLD
Brand

Foldable (Hydrophilic Acrylic) Intra Ocular Lens - OMNI Brand

. Foldable (Hydrophilic Acrylic) Intra Ocular Lens - C-THRU

Brand

Foldable (Hydrophilic Acrylic) Intra Ocular Lens - INNOVA
Brand

Foldable (Hydrophilic Acrylic) Intra Ocular Lens - INNOVA
PLUS Brand

Foldable (Hydrophilic Acrylic) Intra Ocular Lens - GENNEXT
Brand

Foldable (Hydrophilic Acrylic) Intra Ocular Lens - ACRIVUE
Brand

vide No.G/28/1299
(April 2009 - April 2014)
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54. | M/s IFGL Refractories Mfg. Lic. in Form 28
Limited, 1. Cera Eye (Synthetic Hydroxyapatite Orbital Implant) vide No.796
Sector A, Kalunga Industrial 2. Cera Hip (Alumina Femoral Head) (March 2009 - March 2014)
Estate, P.O.Kalunga-770031,
District Sundergarh, Orissa
55. M/s SQL Surgicals (India) Orthopedic Implants : Mfg. Lic. in Form 28
Pvt. Ltd,, (Sterile and Non Sterile) : vide
Plot No.88, ALEAP 1. Bone Plates No.37/KR/AP/2009/S/G
Industries, Surampally, 2. Bone Screws (September 2009 -
Ganavaram (M), Krishna - 3. Bone Nails September 2014)
Dist. 4. Prosthesis
5. Wires - Pins
6. Spine Implants
7. Locking Plates
8. Maxellofacial Implants
56. M/ s Inor Medical Products Orthopedic Implants : Mfg. Lic. in Form 28

Ltd.,
Plot No :303 / 304, G.I.D.C.
Gundlav, Valsad - 396035

INOR /INOR XL

0.

1. Total Knee System
2. Hip System

3. Elbow Joints

4. Shoulder Joints
5.
6
7
8
9
1

Joint Replacement Prosthesis

. Bone Screws
. Bone Plates
. Intra Medullary (IM) Nails

Alfa Spine Implants

Washers, Staples, Endcaps, Pins, Wires & Rods

vide No.G/28/1313
(August 2009 - August 2014)




57.

M/s Sahajanand Laser
Technology Limited,

A-8, G.I.D.C., Electronic
Estate (DUDC), Sector -25,
Gandhi Nagar-382016

1. EasyFlex - Stainless Steel Coronary Stent (with / without delivery
system)

2. Movystar - Stainless Steel Coronary Stent (with / without delivery
system)

3. TwinFlex- Stainless Steel Coronary Stent (with / without delivery
system)

4. FlexyStar - Cobalt Chromium Coronary Stent (with / without
delivery system)

5. EasyRap - Stainless Steel Rapamycin Eluting Coronary Stent (with
/ without delivery system)

6. MovyRap - Stainless Steel Rapamycin Eluting Coronary Stent
(with / without delivery system)

7. TwinRap - Stainless Steel Rapamycin Eluting Coronary Stent
(with / without delivery system)

8. FlexyRap - Cobalt Chromium Rapamycin Eluting Coronary Stent
(with / without delivery system)

9. Vector - PTCA Balloon Catheter

Mfg. Lic. in Form 28
vide No.G/28/1314
(August 2009 - August 2014)

58.

M /s Hollister Medical India
Private Limited,

Plot # 27, Sector-5, Phase 11,
HSIDC Growth Centre,

Bawal, Distt. Rewari-123501.

Non-Sterile Medical Devices - For Export Only
Catheter Insertion Kit (Generic)
Catheter Insertion Kit (APOGEE Brand)
Urinary Intermittant Catheter (Generic)
Urinary Inermittant Catheter (APOGEE Brand)
Urinary Catheterization System (Generic)
Urinary Catheterization System (APOGEE Brand)
Urinary Catheterization System contains gloves, underpad, gauze,
PVP swab stick (3) (Generic)
8. Urinary Catheterization System containing Vinyl gloves,
underpad, gauze, PVP swab stick (3) (APOGEE Brand)
9. Coude Tapper Tip Catheter (Generic)
10. Coude Tapper Tip Catheter (APOGEE Brand)

NN =

Mfg. Lic. in Form 28
vide No.676 B (H)
(November 2009 -
November 2014)
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