(D HALYARD

EC DECLARATION OF CONFORMITY
The manufacturer or his authorised representative established in the Community:

Legal Manufacturer (Place of Issue):
Halyard Health, Inc.

5405 Windward Parkway

Alpharetta, Georgia (GA) 30004, USA

EU Authorized Representative:
Halyard Belgium BVBA
Leonardo Da Vincilaan 1

1930 Zaventem

Belgium

declares that the new PPE (“Category 3") described hereafter

Product Code | Product Description
44740 BASICS* White Powder-Free Nitrile Exam Gloves, XS
44741 BASICS* White Powder-Free Nitrile Exam Gloves, S
44742 BASICS* White Powder-Free Nitrile Exam Gloves, M
44743 BASICS* White Powder-Free Nitrile Exam Gloves, L
44744 BASICS* White Powder-Free Nitrile Exam Gloves, XL
44749 BASICS* Blue Powder-Free Nitrile Exam Gloves, XS
44750 BASICS* Blue Powder-Free Nitrile Exam Gloves, S
44751 BASICS* Blue Powder-Free Nitrile Exam Gloves, M
44752 BASICS* Blue Powder-Free Nitrile Exam Gloves, L o
44753 BASICS* Blue Powder-Free Nitrile Exam Gloves, XL

¢ s in conformity with the provisions of Council Directive 89/686/EEC and, where such is the
case, with the national standard transposing harmonized standard No. EN 374-1:2003 (test
method EN 374-3:2003), EN 374-2:2003, EN 388:2003, EN 420:2003+A1:2009 (for the PPE

referred to in Article 8(3));

« s identical to the PPE which is the subject of EC certificate of conformity No. CE 657761
and CE 657763 issued by BSI Kitemark Court, Davy Ave, Knowlhill, Milton Keynes, MK5
8PP, United Kingdom;

e is subject to the procedure set out in Article 11A of Directive 89/686/EEC under the
supervision of the approved body BSI Kitemark Court, Davy Ave, Knowihill, Milton Keynes,

MKS5 8PP, United Kingdom (EC Quality Control Certificate CE 650230).

Authorized Signature:

Narté: Katy Joﬁﬁso&: I/
Title:  Regulatory irs Technical Leader
Halyard Health, Inc.

Date: 31-Oct-2016
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Preklad z anglické.ho jazyka
(D HALYARD

ES PROHLASENI O SHODE
Vyrobce nebo jeho opravnény zastupce ustanoveny ve Spolecenstvi:

Zakonny vyrobce (misto vydani):
Halyard Health, Inc.

5405 Windward Parkway

Alpharetta, Georgia (GA) 30004, USA

Opravnény zastupce pro EU:
Halyard Belgium BVBA
Leonardo Da Vincilaan 1
1930 Zaventem

Belgie

prohlasuje, Zze novy nize popsany OOP (,kategorie 3%)

| Kéd vyrobku | Popis vyrobku

44740 BASICS* bilé nepudrované nitrilové vysetfovaci rukavice, XS
44741 l BASICS* bilé nepudrované nitrilové vy$etfovaci rukavice, S
742 BASICS* bilé nepudrované nitrilové vysetfovaci rukavice, M
4743 BASICS* bilé nepudrované nitrilové vysetfovaci rukavice, L
44744 BASICS* bilé nepudrované nitrilové vySetfovaci rukavice, XL
44749 BASICS* modré nepudrované nitrilové vy3etfovaci rukavice, XS
44750 BASICS* modr-é nepudrované nitrilové vySetfovaci rukavice, S
4751 BASICS* modré nepudrované nitrilové vysetfovaci rukavice, M
44752 BASICS* modré nepudrované nitrilové vy$etfovaci rukavice, L
4753 | BASICS* modré nepudrované nitrilové vy$etfovaci rukavice, XL

« je ve shodé s ustanovenimi smérnice Rady 89/686/EHS a pfipadné s vnitrostatni normou
transponujici harmonizovanou normu €. EN 374-1:2003 (zku$ebni metoda EN 374-3:20083),
EN 374-2:2003 , EN 388:2003, EN 420:2003+A1 :2009 (pro OOP, na které se odkazuje
v Clanku 8 bod (3));

« je shodny s OOP, na ktery se vztahuje ES osvédéeni o shodé ¢. CE 657761 a CE 657763
vydané organizaci BSI| Kitemark Court, Davy Ave, Knowlhill, Milton Keynes, MKS 8PP,
Spojené kralovstvi; '

« se fidi postupem stanovenym v Clanku 11, bod A, smérnice 89/686/EHS pod dohledem
schvalené osoby BSI Kitemark Court, Davy Ave, Knowlhill, Milton Keynes, MKS 8PP,
Spojené kralovstvi (ES osvédceni kontroly jakosti CE 650230) .

Podpis opravnéné osoby: Katy Johnson
Jméno: Katy Johnson
Funkce: Technicka vedouci pro regulatorni zaleZitosti
Halyard Health, Inc.
Datum: 31. fijna 2016



Tlumoénick4 doloZka

Jako tlumotnice jazyka Eeského a anglického ustanovend dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &j. Spr. 698/91 stvrzuji, Ze mnou provedeny pieklad souhlasi s textem pfipojené listiny.
Tlumotnicky tukon je zapsan v deniku pod pot. &. 35 ,:ﬁ dne f /p, 2016.

Translator’s Clause:

As a certified translator to English appointed by the decision of the Regional Court in Prague on November 15,
1991, file. No. Spr: 698/91, I hereby certify that my translation corresponds with the original attached document.
The translation is recorded in the translator’s book of records under No. on 2016.

Tlumoénice / Translator







