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Eu-Declqrqtion of Conformity
Monufocturer

Address

Chromsystems lnstruments & Chemicols GmbH

Am Hoog 12
821 66 Gröfelfing, Germony

SRN (single registrolion number) DE-MF-0000.l0089

Order No Device Description EMDN Code

Bosic UDI-DI: 425031 7 440004U

44000 HPLC Reogent Kit Porphyrins in urine wol0t 0499

44001 Mobile Phose A w010r 9099

44002 Mobile Phose B wo't019099
44003 Urine Colibrotion Stondord w0r 0r 050302

44004 lnternol Stondqrd wor 0r 050399

44005 Stobilisot¡on Reogent w010]9099
44006 Priming Solution w010r 9099

0144 Urine Control Bi-Level (l + ll) wot 0r 050207

0145 Urine Control Level I wo't0l 050207

0146 Urine Control Level ll wOl0t oso207

44100 HPLC Column (equilibroted, with test chromotogrom) wOr 01 9099

18044 Precolumn Cortridge 4/ 10 w010r 9099

Device Intended Purpose

The Chromsystems reogenl kit "Porphyrins in urine" is on in vifro
diognostic medicol device for professionol use in clinicol loborotories
for the q uonlitotive delection ol uroporphyri n, heptocorboxyporphyrin,
hexoco rboxyporp hyri n, penloco rboxyporphyri n, coproporphyri n I ond

coproporphyrin lll in humon urine somples.

Somple preporotion is corried out monuolly, ond onolyilc seporolion is
done vio high performonce liquíd chromotogrophy (HPLC).

The k¡t is intended to be used for potients in whom the urinory levels

of u roporphyri n, heptoco rboxyporphyri n, hexoco rboxyporphyri n,

peniocorboxyporphyrin, coproporphyrin I ond coproporphyrin lll ore

of cl¡nicol importonce, primorily os on oid lo diognosis of suspected

Acute I nte rmilte nd Porphyrio, Porphyrio V o riegoto, Ami nolev uli nic Acid

Dehyd ralose Deficie ncy Porphyrio, Heredito ry Coproporphyrio,
Porphyrio Cufoneo Tordo or Congenitol Erythropoietic Porphyrio

ond/or for their differentiol diognosis.
The k¡t is olso intended to be used os on oid to diognosis of /eod
poisoning in potients in whom ihe urinory levels of obove llsted

onolytes ore of clinlcol importonce ofter suspecied leod exposure (leod

itself connot be detected with th¡s kit).

Besides, the k¡t is olso intended to be used os on oid to diognosis of
the Dubin-Johnson Syndrome in potients in whom the urinory levels of
coproporphyrin I ond coproporphyrin lll ore of clinicol interesl.
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Moncgementsystem zertifi ziert noch:

150 9001, lS0 ì 3485 (includins M0SAP)



CHRONT SY ST ENTS I ÏI",""î[]^,IT,",

Risk Closs B, os per EU Regulotion 2017/746, Annex Vlll, Rule ó

GMDN Code 53539, term "Totol porphyrin (coproporphyrin/uroporphyrin) lVD,
kit, liquid Chro rophy"

Not¡f¡ed Body
TUV Süd Product Service GmbH
Ridlerstroße ó5,
80339 Munich, Germony

ldentificolion No. 0l23

Conformily Assessment
Conformity ossessment bosed on o quolity monogement system ond
on ossessment of technicol documentotion - Annex lX

Declorotions

This EU declorotion of conformity is issued under the sole responsibili! of the monufocturer
The devices thot ore covered by the preseni declorotion ore in con{ormity with the ln-Vitro
Diognoslic Medicol Devices Requlotion (2017/746/EU) (|VDR).

Following
the IVDR:

Common Specificotions were considered os port of determining device conformity with

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

Add¡t¡onol in{ormotion n/o

This EU declorotion of conformity is issued by

9, Arg Gröfelfing, August 1o, 2022
Dr. Rolf Fischer, PRRCMichoel Meier, Monoging Director

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