EU-Konformitatserklarung
EU Declaration of Conformity

C HacToswoTo AoeKknapupamve, 4e TYK MOCOYEHUTE MPOAYKTU OTroBapAT Ha nNpunoxmMute
N3NCKBAHNA Ha BCUYKU M36p0€HVI no-gony Hape,CI,GVI n 4e KbM MOMEHTa Ha WU3rotBAHE Ha
HacTodwmnA [OOKYMEHT Ca npou3BedgeHn wu 0ﬂ06peHVI CbrnacHoO BalnungHata cucrteMa 3a
ynpasJieHNne Ha Ka4eCTBOTO.

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

vydani tohoto prohlaseni.

HaumeHoBaHWe 1 agpec Ha Npou3BoanNTENs:

Jméno a adresa vyrobce:

YHukaneH pernctpauynoHeH Homep SRN:
Jedinecné registracni Cislo (SRN):

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

DE-MF-000005649

FopenocoquMﬂT npoun3soauTen geknapupa wu3udasio Ha CBOA OTroBOpPHOCT AaHHUTE B

HacTodLllaTa AeKknapauma 3a CbBMECTUMOCT.

Za vydani tohoto prohladeni o shodé je odpovédny vyluéné vySe uvedeny vyrobce.

HanmeHoBaHWe Ha npoaykTa:
Nazev vyrobku:

Homep Ha apTukyn:
C. vyrobku:

MpegHasHayeHwe:
Ucel:

Knac

Ttida

YyacTtne Ha HOTUMUMpaHus OpraH B
OLEeHsABaHETO Ha CbOTBETCTBUETO:

Ugast notifikované osoby na posouzeni
shody:

O603Ha4veHne Ha cepTudukara:
Znacka certifikatu:

anIJ'IO)KeHVI npouenypu 3a oueHsBaHe Ha
CbOTBETCTBUETO!

PouZita metoda posouzeni shody:

Mapkuposka ,,CE*

Znacka CE
HaceneHo mscTo: HiombpexT

Misto Nimbrecht

/) .
y it
Folen foraf e

Moanwuc:
Podpis:

Dr. Sﬁ‘tséphaﬁ Kruger

Conformity Assessment Specialist

MogroTBeHn TpbOU
Pfipravené trubky

Bx. Annex
Viz Annex

CbxpaHeHune, NoAroToBKa U TPaHCMOPT Ha KPbB
Skladovani, pfiprava a doprava krve
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He e npunoxunmo

Nelze pouzit

(EU) 2017/746, Annex I1-IV

C€

Hata/ Datum:
BanugHoct po/ Platnost do:

24.05.2022
27.09.2024

Dr. Kerstin Weuste ),
Responsible person (Art¥iZ 15 MDR/IVDR)
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Anhang
Annex

Die folgenden Artikel-Nr. bzw. Artikel-Gruppen sind unter der Produktgruppe ,Praparierten

Roéhren* zusammengefasst:

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

.Prepared Tubes".

TD-016.1 Prepared Tubes Citrate 29.373

32.525.046 29.373.004

32.525.102 46.390.001

32.525.326 TD-016.5 Prepared Tubes Heparin
TD-016.2 Prepared Tubes EDTA 32.331

32.332 32.331.100

36.338 36.336

36.338.100 36.336.100

34.343 49.354.001

38.346 46.363.001

49.355.001 26.369

26.358 TD-016.6 Prepared Tubes Thrombo+
29.376 51.334

47.413.001 TD-016.7 Prepared Tubes Haem. Sol.
47.556 47.408

47.556.001 45.498.003

47.556.100 47.409.001

TD-016.3 Prepared Tubes Fluoride | TD-016.8 Prepared Tubes BSG
36.339 47.410

36.339.100

TD-016.4 Prepared Tubes CAT

32.311.001

26.323

26.323.038

32.329

32.329.006

32.329.100

36.350

49.351.001

46.361

28.364

26.367

Ort/Place: NUmbrecht Datum/ Date: 24.05.2022
Unterschrift: Dr.*”Siephén Kriger Dr. Kerstin Weuste \ § 4
Signature: Conformity Assessment Specialist Responsible person (Articié 15 MDR/IVDR)
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