
QMS-Dokument DlN EN lso í3485

Pľoduktfľeigabe / Analysenzertifi kat
r C}}DDDtarrt

ific ätysis

This is to certify that the following products meët
all requirements of the appropriałe specifications.
All products have been ĺnspected according to the
relevant test plans and have been releäsed for
dĺspatch and use. The products have been
manufactured in accordance with the relevant
guidelines for medical devices.

Art.Nr,
Art.No

Produkt Beschreibung
Product discription

Chargen Nr.
Batch No.

Menge
Lot size

Herstelldatum
Manufacturino
date

Verw. bis:

Expiry date:

s8221616 eedle 5211 1.000 2020-02 2025-02616 le 2 11 2.000 2021-06 2026-06
EG-Zertifikat / EC Certificate: G1 17 03 15198 028 (Kanrilen, Katheter / Fistula Needles, catheters) tr
Sterilisationsart/ !_ . h_ tr trSterilization Method Eo / Střahlen t Dampf t Unsterile - ProdukteEO lrradiation Steam Non _ sterile products

Sterilĺsaţionsprüfung/ t
Sterility Results 

iľ;i*

LAL-Test /
LAL- Test

Technĺsche Daten -
Leĺstungswerte/
Technical Data -

Pyrogenprüfung /
Pyrogen Results

t

Ę
i.o. t

tr
i.o./
passed

passed

i.o./

tr
n.i.O. /
not
passed

tr
n.i.O. /
not
passed

tr
n.i.O./
not
passed

n.i.O. /
not
passed

tr
n.i.O. /
not
passed

tr
Nicht zutreffend
Not applicable

N
Nicht zutreffend
Not applicable

tr
Nicht zutreffend
Not applicable

tr
Nicht zutreffend
Not applicablePerformance Results - passed

Analyse Daten I tr
Chem. Analysis results i.O.l

passed

Datum/Date 0l,ĺo,,ç.ł
Bionic Medizintechnik GmbH
Max-Planck-Stľ.2.|
D-61 381 Friedrtchsdorf
Tel. ++49-1P; 61t2-ZSt6 O
Fax.++49-(0) 6172-7516 10

F
Nicht zutreffend
Not applicable
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