EU-Konformitatserklarung
EU Declaration of Conformity

C HacTosiwoTo AoeKknapupamve, 4e TYK MOCOYEeHUTE MPOAYKTU OTroBapAT Ha nNpunoxmMute
N3NCKBAaHNA Ha BCUYKU M36p0€HVI no-gony Hape,Cl,GVI n 4e KbM MOMEHTa Ha WU3rotBAHE Ha
HactodwmnAa [OOKYMEHT Ca npou3BedeHn wu OD,OGDEHVI CbrnacHoO BalmgHata cucrteMa 3a
ynpasJieHNne Ha Ka4eCTBOTO.

ProhlaSujeme, Ze zde uvedené vyrobky splfiuji relevantni pozadavky vSech niZe uvedenych
narizeni a Ze byly vyrobeny a schvaleny v souladu se systémem fizeni kvality platnym v okamziku
vydani tohoto prohlaseni.

SARSTEDT AG & Co. KG
Sarstedtstr. 1, 51588 Nimbrecht

HanmeHoBaHWe u agpec Ha npoussoanTens:
Jméno a adresa vyrobce:

YHukaneH peructpaumnoHeH Homep SRN: DE-MF-000005649

Jedinecné registracni Cislo (SRN):

lopenocoyeHnaT Npov3BOAUTEN JeKknapupa M3UsAno Ha CBOsi OTTOBOPHOCT [aHHWTE B
HacTosiaTa geknapauus 3a CbBMECTUMOCT.
Za vydani tohoto prohladeni o shodé je odpovédny vyluéné vySe uvedeny vyrobce.

Microvette®
Microvette®

HaunmeHoBaHWe Ha npoaykTa:
Nazev vyrobku:

Homep Ha apTukyn: Bx. Annex

C. vyrobku: Viz Annex

MpenHasHayeHme: CwQa 3a npoba 3a B3emMaHe Ha kanunsipHa KpbB
Ucel: Vzorkovnice pro odbér kapilarni krve

Knac A

TFida

YyacTtne Ha HoTUMUMpaHusa opraH B Hsama

OLEHsIBaHETO Ha CbOTBETCTBUETO:

Ucast notifikované osoby na posouzeni Zadné

shody:

O603Ha4yeHne Ha cepTudukara:
Znacka certifikatu:

MpunoxeHu npouenypw 3a oLeHsiBaHe Ha
CbOTBETCTBUETO:

He e npunoxmmo
Nepouzitelné

(EU) 2017/746, Annex II-IV

Pouzita metoda posouzeni shody:

Mapkuposka ,,CE*

Znacka CE C €

HaceneHo msacTo: HiombpexT Data/ Datum: 06.04.2022
Misto Numbrecht BanugHocTt go/ Platnost do: 27.09.2024

Mognwc:
Podpis:

Dr. Steffen Landerer Dr. Kerstin Weuste | -~
Conformity Assessment Specialist Responsible person (Articke, 15/VRRTTVDR)
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Anhang
Annex

Die folgenden Artikel-Nr. bzw. Artikel-Gruppen sind unter der Produktgruppe der Microvette®
zusammengefasst:

The following product numbers or product groups are summarized under the product group

Microvette®:

20.1346 20.1308 18.1323
20.1346.100 20.1308.100 18.1322
20.1345 20.1307 18.1321
20.1345.100 20.1307.100 18.1321.102
20.1345.101 20.1294 16.446
20.1344 20.1294.100 16.444
20.1344.001 20.1293.100 16.444.100
20.1344.101 20.1292 16.443
20.1343 20.1292.100 16.443.100
20.1343.100 20.1291 16.440
20.1342.100 20.1290 16.440.100
20.1341 20.1290.100 16.434
20.1341.100 20.1289 65.1244.028
20.1341.102 20.1289.100 65.1244.027
20.1341.300 20.1288

20.1341.325 20.1288.100

20.1339.100 20.1286.100

20.1338.100 20.1282

20.1331 20.1282.001

20.1331.100 20.1282.100

20.1331.800 20.1280

20.1331.801 20.1280.100

20.1330 20.1278

20.1330.100 20.1278.100

20.1330.800 20.1278.101

20.1330.801 18.1325

20.1309 18.1325.100

20.1309.100 18.1324

Ort/Place: NUmbrecht Datum/ Date: 23.06.2022
Unterschrift: Dr. Steffen Landerer Dr. Kerstin Weuste \” /—"
Signature: Conformity Assessment Specialist Responsible personwiu 715 MDR/IVDR)
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