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Registered Facilities：

Device Listings：



Listing
No.

Product
Code(s) Device Name(s) Models Activities

D523352 ECQ
ALIGNER,
BRACKET,

ORTHODONTIC
Brace

Contract Manufacturer, Foreign
Exporter, Repackager/Relabeler,
Specification Developer,

Complaint File Establishment,
Foreign Private Label Distributor

D519262 ISA Massager,
therapeutic, electric

EMS Face Lifting Device, V10,
breast massager

Contract Manufacturer, Foreign
Exporter

D496534 QUF
Hearing Aid,
Air-Conduction,
Over the Counter

6500, G430, G330, G102, G102D,
G600D, G600S, G900, G900D,
S360, G12X, G16, G17, G17D,
G19, G-108, G-116, G-208,

6-216, RSH052, G-216TE, G-316,
G-516, Z3 Free, W3, Q4, S450,
H51, Z3-Pro, HD100, E6, RSH05,
RSH20, RSH05BG RSH05GY

RSH05BK RSH052BG RSH052GY
RSH052BK RSH20WH
RSH20BGW RSH20GYW,

ZR-H702, S450, S350, ZR-H706,
S350D, S650, S700, ZR-H711A,
ZR-M902, G300L, G300, G400L,
G400S, 400H,G400D-H, G400D-S

Foreign Exporter, Manufacturer

D491353 JYT
PICK,

MICROSURGICAL
EAR

earwax removel
Contract Manufacturer, Foreign
Exporter, Repackager/Relabeler,
Foreign Private Label Distributor

D491352 GCY

APPARATUS,
SUCTION, SINGLE
PATIENT USE,
PORTABLE,
NONPOWERED

nasal aspirator
Contract Manufacturer, Foreign
Exporter, Repackager/Relabeler,
Foreign Private Label Distributor

D491349 HGY PUMP, BREAST,
NON-POWERED breast pump

Contract Manufacturer, Foreign
Exporter, Repackager/Relabeler,
Foreign Private Label Distributor

D456482 MAU ERASER, DENTAL
STAIN Teeth Whitening Kit

Contract Manufacturer, Foreign
Exporter, Manufacturer,
Repackager/Relabeler

D456481 KMA IRRIGATOR,
POWERED NASAL Nasal Irrigator

Contract Manufacturer, Foreign
Exporter, Manufacturer,
Repackager/Relabeler

D456480 ILY Lamp, infrared,
therapeutic heating Red Light Therapy, SAD Light

Contract Manufacturer, Foreign
Exporter, Manufacturer,
Repackager/Relabeler

D456479 FLG Cleaner, Ultrasonic,
Medical Instrument

Ultrasonic Cleaner, US100, US800,
US900 US600, US2004, US700,
US400, US4, US202, US201,

US300, US500

Contract Manufacturer, Foreign
Exporter, Manufacturer,
Repackager/Relabeler



Listing
No.

Product
Code(s) Device Name(s) Models Activities

D427920 ESD
Hearing Aid,
Air-Conduction,
Prescription

ZR-H702, S450, S350, ZR-H706,
S350D, S650, S70, .ZR-H711A,
ZR-M902, G300L, G300, G400L,
G400S, G400H, G400D-H,
G400D-S, G500, G430, G330,
G102, G102D, G600D, G600S,
G900, G900D, S360, G12X, G16.,
G17, G17D, G19, G-108, Z3-Pro,
HD100, E6, RSH05, RSH20,
G-116, G-208, G-216, G216TE,
G-316, G-516, Z3Free, W3, Q4,
S450, H51, Hearing Aid, OTC

hearing aids

Contract Manufacturer, Foreign
Exporter, Manufacturer,
Repackager/Relabeler

D422510 LRJ Disinfectant, medical
devices

S4Plus, S4A, S4, CPAP Cleaner,
HD100, Q8, DC300, Menstrual cup
sterilizer, S600, DC200, S500,
DC100, Steam sterilizer, Ozone

sterilizer

Contract Manufacturer, Foreign
Exporter, Manufacturer,
Repackager/Relabeler

D534393 JES FLOSS, DENTAL

dental floss electric
Z3,Z1,Z4,Z5,Z6,Z7,Z15

Z2,Z8,Z9,Z10,Z11,Z12,Z13,Z14
The Electric Dental Flosser

Foreign Exporter,Manufacturer

D535564 KCB TUBE, TONSIL
SUCTION

TC100, TC200, TC300, TC400,
TC500,TC01, TC02, TC03, TC04,

TC05
Manufacturer

D586668 JEQ TOOTHBRUSH,
POWERED Z1T, Z7T, electric toothbrush

Contract Manufacturer, Foreign
Exporter, Repackager/Relabeler,
Foreign Private Label Distributor

D586735 EWD Protector, hearing
(insert)

Y40, earplugs, Y10, Y32, Y27, Y50,
Y25

Contract Manufacturer, Foreign
Exporter, Repackager/Relabeler,
Foreign Private Label Distributor

D586670 EFS UNIT, ORAL
IRRIGATION

WF100, WF200, WF300, water
flosser

Contract Manufacturer, Foreign
Exporter, Repackager/Relabeler,
Foreign Private Label Distributor

D586669 EEG HEAT SOURCE FOR
BLEACHING TEETH M11, Oral Red Light Massager

Contract Manufacturer, Foreign
Exporter, Repackager/Relabeler,
Foreign Private Label Distributor

This file is the rendering of the Device Registration & Listing Module page, not the Registration
certificate.This file makes no other presentations or warranties, nor does this certificate make any
representation or warranties to any person or entity other than the named certificate holder, for whose
sole benefit it is issued.

This file 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.


