Notice of FDA Registration

This is a notice to the establishment whose Facility Registration and Device Listing have been
done within the Fiscal Year 2022.

Establishment information

Name: WUXI EMSRUN TECHNOLOGY CO., LTD.

Address: 9-201, Huaqing Chuangzhi Park, Huishan Economic Development Zone, Wuxi, Jiangsu, 214000,
CHINA

Registration Role: Manufacturer, Foreign Exporter

Facility Registration and Device Listing Information

Owner/Operator Number: 10052960

Registration Number: 3012777736

Device
Listing No.

Product Code Product Name(s)

TOURNIQUET, NONPNEUMATIC

(Tactical Tourniquet, tourniquet)

SPLINT, TRACTION

(aluminum mouldable splint)

TUBE, EAR SUCTION

(suction tube)

Dressing, wound, occlusive

(Wound dressing,transparent wound dressing, dressing, chest seal)
BANDAGE, ELASTIC

(Tactical Bandage, elastic bandage)

Disinfectant, medical devices

(alcohol prep pad, soap wipes, povidone iodine prep pads,iodine cotton
ball,iodine cottonbar,iodine cotton towel, wipes, alcohol cotton ball,
antiseptic wipes,cleansing wipes)

APPLICATOR, ABSORBENT TIPPED, NON-STERILE

D276994 GAX

D276995 HSP

D276996 JZF

D276997 NAD

D276998 FOM

D277571 LRJ

D277584 KXF .
(bar,stick,swab)
BANDAGE, CAST
D277585 ITG : . . .
(self adhesive elastic bandage/PBT Elastic Bandage,triangular bandage)
Tape and bandage, adhesive
D277586 KGX . .
(wound closures, adhesive bandage, Israel wound dressing, tape)
D277587 HTD FORCEPS
(forceps,tweezers)
D277588 IMD PACK, HOT OR COLD, DISPOSABLE

(compress/pack,heat pack, ice pack)
Adhesive backed thermal skin patches
(cooling gel sheet)

ACCESSORY, SURGICAL APPAREL

(face shield, life Hammer, emergency tent)
PAD, EYE

(sterile eye pad)

D277589 oMW

D277590 LYU

D277591 HMP
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Gauze / sponge,nonresorbable for external use

D277592 NAB :
(gauze swabs, rolled gauze, compressed gauze, dressing pad)
STRETCHER, HAND-CARRIED
(Carbon  Fiber Scoop  Stretcher, ambulance Stretcher,scoop
D277594 Epp stretcher,baske.t stretcher,multifunctional rescug stretcher, spft
Stretcher,Isolation stretcher,Stretcher platform, stair stretcher, folding
Stretcher, vacuum mattress stretcher,spine board, Evacuation Chair
Stretcher, traction splint)
D277600 BYF MASK, OXYGEN, LOW CONCENTRATION, VENTURI
(mouth to mouth mask)
D277601 ISR BAND OR BELT, PELVIC SUPPORT
(Pelvis belt)
D277602 CAE AIRWAY, OROPHARYNGEAL, ANESTHESIOLOGY
(Airway)
D277603 KME BEDDING, DISPOSABLE, MEDICAL
(emergency sleeping bag, emergency blanket, body bag)
D277604 OHO F|lrst a|ld kl.t without drug
(first aid kit)
First Aid Kit with drug
D277 LRR
605 (first aid kit WITH DRUG)
D277606 MRI ORTHQSIS, TRQNCAL/ORTHOSIS, LIMB
(head immobilizer)
Orthosis, cervical
D277612 IQK Y
Q (cervical Collar)
D277613 cex SUPPORT, PATIENT POSITION
(extrication device)
D277614 KDO BOTTLE, COLlLECTION, VACUUM
(Manual suction pump)
D277615 LRW SCISSQRS, QENERAL, SURGICAL
(medical scissor)
BED, MANUAL
D277616 FNJ L .
(Camping bed,Hospital bed)
D277617 FSW nght,. surglcal, endoscopic
(Surgical light)
D277618 CAN REGULATOR, PRESSURE, GAS CYLINDER
(Oxygen cylinder,oxygen regulator, oxygen Flow meter)
D277619 KMN CHAIR AND TABLE, MEDICAL
(church Trolly)
ting R A ies Table T
D277620 FWZ Opera mg oom Accessories Table Tray
(Operating table)
FPA Set, administration, intravascular
D299449 . '
(K163160) (Infusion set)
FMF Syringe, piston
D299450 . . .
(K163161) (Piston Syringe with Needle)
FMI Needle, hypodermic, single lumen
D299451 . . .
(K163162) (Piston Syringe with Needle)
LZA Polymer patient examination glove
D311939
(K110981) (gloves)
D311940 IME Eack, hot or cold, reusable
(ice pack)
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MASK, OXYGEN

D311941 BYG .
(CPR mask,breathing mask)
D311942 LK SELINT, HAND, AND COMPONENTS
(finger splint)
D324351 KT LIGHT, EXAI\/IINATION, MEDICAL, BATTERY POWERED
(LED Penlight)
D331989 EXG BAG, URINE COLLECTING, URETEROSTOMY
(Dry Bag)
D331990 LDE STETHOSCOPE, MANUAL
(Stethoscope)
AIRWAY, NASOPHARYNGEAL
D360290 BT ' .
Q (Nasopharyngeal Airway)
D360291 NAE Dressing, wound, hydlrogel without drug and/or biologic
(Burn Gel, Burn Dressing)
ATHETER, INFUSION
D360292 Jcy ¢ ' UsIo
(IV catheter)
Shield, eye, ophthalmic (including sunlamp protective eyewear and
D376615 HOY post-mydriatic eyewear)
(Goggle)
Non-surgical isolation gown
D376616 OEA . .
(Protective suit, ISOLATION Gown)
Shield, protective, personnel
D380971 KPY
(FACE SHIELD)
DQA Oximeter
D405237 . . .
(K063641) (Fingertip Oximeter)
TOOTHBRUSH, MANUAL
D447307 EFW '
(Toothbrush)
D447308 VDM INSTRUMENT, MANUAL, SURGICA.I_., GENERAL USE
(Packaging pouch, self-sealed sterilization pouch)
DQA Oximeter
D473082 .
(K173123) (Pulse Oximeter)
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