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CERTIFICATE OF REGISTRATION

This certifies that:
SAVIR s.p.a.

Via Galilei, 22

46040 Guidizzolo (MN)
Italy

is registered and has listed the following medical devices with the U.S. Food and Drug Administration |
pursuant to Title 21, 807 et Sﬁ. of the United States Code of Federal Regulations, such registration
and listing having been verified as currently effective on, and as of the date hereof, by Thema s.r.I.

Establishment Registration: 3002722671

Device Classification Name: DEVICE, PATIENT TRANSFER, POWERED
Product Code: FRZ

Regulation Number: 880.6775

Official Correspondent: Thema s.r.l
Via Pola 3
40026 Imola (BO)
Italy

And U.S. Agent. DENTERPRISE INTERNATIONAL, INC
110 E. GRANADA BLVD. SUITE 207,
Ormond Beach, FL 32176,
Telephone: 386-6720450- Fax: 386-6724402

Thema s.r.l. will confirm that such registration remains effective upon request and presentation of this
certificate until the end of the calendar year stated above, unless said registration is terminated after
the issuance of this certificate. Thema s.r.l. makes no other representations 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 certificate does not denote endorsement or approval of
the certificate-holder s device or establishment by the U.S. Food and Drug Administration. Thema s.r.l.
assumes no liability to any person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39. “Registration of a device establishment or assignment of a registration
number does not in any way denote approval of the establishment or it’s product. '
Any representation that creates an impression of official approval because of registration or possession of
a registration number is misleading and constitutes misbranding”. The U.S. Food and Drug Administration
does not issue a certificate of registration, nor does the US. Food and Drug Administration recognize a
certificate of registration. Thema s.r.l. is not affiliated with the U.S. Food and Drug Administration.
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- «— Marisa Testa

Thema s.r.l. , via Pola, 3 , 40026 Imola (BO) , Italy Regulatory Affairs Specialist
Telephone +39.0542.653683 - Fax +39.0542.653565 Thema s.r.l
info@thema.srLit - www.thema-srlit Dated: December 09, 2009
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