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DETAILINFORMATIONEN

Art der Probe Nasopharynx-/0ropharynxabstrich
Anwendungsart Profi-Test

LoD-Wert 6,0x1072 TCID50 / ml
Nasopharyngealabstrich Sensitivitat 95,51 %

Nasopharyngealabstrich Spezifitat 99,72 %

Oropharyngealabstrich Sensitivitat 95,22 %

Oropharyngealabstrich Spezifitat 99,72 %

Haltbarkeit (ab Produktionsdatum) 24 Monate

Verfiigbare Sprachen des Handbuchs

Englisch, Deutsch, Portugiesisch, Italienisch,
Spanisch

LOGISTIKDATEN

VPE 25er Packung: 1050 Stk.
VPE Gewicht 16 kg

VPE Mafle 54x44x31

VPE pro EPAL 16 VPE

EPAL Gewicht 280 kg

EPAL Mafle (Bx HxT) 120x86x180 cm

EPAL pro LKW 30 EPAL

Lagertemperatur

min. 4 °C; max 35°C

Vereinzelbar

ja

DISTRITBUTION
Hersteller Guangdong Longsee Biomedical Co., Ltd.
5/F Building A, No. 83, Ruihe Road, Huangpu District,
510000, Guangzhou, China
E-Mail: info@longseemed.com
EC-REP MedPath GmbH
Mies-van-der-Rohe-Strasse 8,
80807 Munich, Germany
Importeur Kingline GmbH
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DECLARATION OF CONFORMITY

/A\ According to the /n vifro Diagnostic Medical Device Directive 98/79/EC ; }n\
@ Manufacturer Guangdong Longsee Biomedical Co.,Ltd. @
Address 5/F Building A, No.83, Ruihe Road, Huangpu District, 510000, %
7 ) Guangzhou, China

@ European Representative Qarad EC-REP BV

\\;/ Address Pas 257, 2440 Geel, Belgium |
‘,i Product Information 2019-nCoV Ag Rapid Detection Kit (Immuno-Chromatography)

X7 Catalogue No. LS-C-T-009, LS-C-T-009-1, LS-C-T-009-5

@ Classification Other, for professional use |

L8 Conformity Assessment Route VDD Annex 1l (Excluding section 6)

. ) General Applicable Directives:  [n vifro Diagnostic Medical Device Directive 98/79/EC
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{) || Standards Applied  EN 136122002 EN 13612:2002/AC:2002
K EN ISO 23640:2015 EN 13641:2002 X

EN ISO 14971:2012 EN ISO 15223-12016 ..:
N\ ENISO 18113-1:2011 EN ISO 18113-2:2011 \\WJ
N EN ISO 13485:2016 EN ISO 13485:2016/AC:2018 N
@ EN 62366-1:2015 @

‘ : We,the manufacturer, hereby declare under our sole responsibility that the above mentioned products meet

A the provisions of the above EC Council Directives and Standards. The products meet prospective uses and "
-\@} all supporting documentations are retained under the premises of the manufacturer. @
. >

Notified Body: Not Applicable
X Address: /

@ EC Certificate(s):  /

\.v Expiry date of the Certificate(s): /
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X7 Place, date of issued: Guangzhou, P. R. China, May 1, 2022
@ Signature of Chief Executive Officer:

@ 5L12L~:M Dé’ﬂg’ C €

‘ _. (Shizhou Deng)
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