2017 Database

NO. File . No. Name of the Company and Address Product Name Intended Use Regulatory Status | Date of Issue
1 20/Misc/03/2016-DC (333) M/s Lgtus Surgicals Pvt.Itd., Khasra No.1051/1 &2, Twin Industrial Estate, Single use Titanium Ligating Clip To be used as litigation of vessels or to mark specific surgical site which would show up on Regulated 122017
Selaqui, Dehradun-248197 the X-Ray later
. s R . . to capture and or video of the cervical region on a n andriod device using a transvaginal
2 |29Misc032016:DC 316) | Veona Moktail, Ms Periwinkle Technologies Pvt.Ltd., 100.NCL Innovation 10 it rancvaginal colposcope device encil camera with inbuilt illumination and autofocus,connected to the anriod device viaa  [Not Regulated 1212017
Park,Pashan,Pune-411008 P
’ ’ micro-US port
3 20/Misc/03/2016-DC (331) M/s Spark Peripheral Technologies, R-2/60,New Raj Nagar, Ghaziabad- HMT Tubing Set aut&.)logous blood fransﬁ:snf)n or blood product, fluid or gas via an extracorporeal circuit Regulated 122017
201002,UP during surgery or interventional treatment
P . . Velnez Space occpying dressing, prevents cavity of surgery or trauma patients
4 |29/Misc/03/2016-DC (327) I\D"e/ lshli)- ‘;'1‘0 065 Putld, 56,0 y Centre, East of Kailash,New Velseal TG haemostatic dressing for use in surgical surgeries when control of bleeding by ligature, Regulated 1212017
cautery or other conventional methods are ineffective or impractical
. M/s Katara Dental, D-10/3,0khla Industrial Area,Phase-1,Ground floor, New  [Bone Regeneration material i.e.MineralOss Cortical and Cancellous To be used as a graft material or graft covering membrane for tissue augmentation or growth
S 29/Misc/03/2016-DC (328) Delhi-110020 Chips,MinerOss XP, Alloderm and Memlok of natural bone in dental implants placement Regulated 11212017
6 20/Misc/03/2016-DC (318) Dr.N.Sujatha, Associate Professor, .Dept.of Applied Mechanics,Indian Institute {Dual Mode Optical Spectral Analysis System and Laser Doppler Blood  To 1nvc?st1gate change in f:ollagen content, skin thickness and microvascularity in diffuse Not Regulated 122017
of Technology, IIT Madras,Chennai-600036 Flow Meter systemic scleroderma patients
7 |29/Misc/03/2016-DC (321) M/s Think 1,C-101,1st Floor, Sector-2,Noida-201301,UP. Alogirithm(software) f:jCZSM"b’le Non -mydriatic fundus camera to diagnose diabetic retinopathy using undus |\ g o ated 1212017
. M/s Instas Life Science Consultancy Pvt.Itd., 3,Green Park, Opp.Yugalkunj . Flushing and cold storage or organs, at the time of their removal from the donor, during
8 29/Misc/03/2016-DC (286) Society, B/H Prabhpark society, naroda, ahmedabad-382330,Gujarat,India Celsior storage, transportation and transplantation into the recipient Not Regulated 11212017
9 |p9Misc03/2016DC (322)  [Ws Cvbemoid Healiere PVLLIL, Plot No.70, st Layout, Teachers Colomy, ¢y Rehabilitating spinal cord injury patients with lower limb neurological motor deficit Not Regulated 1212017
10 [29/Misc/03/2016-DC (346) M/s ConsumerAMarketmg @ Pyl.Ltd., 201,Dhantak Plaza, Makwana Road, Liquid Bandage Preve.ntwn of m_]IeCtmn by limiting exposure to dirt and germs in case of minor cuts, Regulated 11012017
Marol, Andheri (East),Mumbai abrasions and blisters
Imugard I11-RC used for removing leukocytes from blood or red cell component to collect or transfuse
11 [29/Misc/03/2016-DC (284) M/s Terun?o Penpol Pvt.ltd., P.B.No. 1605,1-2,J?wahar luekocyte poor {ed cells in the preparation of transfusion red blood cells Regulated 111012017
Nagar, Thriuvananthapuram-695003,Kerala,India Used for removing 1 from platelets ¢ to collect or transfuse leukocyte
Imugard III-PL . N .
poor red cells in the preparation of transfusion platelets
. R P . |Bag Spike with Check Valve - - .
12 [29/Misc/03/2016-DC (157) l;/:/gol\élsoD Medicare Systems Pvt.Ltd., GH-2/81-B,Paschim Vihar, New Delhi Bag Spike saf and easy.trans.fer fjl;]céuuiﬁ;’ui from and nto bag/bottle as a part of or through syringes Regulated 11072017
Smartsite needle free valve e patient
. to be used in therapy (an electromagnetic pulse therapy) for chronic and acute pain due to
Antipacth . . . . .
muscle and joint soreness,strains and sprains,arthitis, fibromyalia
. M/s Genetix Biotech Asia Pvt.ltd., 71/1,1st floor, Shivaji Marg, Najahfarg . . ; . - deliver medication more effectively to the lungs compared to pMDI alone,anabling asthma .
13 |29/Misc/03/2016-DC (344) Road, New Delhi-1 10015 Anti Static space chamber and silicon facial mask and COPD Patients to take control Not Notified 1/24/2017
Paingone To provide pain relief by usage of a low frequency electrical charge produced by crystals
. M/s Goldwin Medicare Ltd., 101/102,Vailankanni Towers, A Wing, Mari . . . -
14 |29/Misc/03/2016-DC (304) Nagar, Off.Senapati Bapat Marg,Mahim (W),Mumbai-400016 Surgical dressing both active and inactive Regulated 2/14/2017
. M/s Hansraj Nayyar Medical India, L8 Laxmi Industrial Estate, Link Road, - .
15 |29/Misc/03/2016-DC (350) Oshiwara, Andheri (W),Mumbai-400053 Vented Intubating introducer airway management Regulated 2/14/2017
16 [29/Misc/03/2016-DC (351) M/s ResMed India Pvt.Ftd., Unit No.205,2nd floor, Southern Park,D-2,District Nasal Cannula Use(.i to deliver supplemental oxgen or increased airflow to a patient or person in need of Not Regulated /142017
Centre,Saket, New Delhi-110017 respiratory help
17 [29/Misc/03/2016-DC (196) M/s Khandelwal Laboratfmes Pvt.ltd., 78/87,Dattaram Lad Path, Mumbai- TruScreen Ultra Cervical Screening System USVSd in cerv]ca?l cancer screening by provldmvg a direct means of tissue differentiation as a Not Regulated /142017
400033,Maharashtra,India primary screening tool in the general population
18 [29/Misc/03/2015-DC (204) T’;/Z’O\é’l’%:; I“‘::)P"“L‘d" B-17Infocity, Section-34,Gurgraon- Gravity Set Used a s connection tube between feeding tube and feeding bag Not Regulated 21282017
Iberg probes viz.true ling i icular probe 7F & 9F,
. M/s Inmito Meditech Pvt.ltd., 216-A, Humyan Pur, Safdarjung Enclave, New |silverline ventricular probe 8F, Silverline Ventricular probe with cranial PP o . . . i
19 |29/Misc/03/2016-DC (340) Delhi-110029 bolt 8F, Silverline Ventricular probe 10F, Probe 3N, Probe 3NXL, Probe mointoring intracanial pressure measurement and drainage of cerebrospinal fluids Regulated 2/28/2017
3DL and Probe DLXL
Ten20 Conductive Paste Used as an adhesive to hold non -disposabl iagnostic el des in place on
20 |[29/Misc/03/2017-DC (23) M/s Morulaa Healthtech Pvt.ltd:, Plot N(?.38,lst Floor, Rajeshwari Street, intact skin SI(E.S ; - . Not Notified 22812017
thosh Nagar,Kt Ch -96 To reduce the impedance of the skin to local potential differentials as measured by
Nuprep Gel . . . . .
electroneurodiagnostic and electrocardodiagnostic equipment
haemostatic dressing for use in surgical surgeries when control of bleeding by ligature,
Velseal-TG . . . R X
M’s Datt Mediprod Putltd.. 56.C ity Centre, East of Kailash,New cautery or other conventional methods are ineffective or impractical
21 |29/Misc/03/2017-DC (22) Delhi-110065 i R ? > act as a space occupying dressing, preventing adhesion by separating the ocmpromised Regulated 2/28/2017
Velnez muscosal surfaces and also,helping in healing and achieving homeostasis in patients
undergoing nasal/sinus surgery
M/s Rithwik Pharma Pvt.Itd., Plot No.11-13-1160/406,Ramprathap Niwas,
22 [29/Misc/03/2017-DC (19) Green Hills Colony (Moyya Nagar), Near Asthalaxmi Arch., L.B.Nagar, CES UltraTM-Cranial Eectrotherapy Stimulator treatment of insomnia, depression or anxiety Not Regulated 3/15/2017
Hyderabad, Telangana-500102
23 |[29/Misc/03/2017-DC (24) M/s Innovee ,A-401, Selarka Sadan, M.P.Vaidya Marg, Off.Tilak Road, Neal Cast Casting Type Use in the construction of most common orthopedic casts, as well as specialized orthotics Regulated 3152017

Ghatkopar (East),Mumbai-400077

and prosthetics devices




temporary relied of minor muscle and joint pain and stiffness: the remporary relief of joint

24 [29/Misc/03/2016-DC (345) EA/S ,IY[ 0{“ ]l\?:g]:‘_e?,thtefh P‘,/t'h‘;lf y P‘}ol Ng.zS,l st Floor, Rajeshwar Street, Avacen 100,A head therapy pain associated with arthritis:muscle spasms, minor strains and sprains, muscular relaxation |Not Notified 3/15/2017
and the temporary increase of locak circulation where applied
i imif Pooj; P.O.Thi i - . .
25 [29/Misc/03/2016-DC (315) 2’;/550'?? lifecare Limited, HLL Bhavan, Poojappura,P.O. Thir P Skin Stapler Nl Regulated 3222017
M/s India Medtronic Pvt.Ltd., 1241,Solitaire Corporate Park, Building i . . .
26 |29/Misc/03/2017-DC (13) No.12.4th floor, Andheri -Ghatkopar Link Road, Andheri (East),Mumbai- Dialysate purification sorbent cartidge module Used as a filter/purifier to remove toxins extracted from the body present in the used Not Regulated 31222017
400093 India dialysate and then balances the ionic concentration of the purified dialysate
. M/s Vivyan Life Sciences Pvt.ltd., Corp.Off:-B-91,Flatted Factory complex, P . . . e i
27 |29/Misc/03/2017-DC (36) Okhla Industrial area, phase-111New Delhi-110020 Blood Lancet/Laser Lancet Used to get blood by perforating fingure tip skin of patient by using single pulsed laser Not Regulated 3/22/2017
. M/s Emergo India Consulting Pvt.Ltd.,8/1,1st floor, Vasavi Colony, Kakguda, . . Used for endoscopic histological sampling of various tissue sites within the gastrointestinal
28 [29/Misc/03/2017-DC (12) Near Peiket, Secunderabad,Hyderbad-Cir-2, Telangana-500015 Single use Biopsy Forceps and bronchial tracts via the operationg channel of endoscopic instruments Regulated 33012017
. M/s Truskin Gloves Pvt.Itd., Plot No.14-C,Cochin SEZ, Kakkanad,Cochin- . . .
29 [29/Misc/03/2017-DC (58) 682037 kerala,India Sterile Surgical Gloves Nil Not Regulated 4/5/2017
30 [29/Misc/03/2017-DC (50) M/s MTEX (I) Pyt.ltd.,A-26/4,Mohan Co-Operative Industrial Estate,Mathura Rehab}nhatanon brace with BOA Technology Usedvm Joint disorders, pre-pos.l-surglcal tfealment. _ Not Notified 4/5/2017
Road, New Delhi-110044 Nebulizer used in the treatment of lower sirways respiratory diseases like asthma
Dr.Rakesh Tulli, J C Bose National Fellow and Sr Research Advisor,
31 [29/Misc/03/2016-DC (353) Univeristy Institute of Engineering and Technology, Sector-25,Punjab Dental Aligners Use in the orthodontic treatment for teeth alignment Not Regulated 4/5/2017
University, Chandigarh-160014
32 |29/Misc/03/2017-DC (46) M/s Fostril (T) Pvt.Ltd., G-36,outer CIRCLE, CP,New Delhi-110001 Dust Filters Used to protect from dust and wood splinters from entering the nose Not Regulated 4/5/2017
Infucheck Used to check an ongoing infusion after desired volume of fluid has been infused and gives
33 |[29/Misc/03/2017-DC (37) M/s Medprime Technolog|es Pvt.ltd., CM-03,3rd ﬂoor, CSRE Bulding, IIT an audio alert for the same _ ; i ; Not P 4/52017
Bombay, Powai, Mumbai-400076. India - . Used to help laboratory medicine professional to make a diagnosis through a portable
Cillika Microscope L
digital platform
Getting chemotherapy into cancer cells using an electric pluse to send the chemotherapy in
M/s Brainrootz Labs Pvt.Ltd., 10-J, Gopala tower, rajendra place,new delhi- Electrochemptherapy to cancer cells-electroporation
34 |29/Misc/03/2017-DC (38) e ’ ’ ? - - - - cancer cefs-cleclroporation Not lated 4/5/2017
10008 Combined pl Ther py bladder lation system Treatment for the treatment of cancerous cells by using thermal ener
(Combat BRS V4 System) Y using &
35 [29/Misc/03/2016-DC(262) M/s Myovatec Surgn.:al System Pvt.Ltd., A-12/42A,MIG DDA Flats, Kalkaji GEM Mircovascular Anastomotic Coupler device and system uSed in the anasfomosls qu veins and asteries normally encountered in microsurgical Not Notified 4152017
Extension,New Delhi-110019 procedures only in the peripheral vascular system
. M/s General Medical Systems Pvt.Ltd., Navdeep Industries Compound, Near . . . . . . P . . . .
36 |29/Misc/03/2017-DC (55) 01d iNcome tax office, flood defence bandh, sirhind-140406,Punjab Piles GMS Relief Device Used to get relief from swelling, pain and irritation in patients suffering from piles Not Notified 4/11/2017
. M/s Synergy Pharma Formulations India Pvt.Ltd., 1003,Meadows, Sahar Plaza Used as a topical agent in treatment of esophageal and gastric lesions and to imporve
37 [29/Misc/03/2017-DC (60) Complex.].B.Nagar, Andheri-400059 Esoxx symptoms of GERD or gastritis Regulated 4112017
M/s Sri Research for Tissue Engineering Pvt.Ltd., Sri Shankar Research Centre, |Devitalized amniotic membrane derived from human placenta Used to heal superficial ulcers
38 [29/Misc/03/2017-DC (21) Rangadore Memorial Hospital, Ist Cross, Shankarpuram,Bangalore- Sponge made with devitalized human amnitoic and chorion membrane . — . . Regulated 4/18/2017
N N Used to heal drop ulcers in conjuction with negative wound pressure therapy
560004, India and gelatin
1 LomMisc3no1-pe 73) M/s Parazelus India Pvt.Ltd.,802, Thancone, DIL Complex, Behind Cinewonder Heckle HT3000,an infrared whole-body hyperthermia device Used for regernerative processess of body,muscle relaxation ot Notified a0t
! : Mall,Majiwada, Thane West,Mumbai-400610,\ Hydrosun 750 or 575 an infrared heat treatment device Used in treatment of degenerative thematic illness, chronic neuritis, spine disorders o
40 [29/Misc/03/2017-DC (79) M/s India Health L.mk Pvt.Ltd., SCO#394,New Grain Market, Health Kisok Used to.n.leasure blood pressure, heart rate pulse, weight, body mass index, body mass Not Regulated 4242017
Karna,Haryana,India composition ,ECG
41 |[29/Misc/03/2017-DC (98) M/s R(?msons Scientific &, Surgical Industries Pvt.Ltd., 63-64.Indutrial Estate, Resuscitator bag psed to inflate the lungs of an unconsious perosn is not breathing using positive pressure, Not Notified 5232017
Nunhai Agra-282006 (India) in order to keep them oxygenated and alive
42 [29/Misc/03/2017-DC (68) Vs Accredited Comultants PYLLd, D-29, 15t floo.r Achara NiKetanMaurfprepex Circumferential excision of the foreskin o prepuce at or near the level of coroary sulcus ~ [Not Regulated 512312017
43 [29/Misc/03/2017-DC (75) M/s Siddhi Vinayak Enterprises, 11/343,Geeta Colony,Delhi-110031 New Wings Pain relief patch To get relief from low back pain,burises, sprains, stiff neck, joint pain,muscle pain,frostbite |Regulated 5/23/2017
44 |29/Misc/03/2017-DC (99) M/s Morulaa Healthtech Pvt.ltd:, Plot Ng.38,1 st Floor, Rajeshwari Street, MicrO2 psed to be reduce night time snoring and mild to moderate obstructive sleep apnear (OSA) Not Notified 5232017
Santhosh Nagar,Khandanchavdi,Chennai-96 in adults
45 [29/Misc/03/2017-DC (111) [ \WS IDS Denmed Pvt.Ltd,, A-23/3,Ground floor, Mayapuri Industrial Area | yoriea) Diginfectants, Wipes Used for disinfection/dedorization and cleaning of Medical Device surface Regulated 5/23/2017
Phase-1,New Delhi-110064,India
. M/s Alaric Arooojis, Medical Director, CURE Clubfoot . . ) . . L . .
46 |29/Misc/03/2017-DC (49) Maharashra, B.). Wadia Hospita, Acharya Donde Marg, Parel, Mumbai-400012 Miracle Feet Foot Abduction Brace Pilot study in the treatment of idiopathic Clubfoot Not Notified 23-05-2017
47 |29/Mise/03/2017-DC (104) M/.s IPnaumatmn Medical Devices, #1/1-17,1st .cmss, KB Temple,6th Block, Aum Voice Prosthesis (Internal replacement prosthesis) Us.ed asa mechplcal speaking deche, to help patients of throat cancer who have lost their Regulated 51232017
Rajajinagar, Banagalore-560010,Karnataka,India voice after surgical removal of voice box
Medical socks To prevent or cure deep vein thrombosis
Compression Socks to encourage blood circulation in the limbs by applying pressure along the muscles
48 [29Misc032017-DC (107)  |P & A Law Offices, Ist floor. Dr.Gopal Das Bhawan 28, Deodrant Socks To reduce stiffiness and odor of the fect Not Regulated 51302017

Road,New Delhi-110001,India

Thermo Socks

To keep soles, Legs and Feet warm

Socks with sole support

To reduce imflammation of the arch of foot

Socks to prevent falling

To prevent falling and twisting of ankles




. . . . . . Ei i d for d guided fine needle aspriration of the
. M/s Nano Therapeutics Pvt.Ltd., D-54/2,Hojiwala Industrial Estate,Sachin HD E Ul d T Aspiration . . .
49 |29/Misc/03/2017-DC (106) Surat,Gujarat-394230 Needle (EBUS-TBNA) sume!cosalvmasses,lymph nodes and intraperitoneal masses of the tracheobronchial tree and [Regulated 6/13/2017
gastrointestional tract
. M/s KCI Medical India Pvt.Ltd., No.1,Ramchandra Complex, 1st floor, 1st e N L. . o . . o
50 [29/Misc/03/2017-DC (120) cross, M.S.Nagar, Opp.Ayyapa Temple, Bangaluru-560038 Karnataka, Indi Adaptic Digit Non Adhering Digit Dressing a range of mild to severe digit injuries Regulated 6/13/2017
Contactless Infrared Therometer To measure the temperature of various surfaces, liquids and bod
st boniseiozzotr-pe 1) Mis Sunheri Marketing Pyt lid., Shri Ram Marg,Huda Bypass,Sector- Piston Type Nebulizer To make smooth breath and to trasnform liquid medicines into fines easy to inhale for kids ot Nofied 2017
12,0pposite Indo Spinning Mills,Panipat-132103,Haryana,India Digital Blood Pressure Machine To measure the blood pressure of human body
Electronic Breat Pump To smoothen the flow of mother milk from breast
Nasal Aspirator or Nose Cleaner To clean nose of infants
52 |29/Misc/03/2017-DC (132) M/s Medishare Ltd.,S-439,G.K.Part-1,New Delhi-110048 TEN 20,A conductive Gel To use as an adhesive to hold EEG Electrodes in place on intact sites Not Notified 7/11/2017
. M/s Delvin Surgicals Pvt.ltd., New No.25,12th Cross,Shastri Disposable Hemoperfusion Cartidges e -
53 [29/Misc/03/2017-DC (100) |\, Adyar, Chennai-600020 (models:HA130,HA230,HA280,HA330,HA330 [LBS330 & DNA230) | | reatement of specific intoxication Regulated 71172017
. . Topic and temporary treatment to not infected skin lesions(eg.cuts, abrasions, wounds, L
54 [29/Misci03/2017-DC (141) | Bryosen Phamaceuticals PVl $H Gopala, Tower, Rajendsa Places NeW | g macive itver Spray minor llocalized burns, p ive wounds, decubitus, leers, incontinence iritations or (512t 4eRHOR OF gy 13017
diapers irritation) &
55 |29/Misc/03/2017-DC (156) M/s Becton Du:ku?son India Pvt.ltd., Head Office:-5th and 6th floor, Signature Extension Tubing Assemble of the product Venflon 2.0 To transfer medication to the f:atheter :?nd provide multiple port sccess for connectors with Regulated /182017
Tower B, South City 1,Gurgaon-122001,Haryana secondary flashback by releasing the air onl
. . . To use for oral and enteral ini ion of liquid medication/nutrition and for flusing of
56 |29/Misc/03/2017-DC (136) M/s Terumo India Pvt.ltd., 1601 & 1602,Tower-B,16th floor, Unitect Cyber |ro 11 ral and Eternal Syringes enteral feeding lines and aspiration of stoamch fluid (during palcemnt of enteral feeding | Not Notified 7/18/2017
Park,Sector-39,Gurgaon-122001,Haryana system)
57 |29/Misc/03/2017-DC (160) MJs Swastik Enterprises, 126-127, Hapa Indurtial Area, Jamnagar- Brand Rfid Microchip Applicator To inject a mircochip into an animal for its identification and tracking purpose Not Notified 7/25/2017
361120,Gujarat,India
1.LiNA Port
2.LiNA FleXealTM 10
3.LiNA FleXealTM 5
1.LiNA Power blade
2.LiNA Lapscissors
3.LiNA Electrodes (blade electrodes-coated,blade electrode coated and
o . . . insulated, blade electrode) Sterile and single use devices used for making the port entry in abdominal cavity Regulated
58 |29/Misc/03/2017-DC (149) x; ’Ce";i‘; l\g:ﬁ;f_“llf(‘)‘ggPV"L‘d"m’Madh“ha“ Building, 55,Nehru 4.LiNA Pencils (LiNA Surgipen) 25-07-2017
? 5.LiNA SeaStar TM and LiNA Skin HookTM Surgical equipments Not regulated
6.LiNA EndoHookTM
7.LiNA AntiFod SolutionTM (LiNA elfred,LiNA Clear Sight and LiNA
Clear sight Wipe)
8.LiNA Endobag TM
9.LiNA EasyBag TM
10.LiNA Fascia Scalpel
11.LINA Xcise TM
. M/s Teleflex Medical Pvt.Ltd., Old No.10,No.19,1st floor and Ground floor, § . Treatment of and p tension from stab or gunshot
59 |29/Misc/03/2017-DC (149) Harrington Road, Chetpet-60003 1 Chennai,India Asherman Chest Seal wound Regulated 8/1/2017
60  [29/Misc/03/2017-DC (155) M’s Cipla Ltd,, Regd Office Cipla %‘iouse, Peninsula Business Park Ganapatro Medication free dry powder inhaler To delivers the medication to the lungs in the form of a dry powder Not Notified 8/1/2017
Kadam Marg, Lower Parel, Mumbai
61 [29/Misc/03/2017-DC (88) %/ gosoel“lﬁg‘i’;hm PytLid., 22.R-N-Mukherjee Road, Sth floor. Kolkata- TU Master Line F-Grip self filling dose reusable syringes Vaccination of Alvan. Bovine, canine, feline Not Notified 8/7/2017
62 |29/Misc/03/2017-DC (184) Mjs Dialec Medical Services Pyt Ltd, Plot No.311,Survey No.197, Block GA, Citra-Lock solution Prevent catheter related to bacteremia and clotting Regulated 8/17/2017
1st floor, 1st cross,karnataka-560038,
Dr.V.S. Venkatesan, Professor-Biomedical Engineering, TMA Pai Chair in In removal of urea, creatinine and other unwanted material takes place across the membrane
63 |29/Misc/03/2017-DC (140) Medical Devices, Manipal Institute of Technology, Manipal- Artificial Kidney-Dialysis Cartidge from the blood ’ P Not Regulated 8/17/2017
576104,Karnataka,India
64 |29/Misc/03/2017-DC (164) g;?:{:?rggf:r _IZ;,I]:l'n:’ei:;atmnal Oncology Services Pvt.Ltd., Fortis Mobile ODT to be used as a smart phone based cervical imaging in cervical cancer screening program Not Notified 8/17/2017
pra, ’ Zilico (electrical impedence spectrograph devices Detecting cervical cancer
. M/s Oxycan Solutions Pvt.Ltd., 42 A/B, Yogi Nagar Township, B/S Zenith o . . . . .
65 |29/Misc/03/2017-DC (103) Tins, N.H.-8,Channai-391740.Vadodara 95% pure oxygen with and without flavor All natural and perfect alternative to the energy drinks, shots and supplements Notified 8/29/2017
3 M/s Koye Pharmaceuticals Pvt.Itd., Regd Office:-7,The Centrium,Phoenix Cleansing and debridement of wounds and in treating diabetic ulcers,pressure ulcers,venous
66 |29/Misc/03/2017-DC (206) Market City, LBS Marg, Krla (West)-400070,Mumbai-400070 Jetx-ND/Jetforce stasis ulcers and burns Regulated /122017
. Used for the flushing and cold storage of organs like heart, lung, kidneys, liver and panceras
. M/s Geneagles Global Health City, #439,Cheran Nagar, . . i . N . A .
67 |29/Misc/03/2017-DC (148) Sholinganallur, Medavakkam Road, Perumbakkam,Chennai-600100, Tamil Nadu TransMedics Organ Care System at the time Cff refnoval ﬁ'.m.n donor in p for storage. tation and eventual Not Notified/Regulated  |9/12/2017
transplantation in to recipient
68 |29/Misc/03/2017-DC (212) MJs Generix Life Sciences Pvt.Ltd., Unit No4,5 & 6,207, 3rd floor, Shahpur |, o 1 1) & perinel Rehab, a remote Controlled incontinence stimulator |Treatment of stress incontinence, urge incontinence and mixed incontinence Not Notified 9/19/2017

Jat-110049,New Delhi




M/s Duraent Lifesciences LLP, 1-98/9/12A,2nd floor, T & A Plaza, Jain

(Servator P,Servator C, Servator B, Servator B+,Histidine-Tryptop!

Used for

ex vivo cells,cold storage or organs like heart,lungs, kidneys, liver and

69 |29/Misc/03/2016-DC (131) Ketogulterate (HTK),Eurocollins A+B, Belezer UW Cold storage pancreas at the time of removal from donor in preparation for storage, transporattion and Not Notified 9/26/2017
Enclave, Hyderabad-500081 s . S L
solution,penta starch solution eventual transplantation in to recipient
. M/s Mavinbo Services, A/4, Anjali Society, M.Dmarg, Panchakhandi, Thane . — . . . e 1 .
70 |29/Misc/03/2017-DC (158) (West),Mumbai-400602 Histofreezer protable cryosurgical system Cyyosurgical treatment for removal of different types of warts and skin tages Regulated 9/26/2017
R Used for Flushing, perfusion, hypothermic preservation, component in cryopreservation
P . Servator C, Servator B+, Histidine-Tryptophan-Ketogluterate . i . . T . :
71 |29/Misc/03/2016-DC (131) M/s Duraent Lifesciences LLP, 1-98/9/12A,2nd floor, T & A Plaza, Jain (HTK),Eurocollins A+B, Belezer UW Cold storage Solution, Penta media for humdq ex vivo cells, cold storage .oforgans.llke heart, lung kidneys, llyer and Not Notified 9/26/2017
Enclave, Hyderabad-50008 1 Starch Solution pancreas at the time of removal from donor in prepartion for storage, transportation and
eventual transplantation in to receipient
. M/s Emergo India Consulting Pvt.Ltd.,8/1,1st floor, Vasavi Colony, Kakguda, . - . . P . .
72 |29/Misc/03/2017-DC (224) Near Piket, Secunderabad, Hyderbad-Cir-2, Telangana-500015 TransAeris System Used in p and of dysfunction (VIDD) Not Notified 10/4/2017
73 |29/Misc/03/2017-DC (252) Mis Myovatec Surgn.:al System Pvt.Ltd., A-12/42A,MIG DDA Flats, Kalkaji Conevita's silicon Intragastric ballon with radio opaque catheter Used to induce precocious satiety sensation in obese patients Regulated 10/4/2017
Extension,New Delhi-110019
. M/s Laerdal Medical India Pvt.Ltd., No.10,1st floor, 1st street, . . . . .
74 |29/Misc/03/2017-DC (246) Dr.Subbararayan Nagar Kodambakkam,Chennai-600024 Upright Oxygen Kit Used to provide supplement of oxygen through the upright bag mask to the baby Not Notified 10/4/2017
. M/s Sibre Systems and Services Pvt.Ltd., 39,2nd Main Road, . o . - -
75 |29/Misc/03/2017-DC (43) R.A.Puram, Chennai-600028 SB Knife standard type, SB Knife short type and SB Knife Jr.Type Used for Endoscopic sub mucosal dissection Regulated 10/10/2017
. M/s Goldwin Medicare Ltd., 101/102,Vailankanni Towers, A Wing, Mari . .
76 |29/Msic/03/2016-DC (304) Nagar, Off.Senapati Bapat Marg,Mahim (W), Mumbai-400016 Srugical Dressings Regulated 10/16/2017
. M/s Troikaa Pharmaceuticals Ltd., Pots-Thol, Tal-Kadi, Mehsana- Soy Phosphatidylcholine Gel Pain Relief and improvement of joint function by lubricating damaged cartilage .
-| N . n - - f n /16/:
77 |29Misc/0322017-DC 265) 382728, Gujarat, India Polyacrylic Acid Vaginal Gel Restoration of Vaginal Ph and maintenance of good vaginal health not notified 1071612017
78 |29/Misc/03/2017-DC (272) M/s Menz HEALTH International Pvt.Ltd., 67/1,New Rihtak Road, Karol Boss-2000-2 Vaceum Erection Device Asslstmg users in achieving full .erecuon ie. To creale.an erection in men with erectile D0§s not fall uqder the 1112017
Bagh,new delhi-110005 dysfunction by means of an applied vaccum to the penis notified categories
79 |29/Misc/035/2017-DC (268) MJs Borivli Ru!:ber Works, A/3, Mangal Kunj, st Floor, S.V.Road, Borivli DEA Cup (Menstrual Cups) Women during the menstruation time for collecting the uterine lining fluid DO?S not fall un.der the 11/1/2017
(West),Mumbai-400092 notified categories
80 |29/Misc/03/2017-DC (177) M/s Tricell Bilogics, Plot No.4 &S5, D jap Kolathur,Ch 00099 |Tricell PRP Kit Separating a small volume of blood to prepare Platelet/Cell concentrate Not Notified 11/6/2017
81  |29/Misc/03/2017-DC (273) \l\;l;(si:(;::e;\;l:;i;c; Promotion Pvt.Ltd., E/96, FIDC MANJUSARsSalvi Road, Splint made up of plaster of paris Temporary immoblization of fractures, sprains or strains in limbs Regulated 11/6/2017
. M/s Robert Bosch Engineering and Business Solutions Pvt.Ltd., 123,Industrial . . . Capturing digital iamges and videos of the fundus/human eye, to be used as artifical Does not fall under the
82 |29/Misc/03/2017-DC (301) LAYOUT, Hosur Road, Koramagala,Bangalore-560095 Bosch Eye Cam (non-Mydriatic fandus camera) and algorithm/software intelligence for diabetic retinopathy screening notified categories 1171412017
Barbicide Concentrate Disinfectant in hospitals,healthcare establishments Regulated
Clippercide Spray Disinfection, lubrication, cleaning,cooling and as antirust by haridressers stylists, animal Regulated
83 |29/Misc/03/2017-DC (300) g/i/ss‘l;‘\;:[ﬂ;:;il_i%xggg;vt.ud., 13, Shreepal Complex, SUREN Road, Andheri groomers and veterinarians 11/1472017
’ Ship Shape Professional CLEANER Cleaning brushes, combs, head,neck and foot sinks, countertops, chairs, caps and aprons Not Regulated
Ship Shape Powder Institutional dish machine detergents Not Regulated
84 |29/Misc/03/2017-DC (304) M/s Woman's Nature LLP, 95 &96, Ist floor, 21t Main Road, BSK,2nd Daysy,Pearly and Lady Comp/Lady Comp Basic Its ahand held electronic fertility indicators for pregency prevention and family planning | Not Notified 11/16/2017
Stage,Bangalore-560070
Dr.Thacharodi's Xenoderm,Dr.Thacharodi Xzenostat,Dr. Thscharodi's
. The licensing Authority, Govt of Puducherry,Dept of Drugs Control, Govt Collagen Dry Sheet, Dr.Thacharodi's Xenoderm Wt, Dr.Thacharodi's L . . " "
85 |29/Misc/03/2017-DC (295) Hospital Building, 1st Floor, Murungapakka, Kombakkam-605004 Xenoderm Wtm, Dr.Thacharodi's Gelmate, Dr.Thacharodi's Collagen [t is intended as skinfwound dressings Not "New Drugs’ 1111722017
hydrogel, Dr.Thacharodi's sore treat n Dr.Thacharodi's sore treat Sir
. M/s Daewoong Poharmceuticals (india)Pvt.Ltd., Plot No:-5A,APIIC, Caretropin pen without caretopin (somatropin) liquid carthridge and Intended for injecting correct dose injection of somatropin from liquid cartridge by pressing
86 |29/Misc/03/2017-DC (269) LE.Prashnath Nagar,Kukatpaaly, Balanagar Mandal, Hyderabad-500072 disposable needles injection button Not Regulated 121122017
. The Under Secretary, DFQC Section, Ministry of Heatlh and Family Welfare, . . .
87  |29/Misc/03/2017-DC (306) Nirman Bhawan,New Delhi-110011 Orthopedic Implants/equipments Not Notified 12/18/2017
Shri R.Nihal Pedric, Deputy Director, National Pharmaceutical Pricing
88  |29/Misc/03/2017-DC (228) Authority, Dept of Pharmaceuticals,3rs and 5th floor, YMCA Culture Centre Medical Devices,Catheters and Stents Notified and Regulated  |12/18/2017
Building,No.1,Jai Singh Road, New Dlehi-110001
89 |29/Misc/03/2017-DC (270) M/s Ayurman Natural Healtheare, 1707,Sadashiv Peth, Near Udyan Disposable speculam Bio Fluff(arod shaped stem preassembled in ordeer |1 104 for introduction of water and the draining of excreted Regulated 12/19/2017
Karyalaya,Pune-411030 to facilitate the introduction into the anus)
90 [29/Misc/03/2017-DC (184) M/s Dialec Medical Services Pvt.Ltd.,Plot No.311,Survey No.197, Block GA,  |Citra Lf)clf solution is clglmed to be having anti microbial,anti coagulant Intended to prevent catheter related bacteremia and clotting Regulated 12/19/2017
1st floor. st cross. -560038 and anti bio film propertie:
91 |29/Misc/03/2017-DC (314) T’{/ SJZ:)“’Sb“’Pha"“”’ R-775,2nd Floor, New Rajendra Nagar, New Delhi- f(lf_f)‘;" Inpedence Mammograph under the models MEM 20-11 & MEM 1\ 404 for imaging and diagnostics of pathological changes of the breast tissues Not Notified 12/19/2017
92 |29/Misc/03/2017-DC (326) | M3 Luvia Trading Pyt Ltd. #947,IMD Megapolis, Sector-48,Sohanan 0-Lens unde rthe models JENITH3,Russian Velvet, Secriss3 to used as contact lens Not Notified 12/26/2017
Road,Gurgaon-122018,Haryana
93 |29/Msic/03/2017-DC (325) MJs Delta Biosciences Pvt.Ltd. #1,Saini Complex, Dadu Majra, Chandigarh- |y 1y intruments drills and surgical kits Used in dental surgery Not Regulated 12/26/2017
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