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1 Introduction
1.1 Objective

This document summarizes the labels released for the Temperature sensors. This summary was
generated for the technical documentation to simplify review of all model labels during verification
processes according to the applicable standards and other requirements.

It may also be used as evidence of current valid labels for registration purposes in other countries.

1.2 Scope

All labels of the reusable bluepoint medical branded sensors are listed in this summary.
Included are the labels on the product (flag label) and the outer box label, which is the primary
packing level of the product.

1.3 Reference

ID | Document ID Name Rev.
[1] | FDB-02-13-0001 TEMP 1010132009 3
[2] | FDB-02-13-0002 TEMP 1010132010 3
[31 | FDB-02-13-0003 TEMP 1010132011 3
[4] | FDB-02-13-0004 TEMP 1010132012 2
[5] | FDB-02-13-0005 TEMP 1010132013 2
[6] | FDB-02-13-0006 TEMP 1010132014 3
[7]1 | FDB-02-13-0007 TEMP 1010132015 2
[8] | FDB-02-13-0008 TEMP 1010132016 3
[9] | FDB-02-13-0009 TEMP 1010132017 3
[10] | FDB-02-13-0010 TEMP 1010132018 4
[11] | FDB-02-13-0011 TEMP 1010132019 3
[12] | FDB-02-13-0012 TEMP 1010132020 3
[13] | FDB-02-13-0013 TEMP 1010132021 4
[14] | FDB-02-13-0014 TEMP 1010132022 5
[15] | FDB-02-13-0015 TEMP 1010132023 3
[16] | FDB-02-13-0019 TEMP 1010132027 3
[17] | FDB-02-13-0020 TEMP 1010132028 2
[18] | FDB-02-13-0021 TEMP 1010132029 1
[19] | FDB-02-13-0022 TEMP 1010132030 4
[20] | FDB-02-13-0023 TEMP 1010132031 5
[21] | FDB-02-13-0024 TEMP 1010132032 4
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1.4 Definitions and Abbreviations

Term Description

uDI Unique device identifier
SN Serial Number

MD Medical device
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2 Reusable sensors
2.1 Box Label top

Reusable sensors are sold as single piece, coiled together and packed in a carton and labelled as

below.

bluepoint m iD_Iy

Temperature probe
Rectal/esophageal application

B 6,

(01) 142516796 0181 1
(11240206
(21) 2401100001

1010132009

['sN] 2401100001

TRRE-01-00-2009
(w_rf] 2024-02-06

HOARATNDO B

bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

bluepoint m iD_Iy

Temperature probe
Rectal/esophageal application

1010132010

N

e

4\ @ 2401100001 (01)142516796.01828
(11) 240206
(21) 2401100001

TRRE-01-00-2010
(] 2024-02-08

DEHP

bluepoint medical GmbH & Co. KG
“ An der Trave 15 - 23923 Selmsdorf, Germany

E-Mail: info@bluepoint-medical.com - Made in Germany

3

&
.
Leuag AG 8 Leuag AG
Industriestrasse 21 2 Industriestrasse 21
CH-6055 Alpnach Dorf 8 CH-6055 Alpnach Dorf

@

S

bluepoint io_/y

Temperature probe
Rectal/esophageal application

1010132011
[SN] 2401100001

TRRE-01-00-2011
(] 2024-02-08

HOIRAMRNDO B

DEHP

(01) 142516796 0183 5
(11)240206
(21) 2401100001

jepol
u An der Trave 15 - 23023 Sellmded Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

Leuag AG
Industriestrasse 21
CH-6055 Alpnach Dorf

A b

bluepoint u io_/y

Temperature probe
Rectal/esophageal application

. 1010132012
[sN] 2401100001

[CAT| TRRE-01-00-2012
(] 2024-02-06

(01) 142516796 0184 2
(11)240206
(21) 2401100001

DEHP

“ An devTuve15 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

Leuag AG

Industriestrasse 21
CH-6055 Alpnach Dorf

-

3
&
g
g
&
&
8
@
s

% m‘é Z&

RE ™ is

BOARAEO D &

LAB-02-13-0002 Rev. 4

IP44

e

ZN
w3

HOXRAINO D &

-
3
&
3
8
2
&
8
@
3
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bluepoint u W

Temperature probe
Rectal/esophageal application

1010132013 % ﬂ”é
@ 2401100001 (01) 1425167960185 9

(11) 240206
[CAT] TRRE-01-00-2013

(21) 2401100001
(] 2024-02-08

HOIRADMO B

DEHP
bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

-
é
s
:
Leuag AG g
Industriestrasse 21 g
CH-6055 Alpnach Dorf &
2
3

bluepoint E‘D_/y

Temperature probe
Rectal/esophageal application

IP44
1010132015 o5l m} .
’lr‘ (3 /.T
@ 2401100001 (01) 142516796 0167 3 Z
(11) 240208
TRRE-01-00-2015 **°""
] 2024-02-06

BOEZRATD B

DEHP

bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Seimsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

Leuag AG
Industriestrasse 21
CH-6055 Alpnach Dorf

LAB-02-13-0007 Rev. 4

bluepoint E‘D_/cy

Temperature probe
Rectal/esophageal application

1010132014

Pis

@ 2401100001 (01) 142516796 01866 AN
(1) 240206
(21) 2401100001

|CAT| TRRE-01-00-2014
(] 2024-02-08

- osa hPa
HOIRAED S &

DEHP

bluepoint medical GmbH & Co. KG
u An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

.
:
8
Leuag AG 8
Industriestrasse 21 b
(CH-6055 Alpnach Dorf 3.'
§
-

bluepoint u E\D—ly

Temperature probe
Rectal/esophageal application

1010132016 @ @ﬂ%

[[SN] 2401100001 (01)1 4251679601880
TRRE-01-00-2016
(M) 2024-02-06

WOEIRADO B &

DEHP
bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

o+ [ree]
Leuag AG

Industriestrasse 21
(CH-6055 Alpnach Dorf

(11) 240206
(21) 2401100001

LAB-02-13-0008 Rev. 4

| File: LS-02-13-0001_rev0_BPM-Temperature_Sensors_Labels.docx




bluepoint i)_/cy

Project Temperature Sensors Rev. 0
Internal Document Label Summary — BPM branding Faoe

bluepoint W

Temperature probe
Rectal/esophageal application

1010132017 E:% N}é

[ ::: 2401100001 (01) 142516796 0189 7

(11) 240206
TRRE-01-00-2017 V2"
(] 2024-02-0

KG
u An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

Leuag AG
Industriestrasse 21
CH-6055 Alpnach Dorf

bluepoint m E\D_Iy

Temperature probe
Rectal/esophageal application

e

1010132019
(01) 142516796 0191 0

[SN] 2401100001
(11) 240208
TRRE-01-00-2019 V2"

(w_rf] 2024-02-06

BOIRADRO B

DEHP

bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

Leuag AG
Industriestrasse 21
CH-6055 Alpnach Dorf

Temperature probe
Rectal/esophageal application

1010132018
['sN] 2401100001

TRRE-01-00-2018
(] 2024-02-06

(01) 1425167960190 3
1)240206

21) 2401100001

70°c
30°C /ﬂ/
1060 hPa
800 np

DEHP

bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Seimsdorf, Germany

E-Mail: info@bluepoint-medical.com - Made in Germany

-
3
g [ [ree]
3 Leuag AG
< Industriestrasse 21
g CH-6055 Alpnach Dorf
@
S

Temperature probe

@ Rectal/esophageal application

1010132020
4N [SN] 2401100001 ()1 emmerssoreer
(11)240206

[ ]
] )f . TRRE-01-00-2020 “"*"™'

(] 2024-02-06
s%

DEHP

bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

<
8
=
8 Leuag AG
¥ Industriestrasse 21
g CH-6055 Alpnach Dorf
3
3

bluepoint v i/cy

i s

bluepoint m W

= A TN

BWEOAIRABRO® &

BWEOARAROD &

%
3

&
e
g
g
3
]

1060 hPa

=

:
&

&

g

2

g

3

3
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bluepoint m w

Temperature probe
Skin application

1010132021

@ 2401110776 (01) 142516796 0193 4
(11) 240627

TRSC-01-00-2021 (21) 2401110776

(w_J| 2024-06-27

70°C
-30°C

smwosunh
BOEIRADMO® &

DEHP

bluepoint medical GmbH & Co. KG

“ An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

Leuag AG
Industriestrasse 21
CH-6055 Alpnach Dorf

bluepoint v E‘Dly

Temperature probe
Skin application @

LAB-02-13-0013 Rev. 5

; IP44

1010132023 23 ;M}x
Pk

[SN] 2401100001 (o) 142516795 01655 .

(11) 240827

TRSC-01-00-2023 “/*"™*
(] 2024-06-27

70°C
-30°C

s
BOERADMS® &

DEHP
bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

3
[on [ree]
Leuag AG g8
Industriestrasse 21 8
CH-6055 Alpnach Dorf 3
g
3

bluepoint m iD_/y

Temperature probe
Skin application

1010132022
['sN] 2401110786 0

(11) 240627 .
TRSC-01-00-2022 "> )f

M 2024-06-27

_— IP4
B 4, >

(01) 1425167960194 1

BWEOARADRD B i
N ONLY 10%
DEHP ==
bluepoint medical GmbH & Co. KG
u An der Trave 15 - 23923 Selmsdorf, Germany C € 0482
E-Mail: info@bluepoint-medical.com - Made in Germany
-
Leuag AG 8
Industriestrasse 21 <
CH-6055 Alpnach Dorf &
3
£

bluepoint W

Temperature probe
Skin application

1010132024
[[SN] 2401100001 (1) 14a5te7s601065

(1) 240627
TRSC-01-00-2024 "
] 2024-06-27

s

-30°

"
WOERARISO D &

DEHP

bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

Leuag AG
Industriestrasse 21
CH-6055 Alpnach Dorf

LAB-02-13-0016 Rev. 5
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90f 17
bluepoint m E‘D/y bluepoint u iﬂy

Temperature probe Temperature probe
Skin application Skin application

: IP44 : IP44
1010132025 m\ P 1010132026 P im PR
@ 2401100001 ﬁ:));@llmamwz /I'L\ @ 2401100001 (01)142516796 0198 9 AIL\
- (1) 240827 "
TRSC-01-00-2025 =" wf TRSC-01-00-2026 "™ "

M 2024-06-27 . °‘°""‘ @ 2024-06-27
BOIRATNOD & WOIRRADROD

|
DEHP  We=m DEH

bluepoint medical GmbH & Co. KG iepoint
“ An der Trave 15 - 23923 Selmsdor, Germany C€o482 “ An der Trave 15 - 23923 Selmsdor, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany E-Mall: info@bluepoint-medical.com - Made in Germany

CH-6055 Alpnach Dorf

.ﬁ w
3 3
&

£ H

Leuag AG g Leuag AG 3

Industriestrasse 21 g Industriestrasse 21 2

CH-6055 Alpnach Dorf 8 8
@ 3
< 3

bluepoint m ilcy

Temperature probe
Skin application

bluepoint n W

Temperature probe
Skin application

. P44
10101 7 : 7
01013202 ﬁ [up1] @@é Sk 1010132028 E@ e
@ A0 el * @ 2401100001 (01)142516796.02009

TRSC-01-00-2027 %" . )f e IRSC0100.2028 2 = )f

(] 2024-06-27 ‘mm o _
> mnhm, @ N uonp

HOERATO® & HWIinAmSSs &

DEHP DEHP

bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

cal G
“ An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

w w

3 3

:
:

Leuag AG 8 Leuag AG 8
Industriestrasse 21 - Industriestrasse 21 -
CH-6055 Alpnach Dorf g CH-6055 Alpnach Dorf g
g §

S S
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bluepoint v W

Temperature probe
Skin application

. IP44
1010132029 R IMP
& K
@ 2401100001 (01) 1425167960201 6 .
(1) 240827

TRSC-01-00-2029 "0
] 2024-06-27

ORI RABROSD &

t
DEHP  =m

bluepoint medical GmbH & Co. KG
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

Leuag AG
Industriestrasse 21
(CH-6055 Alpnach Dorf

bluepoint iz;_:cy

Temperature probe
Skin application

1010132031
[SN] 2401106482

TRSC-01-00-2031
(] 2024-06-27

HOARATNO B

@ s

(01) 142516796 0203 0 .
(11) 240627
(21) 2401108482

LAB-02-13-0021 Rev. 5

95%
)
DEHp  wemm

bluepoint medical GmbH & Co. KG

An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

[cH [ree]
Leuag AG
Industriestrasse 21
CH-6055 Alpnach Dorf

LAB-02-13.0023 Rev. 5

bluepoint m i)_ly

Temperature probe
Skin application

1010132030
[SN] 2401104748
TRSC-01-00-2030
(] 2024-06-27

WOIRATO D @

DEHP

a5t (20 (i,

(01) 142516796 02023
(11) 240827
(21) 2401104748

bluepoint medical GmbH & Co. KG
u An der Trave 15 - 23923 Selmsdorf, Germany

E-Mail: info@bluepoint-medical.com - Made in Germany
[cn [rep]
Leuag AG

Industriestrasse 21
(CH-6055 Alpnach Dorf

5

LAB-02-13-0022 Rev.

bluepoint u iﬂy

Temperature probe
Skin application

” IP44
1010132032 4“ f
& K
@ 2401109590 (01) 142516796 0204 7 .
(11) 240627
(21) 2401108590

TRSC-01-00-2032
(] 2024-06-27

@@Z%A@@@Mﬁ

DEHP

al Gi
An der Trave 15 - 23923 Selmsdorf, Germany
E-Mail: info@bluepoint-medical.com - Made in Germany

®
3
2
3
Leuag AG g
Industriestrasse 21 2
CH-6055 Alpnach Dorf 8
3
]
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2.2 Box Label bottom

(2]
/2]

SEE— v
aaaaagq_. s =

=
SE=

(1]

8)lzl Olsys Olwse
csyall/pgiinall Giyb e Jlaziwl

Tepmoconaun
pekTantxo/esochareanHo npunoxexue

Teplotni sonda
Rektalni/esofagealni aplikace

Temperatursonde
Rektal/gsofagus applikation

Temperatursonde
Rektale/6sophageale Anwendung
AioOnTipag Beppokpaaiag
MpwKTIK/0lIcOPayIKA EPappoyn
Sonda de temperatura
Aplicacion rectal/esofagica
Temperatuuriandur
Rektaalne/s66gitoru manustamine
Loy sldyugy
Syo/pgiS) Gyb jloy)lS
Lampétilamittapaa
Perasuolen/ruokatorven levitys
Thermosonde
Application rectale/oesophagienne
Temperaturna sonda
Rektalna/ezofagealna primjena
Hémérseklet-érzékelé szonda
Rektalis/nyel6csé alkalmazas
Pemeriksaan suhu
Aplikasi rektal / esofagus
Sonda di temperatura
Applicazione rettale/esofagea
mEIO-J
HEiR/BEADEA
25 T2
A@lye b8

8yl Ol Slwzo
Al duolo §uyb e JlasiwlI
Tepmocongu
NpUNoXeHUe Ypes KOHTAKT C KoxaTa
Teplotni sonda
Aplikace na kiZi
Temperatursonde
Pafering af huden

Temperatursonde
Hautanwendung
AlgBnTipag Beppokpagiag
Eg@appoyn oro déppa
Sonda de temperatura
Aplicacién en la piel
Temperatuuriandur
Naha pealekandmine

by slaugy
Cuwgy b puled Gayb 1 388
Lampétilamittapaa
Ihosovellus

Thermosonde
Application cutanée

Temperaturna sonda
Primjena na koZi

Hémeérséklet-erzékelé szonda
Bér alkalmazasa

Pemeriksaan suhu
Aplikasi kulit

Sonda di temperatura
Applicazione sulla pelle
RETO—T
HIENDZEL

2 Z2H

o2 Hg

Temperatiiros zondas

Tiesiosios Zarnos / stemplés taikymas
Temperatiiras zonde

Taisnas zarnas/baribas vada aplikacija

Temperatuursonde
Rectale/slokdarmtoepassing

Temperaturprobe _
Rektal/gsofagus pafering

Czujnik temperatury

Aplikacja doodbytnicza/przetykowa

Sonda de temperatura
Aplicagao retal/esofagica

Sonda de temperatura
Aplicagao retal/esofagica
Sonda de temperatura
Aplicare rectala/esofagiana

Eamux Temnepartypbl
eKTanbHoe/NUIEBOAHOE NPUMeHeHne

Teplotna sonda
Rektalna/ezofagova aplikacia
Temperaturne sonde

uporaba rektalno/ezofagealno
Temperaturna sonda
Rektalna/ezofagealna primena
Temperatursond

Rektal/esofageal applicering
WinaUnail
Tulumsmin/masnoms
Sicaklik probu

Rektal/6zofagus uygulamasi

Pau do nhiét do

Dung cho tryc trang/thuc quan
mEER

i BEN A

<

LAB-02-13-0050 Rev. 2

Temperatiros zondas
Taikymas odai

Temperatdras zonde
Adas uzklasana

Temperatuursonde
Huidtoepassing

Temperaturprobe
Pafering av huden

Czujnik temperatury
Aplljkacja na skore
Sonda de temperatura
Aplicagao na pele
Sonda de temperatura
Aplicagao na pele

Sonda de temperatura
Aplicare pe piele

(o)

[laTumk Temneparypbl
MpuMeHeHne KOXM

Teplotna sonda
Aplikacia na koZu
Temperaturne sonde
uporaba pri stiku s koZo
Temperaturna sonda
Primena na koZi
Temperatursond
Applicering pa huden
Winaungdl

I ulasduiafinile
Sicaklik probu

Cilt uygulamasi

Pau do nhiét do

Dung cho tiép xtc ngoai da
REEEE

BRERH

»n
<

<

= HN= — -
82e0GE00C0E0BREECGE PACEOOAREO0BE2B068

LAB-02-13-0053 Rev. 0
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2.3 Flag label - back
bluepoint medical GmbH & Co. KG N —
An der Trave 15 o) i bluepoint medical GmbH & Co. KG o %
23923 Selmsdorf, Germany 3 An e Tawe 15 0 |=
www.bluepoint-medical.com g S %%ﬁﬁg‘;ﬂ?ﬁ&?ﬁaﬂm < |8
& ) ) o |2
REF| 1010132009 & -E 2
(V) E 1010132010 W g
MD |2 [wp] [i Wit
bluepoint medical GmbH & Co. KG R bluepoint medical GmbH & Co. KG N
An der Trave 15 o) & An der Trave 15 &
23923 Selmsdorf, Germany 4 23923 Selmsdorf, Germany © S
www.bluepoint-medical.com g S www.bluepoint-medical.com g =
) o:»
REF| 1010132011 Wz [REF] 1010132012 W |5
) @
mp] [ 1i] V|2 [mp] [1i] Ik
bluepoint medical GmbH & Co. KG N bluepoint medical GmbH & Co. KG |-
An der Trave 15 0 |& At dor Trave A5 AN |3
23923 Selmsdorf, Germany < (8 23923 Selmsdorf, Germany Q (S
www.bluepoint-medical.com = www.bluepoint-medical.com < (S
O (3 O |3
REF| 1010132013 W | 1010132014 W |3
) ©
mp]| [ [i] vz [wp] [1i] Wik
bluepoint medical GmbH & Co. KG VR bluepoint medical GmbH & Co. KG 2
An der Trave 15 e} & An der Trave 15 N &
23923 Selmsdorf, Germany S 23923 Selmsdorf, Germany 0 |
www.bluepoint-medical.com < S www.bluepoint-medical.com < S
o 2 o (2
REF]| 1010132015 W |5 1010132016 W |3
o 0
wp] [ ]i] v |2 [wp] [Ii Wik
| S |
bluepoint medical GmbH & Co. KG o 4 bluepoint medical GmbH & Co. KG o 2
An der Trave 15 e} & An der Trave 15 00 P
23923 Selmsdorf, Germany o 23923 Selmsdorf, Germany ©
www.bluepoint-medical.com g S www.bluepoint-medical.com g S
© &
REF] 1010132017 Wi [REF| 1010132018 W |3
(aa] @
mp] [ i V|2 [wmp] [i] vz
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RluzpolTnt meilscal GmbH&Co.KG | g |2 bluepoint medical GmbH & Co.KG | |
n der Trave Ander T 15 2
23923 Selmsdorf, Germany © § dezgrSerI?r‘:sedorf, Germany Q (3
www.bluepoint-medical.com g = www.bluepoint-medical.com g S
REF| 1010132019 W | REF| 1010132020 W g
@ @
mp]| [ 1i] vz [wp] [i] U3
s maRtaontitsco. 0 | o (B bluepoint medical GmbH & Co.KG [~ |2
23923 Selmsdorf, Germany 0 | TS Somao Sy © (=
www.bluepoint-medical.com g 2 www.bluepoint-medical.com g S
REF| 1010132021 % 3
w s 1010132022 w s
wp] [1i] v [wo] [T Vs
— —_—
:':3‘;‘:'{_‘:3‘;‘::‘:';“ GmbH & Co. KG N bluepoint medical GmbH & Co. KG N
[
23923 Selmsdorf, Germany o § ?;Sggrslrlz:d?rf, Germany © |3
www.bluepoint-medical.com g 2 www.bluepoint-medical.com g S
REF| 1010132023 W/ & REF| 1010132024 W/ 2
@ @
mp] [ 1] v |3 [wp] [Ii] V|
—— |
::’3‘;?'}‘:3’;‘:‘:';3' GmbH 8Co.KG | E, bluepoint medical GmbH & Co.K6 [~ | 2
23923 Selmsdorf, Germany %-) 2 23623 Selmadiort Germany 0 (£
www.bluepoint-medical.com o S www.bluepoint-medical.com g S
oM m
mp] [ [i] V| [mp] [1i] Wik
2‘:3’;?‘;‘:;\',‘:‘:'5‘33' GmbH&Co.KG | &g |2 bluepoint medical GmbH & Co. KG [y |2
o ]
23923 Selmsdorf, Germany g ~ ’Z\;Sggrstlar]::d?rf, Germany © |5
www.bluepoint-medical.com o S www.bluepoint-medical.com g S
) )
REF| 1010132027 W [ REF| 1010132028 W/ <
[0a) o)
mp] [ [i] V|2 [wp] [1i] 3
SEmm— —
R:lzr;?i?rta""‘:i'scal GmbH8Co.KG | o |2 bluepoint medical GmbH & Co.KG [~ |2
o An der Trave 15 2
23923;) ISelmsidtt)_rf, %?rmlany g o 23923 Selmsdorf, Germany 0 ;
www.bluepoint-medical.com o S www.bluepoint-medical.com g S
REF| 1010132029 W ¢ |REF| 1010132030 W |2
m m
mp] [ i V|3 [wo] [1i] Ik
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bluepoint medical GmbH & Co. KG | 4 ES bluepoint medical GmbH & Co.KG |~ |2

An der Trave 15 0 |= An der Trave 15 &

23923 Selmsdorf, Germany < |2 23923 Selmsdorf, Germany © |
www.bluepoint-medical.com S |3 www.bluepoint-medical.com g S

REF] 1010132031 Wz [REF 1010132032 Wz
o @

mp] [ [i] v g [wp] [1i] ik

2.4 Flag label - UDI

All reusable sensors have the following direct marking at the product:

Temperature probe
Rectal/esophageal
application

SN | 2401100001

Temperature probe
Rectal/esophageal
application

CAT |TRRE 01-00-2011
SN | 2401100001

Temperature probe
Rectal/esophageal
application

SN | 2401100001

Temperature probe
Rectal/esophageal
application

CAT |TRRE 01-00-2015
SN (2401100001

CAT | TRRE 01-00-2009 (01) 1 42516796 0181 1

CAT|TRRE 01-00-2013 (01) 1 42516796 01859

UDI

Temperature probe e
Rectal/esophageal >
application

iz

(11) 240207
(21) 2401100001

(11) 240207

SN | 2401100001

LAB-02-13-0026 Rev2

CAT | TRRE 01-00-2010 (01) 1 42516796 0182 8

(21) 2401100001

application

. Temperature probe :
%’% Rectal/esophageal @ UDI

(01) 142516796 0183 §

LAB-02-13-0028 Rev2

CAT |TRRE 01-00-2012 (01) 1 42516796 0184 2

LAB-02-13-0027 Rev2

LAB-02-13-0029 Rev2

(11) 240207 (11) 240207
(21) 2401100001 SN | 2401100001 (21) 2401100001
N s Temperature probe e
r ubDI Rectal/esophageal % UDI
'y application

LAB-02-13-0030 Rev2

(11) 240207 — (11) 240207
(21) 2401100001 SN | 2401100001 (21) 2401100001
x Temperature probe o
%: UDI| $ Rectallesophageal UDI
*  application
(01) 1 42516796 0187 3 S |CAT|TRRE 01-00-2016 (01) 1 42516796 0188 0
(11) 240207 W =3 (11) 240207
(21) 2401100001 @ SN | 2401100001 (21) 2401100001

CAT | TRRE 01-00-2014 (01) 142516796 0186 6

LAB-02-13-0033 Rev2

LAB-02-13-0031 Rev2
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. Temperature probe : ~

Lﬁﬂgﬁiastgﬁgézgf : UDI| $ Rectallesophageal UDI 3
application ] ; application v
CAT|TRRE 01-00-2017 (01) 142516706 01807 = | CAT | TRRE 01-00-2018 (01) 142516796 0190 3 3
QN | (11) 240207 S [en ] (11) 240207 %
SN (2401100001 (21) 2401100001 2 SN | 2401100001 (21) 2401100001 3

Temperature probe
Rectal/esophageal

3

e

UDI

application

CAT | TRRE 01-00-2019 (01) 142516796 01910
[eSRT | (11) 240207

SN | 2401100001 (21) 2401100001

Temperature probe

:

Skin application % UDI
CAT |TRSC 01-00-2021 (01) 142516796 0193 4
E3INE (11) 240627

SN | 2401110776 (21) 2401110776

Temperature probe
Skin application

SN (2401100001

Temperature probe

UDI

CAT|TRSC 01-00-2023 (01) 142516796 0195 8
Flon | (11) 240627
(21) 2401100001

UDI

Skin application

CAT
SN

TRSC 01-00-2025 (01) 142516796 0197 2

(1) 240627
2401100001 59 2491490001

LAB-02-13-0040 Rev3 LAB-02-13-0038 Rev3 LAB-02-13-0036 Rev2

LAB-02-13-0042 Rev3

Temperature probe
Rectal/esophageal

UDI

s

application §
CAT | TRRE 01-00-2020 (01) 1 42516736 01627 =
=a (11) 240207 <
SN | 2401100001 (21) 2401100001 @
Temperature probe g -
Skin application ubDI S
ﬁ @

CAT |TRSC 01-00-2022 (01) 142516796 0194 1 g
SN | 2401110786 (11 20627 2
<

(21) 2401110786

Temperature probe
Skin application

UDI

B

TRSC 01-00-2024 (01) 142516796 0196 5

(11) 240627

@ 2401100001

Temperature probe

(21) 2401100001

LAB-02-13-0041 Rev3

UDI

Skin application

TRSC 01-00-2026  (01) 142516796 0198 9

@ 2401100001

(11) 240627
(21) 2401100001

LAB-02-13-0043 Rev3
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Temperature probe Temperature probe

Skin application UDI Skin application uDI

el

2401100001

SN

Temperature probe
Skin application

i

SN (2401100001

Temperature probe
Skin application

3

e

SN | 2401106482

CAT |TRSC 01-00-2027 (01) 142516796 0199 6
"o N (11) 240627
(21) 2401100001

SN (2401100001

LAB-02-13-0044 Rev3

Temperature probe

ubI Skin application

CAT | TRSC 01-00-2029 (01) 142516796 0201 6
Font | (11) 240627
(21) 2401100001

SN (2401104748

LAB-02-13-0046 Rev3

Temperature probe

UDI

CAT | TRSC 01-00-2031 (01) 142516796 0203 0
— (11) 240627
(21) 2401106482

Skin application

@ 2401109590

LAB-02-13-0048 Rev3

CAT|TRSC 01-00-2028 (01) 142516796 0200 9

CAT |TRSC 01-00-2030 (01) 142516796 0202 3

TRSC 01-00-2032 (01) 142516796 02047

o

(11) 240627
(21) 2401100001

e

LAB-02-13-0045 Rev3

UDI

(11) 240627
(21) 2401104748

LAB-02-13-0047 Rev3

UDI

(11) 240627
(21) 2401109590

LAB-02-13-0049 Rev3
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2.5 Label summary
Flag label -

REF Box Label - top | Version back Version | Flag label -UDI | Version
1010132009 | LAB-02-13-0001 4 LAB-02-13-0054 0 LAB-02-13-0026 2
1010132010 | LAB-02-13-0002 4 LAB-02-13-0055 0 LAB-02-13-0027 2
1010132011 | LAB-02-13-0003 4 LAB-02-13-0056 0 LAB-02-13-0028 2
1010132012 LAB-02-13-0004 4 LAB-02-13-0057 0 LAB-02-13-0029 2
1010132013 LAB-02-13-0005 4 LAB-02-13-0058 0 LAB-02-13-0030 2
1010132014 LAB-02-13-0006 4 LAB-02-13-0059 0 LAB-02-13-0031 2
1010132015 LAB-02-13-0007 4 LAB-02-13-0060 0 LAB-02-13-0032 2
1010132016 LAB-02-13-0008 4 LAB-02-13-0061 0 LAB-02-13-0033 2
1010132017 LAB-02-13-0009 4 LAB-02-13-0062 0 LAB-02-13-0034 2
1010132018 LAB-02-13-0010 4 LAB-02-13-0063 0 LAB-02-13-0035 2
1010132019 | LAB-02-13-0011 4 LAB-02-13-0064 0 LAB-02-13-0036 2
1010132020 | LAB-02-13-0012 4 LAB-02-13-0065 0 LAB-02-13-0037 2
1010132021 LAB-02-13-0013 5 LAB-02-13-0066 0 LAB-02-13-0038 3
1010132022 | LAB-02-13-0014 5 LAB-02-13-0067 0 LAB-02-13-0039 3
1010132023 LAB-02-13-0015 5 LAB-02-13-0068 0 LAB-02-13-0040 3
1010132024 LAB-02-13-0016 5 LAB-02-13-0069 0 LAB-02-13-0041 3
1010132025 LAB-02-13-0017 5 LAB-02-13-0070 0 LAB-02-13-0042 3
1010132026 LAB-02-13-0018 5 LAB-02-13-0071 0 LAB-02-13-0043 3
1010132027 LAB-02-13-0019 5 LAB-02-13-0072 0 LAB-02-13-0044 3
1010132028 LAB-02-13-0020 5 LAB-02-13-0073 0 LAB-02-13-0045 3
1010132029 LAB-02-13-0021 5 LAB-02-13-0074 0 LAB-02-13-0046 3
1010132030 | LAB-02-13-0022 5 LAB-02-13-0075 0 LAB-02-13-0047 3
1010132031 LAB-02-13-0023 5 LAB-02-13-0076 0 LAB-02-13-0048 3
1010132032 | LAB-02-13-0024 5 LAB-02-13-0077 0 LAB-02-13-0049 3

Box label - bottom Version
LAB-02-13-0050 2
LAB-02-13-0053 0
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