Annex to the EU Certificate no. 51268—.&

valid from 2022-07-08 to 2025-02-18

Revision status of the annex: 1 dated 2022-11-11

Following devices/device categories are included in this certificate:

Class Ir

For the devices listed below, the review of the quality management system refers exclusiv I“‘ \ 0
aspects related to reuse, in particular cleaning, disinfection, sterilization, maintenance and funct
testing and the related instructions for use. ",
/i

A
Clas. | MDA/MDN- [ EMDN Brand/ variants/ item code ////////ll””

Ir MDN 1208 L 0312 Trocars TrocaObt HASSON
MDS 1006 TrocaObt PYRAMID
TrocaObt CON
TrocaObt SHIELD
TrocaObt'PROTE
C‘W

Ir MDN 1208 L 1203 Handpie ini<
MDS 1006 surgery, reus

Class lla
Clas | MDA/ MDN- EMDN Brand/ variants/ item code group
S Code

20 A01030 Needles andkits
e mgg 10051, MY

//4/

/]

) ine® :
onoLong NanoLine® NRFit®
PlexoLong NanoLine® .
PlexoLong NanoLine® NRFit®

- KombiPlex

Qlnject

PeriLong

InFiltra

SonoMSK

lla MDN 1201 A0799 — Adapters, connectors, ClampingAdapter
MDS 1005 ramps, stopcocks, caps — other ClampingAdapter NRFit®

lla MDN 1201 A04010101 — Administration and Filter
MDS 1005 collecting filters Filter NRFit®
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Clas | MDA/ MDN- EMDN Brand/ variants/ item code group

s Code
lla MDN 1201 A020102 — Infusion and irrigation Syringe ‘\\
MDS 1005 disposable syringes Syringe NRFit®
lla MDN 1201 A01010199 — Hypodermic IntroDucer
MDS 1005 needles — others IntroDucer Sono
IntroDucer 2.G
IntroDucer NRFit®
Coaxial sleeve
Chiba
Permanent cannulas
TunnEler

GCS SPROTTE®
Injection cannula
Injection cannula NRFit®
Initial cannula
Special puncture can
PTC

BE el |||

MDS 1005 injection needles and kits — other %
lla MDN 1201 A01020299 — Needles and ki
MDS 1005 bone marrow biopsy —
lla MDN 1201 A0102010101 — i
MDS 1005 needles {

lla MDN 1201
MDS 1005

lla MDN 1201
MDS 1005

lla MDN 1201
MDS 1005

lla
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Class Il

MDN1201 (Non-active non-implantable devices for anaesthesia, emergency and intensiv:
¢ Quincke cannulas for lumbar puncture (LUER, NRFit®), Basic-UDI-DI: 4048223-R
4048223-R20-1066D8

e CauDal (LUER/ NRFit®) Cannula/ Needle, Basic-UDI-DI: 4048223-R20-0070CQ,
R20-0071CS, 4048223-R20-0072CU

¢ SPROTTE® SPECIAL Cannula, Basic-UDI-DI: 4048223-R20-0035CN

4048223-R20-0001C5, 4048223-R20-0003C9, 4048223-R20-0004CB, 4048 ///4/'/ 0 ’
E 0 Z
4048223-R20-0027CP, 4048223-R20-0033CJ, 4048223-R20-0034CL/404
R20-0056CW, 4048223-R20-0060CM, 4048223-R20-0061 23.R20
al
Basic-UDI-DI: 4048223-R20-0220CK, 4048223-R20-0225 048 28
4048223-R20-0245D3, 4048223-R20—0246 /"/‘//
e SPROTTE® STANDARD (LUER/ NRFit®Y] {ure Ba
( : i
f
|

0005CD, 4048223-R20-0006CF, 4048223-R20-0012CA, 4048223-R20-00 ///'/;/I i ,/ 3
A
CP/4048 z CR/
e EpiLong Cath / IntraLong Cath (LUER/ NRFit®) Cat {/ / e /
1024CQ, 4048223-R20-1025CS, ,}(3’{‘{%%‘% -n’%/‘ :
R20-1048D6, 4048223-R20-1050 ‘7"//‘ ///’
///4 4048223-R20-1103C}1
¢ Biopsy Needle System BrainP 2 /StE D hle Biops s Af
Basic-UDI-DI: 4048 17;}(4(’/-///7’;4;%4‘%/////
i ’/'/'// /‘/"“ao«- St e~ an k| -l!(/’:ﬂv
documentafion assees / (/ %’@/// W«f/”/é 1]
i/

e SPROTTE® STANDARD (LUER/ NRFit®) Anaesthesia: Cannula/ Needle, Ba
R20-0015CG, 4048223-R20-0016CJ, 4048223-R20-0024CH, 4048223- ?%/g/a/
e Tuohy (LUER/ NRFit®) Cannula/ Needle, Basic-UDI-DI: 404822 w/ﬁ/é/’/,
’ Gy
A8 /’Q
e Disposable Biopsy Needle %( 32 /s/—é v
/M‘Mz al s
oSS :
.
a3 [lH device 1
,'?O//%I% o3 y"” 1S
required. )
1/
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Natascha Jezyschek
DEKRA Certification GmbH Stuttgart; 2022-11-11
Notified Body ID-number: 0124
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