EU-Konformitatserklarung
EU Declaration of Conformity

Declardm prin prezenta ca produsele mentionate aici indeplinesc cerintele relevante ale tuturor
reglementarilor mentionate mai jos si ca au fost fabricate si eliberate in conformitate cu sistemul

de management al calitatii valabil la data eliberarii.

Tymto vyhlasujeme, Ze tu uvedené vyrobky spifiaju prislusné poziadavky vsetkych nizsie
uvedenych predpisov a boli vyrobené a schvalené v sulade so systémom riadenia kvality platnym

v Case vydania.

Numele si adresa producatorului:
Meno a adresa vyrobcu:

Numar unic de inregistrare SRN:
Jednorazové registracné cislo SRN:

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

DE-MF-000005649

Producatorul mentionat mai sus isi asuma raspunderea exclusiva pentru emiterea acestei

declaratii de conformitate.

Vys$Sie uvedeny vyrobca nesie vyhradnu zodpovednost’ za vydanie tohto vyhlasenia o zhode.

Denumirea produsului:
Nazov vyrobku:

Nr. articol:

C. vyrobku:

Utilizarea prevazuta:
Ucel pouzitia:

Clasa
Trieda

Implicarea organismului notificat in
evaluarea conformitéatii:

Ugast notifikovaného organu na
posudzovani zhody:

Marca de certificare:
Oznacenie certifikatu:

Proceduri de evaluare a conformitatii aplicate:

Uplatneny postup posudzovania zhody:

Recipiente de reactie pregatite
Pripravené reakéné nadoby

A se vedea Annex
Pozri Annex

Recipient de prelevare a probelor pentru
colectarea sangelui
Nadoba na odber vzoriek krvi

A

Nici unul

Ziadne

Nu se aplica
Neuplathuje sa

(EU) 2017/746, Annex lI-IV

Marcajul CE

Znacka CE c €

Loc NiUmbrecht Data/ Datum: 02.05.2022
Miesto Valabil pana la/ Platné do: 27.09.2024
Semnatura: Dr. Katharina Falke Dr. Kerstin Weuste, _~

Podpis: Conformity Assessment Specialist Responsible person (Arjigle 70 MER/IVDR)
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Anhang
Annex

Die folgenden Artikel-Nr. bzw. Artikel-Gruppen sind unter der Produktgruppe der praparierten
ReagiergefalRe zusammengefasst:

The following product numbers or product groups are summarized under the product group
prepared Micro Tubes:

Citrate:
41.1350.005
41.1350.006
41.1350.055
41.1350.102
41.1350.103
41.1350.105
41.1506
41.1506.002
41.1506.005
41.1506.100
41.1506.102
41.1506.105

EDTA:

41.1395.002
41.1395.003
41.1395.005
41.1395.102
41.1395.105
41.1395.106
41.1395.108
41.1395.110
41.1504.005
41.1504.015
41.1504.105
41.1507.101
41.3395.005
41.3395.015
41.3395.055

Ort/Place:

Unterschrift:
Signature:

NUmbrecht

Fluoride:

41.1394.005
41.1394.105
41.1505.005

Clotting activator:

41.1378.005
41.1378.055
41.1392.005
41.1392.055
41.1392.105
41.1392.106
41.1500.005
41.1501.005
41.1501.105

Heparin:

41.1389.105
41.1393.005
41.1393.011
41.1393.105
41.1393.106
41.1393.108
41.1502.005
41.1503.005
41.1503.015
41.1503.105

Dr. Katharina Falke

Conformity Assessment Specialist

Haemolysis solution:
41.1178.903
41.1438.901
41.1438.904
41.1443.904

Brilliant cresyl blue:
41.117

Datum/ Date: 02.05.2022

/

Dr. Kerstin Weuste

Responsible person (Article 15 Mbl(‘ﬂll\’ ““',//
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