2016 Datab

S.NO. File . No. Name of the Company and Address Product Name Intended Use Regulatory Status Date of Issue
Sterilization on Non-Surgically Invasive Medical devics such as G pe or
1 29/Misc/3/2015- M/s Chemours India Pvt Itd., 6th floor, tower-C, DLF Cyber Greens Sector-25A, DLF RelyOn Perasafe-medical device Sterilant bronchoscope endoscope, Semi-Critical Medical Devices and may be used as a surface Reaulated 172016
DC(221) City Phase-III, gurgaon-122002, Haryana Y disinfectant for decontamination of mycobacteria and clostridium difficile in high risk areas Reguatec
nch ac i ions disease isalation wards and lab i
29/misc/3/2015- Dr. Rajesh chawla, Principal Investigator, M/s Induraprastha Apollo hospitals, Sarita . . . . . . .
2 DC(292) Vihar, delhi-Mathura road, New Dlchi-110076 Pules Oximeters(nonin, masimo and philips) assess the oxygenation status of patients at the bed side Not Regulated 1/712016
29/Misc/03/2013- Dr. S. Manivaannon, DDC(I), CDSCO(SZ), Second floor, Shastri bhawan Annexe, . . . . .
_ ~ o
3 DC(270) 26, haddows road, Chennai-600006 instruments-Orthopaedic instruments used for spine and orthopaedic surgery Not Regulated 1/7/2016
4 29/Misc/3/2016- M/s Rithwik Pharma Pvt Ltd., Plot No.11-13, 160/406, ramprathap Nivas Moyya | CP Relief Wand CP 1000((transcutaneous electrical Battery operated Electronic device intended for use as an adjunctive therapy for pain Not Regulated 1/19/2016
X . g
DC(03) nagar Colony, Near Asthalakshmi Arch, L.B Nagar, hyderabad, telangana-500074 Nerve Stiulator) management
5 29/Misc/3/2015- Shri. S.K Bhandari, Brig DDCDS(E&S), Dte gen of dental services adjutant general;s Dental Tmplants the Dental materials used for restoration of tooth, tooth movement and dental lab work for Not Reeulated 1/19/2016
. . . g
DC(242) Branch IHQ of moD(army), L Block New dlehi-110002 mp fabrication of dental ol Reguated
29/misc/3/2016- M/s Barrocyte consultants Pvt Ltd., 105, first floor, Block No-CHBS near mother - Aseptoprint-spray Dentiro light dentiro wipes, isorapid floor, or clean plus oricud-multisept
6 DC(026) dairy, sukhdev vihar CSC, New Delhi-110025 Disinfectants plus orolin burbath, opolin intra & oromed Gel are disinfectants Regulated 16-02-2016
29/Misc/3/2016- M/s Delhi Hopistal supply private Limited 101-103, Pal mohan sadan, 26/32, East . . N
7 DC(14) Patel nagar rajindra place, New Dlchi-110008 Endo staplers Disposable surgical staplers Regulated 16-02-2016
. M/s Isens Biosensors India Pvt Ltd., unit no.1116-1117, 11th Floor, IMD Megapolis, . . . . .
8 29/misc/3/2016-DC(30) shona road, Sector 48, Gurgaon-122001 Haryana Safety lancets, Lancets(Normal) and lancing device used for blood sampling for diagnostic purpose Not regulated 16-02-2016
9 29/n];|zc(/235/3§)15- M/s Merck Limited, Shiv sagar Estate, A dr. A.b Road, worli Mumbai-400018 Pyrogen testing(PyroDectect System) kits/reagent intended to be used for the dl:ﬁ;‘;ﬁ:f disease or disorder in human beings or Regulated 16-02-2016
10 29/misc/3/2015- M/s Lensai opthalmic pvt Itd., A6-101, La habitat, off 100 ft Road thaltej, Puanbcslzll—bci E(]:ius:z;gmle? zlti‘ieir‘:eazzl};:ﬂ::m veraplug punctal occlusion system vera90 extended wear synthetic absorbable punctal plug Not reaulated 16-02-2016
DC(159) ‘Ahemdabad-380059 P pu:ctagl plugs porary & & vera C7 temporary collagen punctal plugs intended for the treatment of dry eye syndrome ~olreguated
11 |29/misc/3/2016-DC(12) MJs Jagat diagnostics private meedg‘;iziigdusmal Area, G.T karnal Road, New Lancet used for blood sampling i Not regulated 16-02-2016
. M/s paul hartmann medical Pvt Itd., B/506, 5th Floor titanium Square, Thaltej Cosmopore 1.V Hydrofilm .V and Hydrofilm L.V . . .
12 |29/misc/3/2015-DC(73) Ahemedabad-380059, Gujarat, India Control control are surgical dressing materials regulated 16-02-2016
Dr. Sharmila Jalgaonkar, member secretary, I[EC-I, New UG/PG hostel, 20th Story
13 |29/misc/3/2016-DC(16)| hostal building Ground floor, KEM Hospital, near main boys hostel Dr. SS Roa's Smart sense/Pincolabs(Point of care testing(POCT) analyzing blood samples Not regulated 16-02-2016
marh, Near parel, Mumbai-400012
Impact(concussion management platform) and to measure heart rate, blood pressure and heart anomalies and the device viz ot covered under the
14 |29/misc/3/2016-DC(23)| M/s Pixel care india pvt ltd., third floor, C-435 Defence colony, New Dlehi-110024 P o pa impact(concussion management platform) a software based medical device intended to e e 16-02-2016
Ufit(Pulse acquisition device) N . . provisions of D7C act
assess the baseline and post concussion state of an individual
29/misc/3/2015- M/s troikaa Pharmaceutical Ltd., commerce house-1, satya marg, bodakdev . . L . . . . product is not yet
15 DC(287) Ahmedabad-380054 Soy Phosphatidylcholine Gel 6& for treatment of joint pain associated with osteoarthritis approved 16-02-2016
. i ., 5 5 3 i i N i i . N NOC to grant test.
16 |29/misc/32016-DCG31) M/s Sutures India Pvt Ltd., 472 D, 13th Cross, 4th Phase, Peenya industrial Area, Prosorb Mesh(Composlte.ofpf)lypropylene and form 29 for purposc of examination testing and analysis in india NO(_ tq rant test 16-02-2016
bangalore-560058 polyglycolic acid) license in form 29
17 29/misc/3/2015- M/s Sahaj Regenerative Cell therapeutics LLP 13/2, south tukoganj indor , Madhya Homogenisation/ultrasonic covitation of fat tissue for homogenisation and ultrasonic cavnauon.of fat tissue to obtain the stromal vascular Not reaulated 16:02-2016
DC(152) Pradesh fraction —
18 |29/misc/3/2016-DC(21) M/s cytocare technologies Pvt Ltd., Hyderabad Cryomacs Freezing barii;?r:zfer sets and clinimacs for storage of periphral blood Stem cells and cord blood stem cells, regulated 16-02-2016
29/Misc/3/2015- M/s Sutures India Pvt Ltd., 472 D, 13th Cross, 4th Phase, Peenya industrial Area, L . . N
19 DC(157) bangalore-560058 Trustat(xxidized Regenerated Celloulose) surgical dressings Regulated 23-02-2016




permission to

20 29/misc/3/2014- MJs Meril Life Sciences pvt Ltd., Survey HO‘BS/Z/.A’ near G.m Bilakhia Stadium Myosista Intra Aortic balloon catheter kits examination testing and analysis of Myosist intra aortic balloon catheter kit manufacture & sale of 23-02-2016
DC(141) muktanand marg, Chala,Vapi-396191 T —
the product
21 |29/misc/3/2016-DC(46) M/s IDS Denmed Pt Ltd., A-2O/IZ\;I,e(‘zlmDuel;siﬂloloor,ozl‘ayapun Industrial Area, Phase-1, Wipes for Disinfection/Cleaning of medical devices designed to rapidly clean and disinfect areas at great risk regulated 23-02-2016
22 |29/misc/3/2016-DC(45) M/s Ceragem India Pvt Ltd., 4!1111::;:;;3121238.258,Sect0r-44, HUDA, gurgaon, Ceragem RL1 (ceragem master v3) automatic thermal masager Not regulated 23-02-2016
23 |29/mise/3/2016-DC(29) M/s Becton Dickinson India Pvt Itd., Sth Floor, Signature tower B, South city I, BD CS&T beads for m-vltro.dlagnostlc (Qulaity to be used to monitor daily instrument performance by measuring fluorescence sensitivity reoulated 23.02-2016
Gurgaon-122001, Haryana control solution) and alignment. regualed
29/misc/03/2013- Shri. Om prakash, Section officer, Ministry of Heatlh and family welfare, Nirman . . . used to partially or completely replace the function of a failing heart-used as a bridge to .
24 DC(281) Bhwan, New Dlehi Left Ventricular Assist devices transplant to keep the patients alive till an organ can be found Not regulated 18-02-2016
. . PRI . . PR, . use in he construction of orthopaedic casts, temporary immobilization of fractures, sprains
25 |29/misc/3/2016-DC(55)| M/s Utanco India 13, Tarun Encalve, near Pushpanjali Pitam Pura, Delhi-110034 Green cast orthopaedic artificial limbs making tape and strains regulated 01-03-2016
. . " Cryo Slim 2HPS, Oxygen & Water peel Plus LED
. M/s Peches Lifestyles Pvt LTd., 1, dhanvantri, Rambaug lane opp, Mulji Nagar, off . . N
26 [29/misc/3/2016-DC(54) S.V Road, Borivali(West), Mumbai-400092 system Potal?le ware LED and I-F.rax Non-Invasie used for cosmetic purpose Not regulated 1/3/2016
Radio Frequency Aesthetic system
. M/s Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS tower . . . Used for general surgical procedures where ligation and division of vessels(up to 7 mm in
27 | 29/misei3/2016-DO(A3) medanta The medicity complex, sector-38, Gurgaon, Haryana-122001 ligasure curved small jaw open sealer/Divider diameter) tissue bundies and lymphatics regulated 1322016
29/mise/3/2015 vented millex-GV filter units are syringe filters used for sterilization of low volume aqueous
28 DC(249) M/s Merck Limited, Shiv sagar Estate, A dr. A.b Road, worli Mumbai-400018 Vented Medical Milex filter in India solutions for direct patient injection, filtration of laboratory solutions, and filtration of Not regulated 11/3/2016
clinical solutions where venting and low protein binding membrance are required
29/misc/3/2015- M/s. Agkem Impex pvt Ltd., 503-504, Rishabh corporate tower, Plot No.16, Zlrconia Blank, Vintage Art/Hole/MP/ZR/Al, ceramage indicatef ofr vennering of metal framework and copings for the preparation
2 DC(146) community centre karkadooma, Delhi-110092 ceramage crowns and bridges Not regulated 22-03-2016
30 |29/misc/3/2016-DC(64) Chief Medcial Officer, Office of CMO,3SOazv:)’:1)14 maan Singh Hospital Jaipur, Rajasthan- Heart valves il reoulated 22-03-2016
29/misc/03/2016- M/s Greiner Bio-One(india) Pvt Ltd., the corenthum, 2111, tower-A, Plot no.A/41, .
31 DC(72) Sector-62, Noida-201301 Lancet nil Not regulated 22-03-2016
bed sheets, pillow covers, pillows 7 mattresses ,Hospital scrubs, Masks, doctor coats, Tab
3 29/misc/3/2016- M/s Shakhti Knitting limited Land Marvel Nest F-1,3 first Main Road, indira nagar | Bedsheet & other articles containing chemical salts | coats, patient care gowns, Kitchen aprons, table cloth,Napkins & Towels, Kerchiefs, mittens Not reaulated 22-03-2016
DCI15) Adyar, Chennai-600020 for home & hospitals uses & gloves, socks, and other article made out of textiletreated with chemical i.e I —
(Di; decy1Q3-trimeth ilv) nronv) i ide o
33 |29/misc/3/2016-DC(63) M/s Surgiplus, Polt No.2,5th Cross, Ganaprakasam nagar, Puducherry-605008 Connecting tube with & without yankuer nil regulated 22-03-2016
. M/s Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS tower .
34 |29/misc/3/2016-DC(83) medanta The medicity complex, scctor-38, Gurgaon, Haryana-122001 Pledgets and trocar PTFE Polymer pledgets and versaport/Versaport plus bladeless tocar-sutuer and catheter regulated 22-03-2016
35 29/misc/03/2016- M/s Ace Cardiopathy Solutions Pvt LTd., 704,7th Floor, Kirshna apr Business Comfort-In (needle-Fress & easy-Quick Inection contains syringes and adapter used to deliver 0.5ml volumes of various reeulated 11/42016
DC(75) Square, neata Ji Subhash Place, Delhi-110034 system) medications(especially insulin) and vaccines subcutaneoulsy regualed
. M/s Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS tower | PDB(Preperitoneal Dissection balloon) kindney and indicated for patients undergoing laparoscopic surgery requiring tisue separation of the .
36 |29/misc/3/2016-DCO3) medanta The medicity complex, sector-38, Gurgaon, Haryana-122001 round shaps balloon extraperitoneal space regulated 5412016
. M/s Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS tower . . . . .
37 |29/msic/3/2016-DC(92) medanta The medicity complex, sector-38, Gurgaon, Haryana-122001 chronic catheter accessory used to aid peructaneous insertion of peritoneal regulated 5/4/2016
29/misc/03/2016- . . . - . .
38 M/s B | Health 7 Safety pvt Itd., BL House & Safety pvt Itd., New Delhi-11049 Waterjel fire Blankets and Dressing for burns indicated to cool and soothes both minor burns and moreserious burns Not regulated 5/4/2016

DC(80)




29/misc/03/2016-

M/s Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS tower

39 DC(88) medanta The medicity complex, scctor-38, Gurgaon, Haryana-122001 Y-connectors used for guiding, positioning and locking guidewires or catheters regulated 5/4/2016
0 29/misc/03/2016- | Dr. Shahid Ali Siddiqui, MBBS MD, prof & head, Department of radio-therapy J.n | “2° bas;‘g_‘rgi‘_' Si‘gcle_ dev‘cet'LED bgsfed intraoral testment i Nt reaulated Sa016
DC(84) Medical College & Hospital, Aliderh Muslim University, Aligarh-202002 ight deliver system used for restmentt ~olreguated
PDT(photodynamic therapy)
41 29/mgcc/(083 {?016- M’s Sarvam Safety e\q;:ll?\:ikma;w(?}:gﬁ}l];;-lﬁtof)izco Industrial estate Waterjel blankets Indicated to cool and soothes both minor burns and more serious burns Not regulated 5/4/2016
» 29/misc/03/2016- M/s Unor Exim Pvt Itd., 403 Kirti Mhal bulding, 19, Rajendra Place, new delhi- | PVA Nasal packs/PVA Naal tampons, Invotec intended for controlling nasal hemorrhage, Septoplasty, rhinoplasty and intro-nasal lated 12/4/2016
DC(42) 110008 internal Nasal Splint & ventilation tube surgical reguiated
29/misc/3/2016- M/s Unicorn Denmart Ltd., 3, Local Shopping centre, Mor land Near, J Block, . used as dental restorative material for veneering of metal framework and opings for 3
s DC(101) DDA market near ranjendra Nagar, New Delhi-110060 Dental Material preparation crowns and bridges Not regulated 12/42016
29/misc/03/2016- . . used to collect menstrual fluid during menstruation as a viable alternative to sanitary
44 DCO4) M/s Sahotaz, 214C/2 Guatam nagar, New Delhi-110049 Silky cup(reusable Menstrual Cup) nakings, cloth pads and tampons Not regulated 12/4/2016
45 29/misc/03/2016-  |M/s Event medi Systems, 218, vishal tower, District centre, Janakpuri, New Delhi- Manifold manifold inteded for flow control» and as delivery devices for L.v fluids injection in reoulated 12/4/2016
DC(96) 110058 angiographic procedures —
29/misc/3/2016- M/s Hindustan medi-needs flat no.2132, Sector-D, Pocket-2, Vasant Kunj, New . disposable swabs containing one pad satuated with 70% isopropyl alcohol, intended for
46 DC(08) part-I Delhi-110070 disposable swabs leaning the skin at the site of injection before giving the injection regulated 19-04-2016
. . . Prime Dental VLC(Hydrid Composit kit, Nano-
47 29/“;2‘2/3 63)016 e UHICOFHDIE)SXI:):;‘;](];C“;;Z; ;i?;;:oizziczgj’s:ﬁ lf ?golggar, J Block, hybrid composite kit, flowable Kit, Enamal bond used as filler/Restorative material for dental cavities Not regulated 21-04-2016
’ a adhesive)
48 29/misc/3/2016- M/s S. Three Sales International pvt Ltd., M10, Old DLF Market, Sector 14, 1 dle fr " intended for use as an accessory to intravascular adminstration set for the aminstration lated 25-04-2016
DC(113) Gugaon ave needie free connector of fluids to patient through a cannula placed in the vein or artery reguiated
49 29/n];|éz/i(/)§gl6- M/s Mitra Medical Services LLP[’)E;:_ZS’ 00012(313 Industrial Area, phase-1, new Wave guidewire wave guidewire intended to be used as an accessory for endoscopes regulated 26-04-2016
29/misc/03/2016- M/s Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS . used in laproscopic procedures as a multi-purpose operating tool with irrigation and
0 DC(89) tower medanta The medicity complex, sector-38, Gurgaon, Haryana-122001 Auto Suture Surgiwand suction capabilities regulated 26-04-2016
29/misc/03/2016- M/s Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS LF-12 12. I._lgas.ure c.urved small jaw open . 5 .
51 DC(87) tower medanta The medicity complex, sector-38, Gurgaon, Haryana-122001 sealer/divider is a bipolar electrosurgical intended to be used with the force triad energy platform Not regulated 28-04-2016
’ ’ ’ instrument
29/misc/03/2016- | Ms Covidien Healthare india Private limited 4th Floor, Tower A &B, SAS used for safe, Convenient removal of tissue specimens such as the appendix, and ectopic
52 DC(36) tower medanta The medicity complex. sector-38. Gureaon. Haryana-122001 Endo catch Gold pregnancy, gall bladder, gal stones, lymph nodes, ovaries, small sectons of bowel and Not regulated 4/5/2016
Y e, > Lurgaon, Hary: other tissues structures
53 29/misc/03/2016- M/s Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS Endo bag Specimen retrieval system intended for use in laproscopic procedures where removal of tissue or debris from the Not reeulated 4/5/2016
DC(90) tower medanta The medicity complex, sector-38, Gurgaon, Haryana-122001 € 5P Valsy abdominal cavity is desired Solreguated
29/misc/3/2016-  |M/s edwards Lifesciences(India) private Limited E.F 201-204, remi bizcourt, Plot | . . disposable pressure transducer Model No. PX 260 used to measure arterial pressure or
4 DC(122) No.9 shah industrial estate, off veera desai road andheri(w), Mumbai-400058 Disposable pressure transducer; model no. PX 260 central venous pressur in human beings regulated 4152016
55 29/misc/3/2016- Dr. Sayan Basu, Member secretary ethics Committee LV prasad eye institute RHCIHI:M(;TEIOASymzzgin; e‘:elll:l rpatlents il Not reeulated 4/5/2016
DC(99) banjara hills Hyderabad-500034 €quiring deep ot reguatec
keratoplasty(DALK)
29/misc/3/2016- M/s Peches Lifestyles Pvt LTd., 1, dhanvantri, Rambaug lane opp, Mulji Nagar, Medical equipments for cosmetics .
36 DC(130) off S.V Road, Borivali(West), Mumbai-400092 tratment(AML1,2,3,4,5,6,7.8) used for cosmetic purpose not regulated 4/8/2016
57 29/misc/3/2016- Mis Kay & company, 25, netaji Subhasch marg, new delhi-110002 medical equipments surgical instrument and nil Not regulated 4/512016

DC(125)

hospital rubber goods




29/misc/03/2016-

M/s Chrysalis Healthcare Private Limited, A-5, Golf View Apartment saket, New

58 DO(124) Delhi MiniMizer gastric Ring Insicatef for sustain 7 effective weight loss in bariatirc surgery Not regulated 10/5/2016
29/misc/03/2016- | M/s cliniRx tangent Research Private Limited patriot House, 4th Floor 3, bhadur - . . . . .
59 DC962) Shah Zafar marg, New Dlchi-110002 Minimally Invasive Micro Sclerostomy(MIMS) intended for the reduction of elevated intraocular pressure(IOP) Not regulated 10/5/2016
60 29/misc/3/2015- M/s Helico International, Unit 2, C-30, KSSIDC Indusirial Area, doddaballapura- Poly urethane fam dressing kit drain the chronic wounds such as diabetic foot ulcers, pressure sores etc regulated 10/5/2016
DC(133) 561203, bangalore rural
61 29/misc/03/2016- | M/s Duraent Biologicals Ltds., T & a 12A, 2nd Floor, Jain enclave T & A Plaza Eurocollins A, eurocollins B, Servator HTK, used for the flushing and cold storage of organs like heart lung kidneys, liver and " lated 10/5/2016
DC(131) < Madhapur, Sharlingampalli Mandal, ranga reddy dist hyderabad-500081 Servator ¢ and Servator P) panceras nol_reguiated
29/misc/03/2016- M/s. Concord Drugs Limited 3-11-1/1, opp Kamineni Hospital, L. B . Nagar, . . . . . 3
62 DC(121) hyderabad-500074 Amcrylate Bio-Adhesive -Amyl 2- Cyanoacrylate intended to be used as bio-adhesive Not regulated 10/5/2016
29/misc/3/2015- M/s Accredited Consultants Pvt Ltd., D-29, First floor, Achharya Niketan, . . . .
63 DC(194)(214)(225) Mayurvihar, Phase-T, New Delhi-110091 Adhesive Plaster, bandages, casting taps and splint nil Regulated 10/5/2016
64 29/misc/3/2016- M/s Mitra industries Pvt Ltd., 14/4, delhi-mathura road, faridabad Haryana- Raw material used in manufacturing of Blood il Not reeulated 17-05-2016
DC9104) 121003 Bags & dialysis bags Solreguiated e
. L . . . Polyether ether ketrone(Peek tubing extruded),
65 29/misc/3/2016- M/s Mitra industries Pvt Ltd., 14/4, delhi-mathura road, faridabad Haryana- Sheath(Plastic tube) and nitinol wire(AS brawn used for the manufacturing of non-cardiac stents Not regulated 17-05-2016
DC(104) 121003 ..
Biright)
6 29/misc/03/2016- M/s Emergo(India) Conulting Pvt Ltd., H.No. 8/1, First Floor,Vasavi colony, Endometrial curette and pipettes use of this medica deivce is endometrial biopsy and mechanical removal of the dumulus Not reeulated 17-05-2016
DC9146) kakaguda, near Picket secunderabad, MCH Circle-7 Mandal, Hyderabad-500009 v PP cell payers of the oocyte Solreguiated o
67 29/misc/03/2016- M/s Pro Medic devices., A-13 East Krishna Nagar Swami Dyanand marg, delhi- pacemaker nil Not regulated 17:05-2016
DC(147) 110015 Hotregwated
. M/s Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS indicated for multiple instrument or camera access to the abdominal cavity through a 3
68 P9/misc/3/2016-DCOL tower medanta The medicity complex, sector-38, Gurgaon, Haryana-122001 SILS PORT single incision for performing minimally invasive laparoscopic procedures Not regulated 61612016
go | 2o/misci032016- | Ms Covidien Healthcare india Private limited 4th Floor, Tower A &B, SAS Bl““g"’,",a"dtbll“"‘ "pt.‘“’lcf“’ ‘h"”’.fﬁpf"" :_r ocar din varicty of o | thoracic and uroloic endosconic proced ated 612016
DC(S5) tower medanta The medicity complex, scctor-38, Gurgaon, Haryana-122001 and visiport plus ocpa:sm a:ocar with fixation used in variety of gynecologic general thoracic and urologic endoscopic procedures regulate
K 10N gOOdS(Prostetic hip , Knee joint,
29/misc/3/2016- | M/s Bornlife prosthetic & orthotic ins, H-2 Near gurudwara, Lajpat nagar-I, New | foot, artifical limbs and its accessories, orthopedic . L . . 3
70 DC(167) Dichi-110024 braces & supports, orthotic devices, silicone used for externally artificial body parts and assistive device by handicap persons). Not regulated 9/6/2016
A heal chair
29/misc/03/2016- the drugs controller & Licensing Authroity, office of the drugs controller for the Lo . .
71 DC(172) state of karnataka, post bag no 5377, palace road, bangalore-560001 Polyurethane foam dressing kit(Non-Sterile) nil regulated 10/6/2016
29/misc/3/2016- M/s. Accredited consultants Pvt LTd., d-29, st floor, Acharya Niketan mayur . . . . . . . . 3
72 DC(176) Vihar, Phase-I, Delhi-91 Dental impression material and mixing equipments used as dental restorative material and dental equipments Not regulated 13-06-2016
29/misc/03/2016- M/s Medsurgelnd private limited New No.7, old no.4, I cross Street Shashthri | Surgical Disposable product(Plastibell amni hook .
& DC(177) nagar, Adyar, chennai-600020 umbilical cord clamp, Urine bag used during surgery notregulated 13-06-2016
29/misc/3/2016- M/s Cybernoid healthcare pvt Ltd., Plot No.70, First Layout, teachers colony, . . . . . L L . . 3
74 DC(164) Kolathur Chennai-600099 Robotic exoskeleton orthosis(Cybolimb) used to mobilize patients of spinal injury with bilateral lower limb parapysis Not regulated 14-06-2016
29/misc/03/2016- M/s Maser Electronics Pvt Ltd.,76, Vishal Industrial estate, opp CEAT Tyres, . . glybetac aerostimulator utilizes in the ultrasound energy to improve and enhance the cel
75 DC(191) Bhandup(W), Mumbai-400078, india Airborne ultrasound-GlybetaC Aerostimulator permeability and help in the transportation of drugs Mol repulated 14-06-2016
76 | 29/misc/03/2016- | M/s St.Luke Med devices pvt Ltd,, ISHI Land", No.18, tagore nagar Ist Street, Prefilled Humidifier with adaptor used to humidify the respiratory gas Not regulated 14-06-2016

DC(187)

Ayanavaram, chennai-600023




29/misc/03/2016-

M/s Pure tech health,pant hospital, bhua rani, Kashipur Road, Rudrapur,

77 DO(182) Uttarakhand-248197 Movas-Electric potential therapy equipment nil Not regulated 14-06-2016
29/misc/3/2016- M/s Unistar tools and engineering, 208, plot no.14, gupta Arcade. Maypuri indl . .
78 (165) area Phase-I1, new Delhi-64 Orthopaedic saw blades used for bone surgery(for ctting) Not regulated 14-06-2016
29/misc/3/2016- M/s encarta Pharma Pvt Itd., Shristi No. 21 3rd floor, 24th Main Road JP Nagar . 3
79 DC(129) 6th Phase, Bangalore-78 Hyper-CL contact Lens for corneal dystrophies Not regulated 14-06-2016
29/misc/03/2016- M/s Raj Agencies, Shop No.58, ganesh Plaza, (4th floor) No.3, nyniappa nicken | Nebulizer mask, Oxygen masj, Nasal cannula and .
80 DC(175) street, chennai-600003 circuit nil Not regulated 14-06-2016
. . . . . DAN-Inject injection needles b) DAN-inject Dart Syringes ¢), DAN-Inject blowpipe
81 29/misc/03/2016 M/s hi-tech Advance products, P-27, Sukhlia ,Near bapat Nursing Home, indore Syringe and needles for veterinary use systems and d) DAN-Inject carry and handling system-Model Rug used for treatment of regulated 14-06-2016
DC(174) 10(MP) N 0
wild and Zoo animals
29/misc/03/2016- M/s Becton Dickinson India Pvt Itd., 5th Floor, Signature tower B, South city I, . . . . . . . . . .
82 DC(186) Gurgaon-122001, Haryana BD Odon Device for assisted vaginal delivery intended to assist skilled attendant in vaginal delivery Not regulated 14-06-2016
29/misc/03/2016- M/s Accredited Consultants Pvt Ltd., D-29, First floor, Achharya Niketan, . .
83 DC9170) Mayurvihar, Phase-I, New Delhi-1 10091 ECG recorder & tansmitter mfd used as ECG Recorder & Transmitter not regulated 14-06-2016
29/misc/03/2016- M/s Indo-US Supersoeciality hospital, A unit on nano hospital pvt Itd., # 7-1-57 hyath cancer Annihilation machine for cancer .
84 DC9155) B&C, Shyam karan road, Anand Bagh, Ameerpet, Hyderbad-500016 treatment used in cancer treatment Not regulated 15-06-2016
29/misc/03/2016- M/s MN Solutions, space No.512, 5th Floor Shahpuri tirath Singh Tower Plot . . . . 3
85 DO(169) No.58, block-C, DDA community Centre, janakpuri, New Dlchi-110058 Acrylic teeth-goldent classic acrylc teeth used in prosthetic dentures Not regulated 15-06-2016
29/misc/03/2016- | M/s Toshbro Medical Pvt Ltd., 1001-1002, vikram tower 16 Rajendra Place, new |Aneurysm clips, Drill Burrs/cutters, perforators & .
86 DC(189) Delhi-110008 craniotomes nil Not regulated 21-06-2016
29/misc/03/2016- M/s goldwin Medicare Ltd., 2, Doctor house, 2nd Floor, 124 Perin Nariman . . .
87 DC(196) Street, fort Mumbai-400001 Synthetic casting tape nil regulated 21-06-2016
Drip chamber Spike Iuer I0CK/TUer SIp CONnector,
29/misc/3/2016- M/s. KPM Healthcare f-33, Second Floor, DSIDC Complex, near udyog nagar tube roller clamp and flow regulator) pU/PE/ . . . .
88 DC(198) Metro Station, rohtal road, Delhi-110041 silicone tube 3) PU spiral/Straight tube, Male intended for manufacturing of finshed medical devices Mol repulated 24-06-2016
£ la 1 lack AN la/fe la 1
4-MD/CT-131/2015- . L . . . . o . . .
89 DC M/s Alfa corpuscles Private Limited 25/36, East patel Nagar New Dlehi-110008 Enject safety syringe Clinical trial in respect of prodct i.e. enject safety syrine regulated 9/6/2016
29/misc/3/2015- M/s KCI Medical india Pvt Itd., no.1, Ramachandra Comple, Ist floor, 1st Cross L . " .
90 DC(58) M.S Nagar Opp Ayappa temple, banglore-560033 V.A.C Verlink installation casette disposable component to be used with VAC ulta wound therapy system Not regulated 22-06-2016
29/misc/03/2016- M/s Shield Healthcare Pvt Ltd., AVN complex, vanagram Serivce Road, . 3 biguanelle(hydroxyethyl cellulose™ lact‘1 c‘a.c1d+ glyceTOH K»CFfSodlum edet§te+
91 X Biguanelle and andrositol lab PHMB) use for the treatment of vulvovaginitis and cervicovaginitis and andrositol lab regulated 30-06-2016
DC(173) Vanagaram, Maduravoyal, Chennai-600095 P . 3 .
(Myo-inositol+ Naci) used for the treatment of mae seminal fluid
29/misc/03/2016- M/s Hindustan syringes & Medical devices Ltd., GL-3, Ashoka estate, 24, . . .
92 DC(195) barakhamba raod, New Dlehi-110001 evacuated Blood collection tube Evacuated blood collection tube without needle Not regulated 1/7/2016
29/misc/3/2016- M/s Halyard health India Pvt Itd., world trade Centre tower-1, unit-308, Kharadi, Integuseal Microbial Sealant which a . . . . .
93 DC(132) Pune-411014 cyanoacrylate intended for use after typical pre operative skin preparation regulated 11/7/2016
a) Endotracheal tube 2. b) o) - reaulated
. " - reg
29/misc/03/2016- . s . b) Feeding tube and .
94 DC9204) M/s Vygon India Pvt Itd., B-17, infocity, Section -34, gurgaon-122001(Haryana) ¢) Swivel connector nil 12/7/2016
d). e) Not regulated
95 29/misc/3/2016- M/s cytocare technologies Pvt Ltd., Hyderabad Cryomacs Freg;lng bags transfer sets and intended for storage of peripheral Blood Stem cells and cord bloocd stem cells regulated 15-07-2016
DC(21) clinimacs reagents




29/misc/03/2016-

M/s Regency Lifesciences India Pvt Ltd., No.8, 4th A Cross, 5th Main, HRBR

96 DC(179) 2nd Block, Kalyan Nagar, bangalore-560043 New gel+(Silicone gel +vitamin E gel) used in management of hypertrophic and /or scars regulated 19-07-2016
29/misc/03/2016- | m/s Feron life Sciences(P) Ltd., B-1, yadav park, Main Rohtak road, Opp,Metro | Hemoperfusion Cartridge and dispobale plasma . — . .
o7 DC(178) Pillar No. 436, nangloi, Delhi-110041(india) billrubin perfusion Adsorption column intended for removal of bulirubin and bile acids regulated 19-07-2016
STart site wWith Small bore extension set, y
29/misc/03/2016- M/s Mod Medicare Systems Pvt Ltd., GH-2/81-B, Paschim Vihar, New Delhi- | extension set with two smartsite and tri-port extn .
98 . . . nil regulated 19-07-2016
DC(157) 110063 set with two smartsite and c) tri-port wxtn . Set R
jith 2 emart citel
29/misc/03/2016- M/s Allergan India Private Limited Level 2, Prestige Obelisk, No.3 Kasturba . . . . . .
99 DC71) Road, Bangalore-560001 Glaucoma gel implant Xen 45(Xen gel implants) used to reduce IOP in patients with primary open angle glaucoma (POAG) regulated 19-07-2016
29/misc/03/2016- m/s Aakaar Medical technologies Pvt Ltd., A-801, heritage Plaza, telli Galli . . L .
100 DC9207) Cross Road, Andheri(E), Mumbai-400069 Hairstetics hair implant to treat alopecia not regulated 19-07-2016
29/misc/03/2016- M/s ventura business Solutions, 109/13, First floor, amritpuri-B, Opp iskon . used to heal chronic ulcers, reduce lesion size and wound pain and accelerate tissu re-
101 DOR19) temple, cast of Kailash, New Delhi-110065 Wound healing system arowth Mol repulated 22-07-2016
102 29/m[1)s(§g;£2)016- Mis Sesderma India Pvt ITd., 6/15 171 ll?)z\;ll;a tower -6 Nehru Place, New Delhi- Nanopore stylus used for aesthetic/Cosmetic application of the skin Not regulated 22-07-2016
29/misc/03/2016- M/s live2give international Marketing pvt Itd., Industrial area, plot no.E-216, . used to help prevent snoring and facilitate breathing and hongseng callus remover for
103 DC(222) Focal point Phase 8-B, Mohali-160058 Punjab Anti-Snore products removing dead skin Mol repulated 22-07-2016
29/misc/03/2016- | M/s halyard heatlh inida pvt Itd., World trade center, tower-1, Unit-308, Kharadi, oral care products Halyard Yankauer, halyard suction handle, Halyard oral care swab 3
104 DC(138) Pune-411014 oral care products and halyard oral care suction toothbrush Not regulated 22:07-2016
29/misc/03/2016- M/s Accredited Consultants Pvt Ltd., D-29, First floor, Achharya Niketan, Universal (UNI) handle(ICV0664) and holder . .
105 DC(226) Mayurvihar, Phase-T, New Delhi-110091 handle(P0593) used as accessory instruments I hear valve replacement surgeries Not regulated 22-07-2016
PleurX Catheter System-drainage Kit , pleurX.
29/misc/03/2016- . . procedure pack & plexurX lockable drainage line . 3
106 DO(162) M/s BD India Pvt Itd., 204, Tolstoy house, 15, tolstoy marg, new delhi-110001 kit consisting of self-adhesive dressing and nil regulated 22-07-2016
Aleahal nad
29/misc/03/2016- . . . . Lifesol neutraflow single with non DEHP single use disposable device intended for the withdrawal of fluids continuous or
107 DCR27) M/s Lifesol Medical private Itd., Okhla Phase-2, New Delhi extension line internittent administration of fluids regulated 26-07-2016
29/misc/3/2016- . . . .
108 DCQ1S) M/s Aramex Trading co., 9-Ashok Nagar, Lucknow Dental material Ahfil used as dental restorative material Not regulated 2/8/2016
29/misc/03/2016- M/s J. Mitra & Bros., P.O Box-2809, 20 Double storey market, New Rajendra - . . L Lo . . .
109 DC(08) Part-1 Nagar, New Delhi-110060 Euroset Mini Arterial filter used in pediatric open heart surgeries in childern surffering from heart diseases Not regulated 4/8/2016
110 29/misc/03/2016- M/s Maquet Medical India Pvt Ltd., II floor, Mehta Trade Centre" No.1, shivaji s Szfsor;:::; igé Elli‘:ts]?}::e\,;sEsiii:)vei?l\[/%ssel sed for minimal invasive surger Not reeulated 8/8/2016
DC(180) Colony, Sir M.V. Road Andheri(E), Mumbai-400099 ystem, vasoview P P! u vasive surgery Solreguated
harvesting and 7mm Endoscope
11 29/misc/03/2016- M/s covidien Healthcare India Pvt Ltd., 4th Floor, Tower A & B, SAS tower, " i lated /82016
DC(83) medanta the medicity complex, Sector-38, Gurgaon-1220011 rocar m reguiated
29/misc/3/2016- Dr. Haresh Bhalodiya Principal Invest{gator Savmgr Multispeciality hospital, freedom total knee system in total knee surgeons want to conduct the study on a retrospective cohort of the patients operated by
112 DC(53) near bhart petro pump, near lakhudi talaw, stadium road, navrangpura, arthroplast the sureeon in the year 2010-11 approval 9/8/2016
Ahmedabad-380014 plasty ¢ Y
29/misc/03/2016-  |M/s Event medi Systems, 218, vishal tower, District centre, Janakpuri, New Delhi- Balloon inflation device(indeflator) and .
13 DC(126) 110058 Haemsotiatic valve kit(Y connector Kit) nil Regulated 9/8/2016
114 29/misc/03/2016- MJs Scitra International No.5, Sillco valley, Sector-127 S.A.S Nagar, Punjab- Soft cast Bandage used under POP bandage to give cushioning effect to the patient Not regulated 11/8/2016

DC(239)

140301




29/misc/03/2016-

115 DOR33) M/s Zuventus healthcare Itd., T-184, MIDC, Bhosari, Pune-411026 SiGyn vaginal gel used for vaginal symptoms in Genitourinary Syndrome during menopause(GSM) regulated 18-08-2016
29/misc/03/2016- M/s Morulaa health tech Pvt Ltd., Plot no.38, first floor, rajeswari Street, . . . .
116 DCER1S) Santhosh Nagar, Kandanchavdi, Chennai-600096 Megadyne Medical product used during general and laproscopic surgical procedures Not regulated 18-08-2016
29/misc/03/2016- M/s Vasu vaccine & Speciality Drugs, Vasu's Pharma House, 3-6-516/4, 5th . L 3
117 DOR25) Floor, Street No.6, himayatnagar, MCH Cirlce-3, mandal, Hyderabad-500029 Rxvoice, Rxtunnel and Rxnasalve for ENT application regulated 23-08-2016
CLAA/MD/HR/01/20 M/s prymax healthcare LLP, Plot no. 53/17, industrial area NIT Faridabad . . Heart lung pack and angio kit including accessories viz, arterial & venous pump lines,
118 15-DC haryana(India)-121001 Disposable persfusion st arterial filter bypass loops, Y connectors, perfusion tubing manifold etc regulated 9812016
29/misc/03/2016- M/s Hollister Medical India Private Limited, Plot No.27, Sector 5, Phase-II, Benzalkonium chloride seabstick and non-sterile . .
P !
19 DC(184) HSIIDC Growth Centre Bawal 123501, Haryana lubricating jelly ol NOC for the pruduct 31972016
29/misc/03/2016- M/s Dhiti Biotech(India) Pvt Itd., The director, Z-29, basement Okhla Industrial . . . . . L
120 DC(09) area, Phase II, New Dlchi-20 Disposable infusion pumps used for self adminstration analgesic infusion regulated 6/9/2016
29/misc/03/2016- . . . . . .
121 DOQ44) M/s. Access Devices, 28, 12th cross , Indiranagar, 1st stage, Bangalore 560038 Scalp cooling system used for prevention of chemotherapy induced alopecia not regulated 12/9/2016
Used adujuncively 1 surgical procedures 1o assist I the COntrol of capillary, Venous
122 29/misc/03/2016- M/s. Lotus Surgical Pvt. Ltd., Khasra No. 105/1 & 2, Twin Industrial Estate, Absorbable Hemostat-Sterilized Oxidized and small arterial hemorrhage when ligation or other conventional methods of cotrol are lated 12/9/2016
DC(254) Selaqui, Dehradun-248197 Regenerated Cellulose (ORC) USP impractical or ineffective and disposable circular stapler intended for the creation of end reguated
1 d At id, d cide t. ids ic in hath d d i i
(A) Hemodialyst Termimal - o 5 - 2
29/misc/03/2016- | MJs. Diacare Solutions, 104, Kesarinath CHS , Opp. Vijay Sales, S.V. Road, with citric acid 21% (A) Used for cleaning hemodialysis , thermochemical disinfection,
123 A L . s . (B) used for cleaning hemodialsis, cold disinfection regulated 12/9/2016
DC(242) Goregaon (West), Mumbai-400062 (B)H dial Di with R . . R
ie anid ( C) used for reprocessing dialyzers machine
Ay DentaT MateHaY 63 1-dnomer cement
29/misc/03/2016- . . . (B) Alvo Dough which is a dental haemostatic (A) Used for fixation of crown and bridges A) not regulated
124 DC(216) MJs. Pyrex Exports, 114/2, Krishan Kunj, 7 Civil Lines, Roorkee-247 667 materila having antimicrobial action due to (B) used for treatment of dry sockets, post extraction dressing B) regulated 12912016
- (/) Used Tor chemical pIeurodesis, pleural eTTusion, Spc
125 29/misc/03/2016- | M/s. Transcath Therapeutics LLP, 1203, Mars, Rajhans Campus, Opp. Rajhans (A) PleuroTalc pneumothorax and reulated 1292016
DC(246) Multiplex, Pal-Hazira Road, Surat - 395009, Gujarat (B) embolus PVA embolization particles (B) embolus PVA embolization particles used for embolization of peripheral R
b lar tumare including lai tori and narinharal H
29/misc/03/2015- M/s. UE Life Sciences India Pvt. Ltd., A-102 Universal Paradise, Nanda Patkar . L . .
126 DCR04) Road, Vile Parle (East, Mumbai-400057 iBreast Exam which is a breast lesion documentation system Not regulated 12/9/2016
Import/Misc./78/2016- The Assistant Drugs Controller (I), room No. 10, International Air-Cargo- . . . . 3
127 De Complex, Sahar, andheri, Mumbai-400099 Radiopharmaceuticals / Radio-Immuno assays kits regulated 12/9/2016
29/misc/03/2015- M/s. Gale Overseas Trading Pvt. Ltd., Gale House, SNH/87, NIT, Faridabad- is indicated for the tratment of chemotherapy induced nausea and vomiting and
128 DC(G0) (A) 121001 Quease EASE administered through inhalation regulated 15-9-2016
29/misc/03/2015- M/s. Accredited consultants Pvt LTd., d-29, st floor, Acharya Niketan mayur Bite Registration Materials and impression . ) 3
129 DOR21) Vihar, Phase-I, Delhi-91 materials used for dental impression Not regulated 15-09-2016
29/misc/03/2015- Shri S K Bhandari, Brig. DDCDS ( E & S), Dte. Gen of Dental Services, . . . is a two component material for wound dressing to cover stitches or to stabilize loose
130 DC(242) Adjutant General's Branch IHQ of MoD (Army), L Block, new Delhi - 110002 COE-PAK Automix -Periodontal dressing teeth. Wound dressings regulated 19-09-2016
29/misc/03/2015- | M/s. BSN Medical Pvt. Ltd., B-10, Lotus Park, Jai Coach Junction, Opp. Raheja . s intended for compression treatment of venous leg ulcers and any accompnying oedemas 3
131 DC(261) Ridgewood, Jogeshwari (East) Mumbai-400063 JOBST Compri2 and JOBST Compri2 Lite and the copression treatment of lymphatic oedemas regulated 26-09-2016
Lap | 29misci03/2016- | Mss. Dhiti Biotech (india) P, Ltd., Mr. Anand sekhari, ¢-59/1, okhla Industral Disosable infusi d.“"“s‘i‘l‘“g."flrese”‘;“’ P V.Ct'“l;‘e‘”‘f}AB;{E“'.":‘gf"““efcmr’lthCh. e sterile : ated 26092016
DC(09) ‘Area, Phase AL, New Delhi-110020 isposable infusion pumps isposable single use device intended for administration of analgesic in therapy o regulated
chronic pains to the patients
133 29/misc/03/2016- all port offices of cdsco Trocars Trocars are regulated under the "Catheters” regulated 26-09-2016

DC(83)




29/misc/03/2016-  |Alleen Clinical Research Services, Dr. Sudhakar Bangera, G-5 Mount Meru Road | CoAg Stop Bleeding Topical Hemostat powder . 5 . . 3
134 DOR57) No. 5, Banjura Hills, Hyderabad-500034 and foam intended for use as topical dressings for the management of bleeding wounds regulated 26-09-2016
29/misc/03/2016- M/s. Halyard Health India Pvt. Ltd., World Trade Centre, Tower-1, Unit-308, . . . . . .
135 DC(138) Kharadi, Pune - 411014 Halyard connection tubing with suction valve intended for removal of oral and nasal secretion from mouth and nose regulated 27-09-2016
29/misc/03/2016- M/s. ConvaTech India Pvt. Ltd., S-604, 6th Floor, World Trade Centre, Brigade "Abviser Autovalve" consisting of syringe and . . 3
136 DO(245) Gateway, Yshwantpur, Bengaluru -560055 infusion tube used fro monitoring intra-abdominal pressure (IAP) regulated 13-10-2016
29/misc/03/2016- M/s. ConvaTech India Pvt. Ltd., S-604, 6th Floor, World Trade Centre, Brigade used for collection of waste from surgical dicerted biological system (colon, ileum,
137 DC(128) Gateway, Yshwantpur, Bengaluru -560055 Ostomy bags and wafers urinary ) and certain of stoma Mol repulated 13-10-2016
138 29/misc/03/2016- M/s. ACE Cardiopathy solutions pvt. Ltd., 704, 7th Floor, Krishna Apra Comfort-In™ (Needle-Free & Easy-quick used to deliver 0.5 ml volumes of various medications (especially insulin) and vaccines eculated 13-10-2016
DC(75) Business Square, neta Ji Subhash Palace, Delhi-110034 Injection System)" contains syringes and adapter subcutaneously reguiated o
A GEYEE Py ConsIstmg of G-EYE {7\ htended Tor Increased Aragnosiic yield QUrign Colonoscopy, endoscope stat
139 29/misc/03/2016- M/s. Ventura Business Solutions, 109/13/First Floor, Amritpuri-B, Opp Iskon | Balloon Kit & NaviAid Spark/Spark2C inflation | during therapy and extended operation range in the colon, small bowel and entire GI A) not regulated 14-10-2016
DC(232) Temple, East of Kailash, New Delhi-110065 or deflation unit tract B) regulated
(R NlaviAid AR £ ARC Rall d. (R intandad far A, il A 1
140 29/misc/03/2016- M/s. Kanam Latex Industries Pvt. Ltd., Ooppoottil Building, K.K. Road, Surgical Sterile Gloves / Non Sterile Surgical not covered under the 19-10-2016
DC(285) Kottayam-686001 Gloves and medical examination gloves provisions _of D7C act o
Disposable Hypodermic Needles ™ are notiiied as TCTS Clariiied that any device WHICH 1s =
141 29/misc/03/2016- The Additional Commissioner, Air Cargo Complex, Office of the principal drugs vide G.S.R. 356 (E) dt. 17-03-1989 under 1. disposable after its first use and lated 19-10-2016
DC(08) Part IIT commissioner of customs, new custom house, Meenambakkam, chennai-600027 | the clause (IV) of sub-section (b) of section 3 of | 2. penetrate through th hypodermis ( The innermost and thekest layer of the skin) for its reguated
tha ) £ ' Act i A
l4g | 2/miselO32016- |y ventus Healtheare Ltd., T-184, M.LD.C., Bhosari Punc-411026, india Moco-peg intended as an oral gardle for management of dry mouth f.. in xerostomia which occurs regulated 25-10-2016
DC(150) after radiation and chemotherapy in cancer patients —
29/misc/03/2016- M/s. Lotus Surgical Pvt. Ltd., Khasra No. 105/1 & 2, Twin Industrial Estate, . . . . . . . .
143 DCR54) Sclaqui, Dehradun-248197 single use Hemorrhoidal stapler used in hemorrhoids and suturing of intrarectal invaginate regulated 25-10-2016
29/misc/03/2016- | The Assistant Drugs Controller (I), Jawaharlal Nehru Port Trust CFS (Imports), L used for string adhesion and continuous broad spectrum antimicrobial activity at the 3
144 DC(255) Nava Sheva, Navi Mumbai-400707 PU lodine incise drape surgical site regulated 25-10-2016
(@) used Tor SIrng adnesion and CONTNUOUS broad Spectrum antimicrobral actvity at the
145 29/misc/03/2016- M/s. Nice Enterprises, New No. 21 (Old No. 12) S1, Rajeshwari Street, (a) PU lodine incise drape surgical site a) regulated 25-10-2016
DC(276) Mehtanagar, Chennai-600029 (b) PTFE Coated Non Stick Tip Cautery Pencil (b) indicated to remove tissue and control bleedign by use of high frequency electric b) non regulated
it _duri 1, ical
20/misc/03/2016- | Mys. Unor Exim Pwt. Ltd., 403, Kirti Mahal Building, 19, Rajendra Place New intended for the specific reduction of anti-A, anti-B and both anti_A and anti-B
146 . Glycosorb®-ABO Column antibodies, respectively, in plasma to facilitate transplants acroos the blood group regulated 7/11/2016
DC(208) Delhi_110008 -
- barrier is regulated
147 29/misc/03/2016- | M/s. Meril Endosurgery Pvt. Ltd., Survey No. 135/2/B, & 174/2, 3rd Floor, , E1- Mesh Fixation Devi Intended for the approximation of soft tissue and fixation of surgical mesh to tissues lated 112016
DC(282) E3, Meril Park, muktanand Marg, Chala, Vapi, Dist. Valsad - 396191 esh Fixation Device during open or laparoscopic surgical procedures, such as hernia repair reguiated
29/misc/03/2016- M/s. Hetero Healthcare Ltd., Sy. No. 80-8, Melange Tower, 4th floor, C wing, L. . . L L 3
148 DOR53) Patrikanagar, Madhavpur, hyderabad, Telengana mix.jet (integrated transfer device for drug reconstitution and injection) regulated 7/11/2016
20/misc/03/2016- MJs. Essintra Life LLP, No. 32/2, Soundra Rajan Street, T. Nagar, Chennai- Orga.n Preservative solution - Eurocollins A & used for ﬂush1‘ng and cold storage of organs like heart, Lungs, Kidney, liver ant.i
149 . Eurollins B, Servator HTK, Servator C, Servator | pancreas at the time of removal from donor in preparaton for storage, transportation Not regulated 7/11/2016
DC(287) 600017, Tamil Nadu Lo L .
P, Servator B, and Servator B Plus and eventual transplantation in to the recipient are not notified
20/misc/03/2016- a) Pericem (Dental cement without Eugenol) a) act as physical barrier to the healing tissues at the surgical site a) regulated
150 DOR43) M/s. Aramex Trading Co., 9 - Ashok Nagar, Lucknow- 226001 16-11-2016
b) Hydcal b) used in pulp capping and as protective liner b) not regulated
|5 | 29/misci032016- | Ms. Goldwin Medicare Litd., 101/102 vailankanni towers, A wing, Mari Nagar T”"““:.*‘“:";j:;em““ﬁ nerve stimulation ‘fe‘l’)‘“t’ inteded for sy ic relief and of chronic , intractable pain, and Not reulated 20112016
DC(304) Off., Senapati Bapat Marg, Mahim (W), Mumbai - 400016 magnetic lie'd therapy device viz., pro sport, bes adjuctive treatment in the management of post surgical and post traumatic pain ot reguiatec
Rsi, Best Pro 1, Ezzi Lift
152 29/misc/03/2016- M/s. Kanam Latex Industries Pvt. Ltd., Ooppoottil Building, K.K. Road, Surgical Sterile Gloves / Non Sterile Surgical il Not reeulated 29-11-2016

DC(285)

Kottayam-686001

Gloves and medical examination gloves




153

29/misc/03/2016-
DCG11)

M/s. Daewoong Pharmaceutical (India) Pvt. Ltd., Plot No. 5A, APIC, IE
Prashanth Nagar, Kukatpally, Hyderabad - 500072

eKare insight

a camera system for capture of wound images and estimate of wound dimensions

Not regulated

29-11-2016
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