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 DRLM DEVICE REGISTRATION 

Fiscal Year 2025 

                      
HANGZHOU ZHONGZHI INDUSTRY CO.,LTD 
ROOM 608 PACIFIC PLAZA, DONGNING ROAD, JIANGGAN 
DISTRICT, HANGZHOU, ZHEJIANG, 310000 CHINA 

 
Owner/Operator Number: 10055912 
Registration Number: 3012251300 

  
Device Listing#:  
Listing No Code Device Name Proprietary Name 

D350783 HOY 
Shield, eye, ophthalmic (including sunlamp 
protective eyewear and post-mydriatic 
eyewear) 

Eye Masks. 

D350784 ISR BAND OR BELT, PELVIC SUPPORT 
Belt. Scarf. Seat Cushion. 
Patella Strap.  
Waist Support. 

D350785 KGX Tape and bandage, adhesive Kinesiology Tape. Orthotic 
Insoles. 

D352208 ISA Massager, therapeutic, 
electric 

Neck and Back Massager 
Massage Pillow.  
Neck Massage Support. Back 
Massager. 

D430308 FXW SHOES, OPERATING-ROOM Slipper. 

D573271 FQL STOCKING, MEDICAL SUPPORT (FOR 
GENERAL MEDICAL PURPOSES) Diabetic socks 

 

 
 
查询网址：https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm 
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This certificate affirms that the above stated facility is registered with the U.S. Food and Drug Administration pursuant to section 305 of the U.S. 
Public Health Security and Bioterrorism Preparedness and Response Act of 2002, P.L. 107-188, such registration having been verified as 
effective by OUA as of the date hereof, and OUA will confirm that such registration remains effective upon request and presentation of this 
certificate until the expiration of one year from the date hereof, unless terminated after issuance of this certificate. OUA makes no other 
presentations or warranties, nor does this certificate make any representations or warranties to any person or entity other than the named 
certificate holder, for whose sole benefit it is issued. OUA assume no liability to any person or entity in connection with the foregoing. The U.S. 
Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food and Drug Administration recognize a 
certificate of registration. OUA is not affiliated with the U.S. Food and Drug Administration. 

 
 
  

  

 
 

Shenzhen OUA Testing Technology Co.,Ltd.  

W: www.fda-test.com  E: fda@fda-test.com 

T: 400-8788-298      T: 86-755-36916737 

Luna Zhu /Chief engineer 
Issued: 12/04/2025 
Expiration Date: 12/31/2026 

  



 

 

Listing No Code Device Name Proprietary Name 
Freeze Knee Sleeve, Freeze Ankle Sleeve, Freeze 
Wrist Sleeve, Freeze Eyemask, Freeze Back 
Wrap, Freeze Shoulder Wrap, Freeze Leg Sleeve. 

D569462 IME Pack, hot or cold, reusable 
Freeze half finger glove, freeze full finger glove, 
freeze neck wrap, freeze head wrap, freeze elbow 
sleeve, freeze foot wrap, freeze calf sleeve, freeze 
heavy vest, Freeze finger sleeve, freeze toe 
sleeve, freeze posture corrector, freeze thumb 
sleeve 
Compression T-Shirt. Compression Tights. 
Compression Elbow Sleeve. Compression Socks. 
Compression Gloves. Compression Ankle Sleeve. 
Compression Wrist. Compression Garments. 
Compression Waist. Stockings. Sleeves. 
Compression Calf Sleeve. Compression Shorts. 
Compression Socks. Compression Tank Top. 
Compression Pants. Foot Products. Straps. 
Supports. Core Slider. GUARDIANGEL 
SOCKS(Diabetic compression socks), 
compression knee sleeve, compression foot 
sleeve, powerknit elbow sleeve, powerknit knee 
sleeve, powerknit shoulder sleeve, full arm sleeve, 
full leg sleeve, Half Finger Gloves, arch support, 
Back brace 

Wrist Support 

diabetic socks 

heel socks 

Shin Pad Sleeves. 

D304592 ITW 
JOINT, ANKLE, EXTERNAL 
BRACE 

Tennis Elbow Sleeve, Patella Sleeve, Wrist Band, 
Lifting Straps, Gloves. 
Metatarsal pad, bunion sleeve, compression thigh 
sleeve, powerknit thigh sleeve, posture corrector, 
compression back support, compression shoulder 
brace, neck support, long sleeve glove, thumb 
support, compression head band. 
T-shirt， Hoodie， Sweatpants， Sweatshirt， 
legging, bra. 

D351237 IQK ORTHOSIS, CERVICAL neck support. Neck Roll Pillow. 

D351947 IOD COMPONENTS, EXERCISE Resistance loop bands. Sock Aid. Jump Rope. 

D351948 LYG 
MASSAGER, 
THERAPEUTIC, MANUAL 

Orthopedic Back Support. 11 Pack Resstan ce 
Bands Set. Muscle Roller Stick. Spiky Ball.  
Yoga Exercise&Pilates Bar. Exercise Resista  
nce Booty Bands. Neck Massager. 

D430309 IOE 
BARS, PARALLEL, 
EXERCISE 

Balance Ball With Resistance Bands. 

D430310 LRP TRAY, SURGICAL Cup Holder. 

D430311 IMZ 
HOLDER, CRUTCH AND 
CANE, WHEELCHAIR 

Posture Cane And Cane Tip. CPAP Hose Holder,  

D430312 ION 
EXERCISER, 
NON-MEASURING 

Pedestal Exerciser Bike. 

 

 

 

 



 

D430314 FZM STOOL, OPERATING-ROOM Stool 

D430315 KME 
BEDDING, DISPOSABLE, 
MEDICAL 

Memory And Spa Pillow. 

D430316 BXB EXERCISER, POWERED Yoga Exerciser Ball. Roller Wheel. Foam Roller. 

D464661 KNX 
COLLECTOR, URINE, (AND 
ACCESSORIES) FOR 
INDWELLING CATHETER 

Urinal Bottle, Urinary Drainage Bag, Specimen 
Collector, Kidney Stone Collector 

D464662 GED 
BRUSH, DERMABRASION, 
MANUAL 

Roll A Lotion Applicator 

D543889 DWL 

STOCKING, MEDICAL 
SUPPORT (TO PREVENT 
POOLING OF BLOOD IN 
LEGS) 

ankle sleeve, knee sleeve, elbow sleeve, arm 

sleeve, back brace; compression stocking; Knee 

high compression stocking; Thigh high 

compression stocking; compression socks; calf 

sleeves; 

 


