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To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the
following referenced as MDR) as regards the transitional provisions for certain medical devices
and in vitro diagnostic medical devices.

With this letter TUV SUD Product Service GmbH, designated under MDR and identified by the number
0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3,
first subparagraph of Annex VIl of MDR and has signed a written agreement in accordance with Section
4.3, second subparagraph of Annex VIl of MDR with the above stated manufacturer with the following
SRN Number:

SRN Number: DE-MF-000000201

The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below.

Registered Office: Munich Supervisory Board: TUV SUD Product Service GmbH tuvsud.com/ps
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- Table 1 identifies the devices for which an MDR application has been received, written agreement con-
cluded and for which TUV SUD Product Service GmbH is also responsible for appropriate surveillance of
the corresponding devices under the applicable Directive.

The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this
letter, subject to the manufacturer’s continued compliance to the other conditions specified in Article 120
(3c) of MDR, are shown below:
e 26 May 2026 for Class Il custom-made implantable devices
e 31 December 2027 for Class Il devices and Class IIb implantable devices (except sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)
e 31 December 2028 for other Class IIb devices, Class lla, Class | devices placed on the market in sterile
condition, measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it
under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation
letter according to effort.

For confirmation letter validity see www.tuvsud.com/ps-cert?g=cert:CL 012974 0657 Rev. 00

In case of inquiries please contact medical devices@tuvsud.com.

On behalf of the Notified Body TUV SUD Product Service GmbH,

2024-04-23
TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services Medical and Health Services

SIGN-ID 607854

23.04.2024

Juargen Kunte .
Polyana QW%/@W

Jirgen Kunte Polyana &F Vilela Heimes

Conformity Assessment Responsible (CARE) Application Reviewer


http://www.tuvsud.com/ps-cert?q=cert:CL%20012974%200657%20Rev.%2000
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Table 1: Devices covered by this letter and for which TUV SUD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective:

If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-

icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- d.er MDR applica-
Device Name MDR applica- of the corre- (under MDR applica- | facturer and tion, and the NB
T sponding tion) verified during | Identification
MDD/AIMDD application re-
device(s) view)
Perfusor Compact plus 8717030 N/A 4039239000000038ZM | class lIb G1 012974 0607
Rev. 02
NB0123
Infusomat Compact plus 8717050 N/A 40392390000005352B | class llb G1 012974 0607
Rev. 02
NB0123
OnlineSuite 876100 N/A 40392390000005552H | class IIb G1 012974 0607
Rev. 02
NB0123
Spaceplus Perfusor 8719030 N/A 40392390000007562V | class llb G1 012974 0607
Rev. 02
NB0123
Spaceplus Infusomat 8719050 N/A 40392390000007552T | class Ilb G1 012974 0607
Rev. 02
NB0123
Infusomat Compact plus P | 8717070 N/A 40392390000007492Y | class llb G1 012974 0607
Rev. 02
NB0123
Sangofix® Air 4116011F N/A 4039239000000039ZP | class lla G1 012974 0607
Rev. 02
NB0123
Omnifix® Lock 4617006 N/A 4039239000000044ZG | class lla G1 012974 0607
Rev. 02
NB0123
Omnican fine 932M04SE N/A 40392390000018743B | class lla G1 012974 0607
Omnican fine 931MO8SE N/A Rev. 02
NB0123
Drainobag® 600 V 5523606 N/A 40392390000007973B | class lla G1 012974 0607
Rev. 02
NB0123
Drug Library Manager 876203 N/A 403923900000169000 | class llb G1 012974 0607
Spaceplus Rev. 02
NB0123
Drug Library Manager 876209 N/A 403923900000169539 | class llb G1 012974 0607
Spaceplus Rev. 02
NB0123
GLYCINE 1,5 % B. BRAUN | FR29914 N/A 403923900000249638 | class Ilb G1 012974 0607
GLYCINE 1,5 % B. BRAUN | FREU914 N/A Rev. 02
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) - . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
GLYCINE 1,5 % B. BRAUN | FREU934 N/A NB0123
GLYCINE 1,5 % B. BRAUN | FREU954 N/A
GLYCINE 1,5 % B. BRAUN | FREU974 N/A
NaCl 0,9 % B. BRAUN FREU850 N/A 403923900000250128 | class IIb G1 012974 0607
NaCl 0,9 % B. BRAUN FREU910 N/A Rev. 02
NaCl 0,9 % B. BRAUN FREU930 N/A NB0123
NaCl 0,9 % B. BRAUN FREU950 N/A
NaCl 0,9 % B. BRAUN FREU970 N/A
NaCl 0,9 % B. BRAUN 3570100 N/A 40392390000026312N | class IIb G1 012974 0607
NaCl 0,9 % B. BRAUN 3637006 N/A Rev. 02
NaCl 0,9 % B. BRAUN 0069414E N/A NB0123
NaCl 0,9 % B. BRAUN 3521360 N/A
NaCl 0,9 % B. BRAUN 3570120 N/A
NaCl 0,9 % B. BRAUN 3570130 N/A
NaCl 0,9 % B. BRAUN 3570140 N/A
NaCl 0,9 % B. BRAUN 0066570E N/A
NaCl 0,9 % B. BRAUN 3521370 N/A
NaCl 0,9 % B. BRAUN 3570150 N/A
NaCl 0,9 % B. BRAUN 3570160 N/A
NaCl 0,9 % B. BRAUN 3570170 N/A
NaCl 0,9 % B. BRAUN 0066569E N/A
Vitulia 450268 N/A 40392390000025022A | class IIb G1 012974 0607
Vitulia 450272 N/A Rev. 02
NaCl 0,9 % B. BRAUN 3570300 N/A NB0123
NaCl 0,9 % B. BRAUN 3570301 N/A
NaCl 0,9 % B. BRAUN 3570310 N/A
NaCl 0,9 % B. BRAUN 3570330 N/A
NaCl 0,9 % B. BRAUN 391858 N/A
NaCl 0,9 % B. BRAUN 3570350 N/A
NaCl 0,9 % B. BRAUN 3570360 N/A
NaCl 0,9 % B. BRAUN 3570340 N/A
NaCl 0,9 % B. BRAUN 3637010 N/A
NaCl 0,9 % B. BRAUN 391859 N/A
NaCl 0,9 % B. BRAUN 3570370 N/A
NaCl 0,9 % B. BRAUN 3570380 N/A
NaCl 0,9 % B. BRAUN 3570390 N/A
NaCl 0,9 % B. BRAUN 391860 N/A
NaCl 0,9 % B. BRAUN 3570410 N/A
NaCl 0,9 % B. BRAUN 3570420 N/A
NaCl 0,9 % B. BRAUN 3570460 N/A 40392390000026302L | class IIb G1 012974 0607
NaCl 0,9 % B. BRAUN 3570470 N/A Rev. 02
NaCl 0,9 % B. BRAUN 3570480 N/A NB0123
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e (ke identification Basic UDI-DI . by the manu- qer MDR applica-

Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB

MDR applica- ) ) - . e

foir) sponding tion) verlf.led .durlng Identification

MDD/AIMDD application re-
device(s) view)
RINGER B. BRAUN FREU864 N/A 40392390000025062J | class llb G1 012974 0607
RINGER B. BRAUN FREU924 FREU920 Rev. 02
RINGER B. BRAUN FREU944 N/A NB0123
RINGER B. BRAUN FREU964 N/A
RINGER B. BRAUN FREU984 N/A
RINGER B. BRAUN 3570000 N/A 40392390000026342U | class IIb G1 012974 0607
RINGER B. BRAUN 3570010 N/A Rev. 02
RINGER B. BRAUN 3570020 N/A NB0123
RINGER B. BRAUN 3570030 N/A
RINGER B. BRAUN 3570040 N/A
RINGER B. BRAUN 3570050 N/A
RINGER B. BRAUN 3570060 N/A
RINGER B. BRAUN 3570611 N/A 40392390000026322Q | class llb G1 012974 0607
RINGER B. BRAUN 3570610 3570500 Rev. 02
RINGER B. BRAUN 3570614 3570510 NB0123
RINGER B. BRAUN 3570612 3570520
RINGER B. BRAUN 3570613 3570530 40392390000026332S | class IIb G1 012974 0607
Rev. 02
NB0123

Agqua B. Braun FREU812 N/A 40392390000024973A | class llb G1 012974 0607
Agqua B. Braun FREU852 N/A Rev. 02
Agua B. Braun FREU912 N/A NB0123
Aqua B. Braun FREU932 N/A
Agua B. Braun 387872 N/A 40392390000026272X | class llb G1 012974 0607
Aqua B. Braun 387873 N/A Rev. 02
Agua B. Braun 387874 N/A NB0123
Aqua B. Braun 442464 N/A
Aqua B. Braun 442465 N/A
Aqua B. Braun 442466 N/A
Agqua B. Braun 3521380 N/A 403923900000262933 | class IIb G1 012974 0607
Aqua B. Braun 3521390 N/A Rev. 02
Aqua B. Braun 3553949 N/A NB0123
Aqua B. Braun 3553957 N/A
Aqua B. Braun 0065729E N/A
Agua B. Braun 0066571E N/A
Aqua B. Braun 0069415E N/A
Agua B. Braun 0082423E N/A
Agua B. Braun 0082479E N/A
Perifix Catheter Connector | 4513800 N/A 403923900000238732 | class lla G1 012974 0607
Perifix Catheter Connector | 4513801 N/A Rev. 02
Perifix Catheter Connector | 4513800N-01 | N/A NB0123

NRFit
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
e R identification Basic UDI-DI by the manu- | der MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) . . ) L
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Perifix Catheter Connector | 4513801N-01 | N/A
NRFit
Infusomat® Space 8713050 N/A 40392390000007462S | class llb G1 012974 0607
Rev. 02
NB0123
Infusomat® Space P 8713070 N/A 40392390000007472U | class llb G1 012974 0607
Rev. 02
NB0123
Perfusor® Space 8713030 N/A 40392390000007482W | class llb G1 012974 0607
Rev. 02
NB0123
Enteroport plus 8710355 N/A 40392390000007452Q | class lla G1 012974 0607
Rev. 02
NB0123
Infusomat® Plus Line Safe- | 8700200 N/A 40392390000008622V | class lla G1 012974 0607
Set Rev. 02
Infusomat® Plus Line Safe- | 8700200-20 N/A NB0123
Set
Infusomat® Plus Line Safe- | 8700210 N/A
Set
Infusomat® Plus Line 8700310 N/A
Infusomat® Plus Line 8700310-20 N/A
Infusomat® Plus Line 8700310CN N/A
Cyto-Set® Infusomat® 8250414SP N/A 40392390000007832Y | class lla G1 012974 0607
Space Rev. 02
Cyto-Set® Infusomat® 8250817SP N/A NBO0123
Space
Cyto-Set® Infusomat® 8250820SP N/A
Space
Cyto-Set® Infusomat® 8250917SP N/A
Space
Cyto-Set® Infusomat® 8250920SP N/A
Space
Cyto-Set® Infusomat® 835414SP N/A
Space
Cyto-Set® Infusomat® 835817SP N/A
Space
Cyto-Set® Infusomat® 835820SP N/A
Space
Cyto-Set® Infusomat® 835917SP N/A
Space
Cyto-Set® Infusomat® 835920SP N/A

Space
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) - . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Cyto-Set® Infusomat® plus | 8700420 N/A
Cyto-Set® Infusomat® plus | 8700430 N/A
Cyto-Set® Infusomat® plus | 8700440 N/A
Cyto-Set® Infusomat® plus | 8700450 N/A
Cyto-Set® Infusomat® plus | 8700460 N/A
Cyto-Set® Infusomat® plus | 8700470 N/A
Cyto-Set® Infusomat® plus | 8700480 N/A
Cyto-Set® Infusomat® plus | 8700490 N/A
Cyto-Set® Line A2581NF N/A 403923900000078432 | class lla G1 012974 0607
Cyto-Set® Line A2582NF N/A Rev. 02
Cyto-Set® Mix A2900N N/A NB0123
Cyto-Set® Mix A2903N N/A
Cyto-Set® Mix A2906N N/A
Cyto-Set® Mix A2907N N/A
Cyto-Set® Mix A2908N N/A
Stimuplex® A 4894251 N/A 40392390000008602R | class lla G1 012974 0607
Stimuplex® A 4894539 N/A Rev. 02
Stimuplex® A 4894367 N/A NB0123
Stimuplex® A 4894502 N/A
Stimuplex® A 4894375 N/A
Stimuplex® A 4894260 N/A
Stimuplex® A 4894278 N/A
Stimuplex® A 4894278NR N/A
Stimuplex® A 4894375NR N/A
Stimuplex® A 4894260NR N/A
Stimuplex® A 4894367NR N/A
Stimuplex® A 4894539NR N/A
Stimuplex® A 4894502NR N/A
Stimuplex® A 4894251 NR N/A
Easypump® Il LT 60-12 4540002 N/A 40392390000023452J | class IIb G1 012974 0607
Easypump® Il LT 60-12 4540002-07 N/A Rev. 02
Easypump® Il LT 60-12 4540002-20 N/A NB0123
Easypump® Il LT 500-12.5 | 4540003 N/A
Easypump® Il LT 500-12.5 | 4540003-07 N/A
Easypump® Il LT 500-12.5 | 4540003-20 N/A
Easypump® Il LT 80-16 4540004 N/A
Easypump® Il LT 80-16 4540004-07 N/A
Easypump® Il LT 80-16 4540004-20 N/A
Easypump® Il LT 125-25 4540006 N/A
Easypump® Il LT 125-25 4540006-07 N/A
Easypump® Il LT 125-25 4540006-20 N/A
Easypump® Il LT 270-27 4540008 N/A
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-

Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) - . e
o) sponding tion) verlf.led .durlng Identification

MDD/AIMDD application re-
device(s) view)

Easypump® |l LT 270-27 4540008-07 N/A

Easypump® Il LT 270-27 4540008-20 N/A

Easypump® Il LT 60-30 4540010 N/A

Easypump® Il LT 60-30 4540010-07 N/A

Easypump® Il LT 60-30 4540010-20 N/A

Easypump® Il LT 120-30 4540012 N/A

Easypump® Il LT 120-30 4540012-07 N/A

Easypump® |l LT 120-30 4540012-20 N/A

Easypump® |l LT 400-40 4540014 N/A

Easypump® |l LT 400-40 4540014-07 N/A

Easypump® |l LT 400-40 4540014-20 N/A

Easypump® |l LT 100-50 4540016 N/A

Easypump® |l LT 100-50 4540016-07 N/A

Easypump® Il LT 100-50 4540016-20 N/A

Easypump® Il LT 270-54 4540018 N/A

Easypump® Il LT 270-54 4540018-07 N/A

Easypump® Il LT 270-54 4540018-20 N/A

Easypump® Il LT 400-80 4540022 N/A

Easypump® Il LT 400-80 4540022-07 N/A

Easypump® |l LT 400-80 4540022-20 N/A

Easypump® |l LT 270-68 4540026 N/A

Easypump® |l LT 270-68 4540026-07 N/A

Easypump® |l LT 270-68 4540026-20 N/A

Easypump® Il LT 400-100 4540028 N/A

Easypump® Il LT 400-100 4540028-07 N/A

Easypump® Il LT 400-100 | 4540028-20 N/A

Easypump® Il LT 270-135 | 4540032 N/A

Easypump® Il LT 270-135 | 4540032-07 N/A

Easypump® Il LT 270-135 | 4540032-20 N/A

Easypump® Il ST 100-0,5 4540040 N/A

Easypump® Il ST 100-0,5 4540040-07 N/A

Easypump® Il ST 100-0,5 4540040-20 N/A

Easypump® Il ST 250-0,5 4540042 N/A

Easypump® Il ST 250-0,5 4540042-07 N/A

Easypump® Il ST 250-0,5 4540042-20 N/A

Easypump® Il ST 50-1 4540044 N/A

Easypump® Il ST 50-1 4540044-07 N/A

Easypump® Il ST 50-1 4540044-20 N/A

Easypump® Il ST 100-1 4540046 N/A

Easypump® Il ST 100-1 4540046-07 N/A

Easypump® Il ST 100-1 4540046-20 N/A

Easypump® Il ST 250-1 4540048 N/A
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-

Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB

MDR applica- ) ) - . e

o) sponding tion) verlf.led .durlng Identification

MDD/AIMDD application re-
device(s) view)
Easypump®Il ST 250-1 4540048-07 N/A
Easypump® Il ST 250-1 4540048-20 N/A
Easypump® Il ST 250-1,5 4540050 N/A
Easypump® Il ST 250-1,5 4540050-07 N/A
Easypump® Il ST 250-1,5 4540050-20 N/A
Easypump® Il ST 400-2 4540052 N/A
Easypump® Il ST 400-2 4540052-07 N/A
Easypump® Il ST 400-2 4540052-20 N/A
Easypump® Il ST 500-2 4540054 N/A
Easypump® Il ST 500-2 4540054-07 N/A
Easypump® Il ST 500-2 4540054-20 N/A
Easypump® Il ST 100-2 4540056 N/A
Easypump® Il ST 100-2 4540056-07 N/A
Easypump® Il ST 100-2 4540056-20 N/A
Easypump® Il ST 400-4 4540058 N/A
Easypump® Il ST 400-4 4540058-07 N/A
Easypump® Il ST 400-4 4540058-20 N/A
Spinal Introducer 4505000-13 4505000 403923900000085836 | class lla G1 012974 0607
Spinal Introducer 4500059-13 4500059 Rev. 02
NB0123
Contiplex® S 360 4898650CN N/A 40392390000008542W | class lla G1 012974 0607
Contiplex® S 360 4898610CN N/A Rev. 02
Contiplex® S 360 4898615CN N/A NB0123
Contiplex® S Ultra 360® 4898650-01 N/A
Contiplex® S Ultra 360® 4898610-01 N/A
Contiplex® S Ultra 360® 4898615-01 N/A
Contiplex® S Ultra 360® 4898650-27 N/A
Contiplex® S Ultra 360® 4898610-27 N/A
Contiplex® S Ultra 360® 4898615-27 N/A
Perifix Filter 4515501 N/A 403923900000238834 | class lla G1 012974 0607
Perifix Filter NRFit 4515501N-01 | N/A Rev. 02
NB0123

Contiplex® S Ultra 360® 4898650NR- N/A 40392390000008542W | class lla G1 012974 0607
NRFit® 27 Rev. 02
Contiplex® S Ultra 360® 4898610NR- N/A NB0123
NRFit® 27
Contiplex® S Ultra 360® 4898615NR- N/A
NRFit® 27
Contiplex® Tuohy Ultra 4898704NR- N/A
360® NRFit® 01
Contiplex® Tuohy Ultra 4898705NR- N/A
360® NRFit® 01
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) . . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Contiplex® Tuohy Ultra 4898710NR- N/A
360® NRFit® 01
Contiplex® Tuochy Ultra 4898715NR- N/A
360® NRFit® 01
Contiplex® Tuohy Ultra 4898704-01 N/A
360®
Contiplex® Tuohy Ultra 4898705-01 N/A
360®
Contiplex® Tuochy Ultra 4898710-01 N/A
360®
Contiplex® Tuohy Ultra 4898715-01 N/A
360®
Contiplex® Tuohy Ultra 4898704-27 N/A
360®
Contiplex® Tuohy Ultra 4898705-27 N/A
360®
Contiplex® Tuohy Ultra 4898710-27 N/A
360®
Contiplex® Tuohy Ultra 4898715-27 N/A
360®
Discofix® 4099117 N/A 40392390000007582Z | class lla G1 012974 0607
Discofix® 4095111 N/A Rev. 02
Discofix® 4095120 N/A NB0123
Discofix® 4095146 N/A
Discofix® 4095111IN N/A
Discofix® 409511CN N/A
Discofix® 409512CN N/A
Discofix® 16466 N/A
Discofix® 4098102 N/A
Discofix® 409810CN N/A
Discofix® 4098218 N/A
Discofix® 409821CN N/A
Discofix® 4098501 N/A
Discofix® 4098234 N/A
Discofix® 4098080 N/A
Discofix® 4055150 N/A
Discofix® 4055145 N/A
Discofix® 4055146 N/A
Discofix® 4055149 N/A
Discofix® 4055147 N/A
Discofix® 4055148 N/A
Discofix® 4099010 N/A
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
e R identification Basic UDI-DI by the manu- | der MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) . . ) L
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Discofix® 4095210 15809
Nutritub® ENFit® intestinal | 9246605 9246584 40392390000029463J | class lla G1 019717 0032
9246586 Rev. 00
Nutritub® ENFit® intestinal | 9246604 9246576 NB0123
9246578 B. Braun Avitum
Italy S.p.A**
Nutritub® Gastral Basic EN- | 9246603 9246519 40392390000008172Q | class lla G1 019717 0032
Fit® Rev. 00
Nutritub® Gastral Basic EN- | 9246602 9246518 NB0123
Fit® B. Braun Avitum
Nutritub® Gastral Basic EN- | 9246601 9246516 Italy S.p.A.**
Fit® 9246550
Nutritub® Gastral Basic EN- | 9246600 9246515
Fit® 9246592
Nutritub® Gastral Basic EN- | 9246599 9246514
Fit®
Nutritub® Gastral Basic EN- | 9246598 9246513
Fit®
Nutritub® Gastral Basic EN- | 9246597 9246541
Fit® 9246543
Nutritub® Gastral Basic EN- | 9246596 9246512
Fit®
Nutritub® Gastral Basic EN- | 9246595 9246517
Fit® 9246525
9246533
9246535
Nutritub® Gastral Basic EN- | 9246594 9246509
Fit® 9246511
Nutritub® Gastral Basic EN- | 9246593 9246508
Fit®
Infusomat® Space Line 8250832SP 8250833SP 40392390000008632X | class lla G1 012974 0607
Infusomat® Space Line 8250834SP 8250835SP Rev. 02
NB0123
IN-Stopper 4238010 N/A 40392390000028583L | class lla G1 012974 0607
IN-Stopper 4238011 N/A Rev. 02
NB0123
Combi-Stopper 4495101 N/A 40392390000008112C | class lla G1 012974 0607
Combi-Stopper 4495152 N/A Rev. 02
NB0123
Combifix® Adapter 5206634 N/A 40392390000008122E | class lla G1 012974 0607
Combifix® Adapter 5206642 N/A Rev. 02

NB0123
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) - . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Original Perfusor® Lines 87229910 N/A 40392390000008702U | class lla G1 012974 0607
Type ENFitTM Rev. 02
NB0123
Pleurofix® No. 1 4461002 N/A 40392390000007902V | class lla G1 012974 0607
Pleurofix® No. 2 4461037 N/A Rev. 02
NB0123
Seldinger Introducer Needle | 4206096 N/A 40392390000007442N | class lla G1 012974 0607
Seldinger Introducer Needle | 4206100 N/A Rev. 02
NB0123
Injekt® 40 Duo 9166432C N/A 403923900000121823 | class lla G1 012974 0607
Injekt® 40 Duo 9166432V N/A Rev. 02
NB0123
Introcan Safety® 3 4251127-01 N/A 40392390000007652W | class lla G1 012974 0607
Introcan Safety® 3 4251127-03 N/A Rev. 02
Introcan Safety® 3 4251127-04 N/A NB0123
Introcan Safety® 3 4251127IN N/A
Introcan Safety® 3 4251127JP N/A
Introcan Safety® 3 4251128-01 N/A
Introcan Safety® 3 4251128-03 N/A
Introcan Safety® 3 4251128-04 N/A
Introcan Safety® 3 4251128IN N/A
Introcan Safety® 3 4251128JP N/A
Introcan Safety® 3 4251129-01 N/A
Introcan Safety® 3 4251129-03 N/A
Introcan Safety® 3 4251129-04 N/A
Introcan Safety® 3 4251129JP N/A
Introcan Safety® 3 4251130-01 N/A
Introcan Safety® 3 4251130-03 N/A
Introcan Safety® 3 4251130-04 N/A
Introcan Safety® 3 4251130IN N/A
Introcan Safety® 3 4251130JP N/A
Introcan Safety® 3 4251131-01 N/A
Introcan Safety® 3 4251131-03 N/A
Introcan Safety® 3 4251131-04 N/A
Introcan Safety® 3 4251131JP N/A
Introcan Safety® 3 4251132-01 N/A
Introcan Safety® 3 4251132-03 N/A
Introcan Safety® 3 4251132-04 N/A
Introcan Safety® 3 4251132IN N/A
Introcan Safety® 3 4251133-01 N/A
Introcan Safety® 3 4251133-03 N/A
Introcan Safety® 3 4251133-04 N/A
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- j L . .
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) . . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Introcan Safety® 3 4251134-01 N/A
Introcan Safety® 3 4251134-03 N/A
Introcan Safety® 3 4251134-04 N/A
Introcan Safety® 3 4251135-01 N/A
Introcan Safety® 3 4251135-03 N/A
Introcan Safety® 3 4251135-04 N/A
Introcan Safety® 3 4251136-01 N/A
Introcan Safety® 3 4251136-03 N/A
Introcan Safety® 3 4251136-04 N/A
Introcan Safety® 3 4251137-01 N/A
Introcan Safety® 3 4251137-03 N/A
Introcan Safety® 3 4251137-04 N/A
Introcan Safety® 3 4251144-01 N/A
Mini-Redovac® 50 K 6 U2045001 N/A 403923900000080027 | class lla G1 012974 0607
Mini-Redovac® 50 K 8 U2045003 N/A Rev. 02
NB0123
Infusomat® Space Line 8700036SP N/A 403923900000086737 | class lla G1 012974 0607
Infusomat® Space Line 8700435SP N/A Rev. 02
Infusomat® Space Line Sa- | 8701148SP N/A NB0123
feSet
Infusomat® Space Line 8270066SP- 8270066SP 403923900000086635 | class lla G1 012974 0607
01 Rev. 02
Infusomat® Space Line 8270066SP- N/A NB0123
26
Infusomat® Plus Line 8700350-01 N/A 403923900000086533 | class lla G1 012974 0607
Infusomat® Plus Line 8700350-26 N/A Rev. 02
NB0123
Enteroport® ENFit® Set 8721739 8721748 403923900000263732 | class lla G1 019717 0032
8721749 Rev. 00
8721750 NB0123
8721688 B. Braun Avitum
8721726 Italy S.p.A.**
8721734
8721735
8721736
8721737
8721742
Enteroport® ENFit® Set 8721738 8721744
8721745
8721746
8721747
Double Spike Adaptor 4054032 N/A 40392390000007883A | class lla G1 012974 0607
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e (ke identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) - . e
foir) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Extension Line, Type: 4094603 N/A Rev. 02
Alargadera NB0123
In-line injection tubing 4247116 N/A
LS-3 Connector 4053753 N/A 403923900000078738 | class lla G1 012974 0607
LS-2 Connector 4097122 N/A Rev. 02
LS-4 Connector 4097149 N/A NB0123
LS-5 Connector 4097157 N/A
Original-Kucher-extension 4887441 N/A
tubing
LS-2 Connector 9500103 N/A
ProSet Cyto-Set® 8250266 N/A 40392390000007832Y | class lla G1 012974 0607
ProSet Cyto-Set® 8250366 N/A Rev. 02
ProSet Cyto-Set® 8250370 N/A NBO0123
ProSet Cyto-Set® Infuso- 8250455SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250650SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250655SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250818SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250866SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250915SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250966SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250970SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250980SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250991SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250992SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250993SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8250994SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8251055SP N/A

mat® Space
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) . . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
ProSet Cyto-Set® Infuso- 8350866SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8350966SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8351655SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8352055SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8352074SP N/A
mat® Space
ProSet Cyto-Set® Infuso- 8352075SP N/A
mat® Space
ProSet Cyto-Set® Mix 4182700 N/A 403923900000078432 | class lla G1 012974 0607
ProSet Cyto-Set® Mix 4182701 N/A Rev. 02
ProSet Cyto-Set® Mix 4182702 N/A NB0123
ProSet Cyto-Set® Mix 4182705 N/A
ProSet Cyto-Set® Mix 4182706 N/A
ProSet Cyto-Set® Mix 4182708 N/A
ProSet Cyto-Set® Line 4182709 N/A
ProSet Cyto-Set® Line 4182710 N/A
ProSet Cyto-Set® Mix 4182711 N/A
ProSet Cyto-Set® Mix 4182726 N/A
ProSet Cyto-Set® Mix 4182727 N/A
ProSet Cyto-Set® Line 4182728 N/A
ProSet Cyto-Set® Mix 4182729 N/A
ProSet Cyto-Set® Line 4182734 N/A
ProSet Cyto-Set® Mix 4182817 N/A
ProSet Cyto-Set® Mix 4188090 N/A
ProSet Cyto-Set® Mix 4188091 N/A
ProSet Cyto-Set® Mix 4188092 N/A
ProSet Cyto-Set® Line 4188093 N/A
ProSet Cyto-Set® Mix 4188925 N/A
ProSet Cyto-Set® Mix 4188926 N/A
ProSet Cyto-Set® Pump 4182704 N/A 403923900000078534 | class lla G1 012974 0607
Adapter Rev. 02
Cyto-Set® Pump Adapter A1673S0O N/A NB0123
Dosifix® 4037011 N/A 40392390000008192U | class lla G1 012974 0607
Dosifix® 4037012 N/A Rev. 02
Dosifix® 4037013 N/A NB0123
Dosifix® 4037032 N/A
Dosifix® 4037031 N/A 40392390000008202D | class lla G1 012974 0607

Rev. 02
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- ] L . .
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) . . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
NB0123
Heidelberger Extension Tu- | 4033809 N/A 403923900000078636 | class lla G1 012974 0607
bing Rev. 02
Heidelberger Extension Tu- | 4034589 N/A NB0123
bing
Heidelberger Extension Tu- | 4038703 N/A
bing
Heidelberger Extension Tu- | 4055128 N/A
bing
Heidelberger Extension Tu- | 4055136 N/A
bing
Extension Line, Type: Hei- | 4097130 N/A
delberger
Extension Line, Type: Hei- | 4097173 N/A
delberger
Extension Line, Type: Hei- | 4097190 N/A
delberger
Extension Line, Type: Hei- | 4097262 N/A
delberger
Extension Line, Type: Hei- | 4097290 N/A
delberger
Extension Line, Type: Hei- | 4097291 N/A
delberger
Extension Line, Type: Hei- | 4097300 N/A
delberger
Extension Line, Type: Hei- | 4097408 N/A
delberger
Introcan® Certo 4055764 N/A 40392390000007612N | class lla G1 012974 0607
Introcan® Certo 4251300 N/A Rev. 02
Introcan® Certo 4251318 N/A NB0123
Introcan® Certo 4251326 N/A
Introcan® Certo 4251334 N/A
Introcan® Certo 4251342 N/A
Introcan® Certo 4251350 N/A
Introcan® Certo 4251369 N/A
Introcan® 4252071B N/A
Introcan® 4252098B N/A
Introcan® 4252110B N/A
Introcan® 4252136B N/A
Introcan® 4252160B N/A
Introcan® 4252217B N/A
Introcan® 4252322B N/A
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) - . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Introcan®-W Certo 4253302 N/A
Introcan®-W Certo 4253310 N/A
Introcan®-W Certo 4253329 N/A
Introcan®-W Certo 4253337 N/A
Introcan®-W Certo 4253345 N/A
Introcan®-W Certo 4253353 N/A
Introcan®-W Certo 4253361 N/A
Introcan®-W 4254074B N/A
Introcan®-W 4254090B N/A
Introcan®-W 4254112B N/A
Introcan®-W 4254139B N/A
Introcan®-W 4254171B N/A
Introcan®-W 4254210B N/A
Introcan®-W 4254325B N/A
Introcan®-W With In-stop- 4258583 N/A
per
Introcan®-W With In-stop- 4258584 N/A
per
Introcan®-W With In-stop- 4258585 N/A
per
Introcan®-W With In-stop- 4258586 N/A
per
Discofix® C Safeflow 16494CCN N/A 40392390000007602L | class lla G1 012974 0607
Discofix® C Safeflow 16495CCN N/A Rev. 02
Discofix® C Safeflow 16501CCN N/A NB0123
Discofix® C Safeflow 16500CCN N/A
Discofix® C Safeflow 16540CCN N/A
Discofix® C Safeflow 16520CCN N/A
Intrapur®-Neonat 4099451 N/A 40392390000008082P | class lla G1 012974 0607
Intrapur® 4093216 N/A Rev. 02
Sterifix® 4184637 N/A NB0123
Sterifix® 4099354 N/A
Sterifix® 4099303 N/A
Sterifix® Neonat 4099257 N/A
Intrapur® 4099713 4099753
Intrapur® Lipid 4099703 4099850
Intrapur® 4183916 N/A
Intrapur® 4099800 N/A
Intrapur® 4099702 N/A
Intrapur®-Neonat Lipid 4099460 N/A
Discofix® C 16500CSF-1 | N/A 403923900000075933 | class lla G1 012974 0607
Discofix® C 16540C N/A Rev. 02
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) . . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Discofix® C 16494C N/A NB0123
Discofix® C 16801C N/A
Discofix® C 16494CSF N/A
Discofix® C 16800C N/A
Discofix® C 16504C N/A
Discofix® C 16501C N/A
Discofix® C 16760C N/A
Discofix® C 16495CSF N/A
Discofix® C 16613C N/A
Discofix® C 16609C N/A
Discofix® C 16503C N/A
Discofix® C 16605C N/A
Discofix® C 16751C N/A
Discofix® C 16502C N/A
Discofix® C 16612C N/A
Discofix® C 16740C N/A
Discofix® C 16551CSF N/A
Discofix® C 16497C N/A
Discofix® C 16610C N/A
Discofix® C 16540CSF N/A
Discofix® C 16720C N/A
Discofix® C 16520CSF N/A
Discofix® C 16520C N/A
Discofix® C 16701C N/A
Discofix® C 16496C N/A
Discofix® C 16501CSF-1 N/A
Discofix® C RU16496C N/A
Discofix® C RU16495C N/A
Discofix® C CN16496C N/A
Discofix® C RU16494C N/A
Discofix® C EC16494C N/A
Discofix® C CN16494C N/A
Discofix® C 16611C N/A
Discofix® C 16608C N/A
Discofix® C 16600C N/A
Discofix® C 16501CSF N/A
Pleuracan® 4462556 N/A 40392390000007922Z | class lla G1 012974 0607
Pleuracan® B 4462505 N/A Rev. 02
NB0123
Pleuracan® Back-Check 4462564 N/A 403923900000079333 | class lla G1 012974 0607
Valve Rev. 02

NB0123
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) . . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Drainobag® Lock 600 5523682 N/A 403923900000281736 | class lla G1 012974 0607
Rev. 02
NB0123
Discofix® C 16700C N/A 403923900000075933 | class lla G1 012974 0607
Discofix® C 16500C N/A Rev. 02
Discofix® C 16495C N/A NB0123
Discofix® C 16560CSF N/A
Discofix® C 16901C N/A
Discofix® C 16615C N/A
Discofix® C 16560C N/A
Discofix® C 16494C-01 N/A
Discofix® C 16500CSF N/A
Discofix® C 16551C N/A
Discofix® C 16900C N/A
Discofix® C BR16496C N/A
Discofix® C 16614C N/A
Heidelberger Extension Tu- | 4052145 N/A 40392390000026953G | class lla G1 012974 0607
bing Rev. 02
Heidelberger Extension Tu- | 4052197 N/A NB0123
bing
Heidelberger Extension Tu- | 4052197H N/A
bing
Introcan Safety® 4251601-01 N/A 40392390000007632S | class lla G1 012974 0607
Introcan Safety® 4251601-03 N/A Rev. 02
Introcan Safety® 4251601-04 N/A NB0123
Introcan Safety® 4251601JP N/A
Introcan Safety® 4251607-01 N/A
Introcan Safety® 4251607-03 N/A
Introcan Safety® 4251607-04 N/A
Introcan Safety® 4251607JP N/A
Introcan Safety®-W 4251614-01 N/A
Introcan Safety®-W 4251614-03 N/A
Introcan Safety®-W 4251614-04 N/A
Introcan Safety®-W 4251614JP N/A
Introcan Safety® 4251620-01 N/A
Introcan Safety® 4251621-01 N/A
Introcan Safety® 4251622-01 N/A
Introcan Safety® 4251623-01 N/A
Introcan Safety® 4251628-01 N/A
Introcan Safety® 4251628-03 N/A
Introcan Safety® 4251628-04 N/A
Introcan Safety® 4251628JP N/A
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-

Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) . . e
o) sponding tion) verlf.led .durlng Identification

MDD/AIMDD application re-
device(s) view)

Introcan Safety® 4251644-01 N/A

Introcan Safety® 4251644-03 N/A

Introcan Safety® 4251644-04 N/A

Introcan Safety® 4251644JP N/A

Introcan Safety® 4251652-01 N/A

Introcan Safety® 4251652-03 N/A

Introcan Safety® 4251652-04 N/A

Introcan Safety® 4251652JP N/A

Introcan Safety® 4251679-01 N/A

Introcan Safety® 4251679-03 N/A

Introcan Safety® 4251679-04 N/A

Introcan Safety® 4251679JP N/A

Introcan Safety® 4251687-01 N/A

Introcan Safety® 4251687-03 N/A

Introcan Safety® 4251687-04 N/A

Introcan Safety® 4251687JP N/A

Introcan Safety® 4251695-01 N/A

Introcan Safety® 4251695-03 N/A

Introcan Safety® 4251695-04 N/A

Introcan Safety® 4251695JP N/A

Introcan Safety® 4251709-01 N/A

Introcan Safety® 4251709-03 N/A

Introcan Safety® 4251709-04 N/A

Introcan Safety® 4251709JP N/A

Introcan Safety® 4251717-01 N/A

Introcan Safety® 4251717-03 N/A

Introcan Safety® 4251717-04 N/A

Introcan Safety® 4251890-01 N/A

Introcan Safety® 4251890-03 N/A

Introcan Safety® 4251890-04 N/A

Introcan Safety® 4252500-01 N/A

Introcan Safety® 4252500-03 N/A

Introcan Safety® 4252500-04 N/A

Introcan Safety® 4252519-01 N/A

Introcan Safety® 4252519-03 N/A

Introcan Safety® 4252519-04 N/A

Introcan Safety® 4252520-01 N/A

Introcan Safety® 4252527-01 N/A

Introcan Safety® 4252527-03 N/A

Introcan Safety® 4252535-01 N/A

Introcan Safety® 4252535-03 N/A

Introcan Safety® 4252535-04 N/A
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-

Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) . . e
o) sponding tion) verlf.led .durlng Identification

MDD/AIMDD application re-
device(s) view)

Introcan Safety® 4252543-01 N/A

Introcan Safety® 4252551-01 N/A

Introcan Safety® 4252551-03 N/A

Introcan Safety® 4252551-04 N/A

Introcan Safety® 4252560-01 N/A

Introcan Safety® 4252560-03 N/A

Introcan Safety® 4252560-04 N/A

Introcan Safety® 4252578-01 N/A

Introcan Safety® 4252578-03 N/A

Introcan Safety® 4252578-04 N/A

Introcan Safety® 4252586-01 N/A

Introcan Safety® 4252586-04 N/A

Introcan Safety® 4252594-01 N/A

Introcan Safety® 4252594-03 N/A

Introcan Safety® 4252594-04 N/A

Introcan Safety®-W 4253523-01 N/A

Introcan Safety®-W 4253523-03 N/A

Introcan Safety®-W 4253523-04 N/A

Introcan Safety®-W 4253523JP N/A

Introcan Safety®-W 4253540-01 N/A

Introcan Safety®-W 4253540-03 N/A

Introcan Safety®-W 4253540-04 N/A

Introcan Safety®-W 4253540JP N/A

Introcan Safety®-W 4253566-01 N/A

Introcan Safety®-W 4253566-03 N/A

Introcan Safety®-W 4253566-04 N/A

Introcan Safety®-W 4253566JP N/A

Introcan Safety®-W 4253574-01 N/A

Introcan Safety®-W 4253574-03 N/A

Introcan Safety®-W 4253574-04 N/A

Introcan Safety®-W 4253574JP N/A

Introcan Safety®-W 4253590-01 N/A

Introcan Safety®-W 4253590-03 N/A

Introcan Safety®-W 4253590-04 N/A

Introcan Safety®-W 4253604-01 N/A

Introcan Safety®-W 4253604-03 N/A

Introcan Safety®-W 4253604-04 N/A

Introcan Safety®-W 4253604JP N/A

Introcan Safety®-W 4253612-01 N/A

Introcan Safety®-W 4253612-03 N/A

Introcan Safety®-W 4253612-04 N/A
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If the MDR de-
vice is a sub-
stitute device,

MDR Device
classification
(as proposed

MDD/AIMDD Certif-
icate Reference(s)
of the devices un-

Article Num- . e . ;
. e R identification Basic UDI-DI . by the manu- qer MDR applica-
Device Name . of the corre- (under MDR applica- | facturer and tion, and the NB
MDR applica- ) ) . . e
o) sponding tion) verlf.led .durlng Identification
MDD/AIMDD application re-
device(s) view)
Introcan Safety®-W 4253639-01 N/A
Introcan Safety®-W 4253639-03 N/A
Introcan Safety®-W 4253639JP N/A
Introcan Safety®-W 4253639-04 N/A
Introcan Safety®-W 4254503-01 N/A
Introcan Safety®-W 4254503-03 N/A
Introcan Safety®-W 4254503-04 N/A
Introcan Safety®-W 4254511-01 N/A
Introcan Safety®-W 4254511-03 N/A
Introcan Safety®-W 4254511-04 N/A
Introcan Safety®-W 4254538-01 N/A
Introcan Safety®-W 42545