EC DECLARATION OF CONFORMITY
According to Annex 1.3 of MDD 93/42/EEC

TF#104 01 March 2013
GMDN 35876

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
everStick®COMBI

to which this declaration relates is in conformity with the following standards or

other normative documents :

APPLICABLE STANDARDS

150 8001:2008 Quality management systems. Requirements
150134856:2003 Medical Devices — Quality management systems —
Requirements for regulatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

everStick’COMBI is Class lla according to rule 5 of annex 1X of the Council
Directive. '

Notified Body: British Standards Institution (NB 0086).

Head Regulatory Department
On behalf of GC EUROPE N.V.

GC Eurgpe Head Office
Interleuveniaan 33
B-3001 Leuven




EC DECLARATION OF CONFORMITY
According to Annex 11.3 of MDD 93/42/EEC

TF#103 01 March 2013
GMDN 35876

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
everStick® INTRO

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS
1SO 9001:2008 Quality management systems. Requirements
1S013485:2003 Medical Devices — Quality management systems —

Requirements for regulatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

everStick® INTRO is Class lla according to rule 5 of annex IX of the Council
Directive.

Notified Body: British Standards Institution (NB 0086).

Leuven, 439‘(/&046

Date G. Blumental
Head Regulatory Department
On behalf of GC EUROPE N.V.

GC Europe Head Office
Interleuvenlaan 33
B-3001 Leuven




EC DECLARATION OF CONFORMITY
According to Annex Il.3 of MDD 93/42/EEC

TF#102 01 March 2013
GMDN 35876

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
everStick®STARTER KIT

to which this declaration relates is in conformity with the following standards or

other normative documents :

APPLICABLE STANDARDS

1SO 8001:2008 Quality management systems. Requirements
1ISO13485:2003 Medical Devices — Quality management systems —
Requirements for regulatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

everStick®STARTER KIT is Class lla according to rule 5 of annex IX of the
Council Directive.

Notified Body: British Standards Institution (NB 0086).

Leuven, ... A2/ 04 [ 2045
Date

Head Regulatory Department
On behalf of GC EUROPE N.V.

GC Europe Head Office
Interleuveniaan 33
B-3001 Leuven




EC DECLARATION OF CONFORMITY
According to Annex 1.3 of MDD 93/42/EEC

TF#95 01 March 2013
GMDN 35875

GC EUROPE N.V.
Research Park

“Interleuvenliaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product ;

StickRESIN

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS
iSO 9001:2008 Quality management systems. Reguirements
1S013485:2003 Medical Devices — Quality management systems —

Requirements for regulatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

StickRESIN is Class lla according to rule 5 of annex IX of the Council Directive.

Notified Body: British Standards Institution (NB 00886).

Leuven, ..... (ZZI% ({/504‘( 3.

G. Blumental
Head Regulatory Department
On behaif of GC EUROPE N.V.

GC Europe Head Office
Interteuveniaan 33
B-3001 Leuven




EC DECLARATION OF CONFORMITY
According to Annex 1.3 of MDD 93/42/EEC

TF#94 01 March 2013
GMDN 44786

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :

StickNET

~to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS
EN ISO 9001:2008 Quality management systems. Requirements
1ISO13485:2003 Medical Devices — Quality management systems —

Requirements for regulatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

StickNET is Class [la according to rule 5 of annex IX of the Council Directive.

Notified Body: British Standards Institution (NB 0086).

Leuven, /[Z{O((/@O’f}

Date . Blumental
Head Regulatory Department
On behaif of GC EUROPE N.V.

GC Europe Head Office
Interleuvenlaan 33
B-3001 Leuven




EC DECLARATION OF CONFORMITY
According to Annex 1.3 of MDD 93/42/EEC

TF#93 01 March 2013
GMDN 44786

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
Stick

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS _
EN I1SC 9001:2008 Quality management systems. Requirements
1S013485:2003 Medical Devices — Quality management systems —

Requirements for regulatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

Stick is Class lla according to rule 5 of annex IX of the Council Directive.

Notified Body: British Standards Institution (NB 0086).

Leuven, .. 43[0‘[é20 A%,
Dat G, Bilumental -
Head Regulatory Department

On behalf of GC EUROPE N.V.

GC Eurcpe Head Office
Interleuveniaan 33
8-3001 Leuven




EC DECLARATION OF CONFORMITY
According to Annex 11.3 of MDD 93/42/EEC

TF#92 01 March 2013
GMDN 35868

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :

everStick® POST INTRO

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS
ISC 8001:2008 Quality management systems. Requirements
15013485:2003 Medical Devices — Quality management systems —

Requirements for regulatory purposes

and meets the provisioné of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

everStick®POST INTRO is Class lla according to rule 5 of annex IX of the
Coungcil Directive.

Notified Body: British Standards Institution (NB 0086).

Date | G. Blumental
Head Regulatory Department
On behalf of GC EUROPE N.V.

Leuven, 4&/09 2045

GC Europe Head Office
Interleuventaan 33
B-3001 Leuven




EC DECLARATION OF CONFORMITY
According o Annex 1.3 of MDD 93/42/EEC

TF#91 01 March 2013
GMDN 44786

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
everStick® NET

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS
1SO 9001:2008 Quality management systems. Requirements
1S013485:2003 Medical Devices — Quality management systerns —

Requirements for regulatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

everStick® NET is Class Ha according to rule 5 of annex IX of the Council
Directive.

Notified Body: British Standards Institution (NB 00886).

Leuven, /1.7//05(/?/945 A AR A

Date G. Blumental
Head Regulatory Department
On behalf of GC EUROPE N.V.

GC Europe Head Office
Interieuvenlaan 33
B-3001 Leuven




EC DECLARATION OF CONFORMITY
According to Annex 11.3 of MDD 93/42/EEC

TF#90 & 92 01 March 2013
GMDN 44786

GC EUROPE N.V.
Research Park
Interleuveniaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
everStick® POST

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS
18O 9001:2008 Quality management systems. Requirements
18013485:2003 Medical Devices — Quality management systems —

Requirements for regulatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

everStick® POST is Class lla according to rule 5 of annex IX of the Council
Directive.

Notified Body: British Standards Institution (NB 0086).

Leuven, ’ZZ,/OQ/?‘Q S L4

Date G.Blumental
Head Regulatory Department
On behalf of GC EUROPE N.V.

GC Europe Head Office
Interleuvenlaan 33
B-3001 Leuven

\
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EC DECLARATION OF CONFORMITY
According to Annex ll.3 of MDD 93/42/EEC

TF#89 01 March 2013
GMDN 44786

GC EUROPE N.V.
Research Park
Interleuveniaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
everStick® PERIO

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABL.E STANDARDS
SO 8001:2008 Quality management systems. Requirements
1S013485:2003 Medical Devices — Quality management systems —

Requirements for regulatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

everStick® PERIO is Class lla according to rule 5 of annex IX of the Council
Directive. :

Notified Body: British Standards Institution (NB 0086).

Leuven, 43/0(( 2044, M
Date

............................

G. Blumental
Head Regulatory Department
On behalf of GC EUROPE N.V.

GC Europe Head Office
Interleuvenlaan 33
B-3001 Leuven




EC DECLARATION OF CONFORMITY
According to Annex I1.3 of MDD 93/42/EEC

TF#88 01 March 2013
. GMDN 44786

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
everStick® ORTHO

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS
EN IS0 9001:2008 "~ Quality management systems. Requirements
15013485:2003 Medical Devices ~ Quality management systems —

Requirements for regulatory purposes

and meets the provisions of Council Directive 83/42/EEC concerning Medical
‘Devices which apply to it, and is manufactured in accordance with the technical
documentation. '

everStick® ORTHO is Class lla according to rule 5 of annex IX of the Council
Directive.

Notified Body: British Standards Institution (NB 0086).

Date G. Blumental
Head Regulatory Department
On behalf of GC EUROPE NV,

Leuven, /{ZJOLI/ 2045

GC Europe Head Office
Interleuventaan 33
B-3001 Leuven




EC DECLARATION OF CONFORMITY
According to Annex 1.3 of MDD 93/42/EEC

TF#87 01 March 2013
GMDN 44786

GC EUROPE N.V.
Research Park
Interleuventaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
everStick® C&B

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS

150 9001:2008 Quality managament systems. Requirements
15013485:2003 Medical Devices — Quality management systems —
Requirements for regutatory purposes

and meets the provisions of Council Directive 93/42/EEC concerning Medical
Devices which apply to it, and is manufactured in accordance with the technical
documentation.

everStick® C&B is Class lla according to rule 5 of annex IX of the Council
Directive.

Notified Body: British Standards I[nstitution (NB 00886).

Leuven, 42[&([30’/@ AP A
Date G. Blumental
Head Regulatory Department
On behalf of GC EUROPE N.V.

GC Europe Head Office
Interfeuvenlaan 33
B-3001 Leuven




