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Date:05/03/2019

THIS IS T() CERTIIYTHAT, ACCoRDING To THI CoUNCIL DIRTCTIVE 98/79/EC, OBELIS s.A. (O.E.A.RC,)
PERTOR,VIED ALL NOTIFICATION DTJTIES AND RËSPONSIBILITIES AS THE IUNOPEAru AUTHORIZED
RTPRESEN-IATIVE (EC REPI OT:

NAME: Btounorce. Dncsosncs INc.

AODRISS: 94 WENTWORTH ROAD, WINDSOR
NoVA ScoTTA BON 2TO
CANADA

AS STIPUIATED AND DEMANDED BYTHE AFOREMENTIONED DIRECTIVE

The Manufacturer declares that the IVD devices comply with the Directive including all essenùal requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the gBl/9/EC
Directive - article 10 requirements including the EC Declaration of Conformity confirming that his ln-Vitro Diagnostics
medical devices, as stipulated here above, are fulfilling the applicable requirements of the Euopean Council Directive
98t79/EC

The notification of the following ln-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on
lhe 1710'112019 in compliance with the European Council Directive 981/9/EC - article 10 requirements.

IT.I-VITNO DLA,GNOSTIC IvIEDICAL DEVTCES: PLE,\sI SEE ANNFX A _ [tST oF DEVICES ( 5 pe.crs,23 Dn.IcrsI

As of the 1810112019, and as long as the manufacturer will continue complying with the hereabove mentioned
requiremenls* he therefore:

- ls required to afiix the CE marking on these devices;

- Place lhese devices in the Tenitory of Belgium and the other EEA Member States (excluding territories not in alignment
with Decision 201 0l 227 IEV).
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- Ob{!t5n i:tAr(
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Mr. G. Elkayam CEO
Obe/ls sa

@)@G
Obells European Authorized Repreentative Center b a member of the European Association of
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and tSO 13435 : 2016 certified in
accordance to the profession of a European Authorized Representative.

'ard provided that the product classification will nol be reiected by the Competent Authoriùes.
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Order No.: GF 7O77-2OL9

Ref No.: GF 7485-2019

Annex A - List of Devices

Recital 29 of the Directive 9/EC on ln Vitro Medical Dev
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The LAtrol'" Abnormal Control

(REF 816A) and LAtrol* Normal

Control (REF 816N) plasmas

have been developed for use as

part of daily quality control
procedures for Lupus

Anticoagulant (LA) testi ng.

These control plasmas are

designed to be used with

ACT|CLOTo dPr" (REF 824),

DVVtesto (REF 810/825), and

DVVconfirmo (REF 815/8151).

Short doscrip,tlon end lnbnded
u3Ê

The DIMERTESTo Latex Assay is

intended for the rapid

qualltatfue or semi-q uantitative

evaluation of cireulating

derivatives of cross-linked

fibrin degradation products (XL-

FDP) in human plasma.

DVVteste is a dilute Russell's

ViperVenom Time (dRWT) test

intended for the determination

of Lupus Anticoagulants (LA) in
patient plasma. DWconfirmo

ls used to conffrm the presence

of LA in plasma which tested
positive using DWtest.

DWtest and DWconfirm are

single-step clotting tests that
may be performed using

manual, semi-automated and

automated methods.

Lupus

Anticoagulant

Abnormal Control

Plasma

Lupus

Anticoagulant

test rea8ent (2

mL)

Lupus

Anticoagulant

test reagent {5
mL)

Lupus

Anticoagulant

confirm reagent
(1mL)

Lupus

Anticoagulânt

confirm reagent

(2 mL)

Lu pus

Anticoagulant

Normal Control
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Generlc ItEt lce

Term

Cross-Linked

Fibrin

Degradation

Product (XL-FDP)

test kit

DVVconfirm'
5

DWconfirm I
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lAtrol '
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EÛ Heparin
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ADAMTSl3

Autoantibody
ELISA

-C-
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ACTIFLUORÏM

ADAMTSl3
Activity

ffi

'kit

ADAMTSl3

Autoantibo{y
EtISA test kit

ADAMTS13

Activity
fluorescence test

kit

The IMUBIND'Plasma
EUSA is an

immunosorbent the
of

is for in

diagnostic use.

by

lla

\
The IMUBINDo ADAMTS13

Autoantibody ELISA is intended

nDnurs
iûhuman assay is

I

13

assay is

d iagnostic use.

The ACTIFLUOR'u ADAMTS13

Activity assay is a fluorescence

resonance energy transfer
(FRET) assay for the

measurement of ADAMTS13 in
human plasma. The assay is for

in vitro diagnostic use.
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K
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ACTICLOT@ Protein S is a

functional clotting assay

intended for the quantitative

determination of Protein S

activity in human plasma. The

assay is for in vitro diagnostic

use.

confirmation of factor V Leiden

mutation (FV:4506) in assays

for determination

functional

The ACTICLOT. dPT* is

intended for the qualitative

determination of Lupus

Anticoagulants (LA) in human

plasma. The test may be

performed using semi-

automated and automated

coagulation analyzers. The test

use

use and

îîi;::ïiN
intended for the quantir.N
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unfractionated and low

Xa

h by

heparins in

Resistance of
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Protein S Activity

test kit
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Dilute

Prothrombin
Time test for the

Determination of
Lupus

Anticoagulants
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Unfractionated
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{LMW) Heparin

Chromogenic test
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Human U

type Plasrninogen

Activotor {uPA)
and Humail
Plasminogen

Activator
lnhibitorType.l

test kit

Von

1)

uPAand PAI-1Elu6 shold be red in
cn ufttion with intomatbn availâblefrom

clinicaland caherdÈ$6tic pr€edæs in the
maEgement of beast €rcer di*æ.2023
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CLtÈ.ltrÈl

GUTOCC.
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lêËl

Ë!o.æ to adjmrt

dfscasê

placs thc
and

in the differential
of von Willebrand's
vWF activity represents one
parameter in a muhicriterion

process.

process,

The IMUBINDo vWF Activity
EUSA is a quantitative direct

enzyme linked immunosorbent
assay (ELISA) for the detection
of von Willebrand Factor (vWF)

activity in citrated human

intended for the
tn

SA
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IVD

General

General

IVD
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56129

SPECTROLYSEo PAI-1is

intended for the quantitative

determination of Plasminogen

Activator lnhibitor Type.1 (PAl-

1) activity in human plasma.

The test is for in vitro
diagnostic use.

fibrin degradation

FDP) in human plasma.

ACTICHROME' AT lll is

-

bytn

quantitative

I

l-\

Plasminogen

Activator
lnhibitor Type-1

(PAl-l)test kit

7
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c AT lll,
activity

assay,60
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assay,45
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EO PAI-1
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