2020

CERTIFICATE OF REGISTRATION

This certifies that:

CARINE EUROPE GMBH
Corneliusstr. 44
Munich Bayern, DE 80469

is registered with the U.S. Food and Drug Administration for FY 2020 pursuant to Title 21, 807 et seq. of the
United States Code of Federal Regulations:

Establishment Owner/Operator Number: 10074960

Device Classification Name: NON-SURGICAL ISOLATION
GOWN

Product Code: OEA

Regulation Number: 878.4040

Official Correspondent Registrar Corp

and U.S. Agent: 144 Research Drive, Hampton, Virginia,
23666, USA
Telephone: +1-757-224-0177 » Fax:
+1-757-224-0179

Registrar Corp will confirm that such registration remains effective upon request and presentation of this
certificate until the end of the year stated above, unless said registration is terminated after issuance of this
certificate. Registrar Corp makes no other representations or warranties, nor does this certificate make any
representations 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. Registrar Corp 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 its products. 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 regzstratlon nor does the U.
and Drug Administration recognize a certificate of registration. Registrg
Food and Drug Administration.
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