greiner

CE Preklad z anglického jazyka e

ES Prohlaseni o shodé
Shoda se SMERNICI 98/79/ES EVROPSKEHO PARLAMENTU A

RADY ze dne 27. fijna 1998 o diagnostickych zdravotnickych prostiedcich in vitro

Vyrobce: Greiner Bio-One GmbH
Bad Haller Strasse 32
4550 Kremsmuinster

Rakousko
Misto Greiner Bio-One GmbH
vyroby: Bad Haller Strasse 32
4550 Kremsmunster
Rakousko
Vyrobek / VACUETTE® URINE TUBES (No Additive)
Vyrobkova skup.: (podrobné informace najdete na str. 2 - 3)

Jiny prostfedek (v8echny prostfedky kromé Piilohy Il a kromé

Klasifikace: sebetestovacich prostredkil)

GMDN kédly: 58158

Timto prohlasujeme vyhradné na vlastni odpovédnost, Ze vySe uvedené vyrobky spliuji ustanoveni
vy$e uvedené Smérnice ES Rady a pfislu$né normy. Veskera podplrna dokumentace je uchovavana
vyrobcem v jeho prostorach.

Postup posouzeni shody podle Pfilohy Il smérnice 98/79/ES Evropského parlamentu a Rady o
diagnostickych zdravotnickych prostfedcich in vitro.

Normy:
Viz seznam pfislusnych (harmonizovanych) norem v technické dokumentaci.

Podpis: neditelné
Georg Sambs
Reditel kvality GBO AT

Kremsmiunster, 14.07.2023
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B810-ONE

EC Declaration of Conformity
Conformity to DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 27 October 1998 on in vitro diagnostic medical devices

Manufacturer: Greiner Bio-One GmbH
Bad Haller Strafe 32
4550 Kremsmtunster

Austria
Production Greiner Bio-One GmbH
Location: Bad Haller Stralle 32
4550 Kremsmunster
Austria
Product / VACUETTE® URINE TUBES (No Additive)
Product Group: (for details please refer to page 2-3)
Classification: Other device (all devices except Annex Il and except self-testing devices)

GMDN Code(s): 58158

We herewith declare under our sole responsibility that the above mentioned products meet the
provisions of the above EC Council Directive and the applicable standards. All supporting
documentations are retained under the premises of the manufacturer.

Conformity Assessment procedure acc. to Annex lll of the Directive 98/79/EC of the European
Parliament and of the Council on in vitro diagnostic medical devices.

Standards:
Refer to the List of applicable (harmonized) standards in the Technical Documentation.

Kremsmiinster, 14.07.2023 Signature: oy
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g BIO-ONE
PRODUCT GROUP Product name - detailed product description e
numbers

VACUETTE® URINE VACUETTE® TUBE 3 ml Z Urine No Additive 454141
No Additive TUBES 13x75 yellow cap-yellow ring, Round Base, PREMIUM

VACUETTE® URINE VACUETTE® TUBE 4 ml Z Urine No Additive 454419
No Additive TUBES 13x75 black cap-black ring, Round Base, transparent label, non-ridged
VACUETTE® URINE VACUETTE® TUBE 10 ml Z Urine No Additive 455007
No Additive TUBES 16x100 yellow cap-yellow ring, Round Base, non-ridged

VACUETTE® URINE VACUETTE® TUBE 9 mi Z Urine No Additive 455028
No Additive TUBES 16x100 yellow cap-yellow ring, Conical Base, non-ridged

VACUETTE® URINE VACUETTE® TUBE 9 ml Z Urine No Additive 455209
No Additive TUBES 16x100 white cap-black ring, Conical Base, non-ridged

VACUETTE® URINE VACUETTE® TUBE 10 ml Z Urine No Additive 455210
No Additive TUBES 16x100 yellow cap-red ring, Round Base, non-ridged

VACUETTE® URINE VACUETTE® TUBE 8 ml Z Urine No Additive 455295
No Additive TUBES 16x100 yellow cap-black ring, Round Base, non-ridged

VACUETTE® URINE VACUETTE® TUBE 7 ml Z Urine No Additive 455027
No Additive TUBES 16x100 yellow cap-yellow ring, Round Base, non-ridged

VACUETTE® URINE VACUETTE® TUBE 6 ml Z Urine No Additive 456007
No Additive TUBES 13x100 yellow cap-yellow ring, Round Base, PREMIUM

VACUETTE® URINE VACUETTE® TUBE 6 ml Z Urine No Additive 456065
No Additive TUBES 13x100 yellow cap-yellow ring, Round Base, non-ridged

VACUETTE® URINE VACUETTE® TUBE 6 ml Z Urine No Additive 456707
No Additive TUBES 13x100 yellow cap-yellow ring, Round Base, PREMIUM

VACUETTE® URINE VACUETTE® TUBE 6 ml Z Urine No Additive 476081
No Additive TUBES | 13x100 yellow cap-yellow ring, transparent label, Round Base, PREMIUM
VACUETTE® URINE VACUETTE® TUBE 9 ml Z Urine No Additive 485001
No Additive TUBES | 16x100 white cap-red ring, KOH barcode label, Round Base, non-ridged
VACUETTE® URINE VACUETTE® TUBE 9 ml Z Urine No Additive 485002
No Additive TUBES |16x100 red cap-red ring, red KOH barcode label, Round Base, non-ridged

VACUETTE® TUBE 10 ml Z Urine No Additive
VACUETTE® URINE .
No Additive TUBES 16x100 yellow cap-yellow ring, Rc?und Base, ISLAB barcode label, non- 485007
ridged
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C € g 810 ONE
PRODUCT GROUP Product name - detailed product description UL
numbers
VACUETTE® TUBE 10 ml Z Urine No Additive
VACUETTE® URINE f
No Additive TUBES 16x100 yellow cap-yellow ring, Rognd Base, ISLAB barcode label M, non-| 485007M
ridged
VACUETTE® TUBE 9 ml Z Urine No Additive
VACUETTE® URINE | 16x100 royal blue cap-red ring, blue KOH barcode label, Round Base, 485008
No Additive TUBES non-
ridged
VACUETTE® URINE VACUETTE® TUBE 9 ml Z Urine No Additive 485028
No Additive TUBES |16x100 yellow cap-red ring, KOH barcode label, Conical Base, non-ridged
VACUETTE® TUBE 9 ml Z Urine No Additive
VACUETTE® URINE . )
No Additive TUBES 16x100 yellow cap-yellow ring, Q-barcode label, Conical Base, non- 485507
ridged
VACUETTE® TUBE 10 ml Z Urine No Additive
VACUETTE® URINE 8
No Additive TUBES 16x100 yellow cap-yellow ring, Bound Base, G-barcode label, non- 485510
ridged
VACUETTE® URINE VACUETTE® TUBE 7 ml Z Urine No Additive 485523
No Additive TUBES | 16x100 yellow cap-yellow ring, Round Base, G-barcode label, non-ridged
VACUETTE® URINE VACUETTE® TUBE 6 ml Z Urine No Additive 486027
No Additive TUBES | 13x100 yellow cap-yellow ring, Round Base, G-barcode label, PREMIUM
VACUETTE® TUBE 10 ml Z Urine No Additive
VACUETTE® URINE . .
No Additive TUBES 16x100 yellow cap-yellow ring, Rpund Base, G-Bi-Barcode label, non- 495007
ridged
VACUETTE® TUBE 9 ml Z Urine No Additive
VACUETTE® URINE h .
No Additive TUBES 16x100 yellow cap-yellow ring, G‘—bl-barcode label, Conical Base, non- 495028
ridged
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