41 600.000 10.03 87783

H30-S1002:N

SIEMENS

Test Certificate

on the Effect of Third Party Products
on MR Systems

1. Test Certificate, device designation and manufacturer
This is to certify that the following device

MRidium 3850 MRI IV Pump
tested with serial number 0025

of the manufacturer:

Iradimed Corp.
7457 Aloma Avenue/Ste 201
Winter Park FL 32792, USA

does not restrict the safety and functioning of the Siemens AG, Medical Solutions
Magnetic Resonance Systems described in Clause 2.

Possible functional restrictions of the MR Systems are given in Clause 4.

Possible adverse effects of the MR Systems on the device described above are ex-
plicitly not subject to the testing upon which this Certificate is based. Consequently,
this Certificate does not imply that the above-mentioned device is not subject to dis-
turbance by the MR System.

2. MAGNETOM Systems affected
Seq. [ MR System or option (type designation)

Harmony 10T

1

2 Symphony 15T
3 Sonata 15T
4 Avanto 15T
5

6

Espree 15T
Trio 30T
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3. Scope

In connection with the MR application the MRidium 3850 MRI IV Pump is intended
for the following use to which the Test Certificate refers:

¢ Infusion Pump for use in the MRI

4. Restrictions

During use of the MRidium 3850 MRI IV Pump there are the following restrictions of
functions and/or application possibilities of the MR System, the systems, options,
accessories:

e During an MR scan the AC Adapter (battery charger) must be switched off.,
otherwise the electromagnetic noise will be out of specification.

5. Warnings

When using the MRidium 3850 MRI IV Pump in connection with the MR Systems
described in Clause 2 the following precautions must be observed:

e The AC Adapter (battery charger) contains ferromagnetic components and
must be operated outside the 1000 Gauss line. A corresponding note must be
included in the operator manual and on the product in the form of a warning
notice.

o During an MR scan the AC Adapter (battery charger) must be switched off.,
otherwise the electromagnetic noise will be out of specification. A correspond-
ing note must be included in the operator manual and on the product in the
form of a warning notice.

6. Validity:
This Test Certificate is valid until revoked by Siemens AG, Medical Solutions.

Erlangen, 2006-02-14
Siemens Aktiengesellschaft

oy [

Dr. g{'jldner Schumann
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