APPARECCHI
SCIENTIFICI

DECLARATION OF CONFORMITY TO CE MARK

THE MANUFACTURER:

KW APPARECCHI SCIENTIFICI S.R.L.

Via della Resistenza 119, 53035 Monteriggioni (SI) — ITALY
Tel. +39 0577 309144 — Fax. +39 0577 309143

e-mail: kw@kwkw.it — web: www.kwkw.it
DECLARES THAT THE MODELS:

UDI-DI: 8057506150861 SERIES: INCUBATOR MODEL: WRV 180 HPL
UDI-DI: 8057506150021 SERIES: INCUBATOR MODEL: W96RT HPL
UDI-DI: 8057506150038 SERIES: INCUBATOR MODEL: WRV700 HPL
UDI-DI: 8057506150045 SERIES: INCUBATOR MODEL: WRV1500 HPL
UDI-DI: 8057506150854 SERIES: AGITATOR MODEL: KWAP24
UDI-DI: 8057506150069 SERIES: AGITATOR MODEL: KWAP48
UDI-DI: 8057506150076 SERIES: AGITATOR MODEL: KWAP54
UDI-DI: 8057506150083 SERIES: AGITATOR MODEL: KWAP96
UDI-DI: 8057506150090 SERIES: AGITATOR MODEL: KWAP108
UDI-DI: 8057506150106 SERIES: AGITATOR MODEL: KWAP180
ARE COMPLIANT WITH THE FOLLOWING EURPEAN COMMUNITY REGULATION:

- MEDICAL DEVICES 2017/745 - 05/04/2017

Class |

QMS ISO 13485:2016

ARE COMPLIANT WITH THE FOLLOWING COMMUNITY DIRECTIVES:

- ELECTROMAGNETIC COMPATIBILITY 2014/30/UE
- LOW VOLTAGE 2014/35/UE
- MACHINERY DIRECTIVE 2006/42/CE

ARE COMPLIANT WITH THE FOLLOWING TECHNICAL STANDARDS:
- SAFETY CEI EN 61010 —1: 2010 / A1:2019
- ELECTROMAGNETIC COMPATIBILITY (

Ing. Fabiani Stefano
President and C.E.O.

Digitally signed by Levinta Alexandru
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Monteriggioni, 16/03/2023

KW Apparecchi Scientifici srl, Via della Resistenza, 119 - 53035 Monteriggioni (Siena) Italy
P.IVA 00660040528 - tel. +39 0577 309143 web: www.kwkw.it - e-mail: kw@kwkw.it - pec: kw@sienapec.it



APPARECCHI
SCIENTIFICI

DECLARATION OF CONFORMITY TO CE MARK

THE MANUFACTURER:

KW APPARECCHI SCIENTIFICI S.R.L.

Via della Resistenza 119, 53035 Monteriggioni (SI) — ITALY
Tel. +39 0577 309144 — Fax. +39 0577 309143

e-mail: kw@kwkw.it — web: www. kwkw.it

DECLARES THAT THE MODELS:
UDI-DI: 8057506150014 SERIES: Plasma and Stem Cells Thawer MODEL: WPFD 2/4
UDI-DI: 8057506150007 SERIES: Plasma and Stem Cells Thawer MODEL: WPFD 3/6

ARE COMPLIANT WITH THE FOLLOWING EURPEAN COMMUNITY REGULATION:
- MEDICAL DEVICES 2017/745 - 05/04/2017
Class |
QMS ISO 13485:2016

ARE COMPLIANT WITH THE FOLLOWING COMMUNITY DIRECTIVES:

- ELECTROMAGNETIC COMPATIBILITY 2014/30/UE
- LOW VOLTAGE 2014/35/UE
- MACHINERY DIRECTIVE 2006/42/CE

ARE COMPLIANT WITH THE FOLLOWING TECHNICAL STANDARDS:
- SAFETY CEIEN 61010 —1: 2010 / A1:2019
- ELECTROMAGNETIC COMPATIBILITY CEIEN 61326 —1: 2013

Ing. Fabiani Stefano

President and C.E.O.
L -
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Monteriggioni, 16/03/2023

KW Apparecchi Scientifici srl, Via della Resistenza, 119 - 53035 Monteriggioni (Siena) Italy
P.IVA 00660040528 - tel. +39 0577 309143 web: www.kwkw.it - e-mail: kw@kwkw.it - pec: kw@sienapec.it
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