2012 Database

;'O File . No. Name of the Company and Address Product Name Intended Use Regulatory Status
VIS, Beauvana Biotecn T INTermesn SOt
. Pvt. Ltd., 6/7 A, Selva Lift, Intermesh T-1,
ZDQC/IE/{I;C;}/ZOI I- Ratna Vinayagar Ave, Biomesh-P1, 4D-DOME, Regulated
Cart Tract Road, Velchery, BIOMESH Soft-P9, BIOMESH Soft Prolapse, BIOMESH Light-P8, BIOMESH-A2,
(Chennai 600047 CARSATR ite and Ri h Qafi Dralane la Harnia Mach
WS BEalivand Biotecn
20Mise/3/2011- [PV Lid- 67 A, Selva 1. Bioring Gastric Lap
DC(123) Ratna Vinayagar Ave, Brand Regulated
Cart Tract Road, Velchery,
Ch i-A000A2 T.Smallbore Y - Connector
. The Director, Directorate Extension Set, 2 Needle- Free Valves, Spin male luer lock
29/Misc/3/2011- | of Food & Drugs Admn., ! X .
3 2. Smallbore Tri- port extension set, 3 needle - Free Valves, Fixed male luer lock Regulated
DC(72) Old I.P.H.B. Complex, . R
; .. 3. Extension set, 2 needle-free valves, spin male luer lock
Altinho, Panji-Goa L Nandle Eron Val
29/Misc/3/201-  |M/s. Pacific Bridge Medical India, 117, Pratap Complex, Partap Market, Munirka, . .
4 DC(163) New Delhi-110067 1. Heart Mate - II Left Ventricular Assist System (LVAS) Not Regulated
5 29/Misc/3/2011- [M/s. Medicaid Agencies, 204, Shivlok House-II, Karmapura Comm. Complex, 1. Bone Injection Gun Reeulated
DC(168) New Delhi-110015 : y fegualed
29/Misc/3/2011- |M/s. Emergo India Consulting Private Limited, 8/1, First Floor, Vasavi Colony 1. Spiro PD Ufsc_d t;;)r m‘c&asurlcmcm Not Reaulated
DC(169) Kakguda, Near Picket, Secunderabad- 500009 (A.P) - Spro ‘; f‘"’l‘:ng‘;w volume oL Beguiale
ZDQC/IE/{I;;G/ZOI 1- M/s. A. B. Dental Devinces Ltd., Park Hanada, 3 Habosem St. Ashdod Israel 1. Dental Implant and Abutments Regulated
Use in preparing, storing,
29/Misc/3/2011- |M/s. Sanzyme Ltd., Plot No. 13, Sagar Society, Road No. 2, Banjara Hills, ™ manipulation or transferring
DC(152) Hyderabad-500034 1. Tnvo Cell human gametes or embryos Not Regulated
for the intra vaginal culture
9 2D9C/IE/{152;3/201 I- M/s. Indian Hygiene Products Co., 176, Bara Bazar, Kolkata-6 1. Ribbel Ultra Comfort Adult Diaper Not Regulated
Used as a Dura substitute
29/Misc/3/2011- |M/s. B. Braun Medical Indian Pvt. Ltd., IT Floor, 23-A, Shivji Marg, Najafgarh in any intracranial and
10pe(162) Road, New Delhi-110015 1. Neuro- Patch and Lyoplant Intraspinal Dura Regulated
substitution procedures
1 29/Misc/3/2011- [M/s. B. Braun Medical Indian Pvt. Ltd., II Floor, 23-A, Shivji Marg, Najafgarh 1. YASARGIL Ancursym Clip Reeulated

DC(109)

Road, New Delhi-110015




)

29/Miisc/3/201-
DC(170)

M/s. Gentech Laboratories Ltd., Gala No. 401, 4th Floor, Marol Bhawan, Marol
Co-op Indl Estate, J.B. Nagar, Andheri-East, Mumbai-400059

1. Injex Needle Free Injection Devices

Regulated

13 ZD(ZI(\:[)IZS)CB/ZOIZ_ M/s. Synthes Medical Pvt. Ltd., Plot No. 118-P, Sector-44, Gurgaon 1. Customs made Implant - PEEK bone replaacement Implant (Non-sterile) Not Regulated
29/Misc/3/2012- [Mr. P.B.N. Prasad, Deputy Drugs Controller (I), CDSCO, South Zone Second . .
1 DC(21) Floor, Shastri Bhawan Annexe, 26, Haddows Road, Chennai-600006 1. Non sterile Bulk Syringes W/o Needle Regulated
29/Misc/3/2012- [M/s. Emergo India Consulting Private Limited, 8/1, First Floor, Vasavi Colony
_ ,8/1, ) . Not Regul
|pcqs) Kakguda, Near Picket, Sccunderabad- 500009 (A.P) 1 EHY - 2000 Plus of Regulated
29/Misc/3/2012- |M/s. NXT Medical Devices Pvt. Ltd., 19, 1st Street, Parthasarathy Nagar, . .
. . g
16 DC(18) Adambakkam, Chennai-88 1. Dru Inhaler without any Drugs Used for asthma patients Not Regulated
17 29/Misc/3/2011- [M/s. Medsurge Ind Private Limited, New No. 7, Old No. 4, 1 Cross Street, Shasthri | 1. Surgical Disposable Products: Plastibell, Amni Hook, Urine Bag, Umbilical Cord Not Reeulated
DC(150) Nagar, Adyar, Chennai-600020 Clamp -
20/Misc/3/2012- Used on external wounds
18 DC(10) M/s. Buoyant Medicos, 47/12, LGF, Old Rajinder Nagar, New Delhi 1. Hematrix- acive patch wound dressing for immediate Haemostasis to stop even severe Regulated
arterial or venous bleeding
29/Misc/3/2012- . - . . .
19 pC(l) M/s. Nirma Limited, Nirma House, Ashram Road, Ahmedabad-380009 1. Non sterile Bulk Syringes Regulated
29/Misc/3/2012- [M/s. U & N Commercial Consultancy, D003 Casa Ansal Apartments, No. 18, . . . .
5 3 5 . Not Regul
20 DC(14) Bannerghatta, Bangaluru - 560076 1. Bioelectrical Impedance Analysis (BIA) Devices ot Regulated
29/Misc3/2012- . . . .. . Used in the treatment
3 . - D= » (L., -1, - . B
21 DC(8) M/s. Delhi Ey Zone Pvt. Ltd., D-114, (G.F.), Lajpat Nagar-I, New Delhi-110024  |1. Labtician Retinal Implants of retinal detachments Not Regulated
. - . Used for securing
29/Misc/3/2012- [M/s. KMS Medisurgi Pvt.Ltd., 44, Mangaldas Road, Bulakhidas Bldg, Gr. Floor, . . . .
. . S g
22 DC(12) Mumbai- 400 002 1. Micro Foam Surgical Tape C};c;s:ngi on challenging Not Regulated
29/Misc/3/2012- [M/s. Bausch + Lomb India Pvt. Ltd., 2nd Floor, Tower A, Buliding No. 8, DLF .
: 3 5 3 5 . Not Regul
23 DC(16) Phase 11, DLF Cyber City, Gurgaon - 122002 1. Lens Care Solutions and Soft Contact Lenses ot Regulated
24 29/Misc/10/2012-|Sh. Samir Sinha, Foreign Trade Development Officer, Ministry of Commerace and 1. Gauze Rolls Used for Wound dressings Reeulated
DC-1 (GSK) Industry, DGFT, Udyog Bhavan, New Delhi ) (Surgical Dressings) fegualed
25 2D9C/IE/{1453C;3/201 1- ls\/é/gl SOM India Limited, Plot Nos. 48-51, Electronics City, Hosur Road, Bangalore- 1. Fluid Warming system Used for to generate temperature |Not Regulated
29/Misc/3/2011- |[M/s. 3 M India Limited, Plot Nos. 48-51, Electronics City, Hosur Road, Bangalore- Dissposable 1.V. Adminstration
26/pc143) 560100 1. 3M Ranger Blood set (Ranger lood) Regulated
29/Misc/3/2012- [M/s. Medi Globe Systems, # 22, Pandaram Street, Purasaiwakkam, Chennai-
27 DC(25) 600007 1. Tube Holder and Vacuum Tube Not Regulated
28 ZD‘)él(\glss)c/}/ZOlZ- Ig:[)/gbg/;edl Globe Systems, # 22, Pandaram Street, Purasaiwakkam, Chennai- 1. Double Ended Needle (Multi sample Needle) Reeulated
20/Mise/3/2012- [Ms. Medihauxe International, Shreedharma, 2676/20, 11th Main, D Block, 2nd | - eXTemp Single use Clincial thermometer, Traxit Wearable Thermomr, NexTemp
29 DC(0) Stage Raiaii B 1 560010 Reusable Clinical Thermometer with a Carrying Card Holder, NexTemp Plus Rectal Not Regulated
age Rajajigar, Bangalore- Sheath, Nextemp Standard Clinical Oral Thermometer
29/Misc/3/2012- [M/s. 3 M India Limited, Plot Nos. 48-51, Electronics City, Hosur Road, Bangalore- . .
30 DC(24) 560100 1. Scotchast Premium Casting Tape Regulated
29/Misc/3/2012- |M/s. Alcon Laboratories (I) Pvt. Ltd., No. 3, 5th Floor, RM Infinity Tower D, Unit . .
31 DCG1) No. 502. Old Madras Road, Benniganahallo, Bangalore-560016 1. Acrysof Restor 1Q Multifocal Toric Intraocular Lens Not Regulated
29/Misc/5/2012- [Dy. DDC (I), CDSCO (North Zonr) 1st Floor, Central Govt. Office Building- I, . . . .
32 DC(09) Kamla Nehru Nagar (Central Govt. Enclave), Hapur Road, Ghaziabad- 201002 1. Auction of Biolox forte (An Orthopaedic Implant ) Regulated
29/Misc/3/2012- . . . s . .
33 DC(07) M/s. In Vitro Medical Solutions (P) Ltd., E-291, Sarita Vihar, New Delhil-110076 |1. Vacuum & non vacuum tubes, Lencet Tourniquets and Needle Holder Not Regulated
29/Misc/3/2012- . . . . . . .
34 M/s. In Vitro Medical Solutions (P) Ltd., E-291, Sarita Vihar, New Delhil-110076 |1. Multi Sample Needle (Pen Type and Butterfly Type) Regulated

DC(07)




Use for relief o f Acute
and chronic pain,

35 29/Misc/3/2012- |M/s. Juno Pharma, 3rd Floor, Harith Arcade, D. No. 3- 100/2/B, Survey No. 277, 1. Actinatch Infl i a4 Reeulated
DC(09) Nizampet Road, Hyderabad-500090 - Actipate nilammation an cquale
swelling, stains and
sprains
29/Misc/14/2011-|M/s. St. Jude Medical India Pvt. Lt., No. 1-11-250 A, Matarani Sensation, 1. Pacemakers
36 7 Not Regulated
DC(12) Begumpet, Hyderabad 500016, India 2. Leads
1. For Etching Porcelain and
1. Porcelain Etch & Silane Preparation for bonding.
2. Sable Seek 2. Indicator Stain
29/Misc/3/201-  |[M/s. UP Dental Products Pvt. Ltd., 107, 1st Floor, Sai Commercial Centre, 3. VALO . 3. Curing Ll.ght.
37 . 4. Sof-Tray Classic Sheets 4. Tray Fabricating Sheet Not Regulated
DC(56) Mumbai - 400088 T h
5. Ultracal 5. Lining and Capping
6. Ultra-blend plus 6. Cavity Liner
7. File-Eze 7. Solution for cleaning
and chelating a Root Canal
38 29/Misc/3/2012- |M/s. Varian Medical Systems India Software Pvt. Ltd., Tower XL, Level 7, 1. Cal Used to d:tdcct .canccgotr_gan Not Reaulated
DC(45) Cybercity Magarpatta, Hadapsar, Pune-411013 - -alpso fovement during raciation ot fegale
treatment
39 29/Misc/3/2012- |M/s. SkinCare Surgipharma Pvt. Ltd., Shop No. 7, Salamat Mansion (Opp. ; g:ﬁgg;g;ﬁifgg;) Not Regulated
DC(41) Ravindra Natya Mandir), Sayani Road, Prabhadevi, Mumbai- 400025 3. FlexiGrafts (Tissue Graft)
29/Misc/3/2012- |M/s. Arun & Co., 601/A & 602/B Polaris, off Marol Maroshi Road, Marol, 1. Diagnostic Enzymes- Panicillinase .

. . gulated
b3y Andheri (East), Mumbai-400059 2. B-Lactamase Used in Laboratory Not Regulated
41 29/Misc/3/2012- [M/s. ClinTech India, Plot # 222, Sabari Aangan, 11th Road, Chembur, Mumbai- 1. Hemo Rite Used is for treatment of Not Reeulated

DC(03) 400071 ) hemorrhoids by Cryotherapy -
Used for weight loss by partially
filling in the stomach and Provent
. . . . L . . therapy NASAL Cannula
29/Misc/3/2011- |M/s. Emergo India Consulting Private Limited, 8/1, First Floor, Vasavi Colony . ) e ..
42 DC(57) Kakguda, Near Picket, Secunderabad- 500009 (A.P) 1. SPATZ®Adjustable Balloon System Diagnostic Kit consisting of Regulated
provent nasal cannula & provent
Device- intended for the treatment
of in obstrucive sleep apnea
29/Misc/3/2011- |M/s. Emergo India Consulting Private Limited, 8/1, First Floor, Vasavi Colony . . Intended to deliver pure oxygen to
. . g
BlpesT) Kakguda, Near Picket, Secunderabad- 500009 (A.P) 2. Epiflo® Transdermal Continous oxygen therapy the wounds Nat Regulated
29/Misc/14/2012-{M/s. Vascular Concepts Ltd., 7C, Doddaballapur Industial Estate, Doddaballapur, Lo .
. . . Regul
44 DCR) Bangalore-561203 1. Pronova CC-Sirolimus Eluting Stent cgulated
29/Misc/14/2012-|M/s. Vascular Concepts Ltd., 7C, Doddaballapur Industial Estate, Doddaballapur, Lo .
45 pC() Banzalore-561203 1. Pronova XR-Sirolimus Eluting Stent Regulated
Used in the contrast media
29/Misc/3/2012- [M/s. Chayagraphics (India) Pvt. Ltd., #249, 4th Main Road, Chamarajpet, . . Lo injectors, hence Syringes and Low
46 DC(46) Bangalore-560018 1. Syringes and Low Pressure Disposable for CT/MR/Angio Injectors Pressure Disposable for CT/MR/ Regulated
Angio Injectors
29/Misc/3/2012- |M/s. Int'l Marketing & Development, The Bucley Group LLC, 4455 South Group . Destroys a wide range of
X ] -~ . R g
4 DC(51) Padre Island Drive Suite #5, Corpus Christi, TX 78411 1. Sharps Terminator TM disposable needles Not Regulated
48 29/Misc/3/2011- [M/s. Kindegarten Rehab Suppliers, 14, M.P. Jain Compound Raheja Township, 1. Kinesio Tape zzsclr::t?pl;%:‘réj:rd around Not Reeulated
. . g
DC(111) Mald (East), Mumbai-400097 P ‘op
contraction
29/Misc/3/2011- |M/s. Rejen Biomedical Pvi, Ltd., 401 Bhaveshwar Complex, Vikyavihar (W), Intended to ablate the endometial
49 ! 1. Chemablate lining of the uterus in women the |[Regulated
DC(187) Mumbai-86 .
Menorrhagia
29/Misc/3/2012- [M/s. Span Healthcare Pvt. Ltd., Columbus Business Chambers, #17, 7th Temple . . . . Intended to analyze the level of
s B . . Not Regul
30 DC(36) Street, 15th Cross Malleswaram, Bangalore-56003 1. SCOUT DS Invasive Diabetes screening device glucose in human blood ot Regulated
51 2D‘3(31\2121s70)/3/2012- M/s. Care Fusion, Tower D, Second Level, DLF IT Park, Kishangarh, Chandigarh |1. SmartSite Used as a self sealing connector  |Regulated
. . . L . Used as a accessory for infusion
29/Misc/3/2011- [M/s. B. Braun Medical Indian Pvt. Ltd., II Floor, 23-A, Shivji Marg, Najafgarh .
52 DC(130) Road, New Delhi-110015 1. Infuvalve Back Check Valve therapy to prevent back flow into [Regulated

infusion lines




Consists of a multiple use
instrument, combined with a

29/Misc/3/2012- |M/s. Emergo India Consulting Private Limited, 8/1, First Floor, Vasavi Colony . . . S
53 DC(47) Kakguda, Near Picket, Secunderabad- 500009 (A.P) 1. Nanosonic Trophon EPR System smgle use dlsmfect.am which is Not Regulated
delivery form multi dose cartridge
Hydrogen peroxide
29/Misc/3/2012- |M/s. Emergo India Consulting Private Limited, 8/1, First Floor, Vasavi Colony . Multi Cartridge of Hydrogen
. . . .. Regul:
4 DC(47) Kakguda, Near Picket, Secunderabad- 500009 (A.P) 1. Nanosonic Trophon EPR System Peroxide Disifnectant cgulated
20/Misc/3/2012- Intended for ligating of any tissue
55 DC(55) M/s. S.B. Medicare Pvt. Ltd., A-258, Defence Colony New Delhi-110024 1. Ligating Clips (Polymer/Titanium) structures or vessels during Regulated
operation for haemostasisis
56 ZDQC/IE?}S)CB/ZOIZ_ M/s. Synthes Medical Pvt. Ltd., Plot No. 118-P, Sector-44, Gurgaon 1. VBS S/M/L Vertebral Body Stenting System Not Regulated
57 29/Misc/3/2012- |Sh. Greh Pal Singh, 480, Double Story, (G.F). New Rajinder Nagar, New Delhi- 1. Minitype of Air Filtration Device, which may supply infection free air Not Regulated
DC(57) 110060
31-188-MD/2006: For Orthopaedic Trauma Surgery
58| DC(Re-Reg M/s. Synthes Medical Pvt. Ltd., Plot No. 118-P, Sector-44, Gurgaon 1. Cable System and Intended use as periprosthetic [Regulated
2009) fractures, temporary reduction
29/Misc/14/2012-|M/s. Max Neeman International Limited, Max House, Ground Floor, 1 Dr. Jha . . .
. . g
59 DC (3) Marg, Okhla Phase IIL, New Delhi-110020 1. Cyberonics Vagus Nerve Stimulation (VNS) therapy system Not Regulated
29/Misc/14/.2012{M/s. Lumenis India Pvt. Ltd., Unit No. : 308-310, 3rd Floor, Suncity Business .
3 s 5 . Not Regul
60 DC(4) Tower, Sector-54, Golf Course Road, Guragaon-12202 Haryana 1. Light Sheer Duet ot Regulated
29/Misc/3/2012- |M/s. Eisai Pharmaceutical India Private Limited, 1st Floor, B Wing, Marwah
o1 DC(01) Centre, Krishanlal, Marwah Marg, Andheri (East), Mumbai-400072 1. DC Bead & Bead Block Regulated
20/Misc/3/2011 Used for the purpose of
62 bC (1157C1) " |Mys. Millenium Biotch, J-6/98, Second Floor, Rajori Grden, New Delhi-110027 1. Comfort Bath, Comfort Shampoo Cap cleansing human body or Regulated
its part(s)
29/Misc/3/2011- — . .- . L . .
63 DC (171) M/s. Millenium Biotch, J-6/98, Second Floor, Rajori Grden, New Delhi-110027 1. Antiseptic Body Washcloth, Comfort Shield Barrier Cloth Regulated
20/Misc/3/2012- Used for correction of
64 DC(56) M/s. Delhi Ey Zone Pvt. Ltd., D-114, (G.F.), Lajpat Nagar-I, New Delhi-110024  |1. Ferrara Ring an Intracorneal Implants patholigical Not Regulated
tissue deformities of the cornea
65 29/Misc/3/2012- |M/s. Krisna Patient Care Systems India Pvt. Ltd., M-28, 3rd Floor, G K (Greater 1. Drug Free Pain Relief TransCare Medical Devices-Ova, Itourch Eas, Itouch Sure, Not Reeulated
X . X g
DC(29) Kailash)-II, M-Block Market, New Delhi-110048 Itouch tone, Touch Tens, Mamatens, Sport Tens, and Ultima IF4160
29/Misc/3/2012- MJs. Paul Hartmann Medlcal Private ]Tlmned’ Regus Suburb Centre Pnyale L., 1. Various non woven compund/Multiplayer compound - Drape Sheets for various
66 Level-4, Dynasty Business Park, A-Wing, Andheri Kurla Road, Andheri (East), R 5 Regualted
DC(06) Mumbai operations/ surgeries
67 29/Misc/3/2012- [M/s. 3 M India Limited, Plot Nos. 48-51, Electronics City, Hosur Road, Bangalore- 1. Tissue Adhesive for animal use Regualted
DC(3) 560100
20/Misc/3/2012- Used for injection/aspiration
68 DC(59) M/s. Delhi Ey Zone Pvt. Ltd., D-114, (G.F.), Lajpat Nagar-I, New Delhi-110024  |1. Ophthalmic Infusion/Aspiration Cannulas of fluid of gas during eye Regualted
surgery
Intended for the preparation
29/Misc/3/2012- |M/s. Pall India Pvt. Ltd., Sumer Plaza, CTS 419, Marol Maroshi Road, Andheri . . . of a platelet concentrate form
| 5 > s > ) _ R i
69 DC(62) (East), Mumbai-400059 1. Platelet Therapy Kit use with autologous animal blood canine whole blood (C-PET) cgualted
or equine whole blood (E-PET)
29/Misc/3/2012- [M/s. Quantum Biological Pvt. Ltd., Block-A, 36/37, Shrivasan Nagar Main Road . . Used for routine collection of
n ¢ . ,36/37, N Regul
70 DC(69) Perunoudi. Chennai-600096 1. Vaccum Blood collection tubes without needle venous blood cgulated
Used in infected non-unions of
71 29/Misc/3/2012- |M/s. Corions India Private Limited, No. 5, Sri Krishna Nagar Annexe, 1. Orth dics Ext | Fixaion Product: fracures which needs correction Not Reaulated
DC(68) Maaduravoyal, Chennai-600095 : opacdics External Fixaion Froducts and for the bone deformities and oL Beguiale
bone lengthening procedures
Designed to treat venous leg
29/Misc/3/2012- |M/s. Juno Pharma, 3rd Floor, Harith Arcade, D. No. 3- 100/2/B, Survey No. 277, P . . ulcers, and diabetics foor ulcer,
72 DC(77) Nizampet Road, Hyderabad-500090 1. Co- Flex Unna Boot Kit with calamine and cohesive bandage traumatic wounds, chronic Regulated
wounds, pressure ulcer etc
7 29/Misc/3/2012- |M/s. Juno Pharma, 3rd Floor, Harith Arcade, D. No. 3- 100/2/B, Survey No. 277, 1. T- Ring Digital Tourniquet Used for wound exploration for Not Reeulated

DC(74)

Nizampet Road, Hyderabad-500090

foreign bodies




Used for collection of genital and

74 29/Misc/3/2012- M./S' Juno Pharma, 3rd Floor, Harith Arcade, D. No. 3- 100/2/B, Survey No. 277, 1. Manta Forensics sexual assault Kits (Easi Swab Store) oral swabs from sexual assault Not Regulated
DC(72) Nizampet Road, Hyderabad-500090 o
victiom's body parts
29/Misc/3/2012- |M/s. Innvolution Med Systems, 109-110, First Floor, Roots Tower, Laxmi Nagar, .
75 DC(s2) District Center, New Delhi-110092 1. Yelloport Plus Laproscopic Port System Not Regulated
29/Misc/3/2012- |M/s. Maxlige, New No. 56, Old No. 45/62, 2nd Main, Gabbbvipuram Extension. . -
s > N N ) Reoul
76 DC(79) Bangalore-560019 1. Tubing Set for Hemodialysis cgulated
29/Misc/3/2012- |M/s. Kanam Latex Industies Private Limited, Ooppoottil Building, K.K. Road, . . . .
. g
77 DC(103) Kottayam-686001 1. Sugical Sterile Gloves/ Non Sterile Surigcal Gloves Not Regulated
29/Misc/3/2012- |M/s. Juno Pharma, 3rd Floor, Harith Arcade, D. No. 3- 100/2/B, Survey No. 277 . Use for relief of menstraual
. N s s s > ) c Reoul
78 DC(71) Nizampet Road, Hyderabad-500090 1. Allay Menstrual Pain Patches pain cgulated
79 29/Misc/3/2012- |M/s. Juno Pharma, 3rd Floor, Harith Arcade, D. No. 3- 100/2/B, Survey No. 277, |1. Manta Forensics - DNA Profillling Kits consists of Adhesive bandages and Alcohol Used for taking DNA samples Reeulated
DC(73) Nizampet Road, Hyderabad-500090 Pad g P fegualed
Tub Holder and Vacuum Not Reeulated
30 29/Misc/3/2012- | M/s. Greiner Bio - One (India) Pvt. Ltd., The corenthum, 2111, Tower-A, Plot No. | 1. Vacuum Blood Collection System (Vacuumised Blood Collection Tube, Multisample |bube are ot feplale
DC(92) A/41, Sector 692, Noida-201301 Needle, Tube Holder) Multi sample Needle Reeulated
(Disposable) fegualed
29/Misc/3/2012- - B . . . . .
81 DC(99) M/s. Metacure Limited, 22, Victoria Street, Hamilton HM 12, Bermuda 1. Optimizer III A Cardiac Contractility modulation system Not Regulated
82 25)(;1(\31;0/3/2012- M/s. Metacure Limited, 22, Victoria Street, Hamilton HM 12, Bermuda 1. Diamond (Tantalus) System Not Regulated
29/Misc/3/2012- |M/s. B. Braun Medical Indian Pvt. Ltd., II Floor, 23-A, Shivji Marg, Najafgarh
83 DC(80) Road. New Delhi-110015 1. Ecoflec Connect Not Regulated
29/Misc/3/2012- |M/s. Adroit Biomed Ltd, 2nd Floor, A-Wing, Balsmruti, Murar Road, Mulund (W), . .
. . g
84 DC(88) Mumbai-400080 1. respiR8 Monitor Not Regulated
29/Misc/3/2012- [M/s. Dentsply India Pvt. Ltd., 121 & 128, Tower A, A-41, 2nd Floor, The . Use to fill the root canal of a
85 DC(63) Corenthum, Sec-62, Noida-201301 1. Dental Gutta Percha Points tooth Not Regulated
29/Misc/3/2011- |M/s. Harsoria Healthcare Pvt. Ltd., 110-111, Phase -IV, Udyog Vihar, Gurgaon, - .
86 DCE8) Haryana-122015 1. Pressure Monitoring Line Regulated
29/Misc/4/2012- [M/s. Becton Dickinson India Pvt. Ltd., Sth & 6th Floor, Singnature Tower B, South
! ) , , ) Not Regul
87 DC(41) Cilty I, Guragaon-122001, Haryana 1. Research use only (ROU) ot Regulated
29/Misc/3/2012- |M/s. Allwin Lifecare, 4, Damji Shamji Ind., Complex Off, M.C. Road, Andheri . .
8 bc02) (East), Mumbai-400 093 1. Blood Line Tubing Regulated
89 é9é12/;;s)c/3/2012- ll\/;/QSi)'ll'Stlpotcnt Scientific Product Pvt. Ltd., 857, Udyog Vihar, Phase-V, Gurgoan- 1. Umbilical Cord Tissue Transport Tube Used for transport Not Regulated
90 29/Misc/3/2012- |M/s. Neo Medisurge, M-210, 3rd Floor, Street No. 13, Shastri Nagar, New Delhi- |1. Endoscopy accessories- guidewire, papillotomes, stone extension balloon, stone Reeulated
DC(66) 110034 extraction basket, lithotripter, Polypectomy snare fegualed
91 29/Misc/3/2012- |M/s. Fresenius Medical Care India Pvt. Ltd., 11th Floor, Front Wing, Gopal Dass 1. Puristeril 340 & Citrasteril are disinfectants Iéz;?éi;l{esciislsmtecnon of Reeulated
DC(87) Bhawan, 28, Barakhamba Road, New Delhi-110001 . machine Y Hegualec
9 29/Misc/3/2011- | M/s. BL Lifesciences Pvt. Ltd., A-245, Okhla Industiral Area, Phase-1, New Delhi- | 1. Pressure Monitoring line and Pressure Monitoring Kits Regulated
DC(90) 110020 2. Cardioplegia, vessel loop, toruniquet kit and Mister Blower Not Regulated
Enflow warmer and the enflow
controller- Used to generated Not Regulated
temperature
93 29/Misc/3/2012- M/s. Wipro GE Healthcare,No. 4, Kadugodi Industrial Area, Bangalore-560067 1. IV Fluid/Blood Warming system E|.1ﬂow dl.sposablc cart.ndgc
DC(70) with or without extension
set- used to connects to the Regulated
IV Extension Set or any
infusion set
29/Misc/3/2012- |M/s. Juno Pharma, 3rd Floor, Harith Arcade, D. No. 3- 100/2/B, Survey No. 277, . .
94 DC(5) Nizampet Road, Hyderabad-500090 1. Co-Flex (Bandage) Used for hoding IV's and tubes  |Not Regulated
95 20/Misc/3/2012- M/s. Johnson & Johnson Ltd, 30, Forjett Street, Mumbai-400036 1. Inroducer Sheath only to protcct_ and ensure smooth Not Regulated
DC(84) passage of coils
9% ]:;1(;8(;2/[1?!2006_ M/s. Cochlear Medical Device Company India Pvt. Ltd., Ground Floor, Platina 1. CP802 sound processor Not Reeulated
- o . . g
2009) g Builidng, Plot No. C 59, G Block, Bandra Kurla Complex, Mumbai-400051 P
29/Misc/3/2012- [M/s. Edvego Technologies, No. 41, 2nd Floor, 14th Cross, 18th Main, . . .
97 DC(96) Padmanabha Nagar, Bangalore-560070 1. Tubing set for Hemodialysis Regulated




29/Misc/3/2012-

Ms. Stericat Gutstrings (P) Ltd. 169, Sector-4, IMT Manesar, Gurgaon, Haryan-

98 DC(110) 122050 1. Non sterile Sutute Thread Regulated
99 2D9C/IE/{1153C;3/2012- ?:[/SI;)MUM Meidcs, Plot No. 28, HPSIDC Phase 3, Baddi, Distt. Solan-173205 1. Medical device (Bare Metal Stent) Regulated
29/Misc/3/2012- |M/s. Zenotech Laboratories Ltd, Survey No. 250-252, Turkapally Village, .
- . . N g
100 DC(129) Shameerpet Mandal RR Disrict 500078 AP India 1. Htpak® Barrels (without needles), Plunger rod and Stoppers Not Regulated
1.Used for fixation of catheter
Sl e
101 29/Misc/3/2012- |M/s. Clairvoyance Consulting, Flat No. 801, 8th Floor, Indra Prakash Building, 21 |2. Tubifast of ta e:l P Not Reeulated
’ o S g
DC(116) Barakhamba Road, New Delhi-110001 3. Tubigrip P .
4 Brovet 3. Used for pressure dressing
- Brevel 4. Used for prevent the formation
of Deep Vein Thrombosis (DVT)
29/Misc/3/2012- |M/s. Canary Impex, 221, 2nd Floor, Rajhans Shopping Center, Nr. Baroda . .
. . Regul:
102 DC(123) Pristage, Vrachha Road, Surat-06 1. Disposable Hemorrhoids Stapler cgulated
Used in MR System Provide
29/Misc/3/2012- |M/s. Semler Research Center Privated Limited, 75A, 15tH Cross, I Phase, J.P 1. Magnetic Resonance- Guide High Intensity Focused Ultrasound for Pallition of {mages “.) plan the th(t:rapy
103 . and to guide and monitor Not Regulated
DC(120) Nagar, Bangalore-78 painful Skeletal Metastases . .
the thermal ablation with termal
imaging during the treatment
Is a blood fractioning Devices
System, Used in prepration of
autologous serum that is to be
mixed with auto-graft or allograft
. . . . L for bone graft handling prior to
104 29/Misc/3/202- - |MJs. L & T Integrated Engincering Services, Larsen & Toubro limited, Bellary 1. Clotalyst Kit with GPS III Separatory System the application to the orthopaedic |Regulated
DC(118) Road, Byatarayanapura, Bangalore-560092 . . . .
surigcal site and the kit contains
the components like- Syringes,
Needle and Needle set,
Tourniquet, alcohol swab pad,
Tube, Bottle of ACD-A
29/Misc/3/2012- . . . .
105 DC(130) M/s. Emcure Pharmaceuticals Limited T-184, M.L.D.C, Bhosari, Pune- 4110026  |1. Hypak® Barrels (without needlse), plunger rod and Stoppers Not Regulated
29/Misc/3/2012- . . . . .
106 DC(126) M/s. Gennova Biopharmaceuticals Limited T-184, M.I.D.C, Bhosari, Pune-411026 |1. Hypak® Barrels (without needlse), plunger rod and Stoppers Not Regulated
. . To collect the weak magnetic
29/Misc/3/2012- |M/s. Global Prosumers Associates, Flat No. 11, Navbharat Appartment, 7/137, . s
107 DC(124) Swarup Nagar, Kanpur-208 002 1. Quantum Resonance Magnetic Analyzer (QRA) field ofhuman cells for scientific |Not Regulated
analysis
29/Miise/3/2012- |MJs. .M Health Care Products Pvt. Ltd., 14/95, It Floor, Geeta Colony, Delhi- |-+ Semi-finsihed, Non Sterile Products-Catheters/ and sizes, Biopsy products/ Needlses
108 in different types, Guide-wire and Packaging Components in different shapes and sizes, Not Regulated
DC(81) 110031 ! > > OIS : D
Tubing and Tubing Contractor and accessories in different materials and sizes etc
29/Misc/4/2012- |M/s. Totipotent Scientific Product Pvt. Ltd., 857, Udyog Vihar, Phase-V, Gurgoan- |1. Umbilical Cord Tissue Transport Tube (Tube with buffered saline only no umblical
109 Not Regulated
DC(58) 122016 cord)
29/Misc/3/202-  |M/s. Advance Hydrau, Components Pvt. Ltd., Khasra No. 86/24, Hiran Kundna Used for the stop the bleeding
1o DC(38) More, Near Ganga International School, Ghevra, New Delhli-110041 1. Bandages- Soft-1 & UNI Bandacs & also to protect the wounds. Regulated
For collection of wastes form
29/Misc/3/2012- |M/s. Neutron Sugicals Pvt. Ltd. 306, Yusug Bldg, 50/51, V. Nariman Road, Near sugical diverted biological system
X . . Os . . g
m DC(128) Akbarally's Fort, Mumbai-4000001 1. Ostomy Bags (Colon, ileum, urinary) and Not Regulated
certain of stoma
. . . . . 1. Centrifugal Blood Pump
112 29/Misc/3/2012- | M/s. India Medtronic Pvt. Ltd., A-16, Mohan Co-operative Industiral Estate Ltd, Not Regulated
DC(115) Ground Floor, Mathura Road, New Delhi-110044
2. Oxygenator Not Regulated
13 29/Misc/3/2012- [M/s. Envy International Private Limited, NH-2, 2nd Floor, C-Block, Community 1. Collagen Based Medifil granules & Skin temp Sheets Regulated

DC(119)

Centre, Naraina Vihar, New Delhi-110028




'y

1. Use to cover intact skin or
minor

cuts, scrapes, burns and irritations
of the skin, to help keep them
clean and dry and help to protect
29/Misc/3/2012- . . 1. NUV ADERM Liquid Bandage them from injection

DC(132) MJs. Cyro Healhcare Pvt. Ltd., C-6, Greater Kailash-1, New Delhi-110002 2.NUV AVET Anin?al Heahhcfre Liquid Bandage 2. Used on s‘lnall and large Regulated
animals, includidng dogs, cats,
horses, hotsports, burns or other
irritations of the skin to help keep
then clean and dry, and help
protect them form infection

[

Cleaner for manual and automatic
1. GIGAZYME cleaning or Endoscopes and Not Regulated
Sugical instruments.

29/Misc/3/2012- |M/s. Schulke India Pvt. Ltd., A-24/9, Mohan Co-operative Ind. Est. Mathura Road,
DC(144) New Delhi-110044

e

Which delivers a short burst
1. Vedera KXS System energy in a predetermined pattern |Not Regulated
onto human cornea

29/Misc/3/2012- [M/s. Emergo India Consulting Private Limited, 8/1, First Floor, Vasavi Colony
DC(147) Kakguda, Near Picket, Secunderabad- 500009 (A.P)

For collection of wastes form

29/Misc/3/2012- |M/s. Accredited Consultants Pvt. Ltd., D-29, First Floor, Acharya Niketan, Mayor sugical diverted biological system

X . . . . g
17 DC(85) Vihar Phase-1, Delhi-110091 1. Ostomy Bags (Colon, ileum, urinary) and Not Regulated
certain of stoma
29/Misc/3/2012- | M/s. Lifewatch Technologies Ltd., 2 Perkeris St. P.O. Box-527, Rehovot-76100, |1. Lifewatch V. Not Regulated
8 -
DC(108) Israel 2. Glucose test strips Regulated
19 29/Misc/3/2012- |M/s. BioAide Technologies Pvt. Ltd., Flat No. 207, 2nd Floor, Savitri Cinema 1. Debrisoft Used for debridgement of acute or Reeulated
DC(152) Complex, Greater Kailash Part-11, New Delhi-110048 ) chronic wounds of all origin segualed

=3

Used for improving the depth of
1.Corneal inlay (having no power) Focus by cutting the unnecessary |Not Regulated
light entering in the eye

29/Misc/3/2012- [M/s. Care Group India, A Unit of Polymer Technologies INTL, Block no 310
DC(149) Village Sim of Dabhasa, Ta Padra, Dist Vadodara-391440

S

Used to collect, Store, Transport
and process the blood to
laboratories for blood testing
(investigation)

M/s. Cambindia Biotech Kits (Pvt.) Ltd., Ground Floor, H. No. 817(A), Gurukripa
Nagar, Post. Saravali, Kon Village, Tal Bhiwandi, Dist Thane Tal Bhiwand (Thane |1. Evacuated Blood Collection Container/ Tubes
Zoens) 421311

29/Misc/3/2012-

INot Regulated
DC(167) Not Regulated
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