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DECLARATION OF CONFORMITY

Manufacturer:

Authorized Representative:
Conformity Assessment Procedure:

Identification of the Notified Body:

Identification of EC-Certificate:
Identification of the device:

Classifieation of the device:

Gambro Dialysatoren GmbH
Holger-Crafoord-Stralie 26, 72379 Hechingen

( not applicable )
Annex 11 of the Medical Device Directive 93/42/EEC

British Standard Institute
Notified Body Nr. 0086

BSI Certificate Nr. 00393 7 09" December 1994
Polyflux 14 L/ Polyflux 17 L./ Polyflux 21 L.

ClassII b

These devices do not incorporate, as an integral part, a substance as referred to in above

mentioned Directive, Annex 1, Section 7.4

1dentification of a given number of
products covered by this declaration:

I. st

All products manufactured after 01™ January 1995

We, the manufacturer declare that the above devices comply with the relevant provisions of

the Council Directive 93/42/EEC

Place and date: Hechingen, 02

i

/
Name / Title: Dr. Michael H

Signature: ppa.

January, 2006 .,
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Versta is angly kalbos

GAMBRO® Renal Products Gambro Dialysatoren GmbH & Co.KG
[GAMBRO gaminiai inksty gydymui] [{monés rekvizitus Zr. originale]

ATITIKTIES DEKLARACIJA

Gamintojas: Gambro Dialysatoren GmbH & Co KG
[Imonés adresq zr. originale)

Igaliotas atstovas: (netaikoma)

Atitikimo jvertinimo procediira: Direktyvos dél medicinos prietaisy 93/42/EEC Il priedas

Notifikuotoji jstaiga: : DidZiosios Britanijos standarty institucija (BSI),
registracijos Nr. 0086

EB sertifikatas: 1994 m. gruodzio 09 d. BSI sertifikatas Nr. 00393

Prietaisas: Polyflux 14 L / Polyflux 17 L / Polyflux 21 L

Prietaisas priskirtas: IT b klasei

Sio prietaiso sudétyje néra medziagy, i$vardinty minétos Direktyvos I priedo 7.4 dalyje.

Si deklaracija taikoma Visiems gaminiams, pagamintiems véliau nei 1995 m. sausio 01
nurodytam gaminiy kiekiui: d.

Mes, gamintojai, pareiSkiame, kad minétieji prietaisai atitinka siejamas Tarybos
Direktyvos 93/42/EEB nuostatas.

Vieta ir data: Hechingen, 2006 m. sausio 2 d.
Vardas / Pareigos: Dr. Michael HEMEKE / Gamyklos direktorius
Para3as: [Parasas)

Gambro Dialysatoren GmbH & Co.KG
[Imonés rekvizitus Zr. originale]
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Ty VERTIMU BIURAS "NAUJOJI PARVATE"

A8, vertéja MARINA NALIVAIKIENE

patvirtinu, kad Sis tekstas yra teisingas ir tikaas p
Su LR BK 235 str. supazindinta.




