
(hromsyslems

lnslrumenh & (hemitols Gmbll

Am Hoog l2
821 66 Gröf elfing/6ernrony

Telefon: '49 B9 18930-0
Telefox: *49 89 18930.199

moilbox@chromsystems.com

www.thromsyslems.rom

Diognostics by
HPLC & rC-MS/MS

Poge I of 3

Monogemenlsyslem zertifizierl n0(h:

IS0 9001, lS0 I 3485 (inrluding l,lDSAP)

CHROIuISYSTEIqIS I

Eu-Declqrqtion of Conformity

Monufoclurer

Address

Chromsystems lnstruments & Chemicols GmbH

Am Hoog l2
821 66 Gröfelfing, Germony

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

Assoy /llossloP Drugs of Abuse Testing (lD 96096)

Order No. Device Description EMDN Code

Bosic UDI-DI : 425031 7 9 600062

96096-BK
LC-MS/MS Bosic Kit

/llossloP Drugs o{ Abuse Testing
in urine

w01010499

96096-A-BK

LC-MS/MS Bosic Kit

ilossloP Drugs of Abuse Testing
in urine
with 96 Deep Well Plotes

wor 0r 0499

96038 6PtUSl @ Multilevel Urine Colibrotor Set w0r 0r 050301

4410 /lloss(lrer*@ Drugs of Abuse Testing Urine Control Set Level I w0101050207

4420 Itloss(fierl€Drugs of Abuse Testing Urine Control Set Level ll w0101050207

4430 /llossffiecft@ Drugs of Abuse Testing Urine Control Set Level lll w0101050207

4480 ilassffied(o Drugs of Abuse Testing Urine Hydrolysis Control Set w0101050207

4490 Hydrolysis Reference wOr 01050207

96009 Rinsing Solution w010r 9099

960r r Hydrolysis Buffer 2 w01019099

9601 5 Tuning Mix 1 w0r 0r 050399

96016 Tuning Mix 2 w0101050399

96017 Tuning Mix 3 w0101050399

96019 Dilution Reogent w010r 9099

96020 Spike Solution w0101050399

96021 Mobile Phose A w01019099

96022 Mobile Phose B w0r0r 9099

96055 Precipitotion Reogent w0r 0r 9099

96054 96 Deep Well Plotes w0r 019099

96059 Pierceoble Adhesive Seols w0r 0r 9099

96061 Pierceoble Heot Seols w0r 0r 9099

961 00 Anolyticol Column w0r 019099

96446 lnternol Stondord Set w0r 0r 050399

96778 Enzyme Solution Set w0r 0r 9099



The Chromsyslems ossoy "l[ossloP Drugs of Abuse Testing" is on in-vitro diognostic
medicol device intended for professionol users in clinicol loborotories ond is used for
quonlitolive determinotion of the below listed substonces in humon urine:

Amphelomine

BDB

Bulylone

2C-B

2C-t

Cothinone

MBDB

MDA

MDEA

MDMA

MDPV

Mephedrone

Methomphelomine

Methoquolone

Melhylone

Melhylphenidole

PMA

Ritolinic Acid

Alprozolom

7-Am inoclonozepom

7-Amino{lunilrozepom

7-Aminonitrozepom

Bromozepom

Brolizolom

Chlordiozepoxide

Clobozom

Clonozepom

Demoxepom

Desolkylflurozepom

Desmelhyl{lunilrozepom

Diozepom

Estozolom

Flunilrozepom

Flurozepom

c-Hydroxyolprozolom

c-Hydroxymidozolom

c-Hydroxylriozolom

3-Hydroxybromozepom

Lorozepom

Lormelozepom

Medozepom

Midozolom

Nitrozepom

Norclobozom

Nordiozepom

Oxozepom

Prozepom

Temozepom

Triozolom

Gobopenlin

Pregobolin

Promethozine

Queliopine

Benzoylecgonine

Cocoethylene

Cocoine

Norcocoine

I I -Nor-9-corboxy-^9-THC

Acelylcodeine

Buprenorphine

Codeine

Dihydrocodeine

EDDP

Fenlonyl

Hydrocodone

Hydromorphone

Meconin

Meperidine

Melhodone

6-Monoocelylmorphine

Morphine

Noloxone

Noltrexone

Norbuprenorphine

Norcodeine

Norfenionyl

Normeperidine

Nortopentodol

Nortilidine

O-Desmethyhromodol

Oxycodone

Orymorphone

Popoverine

Proporyphene

Sufenlonil

Topenlodol

Theboine

Tilidine

Tromodol

Zoleplon

Zolpidem

Zopiclone

Ketomine

LSD

Mescoline

Norkelomine

2-Oxo-3-hydroxy-LSD

PCP

Alloborbitol

Amoborbitol

Borbitol

Butolbitol

Hexoborbitol

Pentoborbilol

Phenoborbitol

Secbutoborbitol

Secoborbitol

Thiopenlol

Device
lntended
Purpose

somple preporolion is corried out monuolly, ond onolytic seporotion is done vio liquid
chromologrophy with tondem moss spectrometry (LC-MS/MS).

The ossoy is intended os o test to screen for recent illicit drug obuse or intentionol or
inodvertent ingestion of prescription medicotion(s) os port of replocemenl lheropy for
opioid oddiction, ond/or os o confirmotory test to monitor potient's complionce wilh
treotment replocement or obstention os port o{ o rehobilitotion progromme.

Risk Closs B, os per EU Regulotio n 2017 /7 46, Annex Vlll, Ru le 6
GMDN
Code

55458 "Multiple drugs of obuse lVD, kit, liquid chromotogrophy"

Notified
Body

BSI Group The Netherlonds B.V.
Soy Building, John M. Keynesplein 9 1066
EP Amsterdom
The Nelherlonds

ldentificotion No. 2797

Conformity
Assessmenl

Conformity ossessmenl bose d on o quolity monogemenl syslem ond on
ossessment of technicol documentolion - Annex lX Chopters I ond lll

Certificotes
issued

EU Quolity monogement System Certificote (IVDR)
IVDR 838647

(hromsyslems

lnslruments & Chemi(ok GmbH

Am Hooo l2
82166 Gröfelfing/Germony

Telefon: *{9 B9 18930-0

Telefox: *49 89 18930.199

moilbox@chromsystems.com

ww.chromsystems.tom

Diognostics by
HPrC & LC.MS/MS

Poge 2 of 3

Monogementsystem zertiff ziert noch:

lS0 9001, lS0 13485 (intludins MDSAP)

CHROIl/ISYSTEII/IS



Declorotions

This EU declorolion of conformity is issued under the sole responsibility of lhe monufodurer
The devices thot ore covered by lhe present declorotion ore in conformily with the ln-Vitro
Diosnostic Medicol Devices Requlolion (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.

Additionol
informotion

n/o

This EU decloroüon of conformity is issued by

4--
Gröfelfing, Septem sth, 2026 Gröfelfing, September 15'h, 2026

Dr. Rolf Fischer, PRRC

I

Michoel Meier, Monoqinq Director

EU declorotion of conformity volid until: September I4'h, 203l Version: L I
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