FIoA

Medical Device Registration

: Denovo Dental Inc. \

Registration No: 2032006 + Owner/Operator No: 10028620

Registration Valid Till: 12.31.2024

FACILITY INFORMATION:

Address: 5130 Commerce Drive, Baldwin Park, CA 91706, United States of America
Contact Name: Kim C Altomare Telephone: 626.939.5000 Fax: 626.939.5020
Facility URL: www.denovodental.com Other Business Trade Name(s): n/a

Initial Importer: Y Foreign Trade Zone: N DUNS Number: 183 498 179

DEVICE LISTINGS:

Listing Class: Premarket Product Device Name(s): Activities:

No.: Sub. Type: Code:

D071521 Class | Exempt EMG Forceps, Tooth Extractor, Surgical Specified Developer
D071522 Class | Exempt EBH Preformed Impression Trays Specified Developer
D071519 Class | Exempt EIG Retractor, All Types Specified Developer
D071516 Class | Exempt ELZ Crown, Preformed Manufacturer
D071515 Class | Exempt ECM Band, Preformed, Orthodontic Manufacturer
D071518 Class | Exempt JEP Retainer, Matrix Manufacturer
D071517 Class | Exempt EIR Scissors, Collar & Crown Specified Developer
D071514 Class | Exempt DZN Instruments, Dental Hand Specified Developer

IMPORTED PRODUCTS & MANUFACTURERS

Manufacturer(s) Address: Product Device Name(s): Premarket
Name Code: Submission No.:
\\ Shioda Dental 53 Tohabara, Nasukarasuyama, Totigi, JEX Plier, Orthodontic ~
Corporation 3210517 Japan /
Kohler Bodenseeallee 14-16, D-78333, JEX Plier, Orthodontic
Medizintechnik Stockach, Germany
N L
\ /

Registration in accordance to Title 21 CFR Part 807. Registering of a facility and/or listing devices does not constitute FDA approval of facility or devices.





