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Address

Chromsystems lnslruments & Chemicols GmbH

Am Hoog l2
821 66 Gröfelfing, Germony

SRN (single registrotion number) DE-MF-0000-l0089

Order No. Device Description EMDN Code

Bosic UDI-DI 425031 781 0005K

81000 LC-MS/MS Reogent Kit frloss(firomo

Free Metonephrines in plosmo
lncludins 9ó SPE Well Plotes

wol0l0¿99

8 r ooo/c LC-MS/MS Reogent Kit lUos¡(årom@

Free Metonephrines in plosmo
lncludins Somple Cleon Up Columns

wo't010499

8l 001 Mobile Phose A w01019099

8t 002 Mobile Phose B w0l0't9099

81003 Dilution Buffer w01019099

81004 lnternol Stondord Mix w0r 01050399

8l 005 Wosh Buffer I w010]9099

8100ó Wosh Buffer 2 w01019099

Slooz Elution Buffer wor 019099

81 009 Rinsing Solution w01019099

81015 Tuning Mix, Anolytes ond lnternol Stondords w0101050399

81055 Somple Cleon Up Columns
llloss(årom@ Free Metonephrines in plosmo

w01019099

81 05ó Woste Plotes
lllossffirom@ Free Metonephrines in plosmq

wol0l9099

81o57 9ó SPE Well Plote
ffloss(hrom@ Free Metonephrines in plosmo

w01019099

810s8 Collection Plotes
frlossfårom@ Free Metonephrines in plosmo

w010t 9099

8l 059 Pierceoble Adhesive Seols, for 9ó well plotes
llloss(firom@ Free Metonephrines in plosmo

w01019099

8l 100 Anolyticol Column (equilibroted, with test chromotogrom) wot 019099

81039 óPLUSI (Ð Multilevel Plosmo Cqlibrqtor Set

/tlo¡s(årom@ Free Metonephrines in plosmo
w010105030'l

0384 lllossffiecft@ Free Metonephrines Plosmo Control Level I w0l0t 050299

0385 llloss(fiecf<@ Free Metonephrines Plosmo Control Level ll wol0t 050299

038ó lUloss(åeck@ Free Metonephrines Plosmo Control Level lll wol0l 050299

Monagemenlsystem zertifizìert noch:

lS0 9001, lS0 13485 (including MDSAP)
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Device lntended Purpose

The monuol reogent test kit "lúoss(hron@ Free Metqnephrines in
plosmo" is on in vitro diognostic medicol product designed for
professionol users in clinicol loborotories to quontitotively
determine free metonephrine, free normetonephrine ond free 3-
methoxytyromine in humon plosmo somples through liquid
chromotogrophy with tondem moss spectrometry (LC-MS/MS).
The test k¡t is intended to be used for potients in whom the
plosmo levels of free metonephrine, free normetonephrine ond
free 3-methoxytyromine ore of clinicol imporÌonce, primorily os
on oid to diognosis ond monitoring of suspected
pheochromocytomo or porogongliomo.
Fudhermore, the kit is intended to be used for polients in whom
the plosmo levels o{ {ree 3-methoxytyromine, or free 3-
methoxytyromine in combinotion with free normetonephrine, ore
of clinicol importonce os on oid lo diognosis ond monitoring o{
suspected neuroblostomo.

Risk Closs C, os per EU Regulotion 201 7/746, Annex Vlll, Rule 3 (h)

GMDN Code 63892 "Mulliple biogenic omine neurotronsmitter lVD, kit, liquid
chromotogrophy/moss spectrometry (IC/MS)"

Notif¡ed Body
TUV Süd Product Service GmbH
Ridlerstroße ó5,
80339 Munich, Germonv

ldentificotion No. 0123

Conformity Assessment
Conformity ossessment bosed on o quolity monogemenl system
ond on ossessment o{ technicol documentotion - Annex lX

Declorotions

This EU declorotion of conformity is issued under the sole responsibility of the monu{octurer
The devices thot ore covered by the present declorotion ore in conformily with fie ln-Vitro
Diognostic Medicol Devices Resulotion (2017 /7 46/EU) (IVDR)

Following Common Specificotions were considered os port of determining device conformity with
the IVDR:

Not opplicoble os no Common Specificotions exist for the concerned device.

Addit¡onol informotion n/o

This EU declorotion of con{ormity is issued by

"L
ng, Aug Gröfelfing, August 1"', 2022

Dr. Rolf Fischer, PRRCMichoel Meier, Monoqi ng Director

EU declorotion of conformity volid until: July 20'6,2027 Version: 1.0


