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HAVING REGARD to Directive 93/42/EEC concerning medical devices;

HAVING REGARD to the Legislative Decree n. 46/97 and its following amendments
implementing Directive 93/42 EEC;

HAVING REGARD to the request ref. 34616-A-19/06/2018, submitted by the Company
KW Apparecchi Scientifici S.r.l, located in Via della Resistenza 119, 53035
Monteriggioni — localita Badesse (SI), Italy, VAT No. 00660040528;

WHEREAS the Company paid the fees required by Ministerial Decree August 7", 2012;
HAVING REGARD TO the official deeds;

IT IS ATTESTED

that according to Directive 93/42 EEC, the Company KW Apparecchi Scientifici S.r.1.,
located in Via della Resistenza 119, 53035 Monteriggioni — localita Badesse (SI), Italy, is
the manufacturer and has marked CE as medical devices, the following products:

BLOOD BANK REFRIGERATORS

SERIES: K-Lab BBR

K-Lab BBRI180V, K-Lab BBRI80C, K-Lab BBR400V, K-Lab BBR400C, K-Lab
BBR700V, K-Lab BBR700C, K-Lab BBR1500V, K-Lab BBR1500C, K-Lab BBR180VX,
K-Lab BBR180CX, K-Lab BBR400CX, K-Lab BBR400VX, K-Lab BBR700CX, K-Lab
BBR700VX., K-Lab BBR1500CX, K-Lab BBR1500VX

BLOOD BANK REFRIGERATORS MEDICAL PROJECT
SERIES: KBBR-KBPR

KBBR 180V AC, KBBR 180C AC, KBPR 180V AC, KBPR 180C AC, KBBR 400V AC,
KBBR 400C AC, KBPR 400V AC, KBPR 400C AC, KBBR 600V AC, KBBR 600C AC,
KBPR 600V AC, KBPR 600C AC

PLASMA FREEZER (FAST FREEZING)
SERIES: KPFF
KPFF 24B, KPFF 48B



FREEZER
SERIES: FREEZELAB

KFE600, KFS600, KFDES20, K220V, KFS600S, KFS600S 2D, KBPF600 PP, KBPF600
PP 2D, KFCE460, K460C

FREEZER
SERIES: Premium Line PL-PLL

K56PL, K57PL, K58PL, K60PL, K62PL, K64PL, K66PL, K568PL, K58 PL/2D, K60
PL/2D, K62 PL/2D, K66 PL/2D, K4056PLL, K4057PLL, K4058PLL, K4060PLL,
K4062PLL, K4064PLL, K4066PLL, K40568PLL, K4058 PL/2D, K4060 PL/2D, K4062
PL/2D, K4066 PL/2D, K52PL, K52EPL, K54PL, K54EPL, K55PL, K55EPL, K4052PLL,
K4052EPLL, K4054PLL, K4054EPLL, K4055PLL, K4055EPLL, KUB75PL,
KUB4075PLL

PLASMA STORAGE FREEZER
SERIES: HPL; HPLL

KUB75HPL, KUB4075HPLL, K56HPL, KS57HPL, KS58HPL, K60HPL, K62HPL,
K64HPL, K66HPL, K568HPL, K58 HPL/2D, K60 HPL/2D, K62 HPL/2D, K66- HPL/2D,
K58 US HPL, K62 US HPL, K66 US HPL, K52 HPL, K52E HPL, K54 HPL, K54E HPL,
K55 HPL, K55E HPL, K4056 HPLL, K40568 HPLL, K4057 HPLL, K4058 HPLL, K4060
HPLL, K4062 HPLL, K4064 HPLL, K4066 HPLL, K4058 HPLL/2D, K4060 HPLL/2D,
K4062 HPLL/2D, K4066 HPLL/2D

FRIGOEMOTECA

SERIES: SBBS

SBBS5 HPL

PLATELET INCUBATOR/AGITATOR
SERIES: WR-KWAP

W96RT HPL, WRV700 HPL, WRV1500 HPL, KWAP48, KWAP54, KWAP96,
KWAP108, KWAP180

PLASMA & STEM CELL THAWER
SERIES: WPDF-WSCFD

WPFD 3/6, WPFD Y2, WPFD 2/4, WSCFD Y2
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‘e, "\ The above mentioned products, according to the art. 4 of the Directive 93/42/EEC, can
% \ freely circulate and can be placed on the market in Italy and all over the European Union.

Pt ;3‘ This document has been issued in a unique original version upon request of the
M manufacturer in order to export medical devices to Countries outside European Union.
Qu3 It is not allowed any reproduction or publication of this document by paper, press,
electronic base or websites.

It is only allowed to show or to delivery it, upon request of the Customs or Health
Competent Authorities of the importing country.

The Office Manager
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