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Nissha Medical Technologies SAS
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Déclaration

En tant que fabriquant légal, nous déclarons sous notre entiére responsabilité que les produits de notre dossier Cables Pressions sont
conformes aux exigences applicables du réglement (UE) 2017/745 relatif aux dispositifs médicaux et a la Directive 2011/65/UE (RoHS)
(révisée en 2015).

SRN number: FR-MF-000009791

Liste des produits marqués CE
Voir annexe ci-dessous.

Classe du risque
Classe | selon la régle 1 des criteres de I’Annexe VIl « REGLES DE CLASSIFICATION » du réglement (UE) 2017/745 relatif aux dispositifs
médicaux.

Classification GMDN et EMDN

GMDN: 47487 - Cable électrique pour appareil médical, usage général

EMDN: 21203020301 - Surveillance de la pression artérielle invasive

EMDN: 212030285 - Instruments de surveillance des signes vitaux — Consommables

Basic UDI-DI
037005063Pressure-CableV3

Evaluation de la conformité
Procédures Annexe Il « DOCUMENTATION TECHNIQUE » et Il « DOCUMENTATION TECHNIQUE RELATIVE A LA SURVEILLANCE APRES
COMMIERCIALISATION » du réglement (UE) 2017/745 relatif aux dispositifs médicaux.

Certificat SMQ
Organisme notifié
TUV Rheinland (0197)
Type de certificat
EN ISO 13485 : 2016
Champ

Conception et développement, fabrication et distribution de cables, brins et accessoires pour la surveillance et la diagnostic des patients,
cables et accessoires pour I'électrochirurgie et la défibrillation, électrodes pré-cablées pour la surveillance et le diagnostic cardiaques,
brassards et tuyaux de mesure de pression artérielle non invasifs. Fabrication et distribution de tubulures d'endoscopie non stériles.
Distribution de moniteurs patient et accessoires, capteurs de signes vitaux et accessoires associés, électrodes (ECG / neutre /
défibrillation), appareils d'électrochirurgie et accessoires associés, défibrillateurs et accessoires associés, équipements d'endoscopie et
accessoires associés, papiers médicaux, bandages, bandes et EPI médicaux. Service pour les moniteurs patient.

No d’enregistrement
SX 1743273-1

Date de fin de validité

La date de validité de la présente attestation est de 2 ans a compter de la date de signature ci-apreés.
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Declarant
Company Name
Nissha Medical Technologies SAS

Address
23-25 Boulevard de la Paix
95800 Cergy
FRANCE
Statement

As legal manufacturer, we declare under our sole responsibility that the products from our dossier Pressure Cables meets the applicable
requirements of the Medical Device Regulation (EU) 2017/745 and the Directive 2011/65/EU (RoHS) (amended in 2015).

SRN number: FR-MF-000009791

CE-mark Products list
See Annex below.

Risk classification
Class | according to rule 1 of the criteria of Annex VIII "CLASSIFICATION RULES" of the Medical Device Regulation (EU) 2017/745.

GMDN and EMDN classification

GMDN : 47487 - Medical Device Electrical Cable, General-Purpose
EMDN : 21203020301 - Invasive blood pressure monitoring

EMDN: 212030285 - Vital signs monitoring instruments — consumables

Basic UDI-DI
037005063Pressure-CableV3

Conformity Assessment
Procedures Annex |l « TECHNICAL DOCUMENTATION» and Il « TECHNICAL DOCUMENTATION ON POST-MARKET SURVEILLANCE» of the
Medical Device Regulation (EU) 2017/745.

QMS certificate
Notified Body
TUV Rheinland (0197)
Certificate Type
EN ISO 13485 : 2016
Scope

Design and development, manufacture and distribution of cables, leadwires and accessories for patient monitoring and diagnosis, cables
and accessories for electrosurgery and defibrillation, prewired electrodes for cardiac monitoring and diagnosis, non-invasive blood
pressure cuffs and hoses. Manufacture and distribution of non-sterile endoscopy tubing. Distribution of patient monitors and accessories,
vital signs sensors and related accessories, electrodes (ECG / neutral / defibrillation), electrosurgery devices and related accessories,
defibrillators and related accessories, endoscopy equipment and related accessories, medical chart papers, bandages, tapes and medical
PPE. Servicing of patient monitors.

Registration No.
S$X 1743273-1

End date of validity

This certificate is valid for 2 years from the date of signature below.

Cergy, 2022-03-29

Arnaud Cocheteux
Directeur general - France
General Manager — France
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Annexe
Annex
Référence
Bivieiuite Description UDI-DI B
Edwards
88115 CABLE COMPATIBLE EDWARDS SCHILLER ARGUS PB1000/2000/FYSICON 03700506308958 8960PBL1
88120 CABLE COMPATIBLE EDWARDS CRITIKON DYNAMAP 03700506308941 896019001
88162 CABLE COMPATIBLE EDWARDS DATASCOPE 2000/850/870/OMRON-COLIN 03700506308910 896004001
88225 CABLE COMPATIBLE EDWARDS ODAM/BRUCKER MAGLIFE-TM910-SM785 03700506308781 8960SMPNL
88320 CABLE COMPATIBLE EDWARDS HONEYWELL RM300 03700506308729 8960AXPNL
88330B CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/HP 03700506307364 896083L1B
88330B-1.50M CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/AHP 03700506308682 896083L1BS
88330B-10M CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/HP 03700506308675 896083L1BS
88330B-2.50M CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/HP 03700506308668 896083L1BS
88330B-2M CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/HP 03700506308651 896083L1BS
88330-V2B CABLE COMPATIBLE EDWARDS 2 VOIES PHILIPS/AGILENT/HP 03700506308620 896083128
88330-V2B-2M CABLE COMPATIBLE EDWARDS 2 VOIES PHILIPS/AGILENT/HP 03700506308606 896083L2BS
88330-V3B CABLE COMPATIBLE EDWARDS 3 VOIES PHILIPS/AGILENT/HP 03700506308590 896083138
88330-V3B-2.50M CABLE COMPATIBLE EDWARDS 3 VOIES PHILIPS/AGILENT/HP 03700506308569 896083L3BS
88330-V3B-2M CABLE COMPATIBLE EDWARDS 3 VOIES PHILIPS/AGILENT/HP 03700506308552 89608313BS
88330-v4B CABLE COMPATIBLE EDWARDS 4 VOIES PHILIPS/AGILENT/HP 03700506308545 896083L4B
88334 CABLE COMPATIBLE EDWARDS HP MERLIN 03700506308538 HP432
88343 CABLE COMPATIBLE EDWARDS CSI SCHOLLAR I-II-111 8100 03700506308477 896135001
88346 CABLE COMPATIBLE EDWARDS 03700506308446 8960MSPNL
88470 CABLE COMPATIBLE EDWARDS ARROW/KONTRON/LARSEN TOUBRO 03700506308415 896038001
88472 CABLE COMPATIBLE EDWARDS HUNTLEIGH 108/127/128A 03700506308408 896007011
88473 CABLE COMPATIBLE EDWARDS FUKUDA 7000 03700506308392 89650811
88473-V2 CABLE COMPATIBLE EDWARDS 2 VOIES FUKUDA 7000 03700506308385 89650812
88474 CABLE COMPATIBLE EDWARDS FUKUDA DENSHI 8000 03700506308361 8960DS001
88479 CABLE COMPATIBLE EDWARDS MAQUET/JOSTRA HL20 03700506308354 8960ITL1
88480 CABLE COMPATIBLE EDWARDS JOSTRA HL30 03700506308347 8960JLL1
88481 CABLE COMPATIBLE EDWARDS SARNS 3M/8000/9000/ATS1 03700506308330 8960GEPNL
88482 CABLE COMPATIBLE EDWARDS MAQUET/JOSTRA HLM 03700506308323 8960JSPNL
88483 CABLE COMPATIBLE EDWARDS SCHWARZER PICKER CARDIS 5000 03700506308309 8960SPPNL
88510 CABLE COMPATIBLE EDWARDS LEVITRONIX-CENTRIMAG 03700506308255 8960CML1
88510-2M CABLE COMPATIBLE EDWARDS LEVITRONIX-CENTRIMAG 03700506308231 8960CML1BS
88530 CABLE COMPATIBLE EDWARDS NELLCOR/MDE ESCORT 03700506308224 896020001
88540 CABLE COMPATIBLE EDWARDS MENNEN 400/700 & HORIZON 03700506308200 896016011
88545 CABLE COMPATIBLE EDWARDS NIHON KODHEN LIFESCOPE/BSM 03700506308194 896031001
88550 CABLE COMPATIBLE EDWARDS MARQUETTE 7000/7010/TRAM I/11 03700506308170 896056001
88551 CABLE COMPATIBLE EDWARDS MARQUETTE EAGLE/DASH/SOLAR/TRAM/MAC = 03700506308156 896507001
88551-3M CABLE COMPATIBLE EDWARDS MARQUETTE EAGLE/DASH/SOLAR/TRAM/MAC @ 03700506308118 8965070015
88551-V2 CABLE COMPATIBLE EDWARDS 2 VOIES MARQUETTE 03700506308095
EAGLE/DASH/SOLAR/TRAM/MAC 89650712
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88551-V3

88551-v4

88552

88554

88555

88560

88570

88571

88630

88700

88710

88760
88760-0.20M
88760-V2
88760-V3
88767
88767-0.20M
88770

88780
88780-V2

88780-V3

88784

88792
88792-5.5M
88792-V2
88792-V3
88793

88800
88800-0.75M
88800-1.50M

CABLE COMPATIBLE EDWARDS 3 VOIES MARQUETTE
EAGLE/DASH/SOLAR/TRAM/MAC

CABLE COMPATIBLE EDWARDS 4 VOIES MARQUETTE
EAGLE/DASH/SOLAR/TRAM/MAC

CABLE COMPATIBLE EDWARDS BARD Elektrophysion/Stamp

CABLE COMPATIBLE EDWARDS GE/PRUCKA CARDIOLAB/EPLAB

CABLE COMPATIBLE EDWARDS P/ MENNEN L=4M

CABLE COMPATIBLE EDWARDS MINDRAY

CABLE COMPATIBLE EDWARDS MIRACOR MEDICAL SYSTEMS

CABLE COMPATIBLE EDWARDS MIRACOR MEDICAL SYSTEMS

CABLE COMPATIBLE EDWARDS MORTARA SURVEYOR

CABLE COMPATIBLE EDWARDS PHYSIO CONTROL LIFEPAK 12/VSM1-Ex
CABLE COMPATIBLE EDWARDS PROPAQ. 104 VSM4/VSM5

CABLE COMPATIBLE EDWARDS SIEMENS SIRECUST/GAMMA

CABLE COMPATIBLE EDWARDS DRAGER/SIEMENS SIRECUST/GAMMA

CABLE COMPATIBLE EDWARDS 2 VOIES DRAGER/SIEMENS SIRECUST/GAMMA
CABLE COMPATIBLE EDWARDS 3 VOIES DRAGER/SIEMENS SIRECUST/GAMMA

CABLE COMPATIBLE EDWARDS SIEMENS SC6000P/SC7000

CABLE COMPATIBLE EDWARDS SIEMENS SC6000P/SC7000

CABLE COMPATIBLE EDWARDS SIEMENS MINGOGRAPH

CABLE COMPATIBLE EDWARDS S&W 8000/ARTEMA/GE CARDIOCAP/AS3/S5

CABLE COMPATIBLE EDWARDS 2 VOIES S&W 8000/ARTEMA/GE
CARDIOCAP/AS3/S5

CABLE COMPATIBLE EDWARDS 3 VOIES S&W 8000/ARTEMA/GE
CARDIOCAP/AS3/S5

CABLE COMPATIBLE EDWARDS P/Witt Biomedical IV Physio

CABLE COMPATIBLE EDWARDS SPACELABS/PROPAQ/WELCH ALLYN

CABLE COMPATIBLE EDWARDS SPACELABS/PROPAQ/WELCH ALLYN

CABLE COMPATIBLE EDWARDS 2 VOIES SPACELABS/PROPAQ/WELCH ALLYN
CABLE COMPATIBLE EDWARDS 3 VOIES SPACELABS/PROPAQ/WELCH ALLYN
CABLE COMPATIBLE EDWARDS SPACELABS/IVY

CABLE COMPATIBLE EDWARDS STOCKERT HLM/S3

CABLE COMPATIBLE EDWARDS STOCKERT HLM/S3

CABLE COMPATIBLE EDWARDS STOCKERT HLM/S3
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03700506308088

03700506308071

03700506308064
03700506308057
03700506308040
03700506308033
03700506308026
03700506308019
03700506307975
03700506307944
03700506307937
03700506303564
03700506307838
03700506307791
03700506307784
03700506307760
03700506307753
03700506307722
03700506307715
03700506307623

03700506307616

03700506307579
03700506307555
03700506307531
03700506307524
03700506307517
03700506307487
03700506307425
03700506307418
03700506307401
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Version : D

896507L3

896507L4
8960AZPNL
896600PNL
800-060-592
8960MDL1
8960MIRB1
8960MIRR1
8960MRL1
896025001
896020001
896012013
8960SD900
89601212
896012L3
8960SCPNL
8960SCPNLS
896079011
8960CKPNL

8960CKL2

8960CKL3
8960WBL1
896021001
8960210015
896021L2
896021L3
896088011
896080001
8960800015
896080001S
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Zgtaszajacy
Nazwa firmy
Nissha Medical Technologies SAS
Adres
23-25 Boulevard de la Paix
95000 Cergy
FRANCE

Oswiadczenie

Jako legalny producent oswiadczamy z petng odpowiedzialnoscig, ze produkty z naszej dokumentacji Przewody ci$nieniowe spetniaja
obowigzujgce wymagania Rozporzadzenia o Wyrobach Medycznych (UE) 2017/745 oraz Dyrektywy 2011/65/UE (RoHS) (zmienionej w 2015
r.).

Lista produktéw CE

Patrz zafacznik nizej

Klasyfikacja ryzyka
Klasa | zgodnie z zasada 1 kryteriéw zatacznika VIII ,ZASADY KLASYFIKACJI” rozporzadzenia w sprawie wyrobdw medycznych (UE) 2017/745.

Klasyfikacja GMDN and CND

GMDN : 47487 — Kabel elektryczny do urzadzerh medycznych, ogdlnego przeznaczenia
CND : 21203020301 — Inwazyjne monitorowanie cisnienia krwi
CND : 212030285 — Przyrzady do monitorowania parametréw zyciowych — materiaty eksploatacyjne

Podstawowe UDI-DI
037005063 Kabel cisnienia V3

Ocena Zgodnosci
Procedury Zatacznik Il ,DOKUMENTACJA TECHNICZNA” i lll ,,DOKUMENTACJA TECHNICZNA NADZORU PO RYNKU”
Rozporzadzenie w sprawie wyrobdw medycznych (UE) 2017/745.

QMS certyfikat

Jednostka

notyfikowana TUV Rheinland (0197)
Rodzajcertyfiku EN ISO 13485 : 2016
Zakres

Projektowanie i rozwdj, produkcja i dystrybucja kabli, odprowadzen i akcesoriéw do monitorowania i diagnostyki pacjentéw, kabli i akcesoriow
do elektrochirurgii i defibrylacji, wstepnie okablowanych elektrod do monitorowania i diagnostyki serca, mankietéw i przewoddéw do
nieinwazyjnego pomiaru cisnienia krwi. Produkcja i dystrybucja niesterylnych rurek endoskopowych. Dystrybucja monitoréw pacjenta i
akcesoriow, czujnikdw parametréw zyciowych i powigzanych akcesoriéw, elektrod (EKG / neutralne / defibrylacja), urzadzen do elektrochirurgii
i powigzanych akcesoridw, defibrylatoréw i powigzanych akcesoridéw, sprzetu do endoskopii i powigzanych akcesoridéw, arkuszy medycznych,
bandazy, tasm i srodkéw ochrony osobiste] . Serwisowanie monitoréow pacjenta.

Numer
Rehestracji $X 1743273-1

Data waznosci
Data waznos¢ niniejszego dokumentu wynosi 2 lata od daty podpisania znajdujgcej sie ponize;j.

Cergy, 2022-03-29 Q 1 —~
Arnaud Cocheteux
Directeur general - France

Dyrektor Generalny -
Francja

NISSHAMEDICAL.COM

Nissha Medical Technologies SAS: 23-25 Boulevard de la Paix, 95000 Cergy, France
Phone: +33 (0)1397266 66 | Fax: +33(0)139726161 Pagel/4



Reference :

NISSHAMEDICAL.COM

Nissha Medical Technologies SAS: 23-25 Boulevard de la Paix, 95000 Cergy, France
Phone: +33 (0)1397266 66 | Fax: +33(0)139726161

n I SS H a DECLARATION DE CONFORMITE UE CABLES PRESSIONS EDWARDS ~ CRDDM176W70009
Mgt Mo EU DECLARATION OF CONFORMITY EDWARDS PRESSURE CABLES
Version : D
Zatacznik
Référence
Référence Description UDI-DI Edwards
Part Number Part Number
Edwards
88115 CABLE COMPATIBLE EDWARDS SCHILLER ARGUS PB1000/2000/FYSICON 03700506308958 8960PBL1
88120 CABLE COMPATIBLE EDWARDS CRITIKON DYNAMAP 03700506308941 96019001
88162 CABLE COMPATIBLE EDWARDS DATASCOPE 2000/850/870/OMRON-COLIN 03700506308910 95004001
88225 CABLE COMPATIBLE EDWARDS ODAM/BRUCKER MAGLIFE-TM910-SM785 03700506308781 8960SMPNL
88320 CABLE COMPATIBLE EDWARDS HONEYWELL RM300 03700506308729  g950AXPNL
88330B CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/HP 03700506307364 896083L1B
88330B-1.50M CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/AHP 03700506308682 896083L1BS
88330B-10M CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/HP 03700506308675  gog083L1RS
88330B-2.50M CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/HP 03700506308668 896083L1BS
88330B-2M CABLE COMPATIBLE EDWARDS PHILIPS/AGILENT/HP 03700506308651 896083L1BS
88330-V2B CABLE COMPATIBLE EDWARDS 2 VOIES PHILIPS/AGILENT/HP 03700506308620 896083128
88330-V2B-2M CABLE COMPATIBLE EDWARDS 2 VOIES PHILIPS/AGILENT/HP 03700506308606 896083L2BS
88330-V3B CABLE COMPATIBLE EDWARDS 3 VOIES PHILIPS/AGILENT/HP 03700506308590 896083L3B
88330-V3B-2.50M CABLE COMPATIBLE EDWARDS 3 VOIES PHILIPS/AGILENT/HP 03700506308569 896083L3BS
88330-V3B-2M CABLE COMPATIBLE EDWARDS 3 VOIES PHILIPS/AGILENT/HP 03700506308552 896083L3BS
88330-V4B CABLE COMPATIBLE EDWARDS 4 VOIES PHILIPS/AGILENT/HP 03700506308545  gge083L4B
88334 CABLE COMPATIBLE EDWARDS HP MERLIN 03700506308538 HP432
88343 CABLE COMPATIBLE EDWARDS CSI SCHOLLAR I-1I-111 8100 03700506308477 896135001
88346 CABLE COMPATIBLE EDWARDS 03700506308446  goeOMSPNL
88470 CABLE COMPATIBLE EDWARDS ARROW/KONTRON/LARSEN TOUBRO 03700506308415  g96038001
88472 CABLE COMPATIBLE EDWARDS HUNTLEIGH 108/127/128A 03700506308408 896007011
88473 CABLE COMPATIBLE EDWARDS FUKUDA 7000 03700506308392  gopsosia
88473-V2 CABLE COMPATIBLE EDWARDS 2 VOIES FUKUDA 7000 03700506308385 89650812
88474 CABLE COMPATIBLE EDWARDS FUKUDA DENSHI 8000 03700506308361 8960DS001
88479 CABLE COMPATIBLE EDWARDS MAQUET/JOSTRA HL20 03700506308354 8960JTL1
88480 CABLE COMPATIBLE EDWARDS JOSTRA HL30 03700506308347  g9g0jLL1
88481 CABLE COMPATIBLE EDWARDS SARNS 3M/8000/9000/ATS1 03700506308330 8960GEPNL
88482 CABLE COMPATIBLE EDWARDS MAQUET/JOSTRA HLM 03700506308323 8960JSPNL
88483 CABLE COMPATIBLE EDWARDS SCHWARZER PICKER CARDIS 5000 03700506308309 8960SPPNL
88510 CABLE COMPATIBLE EDWARDS LEVITRONIX-CENTRIMAG 03700506308255 8960CML1
88510-2M CABLE COMPATIBLE EDWARDS LEVITRONIX-CENTRIMAG 03700506308231  g90CMLLBS
88530 CABLE COMPATIBLE EDWARDS NELLCOR/MDE ESCORT 0370050630824 96020001
88540 CABLE COMPATIBLE EDWARDS MENNEN 400/700 & HORIZON 03700506308200 896016011
88545 CABLE COMPATIBLE EDWARDS NIHON KODHEN LIFESCOPE/BSM 03700506308194 896031001
88550 CABLE COMPATIBLE EDWARDS MARQUETTE 7000/7010/TRAM I/ 03700506308170 96056001
88551 CABLE COMPATIBLE EDWARDS MARQUETTE EAGLE/DASH/SOLAR/TRAM/MAC ~ 03700506308156  gogs07001
88551-3M CABLE COMPATIBLE EDWARDS MARQUETTE EAGLE/DASH/SOLAR/TRAM/MAC  03700506308118  g96507001S
88551-V2 CABLE COMPATIBLE EDWARDS 2 VOIES MARQUETTE 03700506308095
EAGLE/DASH/SOLAR/TRAM/MAC 896507L2
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DECLARATION DE CONFORMITE UE CABLES PRESSIONS EDWARDS

EU DECLARATION OF CONFORMITY EDWARDS PRESSURE CABLES

MEDICAL TECHNOLOGIES

88551-V3

88551-v4

88552

88554

88555

88560

88570

88571

88630

88700

88710

88760
88760-0.20M
88760-V2
88760-V3
88767
88767-0.20M
88770

88780
88780-V2

88780-V3

88784

88792
88792-5.5M
88792-V2
88792-V3
88793

88800
88800-0.75M
88800-1.50M

CABLE COMPATIBLE EDWARDS 3 VOIES MARQUETTE
EAGLE/DASH/SOLAR/TRAM/MAC

CABLE COMPATIBLE EDWARDS 4 VOIES MARQUETTE
EAGLE/DASH/SOLAR/TRAM/MAC

CABLE COMPATIBLE EDWARDS BARD Elektrophysion/Stamp

CABLE COMPATIBLE EDWARDS GE/PRUCKA CARDIOLAB/EPLAB

CABLE COMPATIBLE EDWARDS P/ MENNEN L=4M

CABLE COMPATIBLE EDWARDS MINDRAY

CABLE COMPATIBLE EDWARDS MIRACOR MEDICAL SYSTEMS

CABLE COMPATIBLE EDWARDS MIRACOR MEDICAL SYSTEMS

CABLE COMPATIBLE EDWARDS MORTARA SURVEYOR

CABLE COMPATIBLE EDWARDS PHYSIO CONTROL LIFEPAK 12/VSM1-Ex

CABLE COMPATIBLE EDWARDS PROPAQ. 104 VSM4/VSM5

CABLE COMPATIBLE EDWARDS SIEMENS SIRECUST/GAMMA

CABLE COMPATIBLE EDWARDS DRAGER/SIEMENS SIRECUST/GAMMA

CABLE COMPATIBLE EDWARDS 2 VOIES DRAGER/SIEMENS SIRECUST/GAMMA
CABLE COMPATIBLE EDWARDS 3 VOIES DRAGER/SIEMENS SIRECUST/GAMMA
CABLE COMPATIBLE EDWARDS SIEMENS SC6000P/SC7000

CABLE COMPATIBLE EDWARDS SIEMENS SC6000P/SC7000

CABLE COMPATIBLE EDWARDS SIEMENS MINGOGRAPH

CABLE COMPATIBLE EDWARDS S&W 8000/ARTEMA/GE CARDIOCAP/AS3/S5

CABLE COMPATIBLE EDWARDS 2 VOIES S&W 8000/ARTEMA/GE
CARDIOCAP/AS3/S5

CABLE COMPATIBLE EDWARDS 3 VOIES S&W 8000/ARTEMA/GE
CARDIOCAP/AS3/S5

CABLE COMPATIBLE EDWARDS P/Witt Biomedical IV Physio

CABLE COMPATIBLE EDWARDS SPACELABS/PROPAQ/WELCH ALLYN

CABLE COMPATIBLE EDWARDS SPACELABS/PROPAQ/WELCH ALLYN

CABLE COMPATIBLE EDWARDS 2 VOIES SPACELABS/PROPAQ/WELCH ALLYN
CABLE COMPATIBLE EDWARDS 3 VOIES SPACELABS/PROPAQ/WELCH ALLYN
CABLE COMPATIBLE EDWARDS SPACELABS/IVY

CABLE COMPATIBLE EDWARDS STOCKERT HLM/S3

CABLE COMPATIBLE EDWARDS STOCKERT HLM/S3

CABLE COMPATIBLE EDWARDS STOCKERT HLM/S3

NISSHAMEDICAL.COM
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Manufacturer:

European Representative

Product category:

Product(-s):

Classification:

Conformity Assessment Route:

UMDNS / GMDN Nomenclature:

Applicable Standard(-s):

Start of CE Marking:

EC Declaration of Conformity

Edwards Lifesciences LLC

One Edwards Way

Irvine, CA 92614, USA

Edwards Lifesciences Services GmbH

Edisonstral3e 6

85716 UnterschleiBheim, Germany

Single Use Devices and related accesories
Hemodynamic Monitoring Disposables and related
accesories

Model codes, Names: see following pages

See following pages
(According to Annex IX of the MDD)

Annex Il (excluding Annex 11.4)
See following pages
See Essential Requirements Checklist of Technical File

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 (excluding Annex 11.4) 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 | JUVSUD Edwards Lifesciences | | iosciances LLC,
Product Service | LLC, Irvine Irvine*

*Denotes Design and Development facility

Notified Body:

Date:

Irvine, U.S.A
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Revision#: 100

TUV SUD Product Service GmbH
Ridlerstral3e 65

80339 Miinchen, Germany
Identification Number 0123

Digitally signed by Aditi lyengar
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I I y( | I g a Reason: | have reviewed this document
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Aditi lyengar
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Edwards Lifesciences LLC

Introducer Product Components (Obturators)

Class lla/ Rule 6

UMDNS : 11925 Guide Wires

GMDN : 35094 Catheter guide wire

Model Code Name zfstfaiilli\grkmg
GW3569I Multi-Med® Central Venous Infusion Catheter Guidewires 26 June 2000
MOO02F7P Short AVA Obturator 11 Sep 2000
MO13F7P Long AVA Obturator 30 Oct 2008

Introducer Product Components (Obturator Caps)

Class lla/ Rule 7
UMDNS : 16081 Caps

GMDN : 42410 Cable/lead/sensor/probe cover, sterile

Model Code Name [_)ate CE I_Vlarking
first applied
IOBCAP Obturator Cap 29 May 2001

Introflex Introducer
Class lla/ Rule 7

UMDNS : 10678 Catheter Introducers

GMDN : 58865, Vascular catheter introduction kit

Model Code Name Erastte a%illi\g:lrkmg
I300F85 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
I300BF85 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
I301F6 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
I301F7 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
I301F8 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
I305BF9 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000

Introflex Introducer
Class lla/Rule 7

UMDNS : 10678 Catheter Introducers

GMDN : 58865 Vascular catheter introduction set
Model Code Name I?ate CE I_Vlarkmg
first applied
I350BF85 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
I351BF7 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
1355BF9 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
1451BF6 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
1451BF8 Intro-Flex® Percutaneous Sheath Introducers 26 June 2000
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CO-Set® Plus Closed Injectate System

Class lla/ Rule 2

UMDNS : 12134 Injectors, Thermal Dilution

GMDN : 10615, Thermal-dilution cardiac output unit

Model Code Name I?ate CE [VIarkmg
first applied

93600 CO-Set® Plus Closed Injectate System 26 June 2000

93610 CO-Set® Plus Closed Injectate System 26 June 2000

CO-Set® Accessories

Class lla/ Rule 2

UMDNS : 13125 Probes, Thermometer

GMDN : 10615 Termal-dilution cardiac output unit

Model Code Name [_)ate CE I_Vlarking
first applied
93505 CO-Set® Plus Flow-Thru Housing 26 June 2000

CO-Set® Accessories

Class lla/ Rule 2

UMDNS : 13929 Syringes

GMDN : 47017 General-purpose Syringe

Model Code Name I?ate CE I_Vlarking
first applied
93650 CO-Set® Plus Syringe 26 June 2000

Multiple Lumen Access Devices

Class lla/Rule 7

UMDNS : 16615 Catheterization Kits, Central Venous
GMDN : 58865, Vascular catheter introduction kit

Model Code Name Date CE Marking
first applied

M3L85FSI Multiple Lumen Access Devices 26 June 2000

M3LIFSI Multiple Lumen Access Devices 26 June 2000

Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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 Name

Date CE Marking

first applied
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX12N
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX1X2
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX200
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX212

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX24N

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX260

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX266C

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX272

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX284

Transducer)
PX284AN Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX284R

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX2X2

Transducer)
PX2X2284C Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

Transducer)
PX2X2YB Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX2X3

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX36N

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX3X3

Transducer)
PX3X3272 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

Transducer)
PX3X3284C Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

Transducer)
PX3X3AN Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

Transducer)
PX3X3MT Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX4X4

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX600

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX600F

Transducer)
PX600FP Pressure Monitoring Set (w/TruWave Disposable Pressure 04 April 2007

Transducer)
PX600F30P Pressure Monitoring Set (w/TruWave Disposable Pressure 04 April 2007

Transducer)

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PX600IP

Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

Pressure Monitoring Set (w/TruWave Disposable Pressure 04 April 2007

PX600P
Transducer)

PX600F30 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

PX600lI
Transducer)

PX600INS Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

PX601
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

PX604
Transducer)

PX604INS Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXAK1568 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXAK2066 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXAK2296 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013

PXAVMP3 Transducer & VAMP Adult)

PXCMK590 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMKO0010 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 June 2014
Transducer)

PXMKO0011 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 June 2014
Transducer)

PXMKO0012 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 June 2014
Transducer)

PXMK0013 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 June 2014
Transducer)

PXMK0014 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 June 2014
Transducer)

PXMKO053 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMKO0666 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMKO0688 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMKO0692 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMKO0695 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMKO774 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK0933 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

PXMK0940 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK0976 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1077 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1140 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1175 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1267 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1300 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1392 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1476 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1479 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1589 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1691 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1736 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1737 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1780 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1805 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1849 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1863 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1876 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK188 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1915 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1940 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1978 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK1997 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

PXMK2002 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2008 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2011 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2012 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2016 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2041 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2042 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2043 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2047 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2056 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2122 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2128 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2137 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2143 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2144 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2210 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2217 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2257 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2258 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2270 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2274 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2277 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2294 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)

PXMK2318 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied
PXMK2319 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
PXMK2320 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
PXMK2326 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
PXMK2329 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
PXMK2330 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
PXMK478 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
PXMK560 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
PXMK7729 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
PXMK9146 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer)
PXVJ0441 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Jr)
PXVJ0711 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Jr)
PXVJ356 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Jr)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0363 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0387 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0388 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0398 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0438 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0458 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0670 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0738 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0755 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVKO797 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVK0965 Transducer & VAMP Adult)
PXVK1001 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Adult)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied
PXVK1003 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Adult)
PXVK1006 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Adult)
PXVK1086 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Adult)
PXVK268 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Adult)
PXVK282 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP120 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP160 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP172 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP184 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP260 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP272 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP284 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP2X21 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP2X31 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVMP3X31 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP0549 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP0686 Transducer & VAMP Plus)
PXVP0812 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Plus)
PXVP0861 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP0880 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP0897 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP0902 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP0966 Transducer & VAMP Plus)
PXVP1066 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Plus)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

first applied
PXVP1087 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP2260 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP2272 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP2284 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP2284AT3 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP2284DZ Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP23X3 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP23X3ATS Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
PXVP2X2ATS Transducer & VAMP Plus)
T001619A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001624A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001631A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001633A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001645A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001650A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001657A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001660A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001670A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
T001671A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
T001691A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)
T001702A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001709A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
TO01712A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001713A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied
T001724A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001737A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
TO01741A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
T001743A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
TO01744A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
T001745A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
TO01746A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
T001758A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001759A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)
TO01760A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)
T001765A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)
TO01767A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001775A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
TO01786A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001789B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T001797B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T005002A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T005004A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T005005A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T005021A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Flex)
T005021G Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Flex)
T005025A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T005048B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
T005049B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

T005050B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T005052A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T005074A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T005080A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T005086A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T005089A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Flex)

T005091A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Flex)

T005093A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T005094A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T100202A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T100209A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T100212A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T100214A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T100215A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T100500A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T100504A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T100671B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T270003B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T270004B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T270900A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T310195A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T310197A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T310682A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T310761C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

T310762A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T311058A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Flex)

T312306A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320137D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320139D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320161B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320162C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320544A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320563A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320564A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320940B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320941A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320943A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320947B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T321570A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T321571A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T321572A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T321573A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T321575A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T321811A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T3218112 Pressure Monitoring Set (w/TruWave Disposable Pressure 17 July 2014
Transducer & VAMP Adult)

T322238A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T322241A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T322242B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied
T322244A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T322247A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T322251A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T322256A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T322515A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T323922D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T323923A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T323924C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T323930D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T323931C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T323932C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T325202A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T325306B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T325615A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T326207B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)
T328201A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T328500A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T330639B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T330831A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T330918A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T330919A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T330V11A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T331E02A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T331F06B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

T331S05B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T332J01A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T333529A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T333709B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T333710C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T333918A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T333919A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T333C00A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T333D00A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T333F00A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T334041A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T334402A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T334708C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T336546B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T336547B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T336548B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T337003A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T337119B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T337305B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T341210A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

T341211A
Transducer)

T341212A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T349301B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T349302A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

T391312A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T391313A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T391314A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T391608B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T391TO0A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T391TO1A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T395606B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T395705A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T397704A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T397705B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T397708A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T398105B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T398603A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T398807D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T398808A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T4100012 Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

T410114B
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

T410115C
Transducer)

T413403C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T413405A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T413406A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T413642B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T413670A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T413675A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

T430023B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T430139A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T430140A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T430142A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T430168A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Jr)

T430169A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Jr)

T430177B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T430178B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T430179A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T430180A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T430181A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T430609A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T431108A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T431305A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T431514C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T432104B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T432105A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T432618G Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T432703A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T433201A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T433202B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T433204B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T433801A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T433802A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

T433803A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T4338047 Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T433806A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T434304A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T434500B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T434501B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T434502B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T440B20B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T440B21A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T440B26B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T440B27B Pressure Monitoring Set (w/TruWave Disposable Pressure 24 October 2018
Transducer)

T440B28A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T441809C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T441L01A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T441T01C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

itori i 24 QOctober 2018

T442J00A Pressure Monitoring Set (w/TruWave Disposable ctober
Pressure Transducer)

T443422A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

14439528 Transducer & VAMP Jr)

T447907A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T449103B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T450217A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

T450544A Transducer & VAMP Adult)

T450545A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

T450553A Transducer & VAMP Jr)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

Date CE Marking

first applied

T451703A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T460061A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T460225D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T460235A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T460237A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

T460243A Transducer & VAMP Plus)

T460249A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T460250A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T461803B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T470411B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Jr)

T491U01B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T491Y01B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T492011A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T492F02B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T492F027 Pressure Monitoring Set (w/TruWave Disposable Pressure 17 July 2014
Transducer & VAMP Adult)

T493Y02B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

T493Y03B Transducer & VAMP Adult)

T494CO0B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T495009A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

T530116B
Transducer)

T530217B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T530219A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T530219D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T530223A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

first applied
T530310A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T530317A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T531401A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T531900A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
T581201F
Transducer)
T581203B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T610002A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)
T770000A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
T770001A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
T770002A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
T770003A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
VMP306PX Transducer & VAMP Jr)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
VMP406PX Transducer & VAMP Jr)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
VMP426PX Transducer & VAMP Jr)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 April 2013
VMP448PX Transducer & VAMP Jr)
PXAK2253 Pressure Monitoring Set (w/ TruWave Disposable Pressure 22 April 2013
Transducer)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
T001691M Transducer and VAMP Plus Blood Management System,
LASS)
T005025M Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
Transducer, LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
T001741M Transducer and VAMP Adult Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
T005021M Transducer and VAMP FLEX Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
T470411M Transducer and VAMP Jr. Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
TO05050M Transducer and VAMP Adult Blood Management System,
LASS)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer

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

Name

first applied
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
TO05091M Transducer and VAMP FLEX Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
T100671M Transducer and VAMP Plus Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
TO05089M Transducer and VAMP FLEX Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
T311058M Transducer and VAMP FLEX Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
T430023M Transducer and VAMP Plus Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 July 2013
T001744M Transducer and VAMP Adult Blood Management System,
LASS)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
T490009M Transducer)
T490007A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 01 Sep 2016
PXVPL0029 Transducer) & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 01 Sep 2016
PXVPL0030 Transducer) & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 01 Sep 2016
PXVPLOO31 Transducer) & VAMP Plus)
T100209B Pressure Monitoring Set (w/TruWave Disposable Pressure 01 Sep 2016
Transducer)
PXMKO0033 Pressure Monitoring Set (w/TruWave Disposable Pressure 15 Dec 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 15 Dec 2016
PXVP0034 Transducer) & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 15 Dec 2016
PXVP0035 Transducer) & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 15 Dec 2016
PXVFL0059 Transducer & VAMP Flex)
PXMKO0074 Pressure Monitoring Set (w/TruWave Disposable Pressure 11 October 2017
Transducer)
PXVJ0096 Pressure Monitoring Set (w/TruWave Disposable Pressure 11 October 2017
Transducer & VAMP Junior)
PXVPL20001 Pressure Monitoring Set (w/TruWave Disposable Pressure 24 January 2020
Transducer & VAMP Plus)
PXVKZ30006 Pressure Monitoring Set (w/TruWave Disposable Pressure 24 January 2020
Transducer & VAMP)
PXMK10012 Pressure Monitoring Set (w/TruWave Disposable Pressure 24 January 2020
Transducer)
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VAMP® (Blood Management System)

Class lla / Rule 2

UMDNS : 10446 Sampling Kits, Blood
GMDN : 31336 Arterial blood sampling kit

Model Code Name I?ate CE [VIarkmg
first applied
48AVMP \S/Csl'\t/I:m?dult (Pressure Monitoring Set/ Blood Management 22 April 2013
48VMP106 \S/CSI'\:IgmA)\dult (Pressure Monitoring Set/Blood Management 25-May 2016
48VMP120 \S/C\SI\:I:mA)\dult (Pressure Monitoring Set/ Blood Management 22 April 2013
48VMP160 \S/CSI\:I:mA)\duIt (Pressure Monitoring Set/ Blood Management 22 April 2013
48VMP172 \S/QSI\:I:mA)\duIt (Pressure Monitoring Set/ Blood Management 03 Dec 2004
48VMP184 \Slcsl\t/ler,?dult (Pressure Monitoring Set/ Blood Management 22 April 2013
48VMP260 \Slcsl\t/lgm,?dult (Pressure Monitoring Set/ Blood Management 22 Jan 2007
48VMP272 \Slcsl\f;’m?dult (Pressure Monitoring Set/ Blood Management 03 Dec 2004
48VMP284 \S/CSI\:I:m,?dult (Pressure Monitoring Set/ Blood Management 22 April 2013
VAMP Jr (Pressure Monitoring Set/ Blood Management 22 April 2013
VJ0990 System)
VMP306 VAMP Jr (Pressure Monitoring Set/ Blood Management 22 April 2013
System)
VMP406 VAMP Jr (Pressure Monitoring Set/ Blood Management 22 April 2013
System)
VMP426 \S/,;\Sl\t/IerJ)r (Pressure Monitoring Set/ Blood Management 22 April 2013
VMP448 \S/CSI\tAerJ)r (Pressure Monitoring Set/ Blood Management 26 June 2000
VAMP Plus (Pressure Monitoring Set/ Blood Management 22 April 2013
VP0613 System)
VAMP Plus (Pressure Monitoring Set/ Blood Management 22 April 2013
VP0753 System)
VP1 VAMP Plus (Pressure Monitoring Set/ Blood Management 26 June 2000
System)
VAMP Plus (Pressure Monitoring Set/ Blood Management 22 April 2013
VP181Z System)
VP2 VAMP Plus (Pressure Monitoring Set/ Blood Management 26 June 2000
System)
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VAMP® (Blood Management System) — with non-DEHP tubing/materials

Class lla / Rule 2

UMDNS : 10446 Sampling Kits, Blood
GMDN : 31336 Arterial blood sampling kit

Model Code

Name

Date CE Marking

first applied
VAMP Needless Cannula (Pressure Monitoring Set/ Blood 26 June 2000
VMP400
Management System)
VAMP Blood Transfer Unit (Pressure Monitoring Set/ Blood 22 April 2013
VMP600
Management System)
48VMP600 VAMP Blood Transfer Unit (Pressure Monitoring Set/ Blood 28 Feb 2018
Management System)
VAMP Direct Draw Unit (Pressure Monitoring Set/ Blood 22 April 2013
VMP700
Management System)
48VMP160 \S/QSI\:IerA)\duIt (Pressure Monitoring Set/ Blood Management 03 Aug 2016
48VMP260 \S/CSI\t/Ier,?dult (Pressure Monitoring Set/ Blood Management 03 Aug 2016
VMP306 VAMP Jr (Pressure Monitoring Set/ Blood Management 03 Aug 2016
System)
VP1 VAMP Plus (Pressure Monitoring Set/ Blood Management 03 Aug 2016
System)
VP2 VAMP Plus (Pressure Monitoring Set/ Blood Management 03 Aug 2016
System)
VOPTIMA VAMP Optima with Z-site + COMBICAP caps, 10-pack 28 Feb 2018
VOPTIMAL VAMP Optima with LASS + COMBICAP caps, 10-pack 28 Feb 2018
VPL2 VAMP Plus (Blood Management System) 04 June 2019
48VMPL284 VAMP Adult (Blood Management System) 25 July 2019

FloTrac sensor
Class lla/ Rule 10

UMDNS : 16909 Transducers, Pressure, Disposable
GMDN : 35927 Transducer, pressure, single use

With VAMP:

Class lla/ Rule 10

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

Model Code

Name

Date CE Marking

first applied
MHD6AZ FloTrac sensor with adult VAMP Kit, 60” tubing 29 Aug 2005
MHD6 FloTrac sensor, 60” tubing 29 Aug 2005
MHD8 FloTrac sensor, 84” tubing 29 Aug 2005
MHD6AZR FloTrac sensor with adult VAMP Kit, 60” tubing, red stopcock | 18 April 2008

inserts
MHD6R FloTrac sensor, 60” tubing, red stopcock inserts 18 April 2008
MHD8R FloTrac sensor, 84” tubing, red stopcock inserts 18 April 2008
MHD6AZ5 FloTrac sensor, 60” with VAMP, 5 pack 23 Dec 2008
MHDG65 FloTrac sensor, 60”, 5 pack 23 Dec 2008
MHD85 FloTrac sensor, 84", 5 pack 23 Dec 2008
MHD6S FloTrac sensor, 60”, extra stopcock, 5 pack 23 Dec 2008
MHD8S FloTrac sensor, 84”, extra stopcock, 5 pack 23 Dec 2008
MHDG6AZA FloTrac sensor, 60, anesthesia VAMP, 5 pack 23 Dec 2008
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FloTrac sensor
Class lla/ Rule 10

UMDNS : 16909 Transducers, Pressure, Disposable
GMDN : 35927 Transducer, pressure, single use

With VAMP:

Class lla/ Rule 10

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

Date CE Marking

Model Code Name first applied
MHD6AZR5 FloTrac sensor, 60", VAMP, red caps, 5 pack 23 Dec 2008
MHD6R5 FloTrac sensor, 60”, red caps, 5 pack 23 Dec 2008
MHDS8R5 FloTrac sensor, 84”, red caps, 5 pack 23 Dec 2008
MHDS8C503 FloTrac sensor, 84”, w/ TruWave DPT 11 Sep 2017

FloTrac/FloTrac IQ/Acumen IQ/VolumeView sensor — with non-DEHP tubing

Class lla/ Rule 10

UMDNS : 16909 Transducers, Pressure, Disposable
GMDN : 35927 Transducer, pressure, single use

With VAMP:

Class lla/ Rule 10

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

Model Code Name - -
first applied
VLV8R5 VolumeView Sensor 03 Aug 2016
MHD6R 60in FloTrac Standalone 03 Aug 2016
MHD6AZR 60in FloTrac with Adult Vamp 03 Aug 2016
MHDG6AZR5 60in FloTrac with Adult Vamp 03 Aug 2016
MHD8R 84in FloTrac Standalone 03 Aug 2016
MHD6R5 60in FloTrac Standalone 03 Aug 2016
MHD8R5 84in FloTrac Standalone 03 Aug 2016
MHDQ8R5 FloTrac I1Q Sensor, 84", Red Caps, 5 Pack 09 Jan 2017
FTAFM8R5 FloTrac 1Q Sensor, For AFM 84" / 213cm, 5 Pack With Red 16 Mar 2017
Caps
HSFTQ8R5 FloTrac IQ Sensor for HemoSphere 84”/213CM 5-Pack with 22 Nov 2017
Red Caps
MHD8VZ FloTrac sensor + IV Set + VAMP Optima with Z-Site + 22 Dec 2017
COMBICAP caps, single pack
FloTrac IQ sensor + IV Set + VAMP Optima with Z-site + 22 Dec 2017
MHDQ8VZ COMBICAP caps, single pack
FloTrac sensor + IV Set + VAMP Optima with Z-site + 22 Dec 2017
MHD8VZ5 COMBICAP caps, 5-pack
FloTrac IQ sensor + IV Set + VAMP Optima with Z-site + 22 Dec 2017
MHDQ8VZ5 COMBICAP caps, 5-pack
MHD8VRL FloTrac sensor + IV Set + VAMP Optima with LASS + 22 Dec 2017
COMBICAP caps + red striped tubing, single pack
MHDQ8VRL FloTrac 1Q sensor + IV Set + VAMP Optima with LASS + 22 Dec 2017
COMBICAP caps + red striped tubing, single pack
MHDS8VRL5 FloTrac sensor + IV Set + VAMP Optima with LASS + 22 Dec 2017
COMBICAP caps + red striped tubing, 5-pack
FloTrac 1Q sensor + IV Set + VAMP Optima with LASS + 22 Dec 2017
MHDQ8VRLS COMBICAP caps + red striped tubing, 5-pack
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FloTrac/FloTrac IQ/Acumen IQ/VolumeView sensor — with non-DEHP tubing

Class lla/ Rule 10

UMDNS : 16909 Transducers, Pressure, Disposable
GMDN : 35927 Transducer, pressure, single use

With VAMP:

Class lla/ Rule 10

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

Date CE Marking

Model Code Name - .
first applied
MHD8VZTW FloTrac sensor + IV Set + TruWave DPT + VAMP Optima 22 Dec 2017
with Z-site + COMBICAP caps + blue striped tubing, 5-pack
FloTrac IQ sensor + IV Set + TruWave DPT + VAMP Optima | 22 Dec 2017
MHDQBVZTW with Z-site + COMBICAP caps + blue striped tubing, 5-pack
FloTrac IQ sensor + IV Set + TruWave DPT + VAMP Optima | 22 Dec 2017
MHDQ8VLTW with LASS + COMBICAP caps + red striped tubing + blue
striped tubing, 5-pack
FloTrac sensor + IV Set + TruWave DPT + VAMP Optima 22 Dec 2017
MHD8VLTW with LASS + COMBICAP caps + red striped tubing + blue
striped tubing, 5-pack
FloTrac sensor + |V Set + VAMP Optima with Z-site + 25 Oct 2018
MHD8VRZ5 COMBICAP caps + red striped tubing, 5-pack
FloTrac sensor + IV Set + TruWave DPT + VAMP Optima 25 Oct 2018
MHD8VRZTW with Z-site, + COMBICAP caps + red striped tubing + blue
striped tubing, 5-pack
AIQS6R Acumen IQ Sensor, 60", Red Caps 13 Dec 2018
AIQS6R5 Acumen |Q Sensor, 60", Red Caps, 5-pack 13 Dec 2018
AIQS8R Acumen IQ Sensor, 84", Red Caps 13 Dec 2018
AIQS8R5 Acumen |Q Sensor, 84", Red Caps, 5-pack 13 Dec 2018
AIQS6AZR Acumen 1Q Sensor with VAMP System 60" with Red Cap 21 May 2019
" wi - 21 May 2019
AIQS6AZRS ﬁ:;i(men IQ Sensor W/ VAMP Adult 60" with Red Cap, 5 ay
i i i 21 May 201
AIQSAFMSRS Acumen IQ Sensor for use with Assisted Fluid Management ay 2019
software feature, 5-pack
AIQS6S Acumen I1Q, 60" / 152CM (Shield) 04 June 2019
AIQS8C503 Acumen IQ, 84" / 213CM Double Line Kit - No VAMP 04 June 2019
AIQSS8S Acumen 1Q, 84" / 213CM (Shield) 04 June 2019
AIQS8S102 Acumen IQ, 84" /213CM Double Line Kit -- With VAMP 04 June 2019

FloTrac IQ/Acumen IQ sensor
Class lla / Rule T0UMDNS : 16909 Transducers, Pressure, Disposable
GMDN : 35927 Transducer, pressure, single use

With VAMP:

Class lla/ Rule 10
UMDNS code: 10446,

Blood sampling kit (GMDN code: 31336)

Model Code

Name

Date CE Marking

first applied

MHDQ6AZ FloTrac 1Q Sensor with Adult VAMP Kit, 60” tubing 30 Sep 2016

MHDQ6 FloTrac 1Q Sensor, 60” Tubing 30 Sep 2016

MHDQ8 FloTrac 1Q Sensor, 84” Tubing 30 Sep 2016
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FloTrac IQ/Acumen IQ sensor
Class lla / Rule 1T0UMDNS : 16909 Transducers, Pressure, Disposable
GMDN : 35927 Transducer, pressure, single use

With VAMP:

Class lla/ Rule 10

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

Model Code

Name

first applied
MHDQ6AZR FloTrac I1Q Sensor with Adult VAMP Kit, 60” Tubing, Red 30 Sep 2016
Stopcock Inserts
MHDQG6AZ5 FloTrac 1Q Sensor, 60” with VAMP, 5 pack 30 Sep 2016
MHDQ85 FloTrac IQ Sensor, 84”, 5 pack 30 Sep 2016
MHDQ8R5 FloTrac 1Q Sensor, 84", red caps, 5 pack 30 Sep 2016
MHDQ65 FloTrac 1Q Sensor 60/152CM 16 Mar 2017
MHDQ6AZA FloTrac 1Q Sensor with VAMP 60“/152CM 16 Mar 2017
MHDQ6AZR5 FloTrac 1Q Sensor with VAMP ADULT 60“/152CM 5-Pack 16 Mar 2017
with Red Cap
MHDQ6C502 FloTrac IQ Sensor 60”/152CM Double Line Kit — with VAMP 16 Mar 2017
MHDQ6R FloTrac IQ Sensor 60“/152CM with Red Cap 16 Mar 2017
MHDQ6R5 FloTrac 1Q Sensor 60“/152CM 5-Pack with Red Cap 16 Mar 2017
MHDQ6S FloTrac IQ Sensor 60“/152CM (Shield) 16 Mar 2017
MHDQ8C503 FloTrac IQ Sensor 84" / 213CM Double Line Kit — No VAMP 16 Mar 2017
MHDQ8R FloTrac IQ Sensor 84" / 213CM with Red Cap 16 Mar 2017
MHDQ8S FloTrac IQ Sensor 84" / 213CM (Shield) 16 Mar 2017
MHDQ8S102 FloTrac IQ Sensor 84" / 213CM Double Line Kit — With VAMP | 16 Mar 2017
FTAFM8R5 FloTrac 1Q Sensor for AFM 84" / 213CM 5-Pack with Red 16 Mar 2017
Cap
HSFTQ8R5 FloTrac 1Q Sensor for HemoSphere 84”/213CM 5-Pack with 22 Nov 2017
Red Caps
AlQS6 Acumen IQ Sensor, 60" 13 Dec 2018
AIQS65 Acumen IQ Sensor, 60", 5-pack 13 Dec 2018
AIQS6R Acumen IQ Sensor, 60", Red Caps 13 Dec 2018
AIQS6R5 Acumen IQ Sensor, 60", Red Caps, 5-pack 13 Dec 2018
AIQS8 Acumen IQ Sensor, 84" 13 Dec 2018
AIQS85 Acumen IQ Sensor, 84", 5-pack 13 Dec 2018
AIQS8R Acumen IQ Sensor, 84", Red Caps 13 Dec 2018
AIQS8R5 Acumen IQ Sensor, 84", Red Caps, 5-pack 13 Dec 2018
AIQS6AZ Acumen IQ with VAMP System 60" / 152CM 21 May 2019
AIQS6AZ5 Acumen IQ W/ VAMP Adult 60"/152cm 5-Pack 21 May 2019
AIQS6AZA Acumen 1Q with VAMP System 60" / 152CM 21 May 2019
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FloTrac IQ/Acumen IQ sensor
Class lla / Rule 1T0UMDNS : 16909 Transducers, Pressure, Disposable

GMDN :

With VAMP:
Class lla/ Rule 10

35927 Transducer, pressure, single use

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

Model Code

Name

Date CE Marking

first applied
ATQS6AZR Acumen IQ with VAMP System 60" / 152CM with Red Cap | 21 May 2019
AIQS6AZRS zé;n;men 1Q W/ VAMP Adult 60"/152cm 5-Pack with Red 21 May 2019
AIQS6C502 Acumen 1Q, 60" / 152CM Double Line Kit with VAMP 21 May 2019
AIQS6S Acumen IQ, 60" / 152CM (Shield) 21 May 2019
AIQS8C503 Acumen IQ, 84" / 213CM Double Line Kit - No VAMP 21 May 2019
AIQSAFMSRS5 Acumen 1Q, for use with Assisted Fluid Management 21 May 2019

software feature

AIQSSS Acumen IQ, 84" / 213CM (Shield) 21 May 2019
AIQS8S102 Acumen 1Q, 84"/ 213CM Double Line Kit -- With vamp | 21 May 2019

Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer 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/ Rule10

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

Model Code

Name

Date CE Marking

first applied

TO01670A Pressure Monitoring Set (w/TruWave Disposable Pressure 25 Jan 2013
Transducer & VAMP Adult)

TO01671A Pressure Monitoring Set (w/TruWave Disposable Pressure 25 Jan 2013
Transducer & VAMP Adult)

T001624A Pressure Monitoring Set (w/TruWave Disposable Pressure 07 June 2013
Transducer)

TO01775A Pressure Monitoring Set (w/TruWave Disposable Pressure 07 June 2013
Transducer)

T100671B Pressure Monitoring Set (w/TruWave Disposable Pressure 07 June 2013
Transducer & VAMP Plus)

T460061A Pressure Monitoring Set (w/TruWave Disposable Pressure 07 June 2013
Transducer)

T460235A Pressure Monitoring Set (w/TruWave Disposable Pressure 07 June 2013
Transducer)

T461803B Pressure Monitoring Set (w/TruWave Disposable Pressure 07 June 2013
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer 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/ Rule10

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

07 June 2013

T470411B Pressure Monitoring Set (w/TruWave Disposable Pressure
Transducer & VAMP Jr)
Pressure Monitoring Set (w/TruWave Disposable Pressure 07 June 2013

T005074A Transducer & VAMP Plus)

T310844A Pressure Monitoring Set (w/TruWave Disposable Pressure 30 September 2015
Transducer & VAMP Flex)

T310845A Pressure Monitoring Set (w/TruWave Disposable Pressure 30 September 2015
Transducer & VAMP Jr)

T310846A Pressure Monitoring Set (w/TruWave Disposable Pressure 30 September 2015
Transducer & VAMP Flex)

T310847A Pressure Monitoring Set (w/TruWave Disposable Pressure 30 September 2015
Transducer & VAMP Flex)

T451702A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T451703A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Plus)

T001673A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T434303A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Adult)

T001725A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T450552C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer & VAMP Jr)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000

T001658A Transducer)

T433803A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 May 2000
Transducer)

T320941C Pressure Monitoring Set (w/TruWave Disposable Pressure 15 October 2015
Transducer & VAMP Flex)

T320943B Pressure Monitoring Set (w/TruWave Disposable Pressure 15 October 2015
Transducer & VAMP Flex)

T331U03C Pressure Monitoring Set (w/TruWave Disposable Pressure 15 October 2015
Transducer)

PXVJ050M LASS Pressure Monitoring Set (w/TruWave Disposable 15 October 2015
Pressure Transducer & VAMP Jr) with Non-DEHP Tubing

T310761C Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

PX2X2YB Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T333919A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T333C00A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T333F00A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T330831A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer 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/ Rule10

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

PX284AN Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T331F06B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T333D00A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T334708C Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T332J01A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T331E02A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T334041A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T334402A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T337119B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T330918A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T331S05B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T333918A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T321571A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T333709B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T323932C Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T531401A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T330V11A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T337305B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T333710C Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T336546B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer & VAMP Plus)

T336547B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer & VAMP Plus)

T336548B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer & VAMP Plus)

T100209A Pressure Monitoring Set (w/TruWave Disposable Pressure 25 Jan 2013
Transducer)

T460250A Pressure Monitoring Set (w/TruWave Disposable Pressure 25 Jan 2013
Transducer)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer 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/ Rule10

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

TO01744A Pressure Monitoring Set (w/TruWave Disposable Pressure 25 Jan 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016

PX600F
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016

PX600lI
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016

PX600
Transducer)

PX600F30 Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T001724A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T001631A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T001645A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T100214A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T100215A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T100202A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T330919A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T001758A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T001619A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016

PX1X2
Transducer)

T100212A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T001650A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)

T001657A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016

PX2X3
Transducer)

T001660A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016

PXVMP260 Transducer & VAMP Adult)

T001691A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 Aug 2016
Transducer & VAMP Plus)

T100209B Pressure Monitoring Set (w/TruWave Disposable Pressure 15-Dec-2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 28 January 2018

PXVPL0097 Transducer & VAMP Plus)
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Pressure Monitoring Kit/Set with TruWave™ Disposable Pressure Transducer 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/ Rule10

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

PXMKO0075 Pressure Monitoring Set (w/TruWave Disposable Pressure 26 April 2018
Transducer)
PXVFL0O107 Pressure Monitoring Set (w/TruWave Disposable Pressure 23 July 2018
(10016118001) Transducer & VAMP Flex)
PXMKO0108 Pressure Monitoring Set (w/TruWave Disposable Pressure 23 July 2018
(10024106001) Transducer)
T440907B Pressure Monitoring Set (w/TruWave Disposable Pressure 23 July 2018
(695176001) Transducer)
T460241A Pressure Monitoring Set (w/TruWave Disposable Pressure 23 July 2018
(695280001) Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 27 February 2020
PXVPZ30008 Transducer & VAMP Adult)
PXVFL10017 Pressure Monitoring Set (w/TruWave Disposable Pressure 23 March 2020
(10019883001) Transducer & VAMP Flex)
PXVPL2284 Pressure Monitoring Set (w/TruWave Disposable Pressure 07 April 2020
(10022415001) Transducer & VAMP Plus)
PXVJL10014 Pressure Monitoring Set (w/TruWave Disposable Pressure 26 May 2020
(10035090001) Transducer & VAMP Jr)
PXMK10023 Pressure Monitoring Set (w/TruWave Disposable Pressure 24 May 2021
Transducer)
Hemodynamic Monitoring Equipment (Temperature Probes)
UMDNS : 13125 Probes, thermometer
GMDN: 37340 Probe, Electronic thermometer, reusable
Class lla/ Rule 2
Model Description Start of CE
Marking
9850A Injectate Temperature Probe 26 October 2004
93522 CO-Set® Injectate Temperature Probe for Edwards Computers | 26 June 2000
93523 CO-Set® Injectate Temperature Probe 26 June 2000
93524 CO-Set® Injectate Temperature Probe 04 Feb 2010
93528 CO-Set® Injectate Temperature Probe 04 Feb 2010
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EC Deklaracja Zgodnosci

Edwards

Wytwoérca: Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614, USA

Przedstawiciel w Europie: Edwards Lifesciences Services GmbH
Edisonstral3e 6
85716 UnterschleilSheim, Germany

Kategoria produktu: Urzgdzenia jednorazowego uzytku i powigzane akcesoria

Produkty: Jednorazowe materiafy do monitorowania
hemodynamicznego i powigzane akcesoria
Kody modeli, nazwy: patrz kolejne strony
Klasyfikacja: Patrz kolejne strony
(Zgodnie z zafgcznikiem 9 MDD)Sciezka oceny zgodnosci: Zatgcznik

Il (z wyfgczeniem Zafgcznika 11.4)

UMDNS / GMDN Nomenklatura: Patrz kolejne strony

Stosowane Standardy: Zobacz liste kontrolng wymagar podstawowych w dokumentaciji
technicznej

Poczatek oznakowania CE: Patrz kolejne strony

Niniejszym os$wiadczamy, ze dystrybuowane produkty oznaczone znakiem CE okreslone powyzej sg zgodne
z produktami objetymi ,Certyfikatem WE” wydanym i dostarczonym przez TUV zgodnie z Zatgcznikiem I
(z wylaczeniem Zatgcznika 11.4) ,Dyrektywy WE”, Rady Dyrektywa 93/42/EWG dotyczgca wyrobéw medycznych.
Niniejsza deklaracja zgodnosci zostata wydana na wylagczng odpowiedzialno$¢ Edwards Lifesciences LLC. Cata
dokumentacja pomocnicza jest przechowywana w siedzibie producenta

Ponadto zapewniamy i deklarujemy, ze dystrybuowane produkty oznaczone znakiem CE spetniajg postanowienia
dyrektyw WE, ktére majg do nich zastosowanie.

Producent ustanowit i utrzymuje system jakosci spetniajgcy wymagania normy EN ISO 13485:2016.
PowyZsze dyrektywy | normy sg poparte nastepujgcymi certyfikatami:

Numer certyfikatu Wazny do Wydany przez Posiadacz Certyfikatu | Siedziba
.. .. . . Edwards
TUV SUD Edwards Lifesciences . .
G1 039555 0198 2024-05-26 Product Service | LLC, Ivine :_rl\l;ienseciences LLC,

Jednostka Notyfikujgca: TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen, Germany
Identification Number 0123

Digitally signed by Aditi lyengar

° .
Ad ] t] I e n a r DN: cn=Aditi lyengar, email=Aditi_lyengar@edwards.com
Reason: | have reviewed this document
Date:

Date: 2022.04.07 16:29:40 -07'00'

Irvine, U.S.A AditiHyengar
Senior Manager, Regulatory Affairs
Critical Care
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Elementy produktu wprowadzajgcego (obturatory)

Klasa lla/ Reguta 6

UMDNS : 11925 Prowadnice
GMDN : 35094 Prowadnik cewnika

Data pierwszego
Kod Modelu Nazwa zastozowaniag

oznakowania CE
GW3569I Multi-Med® Central Venous Infusion Catheter Guidewires 26 czerwca 2000
MOO2F7P Short AVA Obturator 11 wrzes$nia 2000
MO13F7P Long AVA Obturator 30 Pazdziernika 2008

Elementy produktu wprowadzajgcego (nasadki obturatora)

Klasa lla/ Reguta 7

UMDNS: 16081 kapsli

GMDN : 42410 Ostona kabla/przewodu/czujnika/sondy, sterylna

Data pierwszego
Kod Modelu Nazwa sastosowania

oznakowania CE
IOBCAP Obturator Cap 29 maja 2001

Introflex Introduktor

Klasa lla/ Zasada 7

UMDNS : 10678 Wprowadzacze cewnikow

GMDN: 58865, zestaw wprowadzajgcy do cewnika naczyniowego

Kod Modelu Nazwa Data plerws_zego
zastosowania
oznakowania CE

I300F85 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

I300BF85 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

I301F6 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

I1301F7 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

I301F8 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

I305BF9 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

Introflex Introduktor

Klasa lla/ Zasada 7

UMDNS : 10678 Wprowadzacze cewnikéw

GMDN: 58865 Zestaw wprowadzajacy do cewnika naczyniowego

Kod Modelu Nazwa Data pierws_zego
zastosowania
oznakowania CE

I350BF85 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

I351BF7 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

I355BF9 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

1451BF6 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000

1451BF8 Intro-Flex® Percutaneous Sheath Introducers 26 czerwca 2000
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CO-Set® Plus Zamkniety system wstrzykiwania
Klasa lla / Zasada 2

UMDNS: 12134 wtryskiwacze, rozcienczanie termiczne
GMDN: 10615, jednostka rzutu serca z termorozcienczaniem

Kod Modelu Nazwa Data PIErwszego
zastosowania
oznakowania CE

93600 CO-Set® Plus Closed Injectate System 26 czerwca 2000

93610 CO-Set® Plus Closed Injectate System 26 czerwca 2000

Akcesoria CO-Set®
Klasa lla/ Zasada 2

UMDNS: 13125 Sondy, Termometr
GMDN: 10615 Jednostka rzutu serca do termicznego rozcienczania

Kod Modelu Nazwa Data plerws;ego
zastosowania
oznakowania CE

93505 CO-Set® Plus Flow-Thru Housing 26 czerwca 2000

Akcesoria CO-Set®
Klasa lla / Reguta 2

UMDNS: 13929 strzykawek
GMDN: 47017 Strzykawka ogélnego przeznaczenia

Kod Modelu Nazwa Data plerwsgego
zastosowania
oznakowania CE

93650 CO-Set® Plus Syringe 26 czerwca 2000

Urzadzenia z dostepem do wielu kanatéw

Klasa lla/ Zasada 7

UMDNS: 16615 Zestawy do cewnikowania, Centralna zyta
GMDN: 58865, Zestaw do wprowadzania cewnika
naczyniowego

Data pierwszego

Kod Modelu Nazwa ;
zastosowania
oznakowania CE

M3L85FSI Multiple Lumen Access Devices 26 czerwca 2000

M3LOFSI| Multiple Lumen Access Devices 26 czerwca 2000

Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem cisnienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)
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Data pierwszego

Kod Modelu Nazwa ;
zastosowania
oznakowania CE

Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PX12N

Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PX1X2

Transducer)
PX200 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego

Kod Modelu Nazwa sastosowania
oznakowania CE
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX212
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX24N
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX260
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX266C
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX272
Transducer)
PX284 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
PX284AN Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX284R
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX2X2
Transducer)
PX2X2284C Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
PX2X2YB Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX2X3
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX36N
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX3X3
Transducer)
PX3X3272 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
PX3X3284C Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
PX3X3AN Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
PX3X3MT Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX4X4
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX600
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX600F
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 04 kwietnia 2007
PX600FP
Transducer)
PX600E30P Pressure Monitoring Set (w/TruWave Disposable Pressure 04 kwietnia 2007
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
PX600IP
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa sastosowania
oznakowania CE

Pressure Monitoring Set (w/TruWave Disposable Pressure 04 kwietnia 2007

PX600P
Transducer)

PX600E30 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PX600lI
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PX600INS
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PX601
Transducer)

PX604 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PX604INS Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXAK1568 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXAK2066 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXAK2296 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXAVMP3 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXCMK590 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMKO0010 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 czerwca 2014
Transducer)

PXMKO011 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 czerwca 2014
Transducer)

PXMKO012 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 czerwca 2014
Transducer)

PXMKO013 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 czerwca 2014
Transducer)

PXMKO0014 Pressure Monitoring Set (w/TruWave Disposable Pressure 19 czerwca 2014
Transducer)

PXMKO053 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMKO666 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMKO0688 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK0692 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMKO0695 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMKO0774 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK0933 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem cisnienia TruWave™

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

PXMK0940 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMKO976 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1077 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1140 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1175 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXMK1267 Transducer)

PXMK1300 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1392 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1476 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1479 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1589 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1691 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1736 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1737 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1780 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1805 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK 1849 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1863 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1876 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK188 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1915 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1940 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1978 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK1997 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa sastosowania
oznakowania CE

PXMK2002 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2008 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2011 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2012 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2016 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXMK2041 Transducer)

PXMK2042 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2043 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2047 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2056 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2122 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2128 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2137 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2143 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2144 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2210 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2217 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2257 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2258 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2270 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2274 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2277 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2294 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2318 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa sastosowania
oznakowania CE

PXMK2319 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2320 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2326 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2329 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK2330 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXMK478 Transducer)

PXMK560 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK7729 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXMK9146 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer)

PXVJ0441 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Jr)

PXVJ0711 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Jr)

PXV.J356 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Jr)

PXVK0363 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK0387 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK0388 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK0398 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK0438 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVKO0458 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVKO0670 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVKO0738 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVKO755 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK0797 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVKO0965 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK1001 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego

Kod Modelu Nazwa sastosowania
oznakowania CE

PXVK1003 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK1006 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK1086 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK268 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVK282 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVMP120 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVMP160 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVMP172 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVMP184 Transducer & VAMP Adult)

PXVMP260 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)

PXVMP272 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVMP284 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVMP2X21 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVMP2X31 Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVMP3X31 Transducer & VAMP Adult)

PXVP0549 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVPO686 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVP0812 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVPOS61 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVP0880 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVP0897 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVP0902 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVP0966 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVP1066 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

PXVP1087 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVP2260 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVP2272 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)

PXVP2284 Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVP2284AT3 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVP2284DZ Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVP23X3 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVP23X3AT3 Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013

PXVP2X2AT3 Transducer & VAMP Plus)

TO01619A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01624A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T001631A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T001633A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T001645A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01650A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01657A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01660A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01670A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TO01671A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TO01691A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

TO01702A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01709A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01712A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01713A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

TO01724A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T001737A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TO01741A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T001743A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TO01744A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TO01745A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TO01746A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TO01758A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01759A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

TO01760A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

TO01765A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

TO01767A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01775A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO01786A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T001789B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T001797B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO05002A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T005004A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO05005A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T005021A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Flex)

T005021G Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Flex)

TO05025A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T005048B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T005049B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

T005050B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T005052A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T005074A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000

T005080A Transducer)

TO05086A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TO05089A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Flex)

TO05091A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Flex)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000

T005093A Transducer)

TO05094A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T100202A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T100209A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T100212A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T100214A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T100215A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T100500A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T100504A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T100671B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T270003B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T270004B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T270900A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T310195A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T310197A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T310682A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T310761C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

T310762A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T311058A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Flex)

T312306A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320137D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320139D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000

73201618 Transducer)

T320162C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320544A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320563A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320564A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320940B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320941A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320943A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320947B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T321570A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T321571A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T321572A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T321573A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T321575A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T321811A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T3218117 Pressure Monitoring Set (w/TruWave Disposable Pressure 17 lipca 2014
Transducer & VAMP Adult)

T322238A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T322241A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T322242B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

T322244A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T322247A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T322251A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T322256A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T322515A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000

T1323922D Transducer)

T323923A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T323924C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T323930D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T323931C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T323932C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T325202A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T325306B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T325615A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T326207B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T328201A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T328500A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T330639B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T330831A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T330918A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T330919A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T330V11A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T331E02A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T331F06B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000

3315058 Transducer)

T332J01A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T333529A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T333709B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T333710C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000

T333918A Transducer)

T333919A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000

T333C00A Transducer)

T333D00A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T333E00A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T334041A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T334402A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T334708C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T336546B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T336547B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T336548B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T337003A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T337119B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T337305B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T341210A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T341211A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T341212A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T349301B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T349302A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

T391312A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T391313A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T391314A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T391608B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T391T00A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T391TO1A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T395606B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T395705A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T397704A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T397705B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T397708A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T398105B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T398603A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T398807D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T398808A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T4100012 Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T410114B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T410115C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T413403C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T413405A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T413406A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T413642B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T413670A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T413675A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

T430023B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T430139A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T430140A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T430142A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T430168A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Jr)

T430169A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Jr)

T430177B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T430178B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T430179A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T430180A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T430181A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T430609A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T431108A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T431305A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T431514C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T432104B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T432105A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T432618G Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T432703A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T433201A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T433202B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T433204B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T433801A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T433802A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10

Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego

Kod Modelu Nazwa zastosowania
oznakowania CE

T433803A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T4338047 Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T433806A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T434304A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T434500B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T434501B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T434502B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TA40B20B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TA40B21A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T440B26B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T440B27B Pressure Monitoring Set (w/TruWave Disposable Pressure 24pazdziernika 2018
Transducer)

TA40B28A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T441809C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TA41L01A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T441T01C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable 24 pazdziernika2018

T442J00A
Pressure Transducer)

T443422A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T443952B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Jr)

T447907A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T449103B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T450217A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

TA50544A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TA50545A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000

T450553A Transducer & VAMP Jr) .
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa zastosowania
oznakowania CE

T451703A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T460061A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T460225D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T460235A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T460237A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T460243A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

TA60249A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T460250A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T461803B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T470411B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Jr)

T491U01B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T491Y01B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T492011A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T492F02B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TA92F027 Pressure Monitoring Set (w/TruWave Disposable Pressure 17 lipca 2014
Transducer & VAMP Adult)

T493Y02B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T493Y03B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T494CO0B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T495009A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T530116B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T530217B Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T530219A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T530219D Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T530223A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem cisnienia TruWave™
Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla / Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego
Kod Modelu Nazwa sastosowania
oznakowania CE
T530310A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
T530317A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
T531401A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
T531900A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
T581201F Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
75812038 Transducer)
T610002A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)
T770000A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)
T770001A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)
T770002A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)
T770003A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
VMP306PX Transducer & VAMP Jr)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
VMP406PX Transducer & VAMP Jr)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
VMP426PX Transducer & VAMP Jr)
Pressure Monitoring Set (w/TruWave Disposable Pressure 22 kwietnia 2013
VMP448PX Transducer & VAMP Jr)
PXAK2253 Pressure Monitoring Set (w/ TruWave Disposable Pressure 22 kwietnia 2013
Transducer)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T001691M Transducer and VAMP Plus Blood Management System,
LASS)
T005025M Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
Transducer, LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T001741M Transducer and VAMP Adult Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T005021M Transducer and VAMP FLEX Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T470411M Transducer and VAMP Jr. Blood Management System,
LASS)
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TO05050M

Pressure Monitoring Set (w/ TruWave Disposable Pressure
Transducer and VAMP Adult Blood Management System,
LASS)

23 lipca 2013
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego

Kod Modelu Nazwa sastosowania
oznakowania CE
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T005091M Transducer and VAMP FLEX Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T100671M Transducer and VAMP Plus Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T005089M Transducer and VAMP FLEX Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T311058M Transducer and VAMP FLEX Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T430023M Transducer and VAMP Plus Blood Management System,
LASS)
Pressure Monitoring Set (w/ TruWave Disposable Pressure 23 lipca 2013
T001744M Transducer and VAMP Adult Blood Management System,
LASS)
T490009M Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)
T490007A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 01 wrzesnia 2016
PXVPLO029 Transducer) & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 01 wrzesnia 2016
PXVPLO030 Transducer) & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 01 wrzesnia 2016
PXVPLO03L Transducer) & VAMP Plus)
T100209B Pressure Monitoring Set (w/TruWave Disposable Pressure 01 wrzes$nia 2016
Transducer)
PXMK0033 Pressure Monitoring Set (w/TruWave Disposable Pressure 15 grudnia 2016
Transducer)
PXVP0034 Pressure Monitoring Set (w/TruWave Disposable Pressure 15 grudnia 2016
Transducer) & VAMP Plus)
PXVP0035 Pressure Monitoring Set (w/TruWave Disposable Pressure 15 grudnia 2016
Transducer) & VAMP Plus)
Pressure Monitoring Set (w/TruWave Disposable Pressure 15 grudnia 2016
PXVFL0059 Transducer & VAMP Flex)
PXMKO0074 Pressure Monitoring Set (w/TruWave Disposable Pressure 11 pazdziernika 2017
Transducer)
PX\V/J0096 Pressure Monitoring Set (W/TruWave Disposable Pressure 11 pazdziernika 2017
Transducer & VAMP Junior)
PXVPL20001 Pressure Monitoring Set (w/TruWave Disposable Pressure 24 stycznia 2020
Transducer & VAMP Plus)
PXVKZ30006 Pressure Monitoring Set (w/TruWave Disposable Pressure 24 stycznia 2020
Transducer & VAMP)
PXMK10012 Pressure Monitoring Set (w/TruWave Disposable Pressure 24 stycznia 2020
Transducer)
DoC#: 005 Page 23 of 31

Revision#: 100




VAMP® (system zarzadzania krwia)

Klasa lla / Zasada 2
UMDNS: 10446 Zestawy do pobierania prébek, Krew
GMDN: 31336 Zestaw do pobierania prébek krwi

tetniczej
Kod Modelu Nazwa Data PIErwszego
zastosowania
oznakowania CE

VAMP Adult (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
48AVMP

System)
48VMP106 VAMP Adult (Pressure Monitoring Set/Blood Management 25 maja 2016

System)
48VMP120 \S/CSl\t/Ier,?dult (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
48VMP160 \S/CSI\:Ier?dult (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
48VMP172 VAMP Adult (Pressure Monitoring Set/ Blood Management 03 Dec 2004

System)
48VMP184 \Slcsl\t/ler,?dult (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
48VMP260 \S/CSI\:Ier?dult (Pressure Monitoring Set/ Blood Management 22 stycznia 2007
48VMP272 \S/CSI\:Ier?dult (Pressure Monitoring Set/ Blood Management 03 grudnia 2004
48VMP284 \S/CSI\:Ier?dult (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013

VAMP Jr (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
VJ0990

System)

VAMP Jr (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
VMP306

System)

VAMP Jr (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
VMP406

System)

VAMP Jr (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
VMP426

System)

VAMP Jr (Pressure Monitoring Set/ Blood Management 26 czerwca 2000
VMP448

System)

VAMP Plus (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
VP0613

System)

VAMP Plus (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
VP0753

System)
VP1 VAMP Plus (Pressure Monitoring Set/ Blood Management 26 czerwca 2000

System)

VAMP Plus (Pressure Monitoring Set/ Blood Management 22 kwietnia 2013
VP181Z

System)
VP2 VAMP Plus (Pressure Monitoring Set/ Blood Management 26 czerwca 2000

System)

DoC#: 005 Page 24 of 31

Revision#: 100




VAMP® (system zarzadzania krwig) — z przewodami/materiatami bez DEHP

Klasa lla/ Zasada 2

UMDNS: 10446 Zestawy do pobierania prébek, Krew
GMDN: 31336 Zestaw do pobierania prébek krwi tetniczej

Data pierwszego

Kod Modelu Nazwa ;
zastosowania
oznakowania CE

VAMP Needless Cannula (Pressure Monitoring Set/ Blood 26 czerwca 2000

VMP400

Management System)
VAMP Blood Transfer Unit (Pressure Monitoring Set/ Blood 22 kwietnia 2013
VMP600
Management System)

48VMP600 VAMP Blood Transfer Unit (Pressure Monitoring Set/ Blood 28 lutego 2018
Management System)
VAMP Direct Draw Unit (Pressure Monitoring Set/ Blood 22 kwietnia 2013

VMP700

Management System)
48VMP160 \S/CSI\:Ier?dult (Pressure Monitoring Set/ Blood Management 03 sierpnia 2016
48VMP260 \S/CSI\:Ier?dult (Pressure Monitoring Set/ Blood Management 03 sierpnia 2016
VAMP Jr (Pressure Monitoring Set/ Blood Management 03 sierpnia 2016
VMP306
System)
VP1 VAMP Plus (Pressure Monitoring Set/ Blood Management 03 sierpnia 2016
System)
VP2 VAMP Plus (Pressure Monitoring Set/ Blood Management 03 sierpnia 2016
System)

VOPTIMA VAMP Optima with Z-site + COMBICAP caps, 10-pack 28 lutego 2018

VOPTIMAL VAMP Optima with LASS + COMBICAP caps, 10-pack 28 lutego 2018

VPL2 VAMP Plus (Blood Management System) 04 czerwca 2019

48VMPL284 VAMP Adult (Blood Management System) 25 lipca 2019

Czujnik FloTrac

Klasa lla/ Zasada 10

UMDNS : 16909 Przetworniki, cisnieniowe, jednorazowe GMDN : 35927 Przetworniki, cisnieniowe,
jednorazowego uzytku

ZVAMP:

Klasa lla/ Zasada 10

Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego

Kod Modelu Nazwa ;
zastosowania
oznakowania CE

MHD6AZ FloTrac sensor with adult VAMP Kit, 60” tubing 29 sierpnia 2005

MHD6 FloTrac sensor, 60” tubing 29 sierpnia 2005

MHD8 FloTrac sensor, 84” tubing 29 sierpnia 2005

MHDG6AZR FloTrac sensor with adult VAMP Kit, 60" tubing, red stopcock | 18 kwietnia 2008

inserts

MHD6R FloTrac sensor, 60” tubing, red stopcock inserts 18 kwietnia 2008

MHD8R FloTrac sensor, 84” tubing, red stopcock inserts 18 kwietnia 2008

MHDG6AZ5 FloTrac sensor, 60” with VAMP, 5 pack 23 grudnia 2008

MHD65 FloTrac sensor, 60”7, 5 pack 23 grudnia 2008

MHD85 FloTrac sensor, 84”, 5 pack 23 grudnia 2008

MHD6S FloTrac sensor, 60", extra stopcock, 5 pack 23 grudnia 2008

MHD8S FloTrac sensor, 84”, extra stopcock, 5 pack 23 grudnia 2008

MHDG6AZA FloTrac sensor, 60”, anesthesia VAMP, 5 pack 23 grudnia 2008
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Czujnik FloTrac
Klasa lla/ Zasada 10

UMDNS : 16909 Przetworniki, cisnieniowe, jednorazowe GMDN : 35927 Przetworniki, cisnieniowe,
jednorazowego uzytku

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Kod Modelu Nazwa Data PIErWSzego
zastosowania
oznakowania CE

MHD6AZR5 FloTrac sensor, 60", VAMP, red caps, 5 pack 23 grudnia 2008

MHD6R5 FloTrac sensor, 607, red caps, 5 pack 23 grudnia 2008

MHDS8R5 FloTrac sensor, 84”, red caps, 5 pack 23 grudnia 2008

MHD8C503 FloTrac sensor, 84", w/ TruWave DPT 11 wrzesnia 2017

Czujnik FloTrac/FloTrac IQ/Acumen IQ/VolumeView — z przewodami bez DEHP
Klasa lla/ Zasada 10

UMDNS : 16909 Przetworniki, ci$Snieniowe, jednorazowe GMDN : 35927 Przetworniki, ciSnieniowe,
jednorazowego uzytku

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego

Kod Modelu | Nazwa oznakowania CE

VLV8R5 VolumeView Sensor 03 sierpnia 2016
MHD6R 60in FloTrac Standalone 03 sierpnia 2016
MHD6AZR 60in FloTrac with Adult Vamp 03 sierpnia 2016
MHD6AZR5 60in FloTrac with Adult Vamp 03 sierpnia 2016
MHD8R 84in FloTrac Standalone 03 sierpnia 2016
MHD6R5 60in FloTrac Standalone 03 sierpnia 2016
MHD8R5 84in FloTrac Standalone 03 sierpnia 2016
MHDQ8R5 FloTrac IQ Sensor, 84", Red Caps, 5 Pack 09 stycznia 2017
FTAFM8R5 FloTrac IQ Sensor, For AFM 84" / 213cm, 5 Pack With RedCaps 16 marca 2017

HSFTQ8R5 FloTrac 1Q Sensor for HemoSphere 84”/213CM 5-Pack withRed 22 grudnia 2017

Caps
MHD8VZ Flol?l'rac sensor + |V Set + VAMP Optima with Z-Site + 22 grudnia 2017

COMBICAP caps, single pack

FloTrac 1Q sensor + IV Set + VAMP Optima with Z-site +COMBICAP | 22 grudnia 2017

MHDQ8VZ .
caps, single pack
FloTrac sensor + IV Set + VAMP Optima with Z-site + 22 grudnia 2017

MHDBVZ5 | coMBICAP caps, 5-pack

MHDQ8VZ5 FloTrac IQ sensor + IV Set + VAMP Optima with Z-site + COMBICAP | 22 grudnia 2017
caps, 5-pack

MHDSVRL FloTrac sensor + IV Set + VAMP Optima with LASS + 22 grudnia 2017
COMBICAP caps + red striped tubing, single pack

MHDQSVRL FloTrac IQ sensor + IV Set + VAMP Optima with LASS + 22 grudnia 2017
COMBICAP caps + red striped tubing, single pack

MHD8VRLS FloTrac sensor + IV Set + VAMP Optima with LASS + 22 grudnia 2017
COMBICAP caps + red striped tubing, 5-pack
FloTrac 1Q sensor + IV Set + VAMP Optima with LASS + 22 grudnia 2017

MHDQBVRLS COMBICAP caps + red striped tubing, 5-pack
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Czujnik FloTrac/FloTrac IQ/Acumen IQ/VolumeView — z przewodami bez DEHP
Klasa lla/ Zasada 10

UMDNS : 16909 Przetworniki, ciSnieniowe, jednorazowe GMDN : 35927 Przetworniki, ciSnieniowe,
jednorazowego uzytku

ZVAMP:

Klasa lla/ Zasada 10

Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego

Kod Modelu Nazwa ;
zastosowania
oznakowania CE

MHD8VZTW FloTrac sensor + IV Set + TruWave DPT + VAMP Optima 22 grudnia 2017

with Z-site + COMBICAP caps + blue striped tubing, 5-pack

FloTrac IQ sensor + IV Set + TruWave DPT + VAMP Optima | 22 grudnia 2017
MHDQ8VZTW with Z-site + COMBICAP caps + blue striped tubing, 5-pack

FloTrac 1Q sensor + IV Set + TruWave DPT + VAMP Optima | 22 grudnia 2017
MHDQS8VLTW with LASS + COMBICAP caps + red striped tubing + blue

striped tubing, 5-pack

FloTrac sensor + IV Set + TruWave DPT + VAMP Optima 22 grudnia 2017
MHD8VLTW with LASS + COMBICAP caps + red striped tubing + blue

striped tubing, 5-pack
MHD8VRZ5 FloTrac sensor + IV Set + VAMP Optima with Z-site + 25 pazdziernika 2018

COMBICAP caps + red striped tubing, 5-pack

FloTrac sensor + IV Set + TruWave DPT + VAMP Optima 25 pazdziernika 2018
MHD8VRZTW with Z-site, + COMBICAP caps + red striped tubing + blue

striped tubing, 5-pack

AIQS6R Acumen IQ Sensor, 60", Red Caps 13 grudnia 2018

AlIQS6R5 Acumen IQ Sensor, 60", Red Caps, 5-pack 13 grudnia 2018

AIQSSR Acumen IQ Sensor, 84", Red Caps 13 grudnia 2018

AIQS8R5 Acumen IQ Sensor, 84", Red Caps, 5-pack 13 grudnia 2018

AIQS6AZR Acumen 1Q Sensor with VAMP System 60" with Red Cap 21 maja 2019

" Wi - 21 maja 2019

AIQSBAZRS gzcukmen 1Q Sensor W/ VAMP Adult 60" with Red Cap, 5 j

i i i 21 maja 2019

AIQSAFMBRS Acumen 1Q Sensor for use with Assisted Fluid Management maja

software feature, 5-pack

AIQSES Acumen 1Q, 60" / 152CM (Shield) 04 czerwca 2019

AlIQS8C503 Acumen 1Q, 84" / 213CM Double Line Kit - No VAMP 04 czerwca 2019

AlQS8S Acumen 1Q, 84" / 213CM (Shield) 04 czerwca 2019

AlQS85102 Acumen 1Q, 84"/ 213CM Double Line Kit -- With VAMP 04 czerwca 2019

Czujnik FloTrac 1Q/Acumen 1Q

Klasa lla / Reguta 10UMDNS: 16909 Przetworniki, cisnienie, jednorazowe GMDN: 35927 Przetwornik,
cisnienie, jednorazowego uzytku

ZVAMP:

Klasa lla/ Zasada 10

Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego

Kod Modelu Nazwa i
oznakowania CE
MHDQ6AZ FloTrac IQ Sensor with Adult VAMP Kit, 60” tubing 30 wrzes$nia 2016
MHDQ6 FloTrac IQ Sensor, 60” Tubing 30 wrzesnia 2016
MHDQ8 FloTrac IQ Sensor, 84” Tubing 30 wrzes$nia 2016
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Czujnik FloTrac IQ/Acumen 1Q

Klasa lla / Reguta 10UMDNS: 16909 Przetworniki, cisnienie, jednorazowe GMDN:

cisnienie, jednorazowego uzytku

ZVAMP:

Klasa lla/ Zasada 10

Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

35927 Przetwornik,

Data pierwszego

Kod Modelu Nazwa ;
zastosowania
oznakowania CE

MHDQ6AZR FloTrac IQ Sensor with Adult VAMP Kit, 60” Tubing, Red 30 sierpnia 2016

Stopcock Inserts

MHDQG6AZ5 FloTrac IQ Sensor, 60" with VAMP, 5 pack 30 sierpnia 2016

MHDQ85 FloTrac IQ Sensor, 84", 5 pack 30 sierpnia 2016

MHDQB8R5 FloTrac 1Q Sensor, 84", red caps, 5 pack 30 sierpnia 2016

MHDQG65 FloTrac IQ Sensor 60“/152CM 16 marca 2017

MHDQG6AZA FloTrac 1Q Sensor with VAMP 60/152CM 16 marca 2017

MHDQ6AZR5 FloTrac 1Q Sensor with VAMP ADULT 60/152CM 5-Pack 16 marca 2017

with Red Cap

MHDQ6C502 FloTrac IQ Sensor 60°/152CM Double Line Kit — with VAMP 16 marca 2017

MHDQ6R FloTrac IQ Sensor 60“/152CM with Red Cap 16 marca 2017

MHDQG6R5 FloTrac IQ Sensor 60“/152CM 5-Pack with Red Cap 16 marca 2017

MHDQ6S FloTrac IQ Sensor 60“/152CM (Shield) 16 marca 2017

MHDQ8C503 FloTrac 1Q Sensor 84"/ 213CM Double Line Kit — No VAMP 16 marca 2017

MHDQ8R FloTrac IQ Sensor 84"/ 213CM with Red Cap 16 marca 2017

MHDQ8S FloTrac 1Q Sensor 84" / 213CM (Shield) 16 marca 2017

MHDQ8S102 FloTrac IQ Sensor 84"/ 213CM Double Line Kit — With VAMP | 16 marca 2017

FTAFM8R5 FloTrac 1Q Sensor for AFM 84" / 213CM 5-Pack with Red 16 marca 2017

Cap
HSFTQ8R5 FloTrac IQ Sensor for HemoSphere 84”/213CM 5-Pack with 22 listopada2017
Red Caps

AIQS6 Acumen IQ Sensor, 60" 13 grudnia 2018

AlQS65 Acumen IQ Sensor, 60", 5-pack 13 grudnia 2018

AIQS6R Acumen 1Q Sensor, 60", Red Caps 13 grudnia 2018

AIQS6R5 Acumen IQ Sensor, 60", Red Caps, 5-pack 13 grudnia 2018

AlQS8 Acumen IQ Sensor, 84" 13 grudnia 2018

AIQS85 Acumen IQ Sensor, 84", 5-pack 13 grudnia 2018

AIQS8R Acumen IQ Sensor, 84", Red Caps 13 grudnia 2018

AIQS8R5 Acumen IQ Sensor, 84", Red Caps, 5-pack 13 grudnia 2018

AIQS6AZ Acumen 1Q with VAMP System 60" / 152CM 21 maja 2019

AIQS6AZ5 Acumen 1Q W/ VAMP Adult 60"/152cm 5-Pack 21 maja 2019

AIQS6AZA Acumen 1Q with VAMP System 60" / 152CM 21 maja 2019
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Czujnik FloTrac IQ/Acumen 1Q

Klasa lla / Reguta 10UMDNS: 16909 Przetworniki, cisnienie, jednorazowe GMDN:

cisnienie, jednorazowego uzytku

ZVAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446,

zestaw do pobierania krwi (kod GMDN: 31336)

35927 Przetwornik,

Data pierwszego
fod Modelu Nazwa zastosowania

oznakowania CE
AIQSBAZR Acumen 1Q with VAMP System 60" / 152CM with Red Cap | 2+ M2 2019
AIQS6AZR5 é;:gmen 1Q W/ VAMP Adult 60"/152cm 5-Pack with Red 21 maja 2019
AIQS6C502 Acumen IQ, 60" / 152CM Double Line Kit with VAMP 21 maja 2019
AIQS6S Acumen 1Q, 60" / 152CM (Shield) 21 maja 2019
AlQS8C503 Acumen 1Q, 84" / 213CM Double Line Kit - No VAMP 21 maja 2019
AIQSAFMBRS Acumen 1Q, for use with Assisted Fluid Management 21 maja 2019

software feature

AIQS8S Acumen 1Q, 84" / 213CM (Shield) 21 maja 2019
AlQS8S102 Acumen 1Q, 84" / 213CM Double Line Kit -- With VAMp | 2 M2 2019

Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem cisnienia TruWave™ z
przewodami bez DEHP

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

ZVAMP:

Klasa lla/ Zasada 10

Kod UMDNS: 10446

zestaw do pobierania krwi (kod GMDN: 31336)

Data pierwszego

Kod Modelu Nazwa sastosowania
oznakowania CE

T001670A Pressure Monitoring Set (w/TruWave Disposable Pressure 25 stycznia 2013
Transducer & VAMP Adult)

TO01671A Pressure Monitoring Set (w/TruWave Disposable Pressure 25 stycznia 2013
Transducer & VAMP Adult)

TO01624A Pressure Monitoring Set (w/TruWave Disposable Pressure 07 czerwca 2013
Transducer)

TO01775A Pressure Monitoring Set (w/TruWave Disposable Pressure 07 czerwca 2013
Transducer)

T100671B Pressure Monitoring Set (w/TruWave Disposable Pressure 07 czerwca 2013
Transducer & VAMP Plus)

T460061A Pressure Monitoring Set (w/TruWave Disposable Pressure 07 czerwca 2013
Transducer)

T460235A Pressure Monitoring Set (w/TruWave Disposable Pressure 07 czerwca 2013
Transducer)

T461803B Pressure Monitoring Set (w/TruWave Disposable Pressure 07 czerwca 2013
Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™ z
przewodami bez DEHP

Z jednorazowym przetwornikiem cisnienia TruWave:
Klasa lla/ Zasada 10
Kod UMDNS: 16909, Przetwornik, ci$nienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

T470411B Pressure Monitoring Set (w/TruWave Disposable Pressure 07 czerwea 2013
Transducer & VAMP Jr)

TO05074A Pressure Monitoring Set (w/TruWave Disposable Pressure 07 czerwca 2013
Transducer & VAMP Plus)

T310844A Pressure Monitoring Set (w/TruWave Disposable Pressure 30 wrzesnia 2015
Transducer & VAMP Flex)

T310845A Pressure Monitoring Set (w/TruWave Disposable Pressure 30 wrzesnia 2015
Transducer & VAMP Jr)

T310846A Pressure Monitoring Set (w/TruWave Disposable Pressure 30 wrzesnia 2015
Transducer & VAMP Flex)

T310847A Pressure Monitoring Set (w/TruWave Disposable Pressure 30 wrzesnia 2015
Transducer & VAMP Flex)

TA51702A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

T451703A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Plus)

TO01673A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

T434303A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Adult)

TO01725A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T450552C Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer & VAMP Jr)

TO01658A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T433803A Pressure Monitoring Set (w/TruWave Disposable Pressure 08 maja 2000
Transducer)

T320941C Pressure Monitoring Set (w/TruWave Disposable Pressure 15 pazdziernika 2015
Transducer & VAMP Flex)

T320943B Pressure Monitoring Set (w/TruWave Disposable Pressure 15 pazdziernika 2015
Transducer & VAMP Flex)

T331U03C Pressure Monitoring Set (w/TruWave Disposable Pressure 15 pazdziernika 2015
Transducer)

PXV.JO50M LASS Pressure Monitoring Set (w/TruWave Disposable 15 pazdziernika 2015
Pressure Transducer & VAMP Jr) with Non-DEHP Tubing

T310761C Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

PX2X2YB Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T333919A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T333C00A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T333F00A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016

T330831A Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™ z

przewodami bez DEHP

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, ci$nienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446,

zestaw do pobierania krwi (kod GMDN: 31336)

PX284AN Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T331F06B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T333D00A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T334708C Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T332J01A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T331E02A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T334041A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T334402A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T337119B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T330918A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T331S05B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T333918A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T321571A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T333709B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T323932C Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T531401A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T330V11A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T337305B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

itori i i ia 201

T333710C Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T336546B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer & VAMP Plus)

T336547B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer & VAMP Plus)

T336548B Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer & VAMP Plus)

T100209A Pressure Monitoring Set (w/TruWave Disposable Pressure 25 stycznia 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 25 stycznia 2013

T460250A Transducer)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem cisnienia TruWave™ z

przewodami bez DEHP

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, ci$nienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10
Kod UMDNS: 10446,

zestaw do pobierania krwi (kod GMDN: 31336)

TO01744A Pressure Monitoring Set (w/TruWave Disposable Pressure 25 stycznia 2013
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016

PX600F
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016

PX600lI
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016

PX600
Transducer)

PX600E30 Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

TO01724A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

TO01631A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

TO01645A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T100214A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T100215A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T100202A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

T330919A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

TO01758A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

TO01619A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016

PX1X2
Transducer)

T100212A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

TO01650A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)

TO01657A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016

PX2X3
Transducer)

TO01660A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016

PXVMP260 Transducer & VAMP Adult)

TO01691A Pressure Monitoring Set (w/TruWave Disposable Pressure 03 sierpnia 2016
Transducer & VAMP Plus)

T100209B Pressure Monitoring Set (w/TruWave Disposable Pressure 15 grudnia 2016
Transducer)
Pressure Monitoring Set (w/TruWave Disposable Pressure 28 stycznia 2018

PXVPL0097 Transducer & VAMP Plus)
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Zestaw/zestaw do monitorowania cisnienia z jednorazowym przetwornikiem ci$nienia TruWave™ z
przewodami bez DEHP

Z jednorazowym przetwornikiem cisnienia TruWave:

Klasa lla/ Zasada 10

Kod UMDNS: 16909, Przetwornik, cisnienie, jednorazowego uzytku (kod GMDN: 35927);

Z VAMP:

Klasa lla/ Zasada 10

Kod UMDNS: 10446, zestaw do pobierania krwi (kod GMDN: 31336)

Pressure Monitoring Set (w/TruWave Disposable Pressure

26 kwietnia 2018

PXMKO0075

Transducer)
PXVFL0107 Pressure Monitoring Set (w/TruWave Disposable Pressure 23 lipca 2018
(10016118001) Transducer & VAMP Flex)
PXMKO0108 Pressure Monitoring Set (w/TruWave Disposable Pressure 23 lipca 2018
(10024106001) Transducer)
T440907B Pressure Monitoring Set (w/TruWave Disposable Pressure 23 lipca 2018
(695176001) Transducer)
T460241A Pressure Monitoring Set (w/TruWave Disposable Pressure 23 lipca 2018
(695280001) Transducer & VAMP Plus)

Pressure Monitoring Set (w/TruWave Disposable Pressure 27 lutego 2020
PXVPZ30008 Transducer & VAMP Adult)
PXVFL10017 Pressure Monitoring Set (w/TruWave Disposable Pressure 23 marca 2020
(10019883001) Transducer & VAMP Flex)
PXVPL2284 Pressure Monitoring Set (w/TruWave Disposable Pressure 07 kwitnia 2020
(10022415001) Transducer & VAMP Plus)
PXVJL10014 Pressure Monitoring Set (w/TruWave Disposable Pressure 26 maja 2020
(10035090001) Transducer & VAMP Jr)
PXMK10023 Pressure Monitoring Set (w/TruWave Disposable Pressure 24 maja 2021

Transducer)

Sprzet do monitorowania hemodynamicznego (sondy temperatury)
UMDNS: 13125 Sondy, termometr

GMDN: 37340 Sonda, termometr elektroniczny,

wielokrotnego uzytku Klasa lla/Zasada 2

Kod Modelu Nazwa Data

pierwszeg

0

zastosowa

nia

oznakowa

nia CE
9850A Injectate Temperature Probe 26 pazdziernika

2004
93522 CO-Set® Injectate Temperature Probe for Edwards Computers | 26 czerwca 2000
93523 CO-Set® Injectate Temperature Probe 26 czerwca 2000
93524 CO-Set® Injectate Temperature Probe 04 lutego 2010
93528 CO-Set® Injectate Temperature Probe 04 lutego 2010
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TLUMACZENIE Z JEZYKA ANGIELSKIEGO

C e rtyf I k a.t E C Product Service

System Zapewnienia Jakosci w Zakresie Produkciji

Dyrektywa 93/42/EEC dotyczgca urzgdzen medycznych, Aneks Il, wykluczajac ustep 4
(Urzadzenia klasy lla, llb lub 111)

Nr: G1 039555 0198 Rev.00

Producent: Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614
USA

Kategoria Produktu:

— Sprzet do hemodynamicznego monitorowania

— Sprzet do hemodynamicznego monitorowania jednorazowego uzytku

— Urzadzenia medyczne stosowane do diagnozowania i leczenia choroby
wiencowej

— Urzadzenia medyczne stosowane do diagnozowania i leczenia choroby
obwodowo naczyniowej

— Urzadzenia medyczne stosowane do leczenia chordb serca i centralnego uktadu
krazenia zgodnie z listami kontrolnymi

Organ certyfikacyjny TUV Product Service GmbH o$wiadcza, ze wyzej wymieniony producent wdrozyt system
zapenienia jakosci w odniesieniu do projektowania, produkcji i ostatecznej kontroli wymienionych powyzej
urzgdzen / Kategori urzadzen zgodnie z Aneksem IlI, Dyrektywy dotyczacej urzgadzeh medycznych. Niniejszy
system zapewenienia jakosci odpowiada wymaganiom Dyrektywy i podlega okresowym kontrolom. Do
wprowadzenia do sprzedazy produktéw klasy Ill wymagany jest dodatkowy Aneks Il (4) — certyfikat. Zobacz

réwniez adnotacje na rewersie.

Raport nr: 72150159
Wazny od: 2019-10-29
Data waznosci: 2024-05-26

CO_

Christoph Dicks
Head of Certification/Notified Body

Data, 2019-10-29

TUV PRODUCT SERVICE GmbH jest Organem Certyfikacyjnym zgodnie z Dyrektywg Rady 93/42/EEC dotyczgcg urzgdzen medycznych o
numerze identyfikacyjnym: 0123
Stronalz?2
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TLUMACZENIE Z JEZYKA ANGIELSKIEGO

Certyfikat EC

System Zapewnienia Jakosci w Zakresie Produkciji

Dyrektywa 93/42/EEC dotyczgca urzgdzen medycznych, Aneks I, wykluczajgc ustep 4
(Urzadzenia klasy lla, 11b lub 111)

Nr: G1 039555 0198 Rev.00

Wytworca (y): Edwards Lifesciences Technology Sarl

State Rd. 402, Km 1.4, Industrial Park, 00610-1577 Afiasco,
PUERTO RICO USA

Edwards Lifesciences AG, Parue Industrial Itabo
Km 18.5 CARR.Sanchez, Haina, San Cristobal,
Republika Dominikany

Edwards Lifesciences LLC
One Edwards Way, Irvine, CA 92614, USA
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ZERTIFIKAT ¢

TUV SUD Product Service GmbH ° Zertifizierstelle ° Ridlerstrasse 65 ° 80339 Monachium ° Niemcy
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ZERTIFIKAT & CERTIFICATE *

fun )
AL,

AOAEA

+ o wNwR Benannt durch/Cesighated hy

* %k  Zentalstelle der Lancer §

- . fur Gesundheitsschutz 2

X !L ke gei Arzneimittein und 3
w W Medizinprodukten

L ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
{Devices in Class lia, Iib or llI)

No. G1 039555 0198 Rev. 00

%
x-.
WA 2l

Product Service

Manufacturer: Edwards Lifesciences LLC
One Edwards Way
Irvine CA 92614
USA

Product Category(ies): - Hemodynamic Monitoring Equipment

- Hemodynamic Monitoring Disposables

- Medical Devices used for the Diagnosis
of Coronary Artery Disease

- Medical Devices used in the Diagnosis
and Treatment of Peripheral Vascular
Disease

- Medical Devices for the Treatment of
Diseases of the Heart and the Central
Circulatory System

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 72150159
Valid from: 2019-10-29
Valid until: 2024-05-26
Date, 2019-10-29 c @
Christoph Dicks
Head of Certification/Notified Body
Page 1 of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH - Certification Body  RidlerstraRe 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE ¢

*ﬁg’ L g Renannt durch/Designatea hy
e *“ Zentralstelle der Linder &

: = - fur Gesundheitsschuz &
X o bei Arzneimittel und ¥
w, K Medizinprodukten E
W, w i
L ZLG-BS-244.10.08

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex H excluding (4)
(Devices in Ciass Na, lib or IIl)

No. G1 039555 0198 Rev. 00

Facility(ies): Edwards Lifesciences AG, Parque Industrial Itabo
¢ ty( ) Km 18.5 CARR.Sanchez, Haina, San Cristobal, DOMINICAN
REPUBLIC

Edwards Lifesciences Technology Sarl
State Road 402, Km 1.4, Industrial Park, 00610-1577 Afasco,
PUERTO RICO USA

Edwards Lifesciences LLC
One Edwards Way, Irvine CA 92614, USA

Page 2 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH - Certification Body - Ridlerstrale 65 » 80339 Munich » Germany




Formularz dla podmiotéw / Form for organizations

1.010° Rodzaj zgfo mienia /. Nolifiction typeis i 1%
1. Pierwsze dia wyrobu / First for device
D 2. Zmiana danych podmiote / Change of entity detils

D 3. Zmiana danych wyrobu / Change of device detalls

adl zmiany dotyczace] podmiokis prasze wé_&;azéé dang ulégajace zmian
of entity detoils pleasa indicate the dats being changed.

1.012 Status podimioty dokonujacego niniejszege zgtoszenta lub powiadomicnia / Status of the craanizalion making this hotfication .,

W~ Wybwarca (Producent) / Manufacturer
A - Aukoryzowany przedstawiciel (Upowazniony przedstawiciel) / Authorized representative
I - Importer / Importer
D - bystrybutor / Distributor
Z - Podiniot zestawiajacy system lub zestaw zablegowy / Organization assembling system or procedure pack
S - Podmiot sterylizujacy wyréh medyczny, system lub zestaw zabiegowy / Organization sterilizing medical device, system or procadure pack
0 - Swiadezenlodawca wykonujacy ccene dzlatanla (badante dziatania) / Organlzation carrying out performance evaluation
L - Laboratorium wytwarzajgce na swoj uiytek wyrdb IVD / Laboratory produced in home VD device
DL - podmiot wylonujgcy dziatalnoesé laczaicza [ Entity performing medical activity

1Z - Instytucja zdrowia publicznego / Health institution

OooonoorOonnd

P - podmiot, kidry uzywa wyrobdw do dziatalnodci gospodarcze] lub zawodowef / Entity that uses p1

nczyeh, i

e Riphairzybh
e

Tal Y PR P
Wyrobow-Medytzaychtrie
Kancelana Glowna

ID: 4337 6982 1069 WML_F1 1.4 ?822 -%%onaﬁP%e 113




he manufaciurer - 1

] 1.614" Kod kraiu 7 Country code 7

FR

1,015 Nazwa wybwérey (producenta), petna f Naie of the mopufaturer, Al

Nissha Medical Technologies SAS

1.016 - Mazwa wylworey (producenta), skricana / Ranie of thi manufecturer, sbbveviated | o 20

1,617 Miasto/ City.
Cergy

{4028, Kod pocztovry / Posial code -

95800

1919 Uhca, nr,-.,meet m .
23=25 BRoulevard de la Paix

1.620°" Skiytka pocztowaf PO Bor i

Osoba do kentaktu/ Contadt person’

L1 Indig § nazwisko / Fuli nhee

Arnaud Ceccheteux

1022 Telefon [ Fhane |

+33139726666

1923 E-mail
HS. Info@N:.sshaMed:.cal com

o L024; Faksf Fax

+33139726161

representat;ve

Identyf‘ kac;a aumryzawarego przedstawu:zefa"{upawazmenega przedstaw:csela) i Idenizﬁcat!c}n of the authorized :

1:026 . Kod kraju / Couitry code ™.

-Hazwa auteryzowanego przedstowiciela (Upowainionego przedstawicielz), patna 7 Hame of the' authdrized represeiitative, in full 110 1070700

1,028 .

‘Nazwa suloryzowaitego pizedstaviciela (upowainionego pracdstawiciela), skrbcona / Hame of the authorized reprasentative; abbrevisted 120

1.029 " Miasta/ City :

IR

Ked pucztouy / Postal odg 1

1031 Ulica, nej Siresmo. -

1,032

Skrytia pocziowa /PO B0k - 11

Oscha do kentakia / Contact parson -

1,033 Tmis i nazwiska / Full narm

Telefon [ Piose 7

1,038 Emiail

J|Leze

Falis / Far

O 1-..importera/...
D -..dystrybutora/ ..

importer
distributor

“1.040. Mazwa importera b dystrybulers, peiria /. Nanie(of the importer or distiibutar, n ful

EDWARDS LIFESCIENCES POLAND SP, Z 0.0,

1.041 " Hazwa importera fub dystrybutora; skrécona / Neme of the importar or distributor, sbbreviated -

1,042 " Miasto / City 0
WARSZAWA

1.043 - Kod pecztowy / Postal code.

3.044 7 Ulica, o/ Steat, o
ALEJE JERCZOLIMSKIE 94

| 045 " Skrytka pocstows / PO Box -

Osoba do kantakiu / Contact parsen’ -,

1.046 “Iniig i nazwisko / Full name 0"
Barbara Szostyk

1.847 - Telefon / Phona =
22 256 38 80

1.048 E-mail
Barbara Szostyk@edwards con

| 1.049 Falks /) Fax

22 256 38 88

10 4337 6982 1960 WHI_F1_1.4

Strona - Page




/ Identlf caﬁen of the Grgamga‘aon

F Edentvf kacga

padmmtu zestaw:a;acego system Iub zestaw zab:egowy / assembhng systemn o procedure pack

i

D

- o podmiotu sterylizujaceno wyrdb medyczny, system lub zestaw zabiegowy [ ... sterilizing medical device, system or procegdure pack

-« Swiadczenlodawey wykonujacego oceng dzialania (badanie dziatania) / ... carrying out perforrnance svaluation

- & 0

1:‘055‘- - ... laboratorium wytwarzajgce na swij uzytek wyrdb IVD / Laboratory produced in home IVD device

o
=4

- ... padmiot wykonujacy dziatalnesé lecznicza / Entity performing medical activity

b}
ol

- . IRSEYTucja zdrowia publicznego [ Health institution

DDDDDD

P - ... podmiot, ktdry uiywa wyrehdw do dziztalnosc gospodarczej lub zawodowej [ Entity that uses products for business or professional

1,051 Numei referencyiny / Referente number.: 0 h o 1.052 - Kod keaju/ Counby cods -+ -

1053 " Hazwa podmioty, petna / Neme'of the oiganiation, infull =7

1054  Hozwa podmictu, skrocoma / Neme of {he organiztion, abbrevisted

1055 Missio/ Gy - : L i R St 0| 1056 Hod pacriowy § Postal code

LO57  Ulic, ey Steet o, T T R T e 1,058 Skaytka pocitowa (PO Box

Oseba do kontali 7 Contact parsen *-

1,059 Imjeinaz'tviskojffull_na@e S REEERE ; R Vol L9 R 1,080 CTelefon £ Phote

BOGL" Eemiall .o Tl e DT e e R 082 Faks ) R

Edent\#’ kac_ia pe%nomecmka dzua}a}acego W, ﬁmemu p@dmm{u dakonugqcego zg%oszema b’ pew:ademiema
nizﬁcatlon cf the gerson actmg as pz’oxy for tl fe Grganlzatlon m kmg this notlf catmn : : .

1.063  Imig ___J_;w;;;ko'j Fqll ﬂa'me§

Barbara Szostyk

1064 Miasto /Gty =0+ T T e T e T 40065 Mod posztowy / Postal code
WARS ZAWA. 00-807

1066 Miica, i/ Street no: 1 L 4087 Slaytia pocztowa / PO Box
ALEJE JEROZOLIMSKIE 94

1068 Talaforf Phonig - 7 0n 7T T T T T s e 5060 T Faks £ Fax

22 256 38 80

s s w:}e per numbers o rc#tj

1. 0?1 'Laczi‘:a daiaczonych Za&aczmkcw nr 3 i réumber cf alt@«:hnd ferms ro 3 0
1072 Li_cz_i_:a wyro_tm_w wymicniongch wdoiaczonych zaiacmikacia ard7 Numbea of devices Tistad 1 Aliached fOrms nosd o 1

Potwierdzam, ze powy?sze informacie sa poprawne wedlug mojej najlepszej wiedzy.
1 affirm that the information given above is correct to the best of my knowledge.

Miasto / City WARSZAWA Data /[ Date

Kazwisko / Name Barbara Szostyk Podpis [ Signature

ID: 4337 6982 1969 wiil_F1_1.4 Strona-Page 3/ 3




Zalgcznik nr 4

Wykaz wyrobdéw objetych powiadomieniem
List of devices covered by this notification

Prosze wypetniad tylko pola z bialym them / Please fill in fields with a white background anly

+} 4,604 Hazvia hindlswa Vyrobu 7 Frade nama of

CABLE COMPATIBLE EDWARDS
REF:8960PBL1, 896019001, 896004001, 8960SMPNL, SUG0AXENL, B896083L1B,
B96083L1BS, B96083L1BS, B896083L2B, 856083L2BS, 896083L3B, 896083L3BS,
896083148, 896135001, S960MSPNL, 896038001, 896007011, 89650811,
89650812, 8960DS001

CABLE COMPATIBLE EDWARDS

REF: B960JTL1, B8960JLI1, B960GEPNL, 8960JSPNL, BUG0SPPNL, S8960CMLL,
8960CML1BS, 896020001, B%6016011, 896031001, B96056001, BIE507001,
8965070018, 896507L2, 896507L3, B96507L4, B960AZENL, B896600ENL,
896025001, 896020001

| CABLE COMPATIBELE EDWARDS

©| REF: B96012013, 896012L2, 896012L3, BYGOSCPNL, BIGOSCPNLS, 896079011,
‘| 8960CKPNL, B960CKL2, 8960CKL3, BOGOWBLL, 896021001, 8960210018,
B96021L2, 8996021L3, 896088011, 896080001, 8960800018, 8960800018

de‘*.ﬁjcej.l_i_{?_)__ e

Potwierdzam, ze powyZsze informacje sg poprawne wedtug mojej najlepszej wiedzy.
I affirm that the information given above is correct to the best of my knowledge.

Miaste / City WARSZAVA Data / Date @EZ-ll-BU .
¢ nces.Poland Sp.z 0,0,
Specjalista ds. 24monler pubticznych
Mazwiske / Name Barbara Szostyk Podpis / Signature /
Barbard Széstyk
Pelnemognik

1) Wyroby réznigce sle mazwq handlowa, typem, modelem, wersjg wykenania, wersig oprogramowania, rozmiaren, ksztaltem lub wymiarami moina uznac ze jeden wyrdb

| zamizdcit w jednym powiadomisniu, jezeli sz lub masa:

- jednego wytwdres,

- jednego autcryzowanego przedstawiciela, jefeli ich wytworca nie ma siedziby lub miejsca zamleszkania w paristwie czlonkowskim,

- jeden, wspdiny, krétki opis wyrobu i jego przewidziane zastosowanie,

- jedng, mozliwle najbardziej szczegdlowa nazwe rodzajowa,

- jeden kod wyrobu wedhug Globainej Nomenklatury Wyrobdw Medyczaych albo innej uznanej nomenkiatury wyrebdw medycznych,

- te samg klasyfikade albo kwalifikacie,

- wspding ocene zgodnodci wykonang z uZyciem tych samych procedur oceny zgodnosci,

- wipdiny certyfikat zgodnoscl fub wspdine cartyfikaty zgodnoscl, jeieli w ocenia ich zgodnoéci brata udzial jednostka notyfikowana,

- jeden numer referencyiny w bazie EUDAMED i jedng nazwe handiows w jezyku polskin albo jedng nazwe handlowg w jezyku angielskim,

2) Systemy lub zestawy zabiegowe o tym sarmym przeznaczeniu, zestawione przez ten sam podmiot | zawlerajgce te sarne wyroby medycane, kidre w poszczegdinych
systemach [ub zestawach zablegowych wystepuia w rénych flodciach fub réinig sle nazwg handlowa, typem, modelem, wersjg wykonania, wersjg oprogramowania,
rozmiarem, ksztaltem lub wymiarami moina uznad 2a jeden system ub zestaw zabiegowy, jeieli odpowiedajace sobie wyroby medyczne w poszczegdlnych systemach
lub zestawach zabiegowych moega by¢ uznane za jeden wyrdb zgodnie z pkt 1.

Urzad Rejestracy Progus . | .-
Wyrobdw Medyczryeh « Procus e

Kancelara Glowre

2022 -12- 02

S (Al
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Formularz dia podmiotéw / Form for organizations

A. Identyfikacja wiasciwego organu / Identification of the Competent Authority

1.001 Kod/ Code
PL/CAOL

1.002 Nazwa w jezyku miejscowym - po polsku / Name in Jocal fanguage - in Polish
Urzad Rejestracji Produktédw Leczniczych, Wyrobdw Medycznych i Produktdw Biobéjozych

1,003 Nazwa po angielsku / Name in English
The Office for Ragistration of Medicinal Products, Medical Devices and Biocidal Products

1.004 Kod kraju / Country code 1.005 Kod pocztowy | miasto / Postal code and city
PL
3.006 Ulica, nr/ Street, no. 1.007 Telsfon / Phone
+4B 22 4921100

Prosze wypeiniaé tylko pola z blalym tlem / Please fill in fields with a white background only -

B. ldentyfikacja zgloszenia lub powiadomienia / identification of notification

1.008 Data wplywu / Date of notification 1008 Numer referencyjny / Reference number

1.010 Rodzaj zgioszenia lub powiadomienia / MNotification type
1. Pierwsze dia wyrobu / First for device
[[] 2. Zmiana danych podmiotu / Change of entity details
[] 3. zmiana danych wyrobu / Change of device detalls

-1.011 W przypadku zmisny dotyczacej podmiotu proszg wskazad dane ulegajace xmianie
in case of change of entity detalis please indicate the data baing changed

1.012 Status podmiotu dokonujicego ninlejszego zgloszenia lub powiadomienia / Status of the organization making fhis notification

[0 w - wytwdrca/ Manufacturer
-3 A - autoryzowany przedstawiciel / Authorized representative
1 1 - tmporter / Importer
D - Dystrybutor / Distributor
I:I Z - Podmiot zestawiajycy system lub zestaw zablegowy / Organization assembling system or procedure pack
[l s -Podmiot sterylizujacy wyréb medyczny, system lub zestaw zablegowy / Organization sterlzif e Sl T . IOWCLESREAch,
[] o -$wiadczeniodawca wykonujacy oceng dziatania / Organization carrying out performance evalu Vyrobow Med&‘;f\"éﬁgg:g’}g;‘vfgw Biobdjczych
[0 U - Laboratorium wytwarzajace na swoj uzytek wyrSb IVD / Laboratory produced in home IVD
Nr
ID: 6041 9119 6759 | WM1_Fi_1.4 gouédc;atqc?ih‘f ot e St:ona..-..?age..-.é.:.‘l /3




C. Identyfikacja wytworcy / Identification of the manufacturer

3.013 Numer referencyjny / Reference number

1.014  Kod kraju / Country code
Us

1.015 Nazwa wytworcy, peina / Name of the manufacturer, In ful

EDWARDS LIFESCIENCES, LLC

1.016 Nazwa wylwércy, skrécona / Name of the manufacturer, abbreviated

"1.017 Miasto / City
IRVINE

1.018 Kod pocztowy / Postal code
92614

1.019 wiica, nr / Strest, no.
ONE EDWARDS WAY

1.020 Skrytka pocztowa / PO Box

Os0ba do kuntaktu / Contact person

1.021 Imie | nazwisko / Full name
MOMCHII, BLAGOEV

1.022 Telefon / Phone

1023 E-mail
MIL_BLMOEV@EDWARDB .COM

1023 Faks/ Fax

D. Identyfikacja autoryzowanego przedstawiciela / Identification of the authorized representative
1.025 Numer referencyjny / Relerence number 1,026 Kod kraju / Country code
DE

1.027 Naxwa autowmwmigo przedstawiciels, peina / Name of the authorized representative, in full

EDWARDS LIFESCIENCES SERVICES GMBH

1.028 Nazwa auteryrowsnego przedstawiciela, skrécona / HName of the authorized representalive, abbreviated

1,029 Miasto/ Cly
UNTERSCHLEISSHEIM

1.030 Kod pocztowy / Fostal code
85716

1.03% Ulica, nr/ Street, no.
EDISONSTRASSE 6

1.032 Skryths pocztowsa / PO Box

Osoba do kontaktu / Contact person
1,033 Intig | nazwisko / Full name 1.034 Telefon / Phone

KARIN FRICKE
1.035 E-mail 1.036 Faks/ Fax

EC REPREDWARDS.COM

I-..1
E. ldentyfikacja ... / Identification of the ... 1.037 Cl NIpOTDE { S
[Z] D -..dystrybutora /... distributor
1,038 Numer referencyjny / Reference number 1.039 Kod kraju / Country code
PL

1.040 Nazwa importera lub dystrybutora, peina / Name of the importer or distributor, in fult

EDWARDS LIFESCIENCES POLAND SP. 2 0.0.

1.041 Noiwa importera lub dystrybutora, skrécona / Name of the importer or distribister, abbreviated

1.042 Miasto / City
WARSZAWA

1043 Kod pocztowy / Postal code
00-807

1.044 Ulica, nr/ Sireet, no.
ALEJE JEROZOLIMSKIE 94

1.045 Skrytis pocztowa / PO Bax

Osoba do kontaktu / Contact person

1.046 1imie i nazwisko / Full name

1.047 Telefon / Phone

barbara szostyk@aedwards.com

Barbara Szostyk 22 256 38 80
1,048 E-mail 1.049 Faks/Fax
22 255 38 88

ID: 6041 9119 6759 WM1_F1_1.4
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'F. Identyfikacja ... / Identification of the organization ...

|:| Z -... podmiotu zestawiajacego system lub zestaw zabiegowy / ... assembling system or procedure pack
_ D § -... podmiotu sterylizujacego wyréb medycany, system lub zestaw zabiegowy / ... sterillzing medicat device, system or procedure pack
1,050 [:] 0 - ... Swiadczeniodawcy wykonujacego oceng dzialania / ... carrying out performance evaiuation
D L -.. laboratorium wytwarzajace na swéj uzytek wyréb IVD / Laboratory produced In home IVD device
1.051 Numer referencyjny / Reference number 1.052 Kod kraju / Country code

1.053 Nazwa podmiotu, pelna / Name of the organl2ation, In full

1.054 Nazwa podmiotu, skrécona / Name of the organization, abbreviated

1.055 Miasto / City 1.056 xo;l pocztowy / Postal code

1.057 " Ulica, nr/ Stt.eei, no. '] 1058 Skrytha pocztowa / PO Box
"Gsoba do komlztul Contacl person

1.059 Imie | nazwisko / Full name 1.000 Telefon / Phone

1.061 .E-m" . 1,062 Faks/ Fax

G. Identyfikacja peinomocnika dzialajacego w imieniu podmiotu dokonujacego zgloszenia lub powiadomienia
Identification of the person acting as proxy for the organization making this notification

Wypeinia peinomocnik ustanowiony na mocy art. 33 KPA
To be filled in by person acting a5 proxy in accordance with art, 33 of the Polish Code of Administrative Procedure

1,083 Imig i nazwisko ; Fuli name
BARBARA SZOSTYK

1.064° Miasto / Clty 1.065 Kod pocztowy  Postal code
WARSZAWA . _ 00-807

1,066 Ulica, nr f Street, no, ] 1.067 Skrytka poctowa / PO Box
ALEJE JEROZOLIMSKIE 94 :

1.068 Telefon / Phone 10689 Faks/ Fax
H, Liczba wyrobdw objetych tym zgloszeniem lub powiadomieniem / Number of devices covered by this notification

Proszg podad wiadciwe Hezby lub zere, jedil nie dolgczono danego typu formularza
Please provide proper numbers or zero If there are no attached forms of given type

1.070 Liczba dotaczonych Zatacznikdw nr 2 / Number of atlached forms no. 2 0
1,071 Liczbe dolgczonych Zalacznitéw nr 3 / Number of altached forms no. 3
1.072 Liczbs wyrobéw wymienionych w dolgtzonych Zalgezniitach nr 4/ Bumber of devices listed In attached forms no. 4 1

Potwierdzam, Ze powyzsze inforlmacje 59 poprawne wediug mojej najlepszej wiedzy.
I affirm that the information given above is correct to the best of my knowledge.

Miasto / City WARSZAWA ) Data / Date 2019-05-21

Nazwisko / Name BARBARA SZOSTYR Podpis / Signature

Pelnomocnik

ID: 6041 9119 6759 WM1_F1_1.4 : Strona-Page 3/3



o : Formularz dla podmiotéw / Form for organizations

v .
L

A. Identyfikacia wiasciwego organu / Identification of the Competent Authority

1.001 Kod/ Code
PL/CAO1

1.002 Nazwa w jezyku miejscowym - po potsku / Name in loal language - in Polish
Urzad Rejestracji Produktéw Leczniazych, Wyrobdw Medycznych i Produkidw Biobdjezych

1.003 Nazwa po angielsku / Name In English
The Office for Registration of Medicinal Products, Medical Devices and Biocidal Products

1.004 iod kraju / Country code 1.005 Kod pocztowy i miasto / Posial cods and aty
PL
1.006 Ulica, nr/ Street, no. 1.007 Telefon / Phonre
+48 22 4921100

Prosze wype!niaé tylkd pola z blatym tiem / Please fill ins fields with a white background only

B. Identyfikaca zgloszenia lub powiadomienia / Identification of notification

1 1.008 Data wplywu / Date of notification 1.009 Numer referencyjny / Reference number

1.010 Rodzaj zpleszenia lub powiadomienia / Notification type
[£]° 1. pierwsze dia wyrobu / First for device
[7] 2. zmiana danych podmiotu 7 Change of entity details
]:] 3, z:mana danych wymbu ] Change of device detalls

w ptzypadku zmlany domzacsj podmiotu proszg wskazaé dane ulegaw:e zmianiz

104 1n case of change of entity details please indicate the data being changed

1.012 Ststus podmiotuy Mujaceso nlﬂtejméo zatoszenia fub powiadomienia / Status of the'organization making this notification A
[0 w - wytwérca / Manufacturer
[0 A - autoryzowany przedstawiciel / Authorized representativa
|:| I - Importer / Importer
{71 o - Dystrybutor / Distributer
N \ 2 - Podmiot zestawiajacy system lub zestaw zablegowy / Organization assembling system of procedure pack

0 o - $wiadczeniodawea wykonujgcy eceng dzuahnla/ Organlzalmn carrying out performance evaluation

) [:I S - Podmict snerylizujqcy wyréb medyczny, system fub mtaw zabeegowy j Orgamization sterihzing medical device, systemn of procedure pack

D L- I.ahoramﬂnm wytwalzajaoe na swij uiyte!x wymb VD [ Laboral:ory produced in homg IVD devlce S »

ID: 8017 1826 0141 . ‘ ch WML_F1 14 ., B T .. Strona
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C. ldentyfikacja wytworcy / Identification of the manufacturer

1,013 Numer referencyjny / Reference number

1.014 Wod kraju / Cauntry cods
Us

:1.015 Nazwa wytwdrey, peltan / Name of the mahufacturer, in full

EDWARDS LIFESCIENCES, LLC

f;;_.gxs Nazwa wytwdrey, skrdcona / Name of the manufaciurer, abbreviated

IRVINE C S K

217 Miamo/Lhy

1.618 Kod pocztowy / Postai code
92614

1,019  Ulica, nr/ Street, no.
ONE EDWARDS WAY

1.020 Skrftlca pocztowa / PO ‘Box

Osoba do kontaktu / Contact person

i [ 1,;021 Imig i nazwisho / Full name

MOMCHIL BLAGOEV

1022 Telefon / Phone

1:.0?_? E-maill
MOMCHIL__BLAGOEV@ EDWARDS . COM

1.024 Faks/ Fax

D. Identyfikacja autoryzowanego przedstawiciela / Identification of the authorized representative

1.025 Numer referencyjny / Reference number

1.026 Kod kraju / Country code
DE

1.027 Nozwa autoryzowanego przedstawiciela, peina / Name of the autharized representative, In full

EDWARDS LIFESCIENCES SERVICES GMBH

1S

»

11,028 Nozwa gutoryaowanego przedstawiciela, skrécona / Name of the authorized representative, abbrevisted

.} 1.029 mMiasto / City
UNTERSCHLEISSHEIM

1.030 Kod pocztowy / Postal code
85716

1,031 Ulica, nr / Street, no.
EDISONSTRASSE 6

1,032 Skrytin pocztowa / PO Box

Osoba do kontaktu / Contact person

1.033 Imle | nazwisko / Full name 1.034 Telefon / Phone

KARIN FRICKE
1,035 g-mall 1.036 Fals/ Fax
: EC__REP@ EDWARDS ., COM

E, Identyfikacja ... / Identification of the ... 1037 L] 8 -seligortetalcarpoder

D -...dystrybutora / .. distributor
1.038 Numer referencyjny / Referente number 1,039 Kod kraju/ Cminuy code
EL ‘

.| 1.040 WNazwa importera lub dystrybutora, pelna / Name of the Imparter er distributor, in full

EDWARDS LIFESCIENCES POLAND SP., Z 0.0.

1.041 Nazwa importera lub dystrybutora, starocona /| Name of the importer or distributor, abbreviated

1062 Miasto / City
WARSZAWA

1.043 Kod pocatowy / Postal code
00-807

1044 Wlica, nr/ Street, no,
ALEJE JEROZOLIMSKIE 84

1.045 Sluytka pocztowa / PO Bax

Os;:ba do kontaktu / Contact person

1.046 tmle i nazwisko / Full name
Barbara Szostyk

1.047 Telafon / Phone
22 256 38 B0

1.048 E-mall

barbara_ szostykfedwards. com

1.049 Falis / Fax
22 256 38 88

. ID: 9017 1826 0141 WM1_F1 1.4
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F. Identyfikacia .../ identification of the organization ...

[:] Z - ... podmiotu zestawiajacego. system lub zestaw zablegowv/ v assembhng system 0}‘ procedure pack
; D S - ... podmiotu stervllzu]acego wyréb medyczny, system lub zestaw zablegnwy/ . sterilizing medical devlce, system or procedure pack
1.050
: [:] Q - S\madaemodawcv wylonujacego ocene dzialania / ... carrying out. performance evaluation
E] - ... laboratorium wytwarzajace na swéj uzytek wyréb IVD ; Labcratary produced in home VD device
1.051 Numer referencyiny / Reference number 1.052 Wod kraju / Country code
1.053 Nazwa podmiotu, peina / Name of the organization, In full
. [[1.054 Nazwa podmioty, skrécona | Name of the o@anlzatloﬁ, abbreviated
__1,955 Miasto 7 City 1,056 Kod pocztowy / Posial code
|. 1.057 Ulica, nr / Street, no 1.058 Skrytka pocztowa / PO Box

Osﬁba do kontaktu / Contack person

" [ 1059 Imig i nazwisko / Full name

1.060 Telafon/ Phone

1,061 5.".".'?.‘!.

.

1.062 Faks/ Fax

Wygelnia peinomocnik ustanowiony na mocy art. 33 KPA

" 8, Identyf’ ikacja pe&nomocnika dzla}ajamgo w |m|eniu podmiotu dokonujacego zgloszema lub pownadomlema
Identification of the person acting as proxy for the organization making this notification

To b filled In by persen acting as proxy In accordance with art. 33 of the Polish Codz of Administrative Procedure

| 1.063 tmig 1 nazwisko  Full name
BARBARA SZOSTYK 3 . ,

1,064 Miasto / Gly
WARSZAWA

1.065 [od pocztowy / Postal code
00-807

j_},_QGG Uilea, nr / Streat, no.
ATEJE JEROZOLIMSKIE 24

1.067 Stayths pocztowa { PO Box

1.068 Telefon 1 Phonz

1.069 Faks/ Fax

H. Liczba wyrobéw obj?tych tym zgloszeniem lub powiadomieniem / Number of devices covered by this notification

Prosz podad wiasciwe liczby lub zero, jedli nie dolaczono danago typu formularza
Please ptuvtde proper numbers or zer I there are no attached forms of given type

1.070 Liczba dolaczonych Zalgezniitbw nr 2/ Number of attached forms no. 2 0
1.071 Liczba dolaczonych Zatacznikéw nr 3 | Number of attached forms no, 3 ' 0
| 1.072 Liczba wyrobéw wymienionych w dolaczonych Zalgaxnitach nr 4 / Number of devices listed in attached forms no. 4 i

Potwierdzam, Ze powyzsze informacje.sg poprawne Wed}ug mojej na;lepsze; wnedzy
I affmn that the, information given above Is correct to the best of my knowledge.

" Miasto / City WARSZAWA ° ' Data/Date 2018-11-19.
: , o A } .
i " Edwards Lifesciences Poland Sp.z .0.
, .o ) T , - i : - Specjalista ds. za|en pubhcznych
Nazwigko/Name - BARBARA  SZOSTYK - Podpls / Signature . : A _
'. : Barbafa Szostyk _
o ' ‘ : Pelnomocnik - *
ID: 0017 1826 0141 SRR - i WMLF1_14 o Strona-Pege. 3/3



Zalacznik nr 4

Wykaz wyrobow objetych powiadomieniem
List of devices covered by this notification

Prosze wypetniaé tylko pola z blatym tiem / Please fiil in fields with a white background only

T A Identyfikacja powiadomienia / Identification of notification

4.001 Numer kolejny Zalgcznika nr 4 w obrgbie tege 4.002 Numer referencyjny Zalacznika nr 1/ Reference number of form no, 1
powiadomienia
1 Ordinal number of form no. 4 within this notitication

B. Wykaz wyrobdw / List of devices

4.003 Nr referencyjny / Ref, no 4.004 Nazwa handiowa wyrobu / Trade name af davice 1), 2)

TruWave 3 cec/60 in (150 am), REF: PX260

“TruWave 3 ce/72 in (180 cm) , REF: PX272

TruWave 3 cc/84 in (210 cm), REF: PX284

Potwierdzam, ze powyzsze informacje sq poprawne wedtug mojej najlepsiej wiedzy.
I affirm that the information given above is correct to the best of my knowledge.

Miasto / City Warszawa : Data / Date 2019-05-21

Edwards Lifescienceg Poland Sp.z 0.0.
Specjalista ds. zan@eﬁ publicznych

Nazwisko / Name Barbara Szostyk Podpis / Signature

‘Barbark Széstyk
Petnomocnik

1) Wyraby ré2nlace sig nazwg handlowa, typem, modelem, wersja wykonania, wersja oprogramowania, rozmiarem, ksztaltem lub wymilarami mo2na uznat za jeden wyréb
| zamlesci¢ w fednym powladomieniu, jeZell s3 lub majq:
- jednego wytwdrce, ’
- fednego autoryzowanego przedstawidela, jezeli [ch wytwdrca nle ma sledziby lub miejsca zamieszkania w paristwle czionkowskim,
" - jeden, wspdlny, krétki opls wyrobu | jego przewidziane zastosowanle,
- jedna, mozliwle najbardzlej szczegblowa nazwe rodzajows,
- Jeden kod wyrobu wedlug Glabalnej Nomenklatury Wyrobow Medycznych albo Innej uznanej nomenklatury wyrob6w medyeznych,
- te samq klasyfikacje albo kwalifikacje,
- wspding oceng zgodnosci wykonang z uzyciem tych samych procedur oceny zgodnodci,
- wspdiny certyfikat zgodnoscl lub wspdine certyfikaty zgodnosd, jezell w ocenle ich zgodnoddl brafa udziat jednostka notyfikowana,
- Jeden numer referencyjny w bazle EUDAMED | fedna nazwe handiowa w jezyku polskim albo jedng nazwe handlowa w jezyku anglelskim.

2) Systemy lub zestawy zablegowe o tym samym przeznaczeniu, zestawlone przez ten sam podmiot [ zawierajace te'same wyroby medyczne, ktdre w poszczegdinych
systemach lub zestawach zablegowych wystepuia w réznych llodciach lub réznlg sle nazwa handiowa, typem, modelem, wersjg wykonanla, wersjg oprogramowania,
rozmiarem, ksztaltem lub wymlaram! mozna uznac za jeden system jub zestaw zablegowy, jezell odpowladajace soble wyroby medyczne w poszczegdinych systemach
lub zestawach zablegowych moga by¢ uznane za jeden wyréb zgodnle z pkt 1.

: " 5 T
Urzad Rejestract Produktow L_ecquczx i
Wyrobqéx\jr/ M(ledycznych i Produktow Biobéjczych
Kancelaria Gtéwna

201 405~ 24

Nr
: : ling¢ zatacanil :{w ......
ID: 1972 9231 5588 . WMI1_F_1.2 Podpis hreyimujacego - |-
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KOPIA 2015-06- 15

Zalacznik nr 4

Wykaz wyrobow objetych powiadomieniem
List of devices covered by this notification

Prosze wypetniac tylko pola z biatym tlem / Please fill in fields with a white background only

A. Identyfikacja powiadomienia / Identification of notification

4.001 Numer kolejny Zatgcznika nr 4 w obrgbie tego 4.002 Numer referencyjny Zalacznika nr 1 / Reference number of form no. 1
powiadomienia
13 Ordinal number of form no. 4 within this notification

B. Wykaz wyrobow / List of devices

4,003 Nr referencyjny / Ref. no 4.004 Nazwa handlowa wyrobu / Trade name of device 1), 2)

Pressure Monitoring Set (w/Trut:I;re Disposable Pressure Tranducer)
(Model: Zalacznik nr 1)

LASS Pressure Monitoring Set (w/TruWave Disposable Pressure Transducer)
(Model: T005025M)

FloTrac Sensor (Model: MHD6xxx/MHDS8xxx)

Potwierdzam, ze powyzsze informacje sa poprawne wedtug mojej najlepszej wiedzy.
I affirm that the information given above is correct to the best of my knowledge.

Miasto / City Warszawa Data / Date 2015-06-15
i ) EDWARDS LIFESCIENC LANDSP.Z0.0.
Nazwisko / Name Malgorzata Dobrogosz Podpis / Signature OfficeSuiese

1) Wyroby rdznigce sie nazwa handlowa, typem, modelem, wersjg wykonaniz, wersjg oprogramowania, rozmiarem, ksztattem lub wymiarami mozna uznac za jeden wyrdb
i zamiesci¢ w jednym powiadomieniu, jeZeli s3 lub maja:
- jednego wytwérce,
- jednego autoryzowanego przedstawiciela, jezeli ich wytwdrca nie ma siedziby lub miejsca zamieszkania w panstwie czionkowskim,
- jeden, wspalny, krotki opis wyrcbu i jego przewidziane zastosowanie,
- jedna, mozliwie najbardziej szczegitowg nazwe rodzajowa,
- jeden kod wyrobu wedtug Globalnej Nomenklatury Wyrobdw Medycznych albo innej uznanej nomenklatury wyrobéw medycznych,
- te samg klasyfikacje albo kwalifikacje,
- wspoing ocene zgodnosci wykonang z uzyciem tych samych procedur oceny zgodnodci,
- wspdliny certyfikat zgodnodci lub wspdine certyfikaty zgodnosci, jezeli w ocenie ich zgodnoéci brata udziat jednostka notyfikowana,
- jeden numer referencyjny w bazie EUDAMED i jedng nazwe handlowa w jezyku polskim albo jedng nazwe handlowg w jezyku angielskim.
2) Systemy lub zestawy zabiegowe o tym samym przeznaczeniu, zestawione przez ten sam podmiot i zawierajace te same wyroby medyczne, ktdre w poszczegdlnych
systemach lub zestawach zabiegowych wystepujg w réznych ilosciach lub réznia sig nazwa handiowa, typem, modelem, wersja wykonania, wersjg oprogramowania,
rozmiarem, ksztattem lub wymiarami mozna uznac za jeden system lub zestaw zabiegowy, jezeli odpowiadajace sobie wyrcby medyczne w poszczegdlnych systemach

lub zestawach zabiegowych moga by¢ uznane za jeden wyréb zgodnie z pkt 1.
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KOPIA 105-06-15
Zatacznik nr 1 do Form.4 ID: 0003 1339 8031 '
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II:;_1339 gogy | Sotene: 313398031 | Codeme 313398031 | Codeno '2{:3';“25320 Code No.
Pozycjanr 1 T0O01619A Pozycjanr 1 T320162C Pozycja nr 1 T333DO0A Pozycja nr 1 T443422A
Pozycja nr 1 T001624A Pozycjanr 1 T320544A Pozycjanr 1 T333F00A Pozycjanrl T447907A
Pozycjanrl TOO1631A Pozycja nr 1 T320563A Pozycjanr 1 T334041A Pozycjanrl T450217A
Pozycjanrl | TO01633A Pozycjanrl | T320564A Pozycjanr1l | T334402A Pozycjanrl | T460061A
Pozycjanr 1 T001645A Pozycja nr 1 T320940B Pozycja nr 1 T334708C Pozycjanrl T460225D
Pozycjanr 1 T001650A Pozycja nr 1 T320941A Pozycja nr 1 T337003A Pozycjanrl T460235A
Pozycjanrl | T001657A Pozycjanr1l | T320943A Pozycjanrl | T337119B Pozycjanrl | T460237A
Pozycjanrl | TO01658A Pozycjanr 1 T320947B Pozycja nr 1 T337305B Pozycjanrl | T460249A
Pozycja nr 1 T001660A Pozycjanr 1 T321570A Pozycja nr 1 T341210A Pozycja nr 1 T460250A
Pozycjanrl | T001702A Pozycjanr 1 T321571A Pozycjanrl | T341211A Pozycjanrl | T461803B
Pozycja nr 1 T001709A Pozycja nr 1 T321572A Pozycjanr 1 T341212A Pozycjanrl | T491UO01B
Pozycja nr 1 T001712A Pozycja nr 1 T321573A Pozycja nr1 T349301B Pozycjanr 1 T491Y01B
Pozycja nr 1 T001713A Pozycjanr 1 T321575A Pozycja nr 1 T349302A Pozycja nr 1 T492011A
Pozycjanr 1 T001724A Pozycja nr 1 T322238A Pozycjanrl | T391312A Pozycjanr 1 T493Y02B
Pozycja nr 1 T001725A Pozycja nr 1 T322241A Pozycjanrl | T391313A Pozycjanrl | T494C00B
Pozycjanr1 | TO01758A Pozycjanrl T322242B Pozycjanr1 T391314A Pozycjanrl | T495009A
Pozycjanrl | TO01767A Pozycjanrl | T322244A Pozycjanr 1 T391608B Pozycja nr1 T530116B
Pozycjanrl TO01775A Pozycjanr 1 T322247A Pozycja nr 1 T395606B Pozycjanr 1 T530217B
Pozycjanr 1 TO01786A Pozycja nr 1 T322251A Pozycja nr 1 T395705A Pozycja nr 1 T530219A
Pozycja nr 1 T001789B Pozycja nr 1 T322256A Pozycja nr 1 T397704A Pozycjanrl T530310A
Pozycja nr 1 T001797B Pozycjanrl | T322515A Pozycjanrl | T397705B Pozycjanrl | T530317A
Pozycjanrl | T0O05002A Pozycjanrl | T323922D Pozycjanrl | T398105B Pozycjanrl | T531401A
Pozycjanrl | TO05004A Pozycjanrl | T323923A Pozycja nr 1 T4100012 Pozycjanrl | T531900A
Pozycja nr 1 TO05005A Pozycja nr 1 T323924C Pozycja nr 1 T4101148 Pozycjanrl T581201F
Pozycja nr 1 T005025A Pozycjanr 1 T323930D Pozycja nr 1 T410115C Pozycjanr 1 T581203B
Pozycja nr 1 T005052A Pozycjanr 1 T323931C Pozycja nr 1 T413403C Pozycjanr1 T610002A
Pozycja nr 1 TO05080A Pozycja nr 1 T323932C Pozycja nr 1 T413405A Pozycja nr 1 T001624A
Pozycjanr1 | TOO5086A Pozycjanr1 | T325202A Pozycjanrl | T413406A Pozycjanrl | T001775A
Pozycjanr 1 T005093A Pozycjanr 1 T325306B Pozycjanr1 T413642B Pozycja nr 1 T460061A
Pozycjanrl TOO5094A Pozycjanr1 T325615A Pozycjanrl T413670A Pozycjanr1 T460235A
Pozycjanr1 T100202A Pozycjanr 1 T328201A Pozycjanrl | T413675A Pozycjanr 1 T461803B
Pozycjanrl | T100209A Pozycjanrl | T328500A Pozycjanr 1 T430139A
Pozycja nr 1 T100212A Pozycjanr 1 T330639B Pozycjanrl T430142A
Pozycjanr 1 T100214A Pozycja nr 1 T330831A Pozycja nr 1 T430177B
Pozycjanr 1 T100215A Pozycja nr 1 T330918A Pozycja nr 1 T430609A
Pozycja nr 1 T270003B Pozycjanr 1 T330919A Pozycja nrl T431514C
Pozycjanrl | T270004B Pozycjanr1l | T330V11A Pozycjanrl | T432105A
Pozycjanr 1 T270900A Pozycjanr1l | T331E02A Pozycjanrl | T433201A
Pozycjanrl | T310195A Pozycjanrl | T331F06B Pozycjanrl | T433202B
Pozycjanrl | T310197A Pozycjanr1l | T331505B Pozycjanrl | T433204B
Pozycjanrl | T310682A Pozycjanr 1 T332J01A Pozycjanrl | T433801A
Pozycjanrl T310761C Pozycja nr 1 T333529A Pozycja nr 1 T433803A
Pozycjanrl T310762A Pozycja nr 1 T333709B Pozycjanr 1 T440B20B
Pozycjanr 1 T312306A Pozycja nr 1 T333710C Pozycjanrl | T440B21A
Pozycjanr 1 T320137D Pozycjanrl T333918A Pozycjanr 1 T441809C
Pozycjanrl | T320139D Pozycjanrl | T333919A Pozycja nr 1 T441101A
Pozycja nr 1 T320161B Pozycja nr 1 T333C00A Pozycjanrl T441701C
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