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Effective

MANUFACTURER'S DECLARATION

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and
(EU) 2017/746 as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices, in particular with respect to

o the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive
Certificates) and/or!

e the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

Manufacturer name B. Braun Melsungen AG

Carl-Braun Strafle 1

Manufacturer address and contact details 34212 Melsungen
GERMANY
g Single Registration Number (SRN) (if available) DE-MF-000000201
[
Authorised Representative name (if applicable) N/A

Version: 2.0 - Document ID: RE-QM-DIV-000443 - Effective Date: 2024-05-21

gulation EU 2023/607

Authorised Representative address and contact details | N/A

Single Registration Number (SRN) (if available) N/A

1 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body. Effe Ctlve
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Notified body name (if applicable)

TUV SUD Product Service GmbH

See attached schedule

Notified body number (if applicable)

0123

See attached schedule

Directive Certificate number(s)
to which this confirmation is made (if
applicable)

(1) G1 012974 0607 Rev.02; (2) G2MS
012974 0456 Rev.01; (3) G2S 012974
0457 Rev.02; (4) G2S 019717 0033
Rev.00

See attached schedule

Original expiry date as indicated on
the Directive Certificate prior to the
extension of the validity (if
applicable)

(1) 2024-05-26; (2) 2024-05-26; (3)
2024-05-26; (4) 2024-05-26

See attached schedule

End date of extended
validity/transition period

2028-12-31

See attached schedule

We, as the manufacturer declare under our sole responsibility:

e for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

G11

the listed device(s) in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting
into service,

Version: 2.0 - Document ID: RE-QM-DIV-000443 - Effective Date: 2024-05-21

namely by fulfilling the following conditions:

> Directive Certificate(s) as listed above or in the attached schedule

gulation EU 2023/607

o Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:

1 Expired before 20 March 2023:

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body
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1 Before the original date of expiry as indicated on the Directive Certificate(s), we and the
notified body have signed written agreement(s) in accordance with Section 4.3, second
subparagraph of Annex VII to this Regulation for the conformity assessment(s) in respect
of the device(s) covered by the expired certificate(s) or in respect of a device(s) intended
to substitute that/those device(s), or

LI A Competent Authority has granted a derogation from the applicable conformity assess-
ment procedure in accordance with Article 59(1) MDR (may be provided upon request), or

0 A Competent Authority has required the manufacturer, in accordance with Article 97(1)
MDR, to carry out the applicable conformity assessment procedure (may be provided upon
request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement
per Article 97(1) has been granted by a Competent Authority:

LI Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before
26 September 2024.

1 We do notintent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

Version: 2.0 - Document ID: RE-QM-DIV-000443 - Effective Date: 2024-05-21

o

BI X Expired/expires after 20 March 2023:

©

g Choose one applicable statement:

S Formal application(s) to the notified body in accordance with Section 4.3, first subpara-
: Lg graph of Annex VII MDR for conformity assessment has/have been made or will be

';% made/submitted by us to a notified body no later than 26 May 2024 for the device(s)

3 listed in the attached schedule or its/their substitute(s) and signed written agreement(s)

is/will be in place in accordance with Section 4.3, second subparagraph of Annex VII
MDR before 26 September 2024.

1 We do not intent to lodge an application for conformity assessment by 26 May 2024,
therefore the transition period will end on 26 May 2024.

» Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May
2021 and for which the conformity assessment procedure pursuant to this Regulation requires the
involvement of a notified body:

Title: BBMAG_LM_confirmation letter_ Re
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Choose one applicable statement:

O Formal application(s) to the notified body in accordance with Section 4.3, first
subparagraph of Annex VII MDR for conformity assessment has/have been made or will
be made/submitted by us to a notified body no later than 26 May 2024 for the device(s)
listed in the attached schedule or its/their substitutes and signed written agreement(s) is/will
be in place in accordance with Section 4.3, second subparagraph of Annex VII MDR before
26 September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024,
therefore the transition period will end on 26 May 2024.

» Quality Management System (QMS)

Choose one applicable statement:

I A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May
2024.

1 A QMS in accordance with Article 10(9) MDR is in place.

A notified body has issued the attached certificate for the MDR-compliant QMS.

> Device(s) as listed in the attached schedule

e The device(s) continue to comply with the AIMDD or MDD.
e There are no significant changes in the design and intended purpose.

Version: 2.0 - Document ID: RE-QM-DIV-000443 - Effective Date: 2024-05-21

) e The device(s) do not present an unacceptable risk to health or safety of patients, users or other
él persons, or to other aspects of the protection of public health.
&
(o]
&
2 Signed for and on behalf of the manufacturer:
- § Quality Management Regulatory Affairs
i)
(_D. % Full Company Name B. Braun Melsungen AG B. Braun Melsungen AG
o
Z Location & Date Melsungen, 2024-05-17 Melsungen, 2024-05-17
c o
[ " " - - .
E O Signature See electronic signature See electronic signature
D -~
- g Print Name Thomas Brand Dr. Stefan Seidel
(D =
i § Title Vice President Quality Head of Regulatory Affairs CoE
g,§' Management for non-active Infusion & Pain Therapy
c - . .
= Medical Devices
32
()
= % Contact Details (at least email) | BBMAG-HC@bbraun.com BBMAG-HC@bbraun.com
30
o2
o F
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Effective

Version of document Version 2.0

G11

Version: 2.0 - Document ID: RE-QM-DIV-000443 - Effective Date: 2024-05-21

gulation EU 2023/607

Effective
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2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
= Identification of the device(s)® Directive Original expiry Notified Body [Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |Certificate date as indicated [name and name and extended Device(s)
Q or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ T o] = to which this [Certificate (s) issued the the MDR transition applicable)
;’ IS MEME Nrtlcbe asic ) confirmation [prior to the Directive application was [period
8 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er for? (if applicable) |validity (if applicable) |signed
application L : . i _

E PP (under MDR application) (if applicable) (if applicable)
&
5
£ 403923900000026423 G2MS 012974 2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A
8 Omnifix® Slip 4616005 0456 Rev.01; Service GmbH Service GmbH
o _ NB0123 (NB0123) (NB0123)
'O N 40392390000002852B G2S 012974 0457 [2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 N/A
2 N Mini Redovac® U2040532 Rev.02; NB0123 Service GmbH Service GmbH
=2 | (NB0123) (NB0123)
o™ — _ _ — S—
o &  [ransofix® 4090500 40392390000002712V G2S 012974 0457 [2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A
g Y Rev.02; NB0123 Service GmbH Service GmbH

D [rransofix® 4090500IN (NB0123) (NB0123)
' c
<& |perifixe Lor 4637100 403923900000238936 G2S 012974 0457 |2024-05-26 [TOV SUD Product  JTUV SUD Product 2028-12-31 N/A
6 © Rev. 02 Service GmbH Service GmbH
- % Perifix® LOR 4638107 (NBOlZ3) (N80123)
o [|perifix® LOR
2. |nwer 4637110
S £ [Perifne® LOR

- erix

[0}
% o [ 4638110
8 2 B 40392390000023852W G2S 012974 0457 [2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A
. 2 |Perifix® Catheter] o) 1 59 Rev.02; NB0123 Service GmbH Service GmbH
- ition (NB0123) (NB0123)
<C’: 8 " 40392390000027943K G2S 012974 0457 [2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 N/A
o s! Perifix® Catheter| ., 1 541 Rev.02; NB0123 Service GmbH Service GmbH
g _,I Fixation Cover (NB0123) (NB0123)
20
o<
==
c |
> m
© ..
o2
m -

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)
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N

o
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2 Schedule of Devices

% The above Manufacturer’s Declaration is valid for the following devices:

=

©

% Identification of the device(s)® Directive Original expiry Notified Body [Notified Body End date of |Substitute

. (e.g., device name, family/group name device model |[Certificate date as indicated [name and name and extended Device(s)

Q or catalogue number) number(s) on the Directive number that number where Jvalidity / (if

§ T o] = to which this [Certificate (s) issued the the MDR transition applicable)

g IS MEME Nrtlcbe asic ) confirmation [prior to the Directive application was [period

& ur’g elr\/IDR is made extension of the |Certificate lodged/contract

g‘ (un l_er / (if applicable) |validity (if applicable) |signed

N application) |\, qer MDR application) (if applicable) (if applicable)

(4

o)

5

E Ureofix® 500 403923900000018526 G2MS 012974 2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A

3 Classic 4417910 0456 Rev.01; Service GmbH Service GmbH

O« [Treoin® 500 NB0123 (NB0123) (NB0123)

P ; 4417920

o (DI Classic

o~ Ureofix® 500

.. O

£3  |ciassic 4417930

o m®

o N Ureofix® 500

5 O

g g Classic 4417940

, ué Ureofl.x® 500 4417950
IS Classic

— % [ureofix® 500

© 3 [Classic 4417960 - -

o |Ureofix® 500 403923900000018628 G2S 012974 0457 [2024-05-26 [TOV SUD Product  JTUV SUD Product 2028-12-31 N/A
o 4417535

E _I [Classic Rev.02; NB0123 Service GmbH Service GmbH

c o

&2 - (NB0123) (NB0123)

2% Ureofl_x® 500 4417543

3c Classic

9.2  |ureofix® 500

8=

' g Classic 4417551

0= 403923900000026729 G2S 012974 0457 [2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 N/A

< g |OoSetR)  faies7 Rev.02; NB0123 Service GmbH Service GmbH

§ < [ (NB0123) (NB0123)

€ - [cyto-Set(R 403923900000026729 G2S 012974 0457 [2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 N/A

2o |SOSeR® A1686SNF

% 2 Infusion Rev.02; NB0123 Service GmbH Service GmbH

== - (NB0123) (NB0123)

cm [|9Se® ares7sne

2 m Infusion

]

o F

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)
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2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
= Identification of the device(s)® Directive Original expiry Notified Body [Notified Body End date of [Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er for? (if applicable) |validity (if applicable) |signed
application L : . i _
E PP (under MDR application) (if applicable) (if applicable)
&
T
£
3 Cyto-SetR) 51688
3 Infusion
(S - . 40392390000023812N G2S 012974 0457 [2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 N/A
' (‘5 Aspiration 8258813 Rev.02; NB0123 Service GmbH Service GmbH
S [Needle (NB0123) (NB0123)
QO 40392390000002892K G2S 012974 0457 [2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 4190050
‘@ "N" Aeration Needle 14190060 Rev.02; NB0123 Service GmbH Service GmbH
o (NB0123) (NB0123)
I [Exadorai® 4606970 40392390000002872F G2MS 012974 2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A
c 0456 Rev.01; Service GmbH Service GmbH
- % Exadoral® 4606975 NB0123 (NB0123) (NB0123)
O3 |Exadora® 4608680
S e 403923900000027426 G2S 012974 0457 [2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 N/A
E ‘_| Sterifix® 0.2 ym 4099206 Rev.02; NB0123 Service GmbH Service GmbH
52 (NB0123) (NB0123)
g ic’ 4039239000000280ZW G2S 012974 0457 [2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A
8 _g Secretion Bag 4462009 Rev.02; NB0123 Service GmbH Service GmbH
o g (NB0123) (NB0123)
o & 40392390000002862D G2MS 012974 2024-05-26 [TOV SUD Product  JTUV SUD Product 2028-12-31 N/A
< § Exadoral® 4606960 0456 Rev.01; Service GmbH Service GmbH
S NB0123 (NB0123) (NB0123)
o=
c _|I Exadoral® 4606962
>
(2]
2 g Exadoral® 4606963
= % Exadoral® 4606967
>
o . Exadoral® 4608660
a3
o F

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)
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2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er for? (if applicable) |validity (if applicable) |signed
application A : g g :
% PP (under MDR application) (if applicable) (if applicable)
&
T
[0
E Exadoral® 4608661
[&]
A Exadoral® 4608662
' (‘5 Exadoral® 4608663
o 7
I 5 Exadoral® 4608667
58 [Exadorai® 4609660
n AN
o [|Exadoral® 4609662
>
D |Exadora® 4609663
& |Exadora® 4609667
o <_§ 4039239000001220ZK G1 012974 0607  [2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 N/A
- Injekt® 40 Solo 9166408V Rev. 02; NB0123 Service GmbH Service GmbH
g 12 (NB0123) (NB0123)
= BI Syringe Cap 40392390000023902P G2S 012974 0457 |2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 N/A
g%  |\rrite 4517501N Rev.02; NB0123 Service GmbH Service GmbH
=y (NB0123) (NB0123)
8 S |stopper NRFit® [4517502N
D © I - - F N
" £ |mini-Spke® 2 [4550590 4039239000000270ZT G2S 012974 0457 [2024-05-26 TUV SUD Product  JTUV SUD Product 2028-12-31 N/A
OR= e Rev.02; NB0123 Service GmbH Service GmbH
T8 |NnPRe® 2 lassoser (NBO123) (NB0123)
Q
o= m——
S _|| Mini-Spike® 2 4550592
2N O) Chemo
SS  |viniSpke®2 |,
= % Micro-Tip
@ ..
@2
a 3 for devices with AIMDD/MDD certificate(s) the identification
Approval confirms:Correct document attached / complete document attached / scan is readable should be as in the certificate, and only if the certificate has
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2 Schedule of Devices
% The above Manufacturer’s Declaration is valid for the following devices:
=
©
% Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur‘g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er / (if applicable) |validity (if applicable) |signed
N application) |\, qer MDR application) (if applicable) (if applicable)
o)
T
£
Mini-Spike® 2
=
8 Filter Micro-Tip 4550594
O« [Mini-Spike® 2
' @ |chemo Micro- 4550595
2 g' Tip
s© o 40392390000027212Q G2S 012974 0457 [2024-05-26 TUV SUD Product ~ JTUV SUD Product 2028-12-31 N/A
® 8 Mini Spike® Plus 4550315 Rev. 02; Service GmbH Service GmbH
o8 6/8 R NB0123 (NB0123) (NB0123)
D 40392390000002942C G2MS 012974 2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 N/A
' S Dosifix® 4037035 0456 Rev.01; Service GmbH Service GmbH
= NB0123 (NB0123) (NB0123)
03 403923900000026525 G2S 012974 0457 [2024-05-26 TUV SUD Product ~ JTUV SUD Product 2028-12-31 N/A
S cdc) Intrafix® SafeSet]4063007 Rev.02; NB0123 Service GmbH Service GmbH
zZ (NB0123) (NB0123)
52 403923900000263834 G2S 010717 0033 [2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 9240625
g ) Rev.00; NB0123 Service GmbH Service GmbH
85 (NB0123) (NB0123)
o g B. Braun Avitum TUV SUD Product ~ JTUV SUD Product 9240626
= Italy S.p.A. Service GmbH Service GmbH
?5 (NB0123) (NB0123)
s 9240632
23 ifi [ 9240669
s Nutrifix® ENFit® 9240627
© Q0 Set 240677
2 <§,; 92406
ca@ 9240678
>
g @ 9240679
=

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)
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2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er for? (if applicable) |validity (if applicable) |signed
application A : g g :
E PP (under MDR application) (if applicable) (if applicable)
&
T
[0
£ 9240680
[&]
o
8 _ 9240685
V= 9240800
o O|
N 9240621
c o
S & |Nutrifix® ENFit® A i
» N 9240620
58  |set 9240623
>
a 9240624
& [|intrafixe 403923900000026525 G2S 012974 0457 |2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 N/A
=%  lprimeline 4052480 Rev.02; NB0123 Service GmbH Service GmbH
o2
2 3 [ntraix® (NB0123) (NB0123)
59 e 4060369
S [nd Primeline
-— \_I i
=80 ::t.raf"l@ 4062181
£ E’ rimeline
€ .
g g |[nuai® 4062191
= Primeline
(]
g Intrafix® SafeSet]4063002
(O
<8
$ - |Intrafix® SafeSet}4063008
o=
c _II
B |intrafix® SafeSet]4063009
o<
==
cm Intrafix® SafeSet]4063020
c:;s [an]
as
a 3 for devices with AIMDD/MDD certificate(s) the identification
Approval confirms:Correct document attached / complete document attached / scan is readable should be as in the certificate, and only if the certificate has
Freigabe bestatigt: Dokument Richtig zugeordnet / vollstandig und lesbar a generic scope it should be as defined above)
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2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er for? (if applicable) |validity (if applicable) |signed
application L : . i _

E PP (under MDR application) (if applicable) (if applicable)
&
T
[0
S .
3 Intrafix® SafeSet]4063100
o
o _ -
LT |nwaix® 4064007
o (DI Primeline
IS Intrafix®
.. O
c © Primeline 4064008
o m® nali®
N ntrarix
5 O
L& JPrimeline 4064009

a Intrafix®
| L 4064100

S Primeline
—~ ® |intrapur® Inline  J4099842N
°3
g & [ntrafix® SafeSet}4110020
Z
=l -
o= ProSet Intrafix®
EZ [sateser 4187890
g5
08 |Prosetintafixe [4188587
QE [|intrafix® 40392390000014812L G2S 012974 0457 |2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 N/A
<é 8I Primeline ST Rev.02; NB0123 Service GmbH Service GmbH
s ) (NB0123) (NB0123)
= _lI Intrafix® SafeSet]4063131
0 O _ _ _ — =
© I lprimeline 4062191CN 403923900000026627 G2S 012974 0457 [2024-05-26 TUV SUD Product ~ JTUV SUD Product 2028-12-31 N/A
== _ , _
- & Rev.02; NB0123 Service GmbH Service GmbH
Sm [SafeSet 4063002CN (NB0123) (NB0123)
@ .. E—— —
@2
o F

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)

Approval confirms:Correct document attached / complete document attached / scan is readable
Freigabe bestatigt: Dokument Richtig zugeordnet / vollstandig und lesbar
Print Date - Gedruckt am: 2024-05-21 15:51 (CET)
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<
N
o
N
2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
©
%’ Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er for? (if applicable) |validity (if applicable) |signed
application I - g g -
% PP (under MDR application) (if applicable) (if applicable)
o)
T
Q -
£ Dosifix® 4037036 40392390000002942C G2MS 012974 2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A
8 — 0456 Rev.01; Service GmbH Service GmbH
A _  |Dosifix® 4037037 NB0123 (NB0123) (NB0123)
' |posifix® 4037038
o
N g' Dosifix® 4037033 40392390000026052M G2MS 012974 2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 N/A
g © — 0456 Rev.01, Service GmbH Service GmbH
@ g Dosifix® 4037034 NB0123 (NB0123) (NB0123)
88 [oosifix® 4037016 40392390000024302A G2MS 012974 2024-05-26 TUV SUD Product  JTUV SUD Product 2028-12-31 N/A
D = 0456 Rev.01; Service GmbH Service GmbH
+ W |Dosifix® 4037039 NB0123 (NBO123) NB0123)
- S |Exadrop® 4061209 40392390000002692D G2S 012974 0457 [2024-05-26 TUV SUD Product  JTUV SUD Product 2028-12-31 N/A
6 © Rev.02; NB0123 Service GmbH Service GmbH
- % Exadrop® 4061225 (NB0123) (NB0123)
§ x Exadrop® 4061276
[
% & |Exadrop® 4061284
E2  |Exadrop® 4062264
86
O .=
Q% Exadrop® 4180330
" € |Exadrop® 4186719
=
2 § Exadrop® 4186720
C
[
0] Exadrop® 4188144
o=
e 40392390000025902Z G2S 012974 0457 [2024-05-26 TUV SUD Product  JTUV SUD Product 2028-12-31 N/A
% 2 Exadrop® 4061306 Rev.02; NB0123 Service GmbH Service GmbH
== (NB0123) (NB0123)
c
> m
@ ..
@2
o F

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)

Approval confirms:Correct document attached / complete document attached / scan is readable
Freigabe bestatigt: Dokument Richtig zugeordnet / vollstandig und lesbar
Print Date - Gedruckt am: 2024-05-21 15:51 (CET)



5
3 14/26
<
AN
o
N
2 Schedule of Devices
% The above Manufacturer’s Declaration is valid for the following devices:
=
©
% Identification of the device(s)® Directive Original expiry Notified Body [Notified Body End date of [Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive |number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur‘g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er / (if applicable) |validity (if applicable) |signed
N application) |\, qer MDR application) (if applicable) (if applicable)
&
qc) I
S Omnifix® 40 403923900000121925 G1 012974 0607  [2024-05-26 TUV SUD Product  JTUV SUD Product 2028-12-31 N/A
3 9161309V
8 Solo Rev.02; NB0123 Service GmbH Service GmbH
DI < [ommet0 o " (NB0123) (NB0123)
©) Solo
o
o g' Omnifix® Luer 2403923900000026125 G2MS 012974 2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 N/A
g © Solo 4616022V 0456 Rev.01; Service GmbH Service GmbH
BN NB0123 (NB0123) (NB0123)
g 8 Omnifix® Luer 4616025V
a Solo
"¢ Omnifix® Luer
_ % ol 4616050V
O] 3 Omnifix® Luer 4616057V
Q Solo
o -
E _I |Omnifix® Luer 4616103V
$2 Solo
= E o
Sz Omnifix® Luer 4616107V
8o Solo
;2 Omnifix® Luer 4616200V
o = Solo
b3 § Oomnifix® Luer [ < o\ 03
S EI Solo
U) .pe
S _|I gmnlflx® Luer 4616308F
@D O olo
O < -
== Omnifix® Luer
=2 |soo 4616502F
> m
© ..
o2
o F

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)

Approval confirms:Correct document attached / complete document attached / scan is readable
Freigabe bestatigt: Dokument Richtig zugeordnet / vollstandig und lesbar
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<
N
o
N
2 Schedule of Devices
% The above Manufacturer’s Declaration is valid for the following devices:
=
©
% Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
= ey 1Y if applicable) validit if applicable) [signed
g I
N application) |\, qer MDR application) (if applicable) (if applicable)
&
T
g -
3 Omnifix®-F Luer 9161406V
3 Solo
O —  Jomnifix® Luer 4039239000000262ZU G2MS 012974 2024-05-26 TUV SUD Product  JTUV SUD Product 2028-12-31 N/A
cl> 6 Lock Solo 4617029LDS 0456 Rev.01; Service GmbH Service GmbH
N
s [ommmeF Luer |0 " NB0123 (NB0123) (NB0123)
g % Lock Solo - -
® N [omnifix®-H Luer 4039239000000263ZW G2MS 012974 2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 N/A
28 |solo 9162607V 0456 Rev.01; Service GmbH Service GmbH
-]
D Iommiixa-H Luer NB0123 (NB0123) (NB0123)
'z 9162909V
3 Solo
6 (Zﬁ Sterican® MIX 4038088-01 403923900000025726 G2S 012974 0457 ]2024-05-26 TUV_SUD Product TUV_SUD Product 2028-12-31 N/A
g) Rev.02; NB0123 Service GmbH Service GmbH
S & |[Sterican® MIX 4038088-03 (NB0123) (NB0123)
% 25' Sterican® MIX  ]4550400-01
2% |sterican®@ Mix  |4550400-03
=}
85 [sterican® Mmix  |4550400-04
0% 203923900000028 7 2F G2MS 012074 20240526 [TOV SUD Product  [TOV SUD Product . ]2028-12-31 N/A
o = 0456 Rev.01; Service GmbH Service GmbH
5 NB0123 (NB0123) (NB0123)
C © A
) EI 5 ml Syringe
25  |aLDO Union 4606065
= :
o0 Oral Dispenser
o<
==
c
> m
@ ..
@2
o F

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)

Approval confirms:Correct document attached / complete document attached / scan is readable
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Schedule of Devices
The above Manufacturer’s Declaration is valid for the following devices:
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- FOR ORAL USE

OI

S

@ 5.mI Oral

8 Dispenser

o Dosificador Oral

g — NORMON 4606940
, FOR ORAL USE

& INON-STERILE

S

=}

2 5ml

B. Braun Melsungen AG - Document No.: G11
Title: BBMAG_LM_confirmation letter_ Re

Dispensador
Oral (6 mg/3 mL)
FOR ORAL USE
NON-STERILE

4606945

5 ml Farmalider
Oral Dispenser
FOR ORAL USE

4606950

5 ml Farmalider,
IBUPROM FOR
ORAL USE

4606951

Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
(e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
_ - - to which this |Certificate (s) issued the the MDR transition applicable)

Article name [Article el Lot 2l confirmation [prior to the Directive application was [period

Number is made extension of the |Certificate lodged/contract

(under MDR (if applicable) |validity (if applicable) [signed

application) |\, qer MDR application) (if applicable) (if applicable)
3 ml Apirofeno
Oral Dispenser 4606925

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)

Approval confirms:Correct document attached / complete document attached / scan is readable
Freigabe bestatigt: Dokument Richtig zugeordnet / vollstandig und lesbar
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B. Braun Melsungen AG - Document No.: G11
Title: BBMAG_LM_confirmation letter_ Re

Schedule of Devices
The above Manufacturer’s Declaration is valid for the following devices:

17/26

Identification of the device(s)3
(e.g., device name, family/group name device model
or catalogue number)

Article name

Article
Number
(under MDR
application)

Basic UDI-DI

(under MDR application)

Directive
Certificate
number(s)

to which this
confirmation
is made

(if applicable)

Original expiry
date as indicated
on the Directive
Certificate (s)
prior to the
extension of the
validity

(if applicable)

Notified Body
name and
number that
issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the MDR
application was
lodged/contract
sighed

(if applicable)

End date of
extended
validity /
transition
period

Substitute
Device(s)
(if
applicable)

2 mL Oral
Dispenser
Dosificador Oral
— NORMON
FOR ORAL USE
NON-STERILE

G111

4606952

5ml APAP® Oral
Dispenser FOR
ORAL USE

4606954

gulation EU 2023/607

5 ml Oral
Dispenser
Dosificador Oral
— NORMON
FOR ORAL USE
NON-STERILE

4606972

5 ml Apiretal
Oral Dispenser
FOR ORAL USE

4606980

5 ml Apirofeno
Oral Dispenser
FOR ORAL USE

4606985

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)

Approval confirms:Correct document attached / complete document attached / scan is readable
Freigabe bestatigt: Dokument Richtig zugeordnet / vollstandig und lesbar
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N
2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er / (if applicable) |validity (if applicable) |signed
N application) |\, qer MDR application) (if applicable) (if applicable)
&
€
[0
€
3 10 ml Oral
8 - Dispenser
= Dosificador Oral
o © |- normoN 4607040
N |FOR ORAL USE
5 |NON-STERILE
n AN
S
1 mL Dispenser
o)
, Lacovin® 4608961
g — = - —
=%  [Mini-Spike® 4550242 4039239000000270ZT G2S 012974 0457 [2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A
(O m—— Rev.02; NB0123 Service GmbH Service GmbH
LD Mlnl—Splke® 4550234 (NB0123) (NB0123)
§ 14 Filter
< P
=80 2:/';]”' Spke®  1)ce0340
£ E’ emo
S —
35 |MnsSeke®  lis50340-04
Qs Chemo
(]
' E Mini-Spike® 4550510
OR= Micro-Tip
< 9 —
c © Mini-Spike®
%EI Filter Micro-Tip 4550528
§ I [Mini-Spike®
32 |chemo Micro- 4550536
== |1ip
c
2@ [Mini-Spike® V  |4550560
e
a 3 for devices with AIMDD/MDD certificate(s) the identification
Approval confirms:Correct document attached / complete document attached / scan is readable should be as in the certificate, and only if the certificate has
Freigabe bestatigt: Dokument Richtig zugeordnet / vollstandig und lesbar a generic scope it should be as defined above)
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<
N
o
N
2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er for? (if applicable) |validity (if applicable) |signed
application I - g g -

% PP (under MDR application) (if applicable) (if applicable)
&
T
[0
S Mini-Spike® V  |4550560-04
[&]
8 Mini-Spike® V  |4550560IN
[ Mini-Spike®
o9 eiterv 4550579
NS [WMnspke®
c © : N
S & |Filterv 4550579-04
§S  [wnispkee
(I INI-Spike
>3 |chemov 4550587

w e
! Mini-Spike®

c -
_ 5 |chemov 4550587-04
— — — —

2 [Ecoflac® 403923900000027324 G2S 012974 0457 [2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 N/A
O3 4090549 - :
. % Connect Rev.02; NB0123 Service GmbH Service GmbH
o (NB0123) (NB0123)
Z .1 |Eeoflac® 4090550
g Q Connect

@
£2 il 4090552
85 Connect
0w 403923900000027222 G2S 012974 0457 ]2024-05-26 TUV SUD Product  JTUV SUD Product 2028-12-31 16401
' E Ecoflac® Mix 16401N Rev.02; NB0123 Service GmbH Service GmbH
g “g (NB0123) (NB0123)
s © |injekt®-H Luer 40392390000002592A G2MS 012974 2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 N/A
22 |solo 9166106V 0456 Rev.01; Service GmbH Service GmbH
20 [mekon Luer NB0123 (NB0123) (NB0123)
°<  |soo 9166203V
==

[an] 1 -
= Q Injekt®-H Luer 9166254V
© .. Solo
a3
o F

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)

Approval confirms:Correct document attached / complete document attached / scan is readable
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<
N
o
N
2 Schedule of Devices
% The above Manufacturer’s Declaration is valid for the following devices:
=
= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur‘g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er / (if applicable) |validity (if applicable) |signed
N application) |\, qer MDR application) (if applicable) (if applicable)
&
5
£ _ 40392390000007732V G2MS 012974 2024-05-26 TUV SUD Product ~ JTUV SUD Product 2028-12-31 N/A
g Injeki® Luer |/ c06007v 0456 Rev.01; Service GmbH Service GmbH
a_ |[Soo NB0123 (NB0123) (NB0123)
'O . 0392390000007 732V G2MS 012974 2024-05-26 [TOV SUD Product . JTUV SUD Product 2028-12-31 N/A
Q 1 [eki®Luer  f,606027v-03 : i i
N~ Solo < 0456 Rev.01; Service GmbH Service GmbH
3 NB0123 (NB0123) (NB0123)
o ®» ;
P & Injekt® Luer 4606051V
g I Solo
S :
o |mek®@tuer f so6051v-03
g Solo
9
T= PP 5,3 ml Luer 4606058
O] Solo
()] "
g CGC) Injekt® Luer 4606108V
z Solo
€ @ [injekt® Luer
[ =] o
2% |soo 4606108V-03
35 Injekt® Luer
o .0
82 |lsobo 4606205V
1 E -
o€ |oekOLuer  lsosa0sv-03
<8
S EI AS Plus Luer 9161450
o= Solo 1 ml
2@ |nekt®-F Luer —
o<
=3 Solo
S@ [NORMJECT® ;4606027
© .. Luer Solo
@2
o F

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)

Approval confirms:Correct document attached / complete document attached / scan is readable
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<
N
o
N
2 Schedule of Devices
% The above Manufacturer’s Declaration is valid for the following devices:
=
= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur‘g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er / (if applicable) |validity (if applicable) |signed
N application) |\, qer MDR application) (if applicable) (if applicable)
&
T
£
€ NORM-JECT® |\ /<oenet
8 Luer Solo
o
—  |NORM-JECT®
C.’ 6| Lot Sa NJ-4606108
o~ INORM-JECT®
.. O -
23 |Luersolo NJ-4606110
3R [NorwaEcTe
n AN -
— O -
S&  |Luer Solo NJ-4606205
-]
, W INORM-JECT® 5 1606027-02
5 Luer Solo
58 [NORMIECT® 5 4606051-02
> Luer Solo
-
o [NORM-JECT® i ]
Z " |Luer soo NJ-4606067-02
S % NORM-JECT® |\ 1 4606108-02
§ - Luer Solo
[&]
o L
8% |NORMUECT® |\ ; 4606205-02
= Luer Solo
Q€ |NORMJECT®-FI\; 9166017-02
< 8 Luer Solo - -
3 <' [injekt® Luer 4039239000000260ZQ G2MS 012974 2024-05-26 [TOV SUD Product  JTOV SUD Product 2028-12-31 N/A
o= I 4606701V . :
= —II Lock Solo 0456 Rev.01; Service GmbH Service GmbH
2 2 Injekt® Luer o06710 NB0123 (NB0123) (NB0123)
== Lock Solo
c | .
@ [nek@Luer o706y
& k) Lock Solo
=
o 3 for devices with AIMDD/MDD certificate(s) the identification
Approval confirms:Correct document attached / complete document attached / scan is readable should be as in the certificate, and only if the certificate has
Freigabe bestatigt: Dokument Richtig zugeordnet / vollstéandig und lesbar a generic scope it should be as defined above)
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<
N
o
N
2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
©
%’ Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er for? (if applicable) |validity (if applicable) |signed
application L : . i _
E PP (under MDR application) (if applicable) (if applicable)
&
T
£
Injekt® Luer

=
3 Lock Solo 4606736V
o _ -
LT [NORMJECT® 5 1606701-02
o (DI Luer Lock Solo
i~ [NORM-JECT®
g 5 Luer Lock Solo _|'\-4606710-02
20m
® N [NORM-JECT®
— O -
L Luer Lock Solo |\7-4606728

)
, W INORMNECT® 5 4606728-02

5 Luer Lock Solo
=& |Norm-JECT® | . ]
o 3 Luer Lock Solo NJ-4606736-02
)
o NORM-JECT®
Z ml Luer Lock Solo |'\/4606755BMS
s 2 403923900000029126 G2MS 012974 2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A
g ic’ Omnifix® 4613503F 0456 Rev.01; Service GmbH Service GmbH
8o NB0123 (NB0123) (NB0123)
[a = - —
. € Jomnifixe slip  |4616003 403923900000026423 G2MS 012974 2024-05-26 TUV SUD Product  [TUV SUD Product 2028-12-31 N/A
o = - - 0456 Rev.01; Service GmbH Service GmbH
< § |Omnifix® Slip 14616014 NBO0123 (NB0123) (NB0123)

[&]
S~ [Jomnifix® Slip  |4616021
23
3@ |omnifix®-F Slip 9164001
= <§E . 40392390000023822Q G2S 012974 0457 [2024-05-26 TUV SUD Product ~ [TUV SUD Product 2028-12-31 N/A
g @ [Aspiration 8258821 Rev.02; NB0123 Service GmbH Service GmbH
> m
g .. [Neede (NB0123) (NB0123)
@2
o F

3 for devices with AIMDD/MDD certificate(s) the identification
should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)

Approval confirms:Correct document attached / complete document attached / scan is readable
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<
N
o
N
2 Schedule of Devices
% The above Manufacturer’'s Declaration is valid for the following devices:
=
= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g MTElE mehre Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur’g elr\/IDR is made extension of the |Certificate lodged/contract
g‘ (un l_er for? (if applicable) |validity (if applicable) |signed
application I - g g -
E PP (under MDR application) (if applicable) (if applicable)
&
5
£ 4 ML 40392390000002872F G2MS 012974 2024-05-26 TUV SUD Product  JTUV SUD Product 2028-12-31 N/A
8 DISPENSER 0456 Rev.01,; Service GmbH Service GmbH
O _ |ser.ponoT [*600190C NB0123 (NB0123) (NB0123)
"o |rRINSE®
< OI
N Y
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2 Schedule of Devices

% The above Manufacturer’s Declaration is valid for the following devices:

=

= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — — ——— to which this |Certificate (s) issued the the MDR transition applicable)
g ATEE e Nrtlcbe asic ) confirmation [prior to the Directive application was [period
3 ur‘g elr\/IDR is made extension of the |Certificate lodged/contract
= (un l_er , (if applicable) |validity (if applicable) [signed

N application) |\, qer MDR application) (if applicable) (if applicable)
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2 Schedule of Devices
% The above Manufacturer’s Declaration is valid for the following devices:
=
3
= Identification of the device(s)3 Directive Original expiry Notified Body Notified Body End date of |Substitute
. (e.g., device name, family/group name device model |[Certificate date as indicated Jname and name and extended Device(s)
® or catalogue number) number(s) on the Directive number that number where Jvalidity / (if
§ — = - to which this |Certificate (s) issued the the MDR transition applicable)
g AELR mEmE Artlcbe el Lot 2l confirmation [prior to the Directive application was [period
3 Nur‘g er is made extension of the |Certificate lodged/contract
= (un l_er . (if applicable) |validity (if applicable)  |signed
N application) |\, qer MDR application) (if applicable) (if applicable)
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3 for devices with AIMDD/MDD certificate(s) the identification
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