EC Declaration of Conformity

‘
Edwards
Manufacturer: Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614, USA
European Representative: Edwards Lifesciences Services GmbH
EdisonstralBe 6
85716 Unterschleil3heim, Germany
Product category: Single Use Devices
Product(-s): Hemodynamic Monitoring Disposables (non-DEHP/e-Beam)
Model codes, Names: see following pages
Classification: Class lla/ Rule 10 (According to Annex IX of the MDD)
Conformity Assessment Route: Annex Il (excluding Annex I1.4)
UMDNS / GMDN Nomenclature: See following pages
Applicable Standard(-s): See Essential Requirements Checklist of Technical File
Start of CE Marking: See following pages

We herewith declare that the distributed CE marked products specified above conform to the product(s) covered
by the “EC Certificate” issued and delivered by TUV in accordance with Annex Il of the “EC Directive”, Council
Directive 93/42/EEC, concerning Medical Devices. This declaration of conformity is issued under the sole
responsibility of Edwards Lifesciences LLC. All supporting documentation is retained at the premises of the
manufacturer.

In addition, we ensure and declare that the distributed CE marked products meet the provisions of the EC-
Directives that apply to them.

The manufacturer has established and is maintaining a quality system which meets the requirements of
EN ISO 13485:2016.

These directive(s) and standard(s) are supported by the following certificate(s):

Certificate Number Valid until Issued by Holder of Certificate Facility
. . . . Edwards
G1 039555 0198 2024-05-26 | UV SUD | Edwards Lifesciences | | icccicnces LLC,
Product Service | LLC, Irvine Irvine*

*Denotes Design and Development facility

Notified Body: TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen, Germany
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer with Non-

DEHP (< 0.1%)Tubing

With TruWave Disposable Pressure Transducer:

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 356927)

—n Date CE Mark
Model Code Description first Applied

T100209B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001650A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX284 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX260 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX272 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T100214A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T100215A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001631A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T433803A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX3X3284C Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001657A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX278C Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001658A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001709A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK2009 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX604| Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T005086A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX3X3 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX212 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001619A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001645A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX600! Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX2X2 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX3X3272 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer with Non-

DEHP (< 0.1%)Tubing

With TruWave Disposable Pressure Transducer:

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927)

o Date CE Mark
Model Code Description first Applied

T001758A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001660A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T100212A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXCMK590 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1940 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T100202A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX2X2284C Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

TO01712A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T494C00B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX284R Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

TO01724A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX266C Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T441T01C Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX3X3AN Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T322242B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1070 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T531401A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK2011 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T450217A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX600 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001775A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX284AN Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T321571A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T332J01A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T333F00A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer with Non-

DEHP (< 0.1%)Tubing

With TruWave Disposable Pressure Transducer:

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927)

o Date CE Mark

Model Code Description first Applied

PXMK1977 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1299 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001725A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001624A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T328201A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001702A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T005052A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX4X4 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T397704A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK2036 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001789B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK2222 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T320544A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T447907A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1714 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1876 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1970 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX200 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T323924C Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX2X2YB Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T440B21A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T410114B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T341212A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXCMK315 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK2010 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer with Non-

DEHP (< 0.1%)Tubing

With TruWave Disposable Pressure Transducer:

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927)

o Date CE Mark
Model Code Description first Applied

T530219A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T005002A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T581203B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T349301B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T491Y01B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T322238A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T413406A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T530310A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T005025A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T441809C Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T333919A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMKO0658 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T334402A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMKO0976 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure

PXMK1063 Transducer) 5/4/2018

PXMK1183 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1326 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1350 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1360 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T433204B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1577 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1696 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1724 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1805 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1849 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer with Non-

DEHP (< 0.1%)Tubing

With TruWave Disposable Pressure Transducer:

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927)

o Date CE Mark
Model Code Description first Applied

PXMK2002 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T433202B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK2147 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T333C00A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK2242 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK2306 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK2327 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK287 Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T333918A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T330V11A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T432105A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

TO01713A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T001797B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T005004A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure

T321573A Transducer) 5/4/2018

T322256A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T325202A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T328500A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T334041A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T397705B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T413670A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T433801A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T443422A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T493Y02B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

T495009A Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer with Non-

DEHP (< 0.1%)Tubing

With TruWave Disposable Pressure Transducer:

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927)

o Date CE Mark

Model Code Description first Applied

T530116B Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PX600F Pressure Monitoring Set (w/TruWave Disposable Pressure 5/4/2018
Transducer)

PXMK1077 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK2056 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK1640 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK1159 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK2137 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK1780 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK0033 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK1256NS Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK1749 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T310197A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T331U03C Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMKO0036 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T442J00A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK1300 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

PXMK2331 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T395606B Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T310195A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T320564A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T349302A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T431514C Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T433201A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/23/2018
Transducer)

T001633A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T337119B Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

PXMK9146 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer with Non-

DEHP (< 0.1%)Tubing

With TruWave Disposable Pressure Transducer:

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927)

o Date CE Mark
Model Code Description first Applied

T001786A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T530217B Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

PXMK575 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

PXMK2277 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

PX601 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

PXMK2016 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

PX600F30 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

PX604 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

PXMKA78 Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T005005A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T337305B Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T005080A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T310682A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T321570A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T330831A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T395705A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T413675A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T430142A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T440B20B Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T461803B Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T492011A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T530317A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T531900A Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

T581201F Pressure Monitoring Set (w/TruWave Disposable Pressure 8/28/2018
Transducer)

PXMK1935 Pressure Monitoring Set (w/TruWave Disposable Pressure 1/16/2019
Transducer)

PXMK0010 Pressure Monitoring Set (w/TruWave Disposable Pressure 1/16/2019
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer with Non-
DEHP (< 0.1%)Tubing

With TruWave Disposable Pressure Transducer:

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927)

o Date CE Mark
Model Code Description first Applied
PXMKO0011 Pressure Monitoring Set (w/TruWave Disposable Pressure 1/16/2019
Transducer)
PXMK0013 Pressure Monitoring Set (w/TruWave Disposable Pressure 1/16/2019
Transducer)
PXMK0014 Pressure Monitoring Set (w/TruWave Disposable Pressure 1/16/2019
Transducer)
T610002A Pressure Monitoring Set (w/TruWave Disposable Pressure 1/16/2019
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure
PXMK1267 | Transducer) 6/14/2019
Pressure Monitoring Set (w/TruWave Disposable Pressure
T312306A | Transducer) 6/14/2019
Pressure Monitoring Set (w/TruWave Disposable Pressure
T270900A Transducer) 6/14/2019
Pressure Monitoring Set (w/TruWave Disposable Pressure
T321572A Transducer) 6/14/2019
Pressure Monitoring Set (w/TruWave Disposable Pressure 6/14/2019
T322247A Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 6/14/2019
T323923A Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 6/14/2019
T331F06B Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 6/14/2019
T391608B Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure
T430139A | Transducer) 6/14/2019
Pressure Monitoring Set (w/TruWave Disposable Pressure
T4301778 Transducer) 6/14/2019
Pressure Monitoring Set (w/TruWave Disposable Pressure 6/14/2019
T430609A Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 6/14/2019
T440907B Transducer)

Pressure Monitoring Kit/Set with VAMP Plus with non-DEHP Tubing
With TruWave Disposable Pressure Transducer:

Class lla/ Rule 10

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927);

With VAMP:
Class lla/ Rule 10
UMDNS code: 10446, Blood sampling kit (GMDN code: 31336)

Model Code Description D_ate CE IV_Iark
first applied

Pressure Monitoring Set (w/TruWave Disposable

PXVP2284 Pressure Transducer & VAMP Plus) 8/23/2018
Pressure Monitoring Set (w/TruWave Disposable

T001691A Pressure Transducer & VAMP Plus) 8/23/2018
Pressure Monitoring Set (w/TruWave Disposable

PXVP2272 Pressure Transducer & VAMP Plus) 8/23/2018
Pressure Monitoring Set (w/TruWave Disposable

PXVP2284AT3 Pressure Transducer & VAMP Plus) 8/23/2018
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Pressure Monitoring Kit/Set with VAMP Plus with non-DEHP Tubing
With TruWave Disposable Pressure Transducer:
Class lla/ Rule 10
UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927);
With VAMP:
Class lla/ Rule 10
UMDNS code: 10446, Blood sampling kit (GMDN code: 31336)
Pxvpzzadpz | bresue Montormng Set iniave Dsposatle | gagone
xvpzzeo | Ersaue Noormg Set (eve Diposable | agore
pxveosee | ressus Montorng Set (uTnaiave Dposabe | gzaons
oxvprosy | Frsaue Noorng Set (neve Diposabe | agore
rossagn | Eressue Montomng Sel uTpiave Dsposable | gaaong
xvpiora | Dressre Montorng Sel e Dipesabe | azaors
xveorre | Dressre Montormg Sel e Dipesabe | gzgors
ToosoTan | Eresmre Mooy el 0o | aaoorg
xveiorz | Dressre Montormg Sel (uTree Diposable | gzgons
xveores | Dresswre Montorng Sel (e Dipesabe | azaons
ooz | pesaue Nonkorng Sel e Dsposable | gmanons
xveogsr | Erestue Montorng Set uTnaiewe Diosable | wzanaons
xveosss | Eressue Mondorng Set uTnaieve Diosable | wzaots
xveiosy | Erestue Montormg Set Tnaieve Diposabe | wzanaons
xvprior | Dresswe Montomg Sel e Dipesabe | azgore
exvezxaTs | Dressre Montormg Sel T Dipesabe | azgons
PxvpaSXaATs | Eresaue Nolrg Se (ilave Digosable | agore
pxvprort | Fresaue Norltng Se (i meve Diposabe | agore
Tovo7i | breseue Monloing Sel (uTnuve Disposae | gagaore
Pxvposan | Ereesue Montorng Set (uTnaiave Diposabe | wzaaons
xvetoss | ressus Montorng Set (uTnaieve Diposable | azaaons
xveaxaDz | Eressue Nontorng Set wTrieve Diposable | gaanorg
rastroan | Eressure Mooy Sl e 05osbe | aorg
xveossy | Dressre ontorng Sel (uTrepve Diposable | azgons
xvezoxs | Do Sel (T Dipesabe | azaons
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Pressure Monitoring Kit/Set with VAMP Plus with non-DEHP Tubing
With TruWave Disposable Pressure Transducer:
Class lla/ Rule 10
UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927);
With VAMP:
Class lla/ Rule 10
UMDNS code: 10446, Blood sampling kit (GMDN code: 31336)
PxvpaexuaTs | bressue Mg Set ntave Dsposable | gagons
Tootresn | beseue Momloing St (uTneve Dspesabe | agiore
Tooizson | beseue Momloing Sl (uTanve Dspesabe | agiors
rotTorn | beseue Momloing S (uTanve Dispesae | agiors
roowzeon | Eressue Monkoing Se umpiave Dsposable | 1051201
roaaore | Eressre Monkoing Sl ave DSPosabe | 102512019
rowsare | Eresmre Montoing Sl e Do | 102520t
rowsicn | Eresaure Monkoing Sl e D%Posabe | 102512019
roiTon | Eree o e D | rozsorg
rassioe | Eressre Monioing Sl (e Dot | 102512019
xveLovze | Eressue Momterng SetuTraieve Disgosable | 1ozsizorg
raovoora | peseue Momloing Sl (u e Dspesale | qozsiors
PxvpLona | Fresaue Montorg Set fwTlave Dsposable | ronsiore
Tovteo | peseure Momloing Sl (uTunave Dspesae | 1ozsiors
Tooo7m | D Monkorng Set e raeve Dl | 1osiz0tg
rascoza | Eressure Monkoing Sel i mpiave Dsposable | 102512019
rosssor0 | Peseue Momloing St (uTanive Dspesae | aoors
rosssosn | beseue Momloing S (uTanive Dspesale | aoors
rogriosn | beseue Momloing S (uTanve Dspesae | aoons
Tootreon | Peseue Momloing Sl (u e Dspesale | aoons
rosaore | Do Monkorng Set Tnaieve Dspesabe | ypoizorg
Tosssers | e Nontorng Sel T Dsposable | yiaots
rowsacn | Eresmre Moo el Do | anoorg
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Pressure Monitoring Kit/Set with VAMP Adult with non-DEHP Tubing
With TruWave Disposable Pressure Transducer:

Class lla/ Rule 10

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927);
With VAMP:

Class lla/ Rule 10

UMDNS code: 10446, Blood sampling kit (GMDN code: 31336)

Model Code Description Dﬁartset (a:spl:’ilzgk
reovooow | Peseue Moo St onene 0o | romsiore
xavp | B Moniorg Se o Tieve DSPosabe | ronsiore
PxavNps | Bresare Moniorg Se o Teve DSposable | ronsiore
xvrosse | Dressre Nontoring Sl urue Dseosable | 10251201
xvrosrz | Dressre oniorng Sl (u uhwe Dseosable | 102520t
xvrosey | Dressre Moniorng Sl (uuhime DSeosatle | 10asiz0rg
xvrosrg | Dressre oniorng Sl (urupine DSPosale | 10asiz0rg
xvrorss | Dressre Moniorng Sl (urufie DSeosatle | 10asiz0tg
xvrorsy | Dressre Moniorng Sl (uupie DSPsabe | 102520t
xveosoz | Dressre oniorng S (uiuhie DSeosable | 1oasizorg
xvwossa | Eressue Montormg Set (uToateve Dseosabe | porzgaons
oxvrosss | Eressure Montorng SetToateve Dseosabe | porsaons
Pxviiors | Eresauwe Montormg Se o eve DSposabe | ronsiore
xviioms | Preseue Montamg Sel W Teve Dsposatle | ronsiors
xvizzo | DressreNondorng Sl (uuhe DSeosatle | 10asiz0tg
xvizzs | Eresawe Montormg Sel fwTlave Dsposable | ronsiore
xviase | Eresawe Mg Set o Tleve DSposable | ronsiore
xvuprag | Eresare Montormg SetfuTlVave DSposable | ronsiore
xviprey | Presare Moorg Set T leve DSposable | ronsiore
xvuprrz | Eresae Montorg Se o ave DSposable | ronsiore
PxvipirATe | Eressue Monitorng Set wTraeve Disposable | 1ozsizorg
xvipras | Dressre Moniorng Sl (urufie DSeosatle | 10asiz0rg
xvipzo | Dressre oniorng Sl (uupie DSPosate | 10asiz0rg
xvipzrz | Dressre oniorng Sl (uruiie DSeosatle | 1oasizorg
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Pressure Monitoring Kit/Set with VAMP Adult with non-DEHP Tubing
With TruWave Disposable Pressure Transducer:
Class lla/ Rule 10
UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927);
With VAMP:
Class lla/ Rule 10
UMDNS code: 10446, Blood sampling kit (GMDN code: 31336)
xvipaxat | Bressre Mondoring St urue Dsposable | 102512018
xwpoxe | Eressue Montomg Set(Toatawe Diposabe | porzgaons
xwppxsy | Eressue Montong SetToatewe Dsposabe | porzgaons
Pxwwpoxa1 | Eressue Montong Set(uToateve Dsosabe | porzgaons
xvipaxsz | Bressre Montoring Sl uiue Dsposable | 10251201
I S A e R DR s
TOOteTA | e Mot St e DS | ozsiz0ts
TOotoran | preseue Nontorng Sel i Tratime DSt | omsizots
OTaTA e e e D | tozseorg
T e, D | tozseorg
TOotTen | e et Sl e DS | ozsiz0ts
Toot7aon | beseue Monloing Sl (uThupime Dspesae | rozsiors
oot | beseue Monloing Sl (u e Dspesae | rozsiors
oot | beseue Momloing Sl (u e Dsvesae | qozsiors
I A A e R DR s
ootz | Eresmre Monkoing Sl miee D%Fosbe | 102siz0tg
Toososg | preseue Momtoing Sl uupive Dspesae | qozsiore
Toosossn | preseue Momloing Sl (uapive Dspesae | rozsiore
Toosoon | Preseue Momloing Sl uTrapive Dspesae | qomsiore
Toosoqn | reseue Momloing St (uThapive Dspesae | qozsiore
repigiiz | beseue Mooing Sel(uThupime Dspesabe | qozsiore
Tasotaon | preseue Nontorng Sel uTrutime Diposatle | ozsizots
Tasorres | preseue Nontorng Sel uTrutime Dseosatle | ozsizots
TaotTon | Erese Mo e Do | tozsizorg
raavtoon | Eresmure Monkotng Sl e D5 | 1o2siz0rg
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Pressure Monitoring Kit/Set with VAMP Adult with non-DEHP Tubing
With TruWave Disposable Pressure Transducer:
Class lla/ Rule 10
UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927);
With VAMP:
Class lla/ Rule 10
UMDNS code: 10446, Blood sampling kit (GMDN code: 31336)
T430181A Pressure Transducer & VAVD At - 1012512018
T431305A Prossure Transducer & VAMP Aduly 1012512018
14321048 Prossure Transducer & VAMP Aduly 1012512018
T432703A Prossure Transducer & VAMP Aduly 1012512018
7433806 Pressure Transducer & VAMP Aduly 10/25/2018
T434303A Pressure Transducer & VAMP Aduly 10/25/2018
T434304A Pressure Transducer & VAMP Aduly 10/25/2018
T4345008 Pressure Transducer & VAP Al - 10/25/2018
74345018 Pressure Transducer & VAV At - 10/25/2018
74491038 Pressure Transducer & VAMP At - 10/25/2018
T450544A Prossure Transducer & VAMP Adul) 10/25/2018
T450545A Prossure Transducer & VAMP Aduly 1012512018
T770000A Prossure Transducer & VAMP Addly 1012512018
T7700024 Prossure Transducer & VAMP Addly 1012512018
T770003A Prossure Transducer & VAMP Addly 10/25/2018
PXVK0386 Prossure Transducar & VAMP Adul - 1012512018
PXVK0387 Prossure Transducer & VAMP Adul) 1012512018
PXVK0388 Prossure Transducer & VAMP Aduly 1012512018
PXVK0437 Prossure Transducer & VAMP Aduly 1012512018
PXVK0478 Prossure Transducer & VAMP Aduly 1012512018
PXVK0789 Prossure Transducer & VAMP Addly 1012512018
PXVK1075 Prossure Transducer & VAMP Aduly 10/25/2018
PXVK1076 Pressure Transducer & VAMP Al - 10/25/2018
T0050498 Pressure Transducer & VAMP AGU) - 412612019
T430180A Pressure Transducer & VAP Adut) -+ 412612019
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Pressure Monitoring Kit/Set with VAMP Adult with non-DEHP Tubing

With TruWave Disposable Pressure Transducer:

Class lla/ Rule 10

UMDNS code: 16909, Transducer, pressure, single use (GMDN code: 35927);

With VAMP:

Class lla/ Rule 10

UMDNS code: 10446, Blood sampling kit (GMDN code: 31336)
Pressure Monitoring Set (w/TruWave Disposable

14321048 Pressure Transducer & VAMP Adult) 4/26/2019
Pressure Monitoring Set (w/TruWave Disposable

14491038 Pressure Transducer & VAMP Adult) 4/26/2019
Pressure Monitoring Set (w/TruWave Disposable

13218112 Pressure Transducer & VAMP Adult) 4/26/2019
Pressure Monitoring Set (w/TruWave Disposable

T431305A Pressure Transducer & VAMP Adult) 4/26/2019
Pressure Monitoring Set (w/TruWave Disposable

T770003A Pressure Transducer & VAMP Adult) 4/26/2019
Pressure Monitoring Set (w/TruWave Disposable

T430179A Pressure Transducer & VAMP Adult) 4/26/2019
Pressure Monitoring Set (w/TruWave Disposable

T001746A Pressure Transducer & VAMP Adult) 4/26/2019
Pressure Monitoring Set (w/TruWave Disposable

T430140A Pressure Transducer & VAMP Adult) 4/26/12019
Pressure Monitoring Set (w/TruWave Disposable

T432703A Pressure Transducer & VAMP Adult) 4/26/2019
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