ITE Hitec Solutions

Hitec Medical Co.

, Ltd

US FDA Device listing

Establishment Registration or Business Trade Name : Hitec Medical Establishment Registration or
FEI Number : 30714208300

Registered factory: Hitec Medical Co., Ltd

Registered Device listings:

Listing Number Device Name Hitec Device name Product | Listing
code(s) | status

D369646 CONDENSER, HEAT  AND | Heat and Moisture exchange filter(LME) | BYD Active
MOISTURE (ARTIFICIAL NOSE)

D369121 CATHETER AND TIP, SUCTION | Connecting tube with Yankauer handle | JOL Active

D369120 TUBE, ASPIRATING, FLEXIBLE, | Suction connecting tube BYY Active
CONNECTING

D511251 BOTTLE, COLLECTION, | Suction liner & Canister KDQ Active
VACUUM

D369119 STYLET, TRACHEAL TUBE Intubating stylet BSR Active

D369118 BOUGIE, EUSTACHIAN BOUGIE KBI Active

D369117 COLLECTOR, URINE, (AND | Urine bag KNX Active
ACCESSORIES) FOR
INDWELLING CATHETER

D369116 CANNULA, NASAL, OXYGEN Nasal oxygen cannula CAT Active

D369115 MASK, OXYGEN, NON- | Non-rebreath mask KGB Active
REBREATHING

D369113 MASK, OXYGEN, LOW | Multi-vent mask BYF Active
CONCENTRATION, VENTURI

D369111 Circuit, breathing (w connector, | Anesthesia & Breathing Circuits CAl Active
adaptor, y piece)

D369108 MASK, GAS, ANESTHETIC Anesthesia face mask BSJ Active
D369107 AIRWAY, OROPHARYNGEAL, | Laryngeal Mask Aiway / Guedel airway/ | CAE Active
ANESTHESIOLOGY Berman Airway/ Oropharyngeal airway
D369104 AIRWAY, NASOPHARYNGEAL Nasopharyngeal airway BTQ Active
D369102 CATHETERS, SUCTION, | Suction catheters all types / Closed | BSY Active

TRACHEOBRONCHIAL Suction catheter
D367190 MASK, OXYGEN Oxygen mask / Nebulizer mask BYG Active
D519557 DEVICE, FIXATION, TRACHEAL | Holder for Endotracheal tube /| CBH Active

TUBE

Tracheostomy tube

Find all information on the official website of
U.S. FOOD & DRUG ADMINISTRATIO
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm

Factory: North Jiang Xin Road, Jianghai Linkage Development Zone Tongzhou Bay Nantong Jiangsu

Office: No. 501, Building 2 Lane 1505, Lian Hang road, Minhang District 201112 Shanghai
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» Mask, Oxygen - Nebulizer Mask, Oxygen Mask; Oxygen Mask

Contract Manufacturer; Manufacturer

» Catheters, Suction, Tracheobronchial - Closed Suction Catheter, Suction Catheter; Suction
Catheter

Contract Manufacturer; Manufacturer

* Airway, Nasopharyngeal - Nasopharyngeal Airway

Contract Manufacturer; Manufacturer

* Airway, Oropharyngeal, Anesthesiology - Laryngeal Mask Airway, Gudel Airway, Berman

Contract Manufacturer; Manufacturer

» Mask, Gas, Anesthetic - Anesthesia Face Mask

Contract Manufacturer; Manufacturer

L ]

Circuit, Breathing (W Connector, Adaptor, Y Piece) - Anesthesia & Breathing_Circuit

Contract Manufacturer; Manufacturer

L ]

Mask, Oxygen, Low Concentration, Venturi - Multi-Vent Mask

Contract Manufacturer; Manufacturer

L

Mask, Oxygen, Non-Rebreathing_- Non-Rebreath Mask

Contract Manufacturer; Manufacturer

L

Cannula, Nasal, Oxygen - Nasal Oxygen Cannula

Contract Manufacturer; Manufacturer

L

Collector, Urine, (And Accessories) For Indwelling_Catheter - Urine Bag

Contract Manufacturer; Manufacturer

» Bougie, Eustachian - Bougie

Contract Manufacturer; Manufacturer

» Stylet, Tracheal Tube - Intubating_Stylet

Contract Manufacturer; Manufacturer

# Tube, Aspirating, Flexible, Connecting - Suction Connecting Tube

Contract Manufacturer; Manufacturer

# Catheter And Tip, Suction - Connecting Tube With Yankauer Handle

Contract Manufacturer; Manufacturer

# Condenser, Heat And Moisture (Artificial Nose) - Heat And Moisture Exchange Filter(LME)

Contract Manufacturer; Manufacturer

» Bottle, Collection, Vacuum - Suction Canister, Suction Liner

Contract Manufacturer; Manufacturer

» Device, Fixation, Tracheal Tube - Tracheostomy Tube Holder, Endotracheal Tube Holder

Contract Manufacturer; Manufacturer




