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Automaticky izolator RNA/DNA
z rGznych typt vzorka

e 1-48 vzorkid v jednom cyklu

e piedvyplnéné izolaéni kazety
(variabilita v poctu vzork( — 1/8/24 izolatni kazety)

e 15-30 minut izola¢ni protokol

e rozméry: 36.4 x 38.6 x 42 (cm), hmotnost 25 kg

s extrakce na principu magnetickych kuli¢ek

e extrakce virové/bakterialni DNA/RNA z rliznych typl vzorkd —
vytéry, krev, mo¢, sliny, sérum, plasma, BAL, sputum, tkan,
FFPE

e 7" barevna dotykova obrazovka pro ovladani

e Senzor dvifek pro zajisténi bezpe&nosti

e |ntegrovana UV lampa pro sterilizaci

e USB konektory

e Napdjeni 240 V/ 50Hz

e Objemy vzor(l 200-400 pl

e Elucni objemy 50-150 pl

ibuce pro CR:
spol. s r.o.

Ke Stadionu 179 51301
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My

GENOLUTION

Prohlaseni o shode

Genolution Inc

se sidlem

Rm 506, Rm 804, Bldg. A, 11, Beobwon-ro 11-gil, Songpa-gu, Seoul 05836, Korejska republika

timto prohladujeme, Ze produkty na seznamu nize jsou v souladu se zakladnimi poZadavky a
ustanovenimi dle smérnice 97/79/EC.

EC smérnice: IVDD
EDMA kad: 26.02
Popis: Automaticky izoldtor nukleovych kyselin
Seznam vyrobki:
Cislo | Kod vyrobku N&zev vyrobku
1 NX-485 Nextractor®

Evropsky autorizaéni zastupce:
Cargo Alliance Service GmbH, Cargo City South, BLDG 534, RM 7078 60549
Frankfurt nad Mohanem, Némecko

Klasifikace: IVDD (Smérnice 98/79/EC) Pfiloha Ill, Vieobecné

Seznam pouzitych norem:

EN ISO 13485:2016 ENISO 15223-1:2016
EN ISO 18113-1:2011 EN 62304:2006

EN ISO 18113-2:2011 EN 1SO 14971:2012
EN 61010-1:2010 IEC 61326-1:2012

EN 61010-2-051:2015 EN 61010-2-101:2017

2020-03-17

Datum

DOC-NXS-01-EN V2.00 C € IVD




My

GENOLUTION

Prohlaseni o shode

Genolution Inc

se sidlem

timto prohladujeme, Ze produkty na seznamu niZe jsou v souladu se zékladnimi poZadavky a

Rm 506, Rm 804, Bldg. A, 11, Beobwon-ro 11-gil, Songpa-gu, Seoul 05836, Korejska republika

ustanovenimi dle smérnice 97/79/EC.

EC smérnice: IVDD
EDMA kéd: 15.90.40.01
Popis: Reagencie pro izolaci nukleovych kyselin

Seznam vyrobk:

Cislo | Kéd vyrobku Nazev vyrobku
1 BD143, BD153, BD163, BD146, BD156, BD166, NX-48S Bakterialni DNA souprava
2 CD141, CD151, CD161 NX-48S Bunécna DNA souprava
3 CR141, CR151, CR161 NX-48S Bunécna RNA souprava
4 FF141, FF151, FF161 NX-48S FFPE DNA souprava
5 PD141, PD151, PD161, PD142, PD152, PD162 NX-48S Rostlinnd DNA souprava
6 SD141, SD151, SD161 NX-48S souprava DNA ze stolice
7 SR141, SR151, SR161 NX-48S souprava RNA ze stolice
8 TD141,TD151, TD161 NX-48S Tkanova DNA souprava
9 US141, US151, US161, US142, US152, US162 NX-48S Moé/vytérova DNA souprava
10 | vD141,VvD151, VD161 NX-48S Virova DNA souprava
11 | VN141, VN151, VN161, VN142, VN152, VN162, | NX-48S Virova NA souprava
VN143, VN153, VN163
12 VR142, VR152, VR162 NX-48S Virova RNA souprava
13 FD141, FD151, FD161 NX-48S Potravinova DNA souprava
14 | GD141, GD151, GD161, GD142, GD152, GD162 NX-48S Genomova DNA souprava

Evropsky autorizaéni zastupce:

Cargo Alliance Service GmbH, Cargo City South, BLDG 534, RM 7078 60549

Frankfurt nad Mohanem, Némecko

Klasifikace: IVDD (Smérnice 98/79/EC) Priloha lll, Vieobecné

Seznam pouZitych norem:
EN ISO 13485:2016
EN ISO 18113-1:2011
ENISO 18113-2:2011

EN ISO 15223-1:2016
EN ISO 23640:2011
EN ISO 14971:2012

2020-03-17

DOC-REA-01-EN V1.50

Datum

cemws




Genolution Inc.

Rm 506, Bldg.A. 11
Beobwon-ro 11-gil, Songpa-gu
Seoul 05836, Republic of Korea
t: +82-2-445-8670

f: +82-2-449-8671
www.genolutionl.com G ENOLUT'ON

TRAINING CERTIFICATE

We hereby certify, the Genolution Inc., located Rm 506, Bldg.A. 11 Beobwon-ro 11-gil, Songpa-

gu Seoul 05836, Republic of Korea, that we are the manufacturer of the Nextractor® NX-48S
system.

We also confirm that || | |  EEEEEEEE h-s been trained for the installation and technical
service of the NX-48S system.

Training details:

Equipment/Machine trained Nextractor NX-48S system

Focus of training Installation of new machine at customers
site and technical service (preventive and
failure) of Nextractor NX-48S system

Trained person (date of birth) ]

Trained person company GALI spol. sr.0., Semily 513 01, Czech
Republic

Date of training 10.-13. February 2020

Place of training Genolution Inc, Rm 506, Bldg.A. 11, Seoul

05836, Republic of Korea

Result of training Passed

This certficate was issued by manufacturer of Nextractor® NX-48S system, Genolution Inc.
Company

Seoul, the 23" of July 2020






