Declaration of Conformity

PRODUCT IDENTIFICATION

Product name

Model/number

PolyMem Non-Adhesive Dressings

REF 5022; REF 5033; REF 5044; REF 5055
REF 5077, REF 5124; REF 5244; REF 5824

PolyMem Adhesive Film Dressings

REF 203; REF 0230; REF 405; REF 606

REF 3412

PolyMem Cloth-Backed Adhesive Dressings

REF 7203; REF 7405; REF 7606; REF 7031
REF 7042; REF 7048; REF 7412

PolyMem MAX

REF 5035; REF 5045; REF 5050; REF 5088

Shapes by PolyMem

REF 3709; REF 8086; REF 8053; REF 8023

PolyMem Tube Dressings

REF 5335; REF 5333

PolyMem WIC Cavity Fillers

REF 5712, REF 5731; REF 5733; REF 5750

REF 5788

PolyMem Finger/Toe Dressings

REF 4401; REF 4402; REF 4403; REF 4404

REF 4405

PolyMem Surgical Dressings

REF 0481; REF 0511; REF 0512

OptiMem by PolyMem Non-Adhesive Dressings

REF 0707; REF 1010; REF 1719

PolyMem Sample Packs

REF 3000

MANUFACTURER

Name of company Address

Management Representative

Ferris Mfg. Corp.
Fort Worth, TX 76106
U.S.A.

5133 Northeast Parkway

Paul Kay

AUTHORIZED REPRESENTATIVE
Name of company Address

Telephone/email

Emergo Europe Prinsessegracht 20
2514 AP The Hague
The Netherlands

+31.70.345.8570 - phone
+31.70.346.7299 - fax
service@emergogroup.com

REGISTRATION INFORMATION
Notified Body and ID #

Date CE Marking first applied

TUV Rheinland LGA Products GmbH
Tillystrale 2

90431 Nlrnberg

Germany

ID# 0197

02/10/1997

Original Certificate Issued 02/10/1997
CE Marking first Applied to PolyMem:

CONFORMITY ASSESSMENT
Device classification

Route to compliance

Class IIb
Rule 4

Annex Il (excluding Section 4) of MDD 93/42/EEC

Ferris Mfg. Corp. declares that the above mentioned products meet the provision of the MDD 93/42/EEC

for Medical Devices. This Declaration of Conformity is valid in conjunction with th

Release Form for the lot.

COMPANY REPRESENTATIVE: Paul Kay

TITLE: Quality System Management Representative

SIGNATURE:\, (A,M(/’_.}é\

DATE: O\ | -\\u A

ISEUED

JUN 2.0 2017
(§OOCUMEN CUNTROL |

D.O.C.-1 REV-20
CR#17:322



Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
PolyMem Non-Adhesive Silver Dressing REF 1022; REF 1044; REF 1047;
(Various Sizes) REF 1077; REF 1124; REF 1244;
REF 1824
PolyMem Cloth-Backed Adhesive Silver Dressing | REF 1766
PolyMem MAX Silver by PolyMem REF 1088; REF 1045
Shapes Silver by PolyMem REF 1709; REF 1886; REF 1853;
REF 1823
PolyMem WIC Silver Cavity Filler REF 1331; REF 1333; REF 1788
PolyMem WIC Silver Rope REF 1814
PolyMem Silver Finger/Toe Dressings REF 1401; REF 1402; REF 1403;
REF 1404; REF 1405
PolyMem Silver Surgical Dressings REF 1511; REF 1512
Name of company Address Representative
Ferris Mfg. Corp. 5133 Northeast Parkway Paul Kay
Fort Worth, TX 76106
U.S.A.
Name of company Address Telephone/email
Emergo Europe Prinsessegracht 20 +31.70.345.8570 - phone
2514 AP The Hague +31.70.346.7299 - fax
The Netherlands service@emergogroup.com
Notified Body and ID # Date CE Marking first applied
TUV Rheinland LGA Products GmbH S i (ese
TillystralRe 2 o .
.. CE Marking first Applied to
90431 Nurnberg PolyMem Silver : 2004
Germany '
ID# 0197
ONFOR A
Device classification | Route to compliance
Class lIb Annex |l (excluding Section 4) of MDD 93/42/EEC
Rule 4

Ferris Mfg. Corp. declares that the above mentioned products meet the provision of the MDD

93/42/EEC for Medical Devices. This Declaration of Conformity is valid in conjuncti'SI’I’WIm'iTE,
applicable Product Release Form for the lot. “wh QAMNIEN

COMPANY REPRESENTATIVE: Paul Kay JUN 20 72017
TITLE: Quality System Management Representative L N
DOCUVENT CUNTROL

"y

SIGNATUR .\\f-t./-(i X?xb, DATE: Dol Juwe \‘?

D.0.C.-2, REV-14

~3 4 -
CR# 17 327



Declaration of Conformity

PRODUCT IDENTIFICATION

Product name

Model/number

Nursicare by PonMem®
Sterile Breast Pad

REF 400

available as

REF 400-AR; REF 400-BN; REF 400-BR; REF 400-CA; REF 400-CH;
REF 400-DE; REF 400-EN; REF 400-ES; REF 400-FI; REF 400-IL;
REF 400-NO; REF 400-TW; REF 400-US; REF 400S

MANUFACTURER
Name of company

Address

Management Representative

Ferris Mfg. Corp.

5133 Northeast Pa
Fort Worth, TX 761
U.S.A.

rkway Paul Kay
06

Name of company

AUTHORIZED REPRESENTATIVE

Emergo Europe

The Netherlands

Address Telephone/email
Prinsessegracht 20 +31.70.345.8570 - phone
2514 AP The Hague +31.70.346.7299 - fax

service@emergogroup.com

Notified Body and ID #

REGISTRATION INFORMATION

Date CE Marking first applied

TillystralBe 2
90431 Nurnberg

Germany
ID# 0197

TUV Rheinland LGA Products GmbH

Original Certificate Issued
02/10/1997

CE Marking first Applied to
Nursicare: April 15, 2013

Device classification

CONFORMITY ASSESSMENT

Route

to compliance

Class | (s)
Rule 4 (sterile)

Annex

Il (excluding Section 4) of MDD 93/42/EEC

Ferris Mfg. Corp. declares that the above mentioned products meet the provision of the
MDD 93/42/EEC for Medical Devices. This Declaration of Conformity is valid in
conjunction with the applicable Product Release Form for the lot.

COMPANY REPRESENTATIVE: Paul Kay
TITLE: Quality System Management Representative

— )
SIGNATURI[EX(( Q#&)\dab

DATE: 2017 ..o |9

DOC

ISSiten

JUN 20 72n17
UV T G nDL

D.0.C.-3 REV-6
CR# 17328



PRODUCT IDENTIFICATION

Product name

Declaration of Conformity

Model/number

SportsWrap™
(With Fabric OverWrap)

REF 9316 ; REF 9424; REF 9524

SportsWrap™ Roll

REF 9336; REF 9536, REF 9548

SportsWrap™ ST Roll

REF 9120

Name of company

MANUFACTURER

Address Management Representative

Ferris Mfg. Corp.

5133 Northeast Parkway Paul Kay
Fort Worth, TX 76106
U.S.A.

AUTHORIZED REPRESENTATIVE

Name of company Address Telephone/email

Emergo Europe Prinsessegracht 20 +31.70.345.8570 - phone
2514 AP The Hague +31.70.346.7299 - fax
The Netherlands service@emergogroup.com

Notified Body and ID #

REGISTRATION INFORMATION

Date CE Marking first applied

N/A
Self Declaration

Original Certificate Issued 02/10/1997
CE Marking first Applied to SportsWrap: April 2007

Device classification

CONFORMITY ASSESSMENT

Route to compliance

Class |
Rule 1

Annex VII of MDD 93/42/EEC

Ferris Mfg. Corp. declares that the above mentioned products meet the provision of the
MDD 93/42/EEC for Medical Devices. This Declaration of Conformity is valid in
conjunction with the applicable Product Release Form for the lot.

COMPANY REPRESENTATIVE: Paul Kay
TITLE: Quality System Management Representative

;
SIGNATURE:\izm__( '

\) DATE: 2O (7 Joue 19

|SR1I=D

JUN 20 2017
DOCUWNIEIN T LUNTROL




