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1. Purpose

The purpose of this document is to provide an overview of the revisions/change log of external
documents, as labelling and packaging, for the product(s) mentioned that supports the Design
Review Control (DRC) team by documents control.

2. Product data

Product name

Product version

Product REF

UDI-DI (GTIN-14)

Basic UDI-DI

SpiroTrue

H

1030132000

242516796 0156 6

42516796-001-WR

3. Product variants of SpiroTrue H as component for Manufactures of OEM Breathing Systems

Product name | Product variant | Product REF | UDI-DI (GTIN-14) Basic UDI-DI

SpiroTrue H(2m) 4030131003 | 242516796 0163 4 | 42516796-001-WR
SpiroTrue D (2,2m) 6030131002 | 242516796 01658 | 42516796-001-WR
SpiroTrue D (3,2m) 6030131001 | 2425167960164 1 | 42516796-001-WR

4, Summary
The product specific requirements and applicable regulatory and safety standards related to the
labelling and packaging are listed into Design Inputs SpiroTrue-H (Doc.ID Nr: BPM-DI-071112-001-
NR-R4)

The labelling and packaging specifications had been updated, reviewed and approved by DRC
team. The new/updated Labelling and Packaging (printed version) for the product(s) will REF to
this document.

Annex
Pictures of labelling and packaging for the product(s) and product variants listed into this
document.
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5. SpiroTrue H - REF 1030132000

5.1. Primary labelling 99x70mm (black/white), PE pouch 150x200mm (clear/nature)

SpiroTrue®H bluepoint v w
single use flow sensor

15M/15M with 2m sensor tube incl. hook and adaptor

1030132000 \ Hi-!_ (01) 1 42516796 0156 9
(11) 220101
(LOT| 1234-5678-H ¥ (17) 250101

£ (10) 1234-5678-H

Tpos  M]2022-01-01  5J 2025-01-01
[(AAQ® L &® W K

bluepoint MEDICAL GmbH & Co. KG
An der Trave 15 0482

23923 Selmsdorf, Germany
www . bluepoint-medical.com Made in Germany

BPM-LBL-191016-001-NR-R10

5.2. Secondary labelling 150x128mm, BOX FEFCO 0427 (235x165x105mm)

SpiroTrue®H - single use flow sensor bluepoint v W

15M/15M with 2m sensor tube incl. hook and adaptor

Einweg- Flowsensor Jednorazovy pratokovy senzor senzor de debit de unica folosinta
single use flow sensor engangsstremssenscr Uhekordselt kasutatav vooluandur
sensor de flujo de un solo uso engangsflodesgivare vienreizéjas plismas sensors

capteur de débit a usage unique kertakayttsinen virtausanturi |I| vienkartinis srauto jutiklis
sensore di flusso monouso aiobnTipa porig piag xpriang braitecir sreabhadh indiuscartha
wegwerp sensor jednokratni senzor protoka @ sensor tal-fluss i jintremew
jednorazowy czujnik przeptywu eldobhatd dramlasérzékeld E FLMETREE VY-

sensor de fluxo descartavel jednorazovy snimat prietoku —RAREERS

- 0AHOPa30BLIA AATYMK NOTOKA - senzor pretoka za enkratno uporabo

lek kullanimhik akis senséru - ceHaop 3a AebuT 3a egHokpaTHa ynotpeba
95% 1080nPa

EMM@Wﬁm%ﬁ

[REF] 1030132000

[LoT] 1234-5678-H &I 2022-01-01 )2 42516796 0156 6 &
) 220101 z
-01- ) 250101 &
6 pes 0 J 2025-01-01 e :
bluepoint MEDICAL GmbH & Co. KG %
An der Trave 15 0482 :
23923 Selmsdorf, Germany @
www.bluepoint-medical.com Made in Germany
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SpiroTrue’H - single use flow sensor
15M/15M with 2m sensor tube incl. hook and adaptor

bluepoint m w

Elelowunur [[cs ] jednorazovy pritokovy senzor Eﬂmammmuvmnu
Eliﬂghuumuﬂwf E kasutatav

[es] sensor de fiujo de un solouso ~ [[sv ] engangsfiodesgivare [[v] vienreizejas plasmas sensors
[ ] capteur de débit a usage unique [ fi ] srauto jutiklis

[[it] sensore di flusso monouso [l ] aw®nripa pofig pias xprionc  [ga | braiteoir sreabhadh inditscartha
(o] wegwerp sensor [[hr ] jednokratni senzor protoka  [[mt] sensor tal-fluss li jintremew
(D) czujnik [ha] (o] mustmmesy—

[pt] sensor de i ] snimaé prietoku  [Zh ] —RItA R WSS

Euj\w‘u‘mmm Esﬂmrwﬂﬂuumkﬁmumbo
mtekmlhmmhkmr;sa\som @mmpunm-wmm

[AAQA®RT A A B %

[REF] 1030132000

2022-01-01 = (01) 242516796 0156 6
1234-5678-H &] L = 51}; =t

250101
O Fcs 8 2025010 gatmm-n

bluepoint MEDICAL GmbH & Co. KG
An der Trave 15
23923 Selmsdorf, Germany

%

l.com

C €osez

Made in Germany

BPM-LBL-181016-002NR-R10

Pic.1: SpiroTrue H — REF 1030132000 (labelling and packaging)
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6. SpiroTrue H with 2m tube — REF 4030131003

6.1. Primary labelling 99x70mm, PE Pouch 550x580mm (clear/nature)

SpiroTrue’H bluepoint u w
single use flow sensor

15M/15M with 2m sensor tube
F£ (11) 220101
- 1234-5678-H (10) 1234-5678-H
bluepoint MEDICAL GmbH & Co. KG c € 0482
An der Trave 15
“ 23923 Selmsdorf, Germany

BPM-LBL-191016-003-NR-R10

4030131003 ._t::.l'} (01} 1 42516796 0163 7
LB (17) 250101

Component for Manufacturers of OEM Breathing Systems
.-\.'t
20 pcs &I 2022-01-01 g 2025-01-01
www bluepoint-medical_.com Made in Germany

SpiroTrué’H

bluepoin
single use flow sensor po tMiD,_(y

15M/15M with 2m sensor tube
Component for Manufacturers of OEM Breathing Systems

[REF] 4030131003 o
[oT] 1234-5678-H WD) % gmm

@’ 20 s l] 20220101 5 20250101
""* HAQA®

bluepoint MEDICAL GmbH & Co. KG
An der Trave 15 0482
23923 Selmsdorf, Germany

www.bluepoint-medical.com Made in Germany

BPM-LBL-191016.003-NR-R10

Pic.2 : SpiroTrue H-REF 4030131003 (primary labelling and packaging)
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6.2. Secondary labelling 150x128mm, BOX FEFCO 2.7BC (850x380x410mm)

SpiroTrue’H - single use flow sensor bluepoint weo 1 c st
15M/15M with 2m sensor tube

Component for Manufacturers of OEM Breathing Systems

Einweg- Flowsensor jednorézovy pritokovy senzor senzor de debit de unica folosinta
single use flow sensor engangsstremssensor Uhekordselt kasutatav vooluandur
sensor de flujo de un solo uso engéngsﬂédesgivare vienreizéjas plismas sensors

capteur de débit a4 usage unique kertakayttdinen virtausanturi vienkartinis srauto jutiklis
sensore di flusso monouso aiobnTipa pong piag xprong braiteoir sreabhadh indiuscartha
[l ] wegwerp sensor jednokratni senzor protoka sensor tal-fluss i jintremew
jednorazowy czujnik przeplywu IE' cldobhatd aramlasérzékelé FIMETREEY—

sensor de fluxo descartavel jednorazovy snimaé prietoku — R E RS

- 04HOPA30BLIA AATHMK NOTOKA EI senzor pretoka za enkratno uporabo

1ek kullanimlik akis sensoril - ceH3op 3a 4ebuT 3a egHOKpaTHa yno‘rpeﬁa
954, 1060hPa

EEJ&@A@@@"RJ B

[REF] 4030131003

1234-5678-H &I 2022-01-01  [UDI [} et (01) 2 42516796 0163 4 2

r (11) 220101 ¢

01 E (17) 250101 3

200 pes g 2025-01-01 - {10) 1234-5678-H 2

bluepoint MEDICAL GmbH & Co. KG %

An der Trave 15 0482 =

23923 Selmsdorf, Germany °
www.bluepoint-medical.com Made in Germany

Pic.3 : SpiroTrue H-REF 4030131003 (secondary labelling and packaging)
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7. SpiroTrue D with 2,2m tube — REF 6030131002

7.1. Primary labelling 99x70mm, PE Pouch 550x580mm (clear/nature)

SpiroTrue’D bluepoint u w
single use flow sensor

15M/15M with 2,2m sensor tube

Component for Manufacturers of OEM Breathing Systems
FERE (01) 142516796 0165 1

6030131002 '
[LOT]| 1234-5678-D

y (1) 220101
'|- *:'-_l‘_ {17) 250101
VLA (10) 1234-5678-D

www .bluepoint-medical.com Made in Germany

LF)20
g msoon |

2022.01-01
| A D R 5 5 i
g
u:gg'mf::f G (M&z
.

Mage i Gemany

Pic.4 : SpiroTrue D-REF 6030131002 (primary labelling and packaging)

(P20 vos d] 20220101 2025-01-01

\ L
:E AN @A @ @ )
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BPM-LBL-191016-005-NR-R10
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7.2.Secondary labelling 150x128mm, BOX FEFCO 2.7BC (850x380x410mm)

SpiroTrué’D - single use flow sensor bluepoint wep i c st
15M/15M with 2,2m sensor tube

Component for Manufacturers of OEM Breathing Systems

Einweg- Flowsensor jednorézovy pritokovy senzor senzor de debit de unica folosinta
single use flow sensor engangsstramssensor Uhekordselt kasutatav vooluandur

sensor de flujo de un solo uso engéngsﬂédesgivare vienreizéjas plismas sensors
capteur de débit & usage unique E kertakayttdinen virtausanturi vienkartinis srauto jutiklis
sensore di flusso monouso Qio8nTpa pong piag xpRong braitecir sreabhadh indidscartha
E wegwerp sensor jednokratni senzor protoka sensor tal-fluss i jintremew
jednorazowy czujnik przeplywu IEl cldobhatd aramlasérzékelé FETHREL VY —

sensor de fluxo descartavel jednorazovy snimag prietoku — RN B REE
o,qupaaoBb\ﬁ AaT4YWK NOTOKa EI senzor pretoka za enkratno uporabo

1ek kullamimlik akig sensorii - ceH3op 3a feluT 3a egHoKpaTHa ynoTpeda
95/o 1060hPa

EEJ&@A@@@"RJ B

[REF] 6030131002

1234-5678-D & 2022-01-01 !|_trP‘F: E?H 52)2150116795 01658 §

-01- r & (17)250101 z

200 pes g 2025-01-01 5, :

bluepoint MEDICAL GmbH & Co. KG %

An der Trave 15 0482 2

23923 Selmsdorf, Germany ®
www.bluepoint-medical.com Made in Germany

Pic.5 : SpiroTrue D-REF 6030131002 (secondary labelling and packaging)
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8. SpiroTrue D with 3,2m tube — REF 6030131001

8.1. Primary labelling 99x70mm, PE Pouch 550x580mm (clear/nature)

SpiroTrue’D bluepoint u y
single use flow sensor

15M/15M with 3,2m sensor tube
Component for Manufacturers of OEM Breathing Systems

6030131001
T
1234-5678-D PO E g:;;i:g:?;sra-n

P 20 pos @ 2022-01-01 td 2025-01-01

Z@A@A@@

5T (11) 220101

a1 roLT: (01) 142516796 0164 4
" Cal

BPM-LBL-191016-007-NR-R10

bluepoint MEDICAL GmbH & Co. KG
An der Trave 15 c € 0482

23923 Selmsdorf, Germany
www . bluepoint-medical.com Made in Germany

\| SpiroTrué'd
=ingle use fiow sensor
1S4 SM with 3,2m sensor

Companent for Manufacturers of OEM Breathing Systems

[LOT] 1234-5678-D o «\‘nwm

bluepoint v s:y
(REF] 6030131001 uol _,' i 1)1 aasterseciea s

¢ 20 pes o] 20220101 53 20250101

Em AQLA®R I
JiEEeeeC oz
Selmsdorf, Germu\

0
m-"‘""“" HiR

Pic.6 : SpiroTrue D-REF 6030131001 (primary labelling and packaging)
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8.2.Secondary labelling 150x128mm, BOX FEFCO 2.7BC (850x380x410mm)

SpiroTrue’D - single use flow sensor bluepoint weo i cat
15M/15M with 3,2m sensor tube

Component for Manufacturers of OEM Breathing Systems

Einweg- Flowsensor jednorézovfd pritokovy senzor senzor de debit de unica folosinta
single use flow sensor engangsstremssensor Uhekordselt kasutatav vocluandur
sensor de flujo de un solo uso engéngsflbdesgivare vienreizéjas pllismas sensors

capteur de debit & usage unique E kertakayttdinen virtausanturi |I| vienkartinis srauto jutiklis
sensore di flusso monouso aieBnTpa porig piag xpAong braitecir sreabhadh inditiscartha
IEI wegwerp sensor jednokratni senzor protoka sensor tal-fluss i jintremew
jednorazowy czujnik przeplywu eldobhatd dramlasérzékeld FEIMETREL VY-

sensor de fluxo descartavel jednorazovy snimag prietoku — R E R
O,ClHDDaSOBb\FI AaT4uK NoToKa El senzor pretoka za enkratno uporabo

tek kullamimlik akig sensri - CeH3op 3a AebUT 3a egHOKpaTHa yncrrpeﬁa
\|/ 95/n 1060hPa
0N & &
E:IE & ®A@ @ @ 20 C‘/ﬂ/ 5% 700hFa
6030131 001

}2 42516796 0164 1
)220101

[LoT| 1234-5678-D @ 2022-01-01  [UD|
_‘l' 250101
200 es g 2025-01-01 ;1;34—5678@

bluepoint MEDICAL GmbH & Co. KG
An der Trave 15 0482

23923 Selmsdorf, Germany
www.bluepoint-medical.com Made in Germany

BPM-LBL-191016-008-NR-R10

Pic.2 : SpiroTrue D-REF 6030131001 (secondary labelling and packaging)
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