


Models:

DS2100N-1200; DS2100N-1210; DS2100N-1204; DS2100N-1214

DS2100N-2200; DS2100N-2210; DS2100N-2204; DS2100N-2214

DS2100N-1300; DS2100N-1310; DS2100N-1304; DS2100N-1314

DS2100N-1400; DS2100N-1410; DS2100N-1404; DS2100N-1414



DEPARTMENT OF HEALTH & HUMAN SERVICES PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
CENTER FOR DEVICES AND
RADIOLOGICAL HEALTH
1350 PICCARD DRIVE
ROCKVILLE, MD 20850

January 10, 2008 Reference: 0820025-000

Shirley Hanna
Technical Service Administrator

Datalogic Automation Inc
3000 Earhart Court , Suite 135
Hebron, KY 41048

This is to acknowledge receipt of your January 7, 2008, document, which was filed pursuant to the regulations
for the administration and enforcement of the Radiation Control for Health and Safety Act of 1968 (title 21,
code of Federal Regulations, Subchapter J) as they pertain to Model Change Product Report.

Your document has been assigned an accession number of 0820025-000, and has been classified as a(n) Model
Change Product Report (pursuant to PartlOO2, Subpart B of the Regulation referenced above).

Further, the submittal has been assigned an informal subject title of "This submission is a(n) Model Change
Product Report. These Utility/Peripheral Laser Products include designated model family(s) Laser Scanner For
Bar-Code Reading with Built-in Decoder with model(s) DS2100ON-1 200, DS2100ON-1 204, DS2100ON-1 21 0,
DS210OON-1 214, DS210OON-2200, DS210OON-2204, DS210OON-221 0 and DS210OON-221 4. (Mfg. by Datalogic
S~pA., Italy).".

This acknowledgement does not constitute approval of the document. You will be contacted if any questions

or comments arise concerning your document.

Thank you for your cooperation. If you have questions or comments, please write to the address above or call

(240) 276-3332.

Sincerely Yours,

CDR Sean M Boyd
Electronic Products Branch
Division of Mammography Quality and Radiation Programs
Office of Communication, Education, and Radiation Programs

cc: Lorenzo Girotti
DATALOGIC AUTOMATION S.R.L.

VIA S. VITALINC) 13
LIPPO DI CALDERARA DI RENO
BO, ITALY 40012


