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Proprietary Device Name: OMS SURGICAL MICROSCOPES AND 
ACCESSORIES

Common/Generic Device 
Name:

SURGICAL MICROSCOPES AND 
ACCESSORIES

Classification Name: MICROSCOPE, SURGICAL, GENERAL 
& PLASTIC SURGERY

Product Code: FSO
Device Class: 1
Regulation Number: 878.4700
Medical Specialty: General & Plastic Surgery
Owner/Operator: ZUMAX MEDICAL CO, LTD. 
Owner/Operator Number: 9093892
Registered Establishment 
Name: ZUMAX MEDICAL CO, LTD. 

Establishment 
Registration Number: 3006252153 

Date of Listing: 10/20/06
Listing Status: Active 
Establishment Operations: Manufacturer 
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Proprietary Device Name: HEADLIGHTS
Common/Generic Device Name: HEADLIGHTS

Classification Name: LIGHT, SURGICAL 
HEADLIGHT

Product Code: EBA
Device Class: 1
Regulation Number: 872.4630
Medical Specialty: Dental
Owner/Operator: ZUMAX MEDICAL CO, LTD. 
Owner/Operator Number: 9093892
Registered Establishment Name: ZUMAX MEDICAL CO, LTD. 
Establishment Registration 
Number: 3006252153 

Date of Listing: 10/20/06
Listing Status: Active 
Establishment Operations: Manufacturer 
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Proprietary Device Name: VARIOUS MODELS BINOCULAR 
LOUPES

Common/Generic Device 
Name:

VARIOUS MODELS BINOCULAR 
LOUPES

Classification Name: LOUPE, BINOCULAR, LOW 
POWER

Product Code: HJH
Device Class: 1
Regulation Number: 886.5120
Medical Specialty: Ophthalmic
Owner/Operator: ZUMAX MEDICAL CO, LTD. 
Owner/Operator Number: 9093892
Registered Establishment 
Name: ZUMAX MEDICAL CO, LTD. 

Establishment Registration 
Number: 3006252153 

Date of Listing: 10/11/06
Listing Status: Active 
Establishment Operations: Manufacturer 
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Proprietary Device Name: OTOSCOPE

Common/Generic Device Name: VARIOUS TYPES OF 
OTOSCOPE

Classification Name: OTOSCOPE
Product Code: ERA
Device Class: 1
Regulation Number: 874.4770
Medical Specialty: Ear Nose & Throat
Owner/Operator: ZUMAX MEDICAL CO, LTD. 
Owner/Operator Number: 9093892
Registered Establishment Name: ZUMAX MEDICAL CO, LTD. 
Establishment Registration 
Number: 3006252153 

Date of Listing: 10/11/06
Listing Status: Active 
Establishment Operations: Manufacturer 

页码，1/1FDA > CDRH > Device Listing Database Search

2007-6-21http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/listing.cfm?...



 
 

Database Updated 6/07/2007 

CDRH Home Page | CDRH A-Z Index | Contact CDRH | Accessibility | Disclaimer 
FDA Home Page | Search FDA Site | FDA A-Z Index | Contact FDA | HHS Home Page 

Center for Devices and Radiological Health / CDRH 

FDA Home Page | CDRH Home Page | Search | CDRH A-Z Index | Contact CDRH  

510
(k)

| Registration | Listing | Adverse 
Events

| PMA | Classification | CLIA

CFR 
Title 
21

| Advisory 
Committees

| Assembler | Recalls | Guidance | Standards  

New Search Back To Search Results

Device Listing Database 

Proprietary Device Name: STREAK RETINOSCOPES
Common/Generic Device 
Name: STREAK RETINOSCOPES

Classification Name: RETINOSCOPE, BATTERY-
POWERED

Product Code: HKM
Device Class: 1
Regulation Number: 886.1780
Medical Specialty: Ophthalmic
Owner/Operator: ZUMAX MEDICAL CO, LTD. 
Owner/Operator Number: 9093892
Registered Establishment 
Name: ZUMAX MEDICAL CO, LTD. 

Establishment Registration 
Number: 3006252153 

Date of Listing: 10/20/06
Listing Status: Active 
Establishment Operations: Manufacturer 
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