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I U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES EDA
?{{' FOOD AND DRUG ADMINISTRATION 1™

Certificate of Class |

Awarded to

Megagen Implant Co., Ltd.
377-2 Gyocheon-Ri, Jain-Myeon, Gyeongsan-Si, South Korea

Listing Number: D061503
Registration Number: 3005554774

This is to certify that Restome Kit and Megatome Kit have been registered with the U.S. FDA and it
is safe for marketing in the United States of America.

Indications for Use: Restome Kit and Megatome Kit is a dental hand device intended to
perform bone expansion, bone compaction, bone elevation and sinus
graft in general dentistry and oral surgery procedures.

Product Class: Chisel, Osteotome, Surgical
Product Code: EMM

Subsequent Code: HXL

Trade Name: Restome Kit, Megatome Kit

Regulation Number: 21 CFR 872.4565
Regulatory Class: Class 1

FDA Registered Date:  November 14, 2008

Presented by: Official Correspondent, Consultant and U.S. FDA Designated Agent

OKoDent

Kodent Inc.
13340 E. Firestone Blvd. Suite J, Santa Fe Springs, CA 90670 USA
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