PROJECT604 Research Inc. Report No. A1CT2024081001

HQTS

Quality Solutions With You Every Step

Product compliance:
Libre Shield Armband 3 — Black color

Libre Shield Armband 2 — Black color

Libre Shield Armband 2 — Purple color

Libre Shield Armband 2 — Aquarius color

Technical report according to GPSR

Prepared for Project604 Research Inc.

Commercial In Confidence

This report is confidential and subject to the condition that it may not be disclosed in

whole or in part to others without the written consent of HQTS




PROJECT604 Research Inc. Report No. A1CT2024081001

Table of Contents

I o1 @Yo (U1 T U T TR 3
2. Product information and target MarKet.... ..ottt 4
3. Compliance requiremMent and TEST FEPOITS .....c.ciiiiiiiericieie ettt s bbbt s et s e senns 6
3.1.  Libre Shield Armband 3 — BIACK COIOT .........c.ov oo 6
3.2, Libre Shield Armband 2 — BIaCK COIOT .........cciiiiiiiiciciciccceec e 8
3.3.  Libre Shield Armband 2 — AQUAKIUS COLOT ........ooiiiiiiieieiiecce e 10
3.3.2. Laboratory test results for the US market . 11
3.4. Libre Shield Armband 2 — PUIPIE COIOT ......coiiiiiciciceeee e 12
I =Y oY a Vo= IRy o =Y} (Tt o) o F NS 14
4.1.  Libre Shield Armband 3 — BIaCK COION........ooiiiiiiiiciee ettt 14
4.1.1. Package - COMPONENTS: DIAWING ..ot e et 14
4.1.2. Sensor cover case - COMPOSItION: DIraWiNG ...t 14
4.1.3. Libre Shield 200mm Armband — Materials composition: DraWing .............ccocoovooeeeeeoeeeeeceeeeeeeeeeeres 15
4.2. Libre Shield Armband 2 — Black color / Aquarius color / PUIPIe ........c.cccceeiiiiciieeecee s 16
4.2.1. Package - components: DraWiNg .............cccooiiioeoeeeeeeeeeeeeeeeeeeeeeeee et 16
4.2.2. Sensor cover case - compoSition: Drawing...............cc.cooooiiioooeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e 16
4.2.3. Libre Shield 200mm Armband — Materials composition: Drawing ................cccoccoooviioioceceoeeren, 17
4.2.4. Libre Shield 300mm Armband — Materials composition: Drawing...............cccooooeviioooceceoeeereee, 17
5. LabelliNg @Nd PACKAGING ... c.cuiiiiiei ettt 18
5.1.  Libre Shield Armband 3 — Black COIOT.........cooiiiicoeeee e, 18
5.2.  Libre Shield Armband 2 — BlaCk COIOT ...t 18
5.3.  Libre Shield Armband 2 — AQUATIUS COIOT .........oooiiiieoeeeeeeeeeeeeeeeee e, 18
5.4. Libre Shield Armband 2 — PUIPIE COION ..o 18
6. USEr INSTIUCTION MANUAN .....oiiieieiicce ettt ettt ettt ettt ettt e st et esens 19
6.1. Libre Shield Armband 3 — Black COIOT.......ooiiieece e, 19
6.2. Libre Shield Armband 2 — Black/Aquarius/Purple COION ... 23



PROJECT604 Research Inc. Report No. A1CT2024081001

1. Introduction

According to article 9 of GPSR REGULATION (EU) 2023/988, before placing their products on the
market, manufacturers shall carry out an internal risk analysis and draw up technical documentation
containing at least a general description of the product and its essential characteristics relevant for
assessing its safety. Where appropriate with regard to possible risks related to the product, the
technical documentation referred to in the first subparagraph shall also contain, as applicable:

(a) An analysis of the possible risks related to the product and the solutions adopted to eliminate or
mitigate such risks, including the outcome of any reports related to tests conducted by the
manufacturer or by another party on their behalf (please consult the risk assessment report).

(b) The list of any relevant European standards as referred to in Article 7(1), point (a), or the other
elements referred to in Article 7(1), point (b) or Article 8, applied to meet the general safety
requirement laid down in Article 5.

Where any of the European standards, health and safety requirements or elements as referred to in
Article 7(1) or Article 8 have been only partly applied, the manufacturers shall identify the parts which
have been applied.

Manufacturers shall ensure that the technical documentation referred to in paragraph 2 is up to date.
They shall keep that documentation at the disposal of the market surveillance authorities for a period
of 10 years after the product has been placed on the market and make that documentation available
to those authorities upon request.

Note:
This technical documentation is made to ensure the compliant with EU GPSR.
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2. Product information and target market

Libre Shield Armband 3 — Black color
Libre Shield Armband 2 — Black color / Purple color / Aquarius color

It is made of medical-grade silicone, specially designed for the FreeStyle Libre 2 /3 sensor, which can
provide the maximum level of waterproof protection and skin grip. No adhesive patches are needed.
It has two anti-slip, multi-size adjustable armbands to ensure a firm and comfortable fit.

It is suitable for the FreeStyle Libre 14-Day Sensor continuous glucose monitor. It is washable and
reusable.

The Libre Shield Armband 2 / 3 is intended for use as a body worn travelling cover or case with specific
fitment for all users of the Abbott FreeStyle Libre 2/ 3
Note: System. Sensor not included

Warning! This is not a toy. This product is not to be used by children under 3 years of age.

2.2. Disclaimer! The Libre Shield Armband 2 /3 is not a medical device accessory and doesn’t
specifically enable or disable the medical device Abbott FreeStyle Libre 3 System® to be used in
accordance with its/their intended purpose(s) or to specifically and directly assist the medical
functionality of the medical device Abbott FreeStyle Libre 3 System® in terms of its/their intended
purpose(s).

+3 years old
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3. Compliance requirement and test reports

3.1. Libre Shield Armband 3 — Black color

3.1.1. Laboratory test results for the European market

Test Requested

Azo Dyes - EU Regulation (EC) No. 1907/2006 of REACH Annex XVII Entry 43

Total Cadmium - EU Regulation (EC) No. 1907/2006 Annex XVII Entry 23

Phthalates —EU Regulation (EC) No. 1907/2006 Annex XVII Entry 51 & 52

Polycyclic Aromatic Hydrocarbons (PAHs) Content-Regulation (EC) No.1907/2006 Annex
XVII Entry50, Point 5

Alkanes C10-13, chloro (Short Chain Chlorinated Paraffins) (SCCPs) content - Commission
Regulation (EU) 2019/1021 on POPs

Restricted CMR Substances Content — Extractable heavy metals - REACH Annex XVII,
Entry 72

Restricted CMR Substances Content — Polycyclic Aromatic Hydrocarbons (PAHs) - REACH
Annex XVII, Entry 72

Restricted CMR Substances Content — Chlorinated Aromatic Hydrocarbons - REACH
Annex XVII, Entry 72

Formaldehyde Content - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Phthalates - REACH Annex XVII, Entry 72

Restricted CMR Substances Content—solvent Residues - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Quinoline - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Dyes - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Arylamine - REACH Annex XVII, Entry 72

Polybromobiphenyls; Polybrominatedbiphenyls (PBB) - REACH Annex XVII, Entry 8

Tris (2,3 dibromopropyl) phosphate (TRIS) Content - REACH Annex XVII, Entry 4

Tris-azirdinyl phosphine oxide (TEPA) Content - REACH Annex XVII, Entry 7

Organostannic Compounds - REACH Annex XVII, Entry 20

Nonylphenol Ethoxylates (NPEOs) Content - REACH Annex XVII, Entry 46

Nonylphenol (NP) Content - REACH Annex XVII, Entry 46
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Test Requested CONCLUSION
Two hundred and forty-one (241) substances content in SVHC - ECHA's SVHC

candidate on and before Jun. 27, 2024 of European Commission Regulation LESS THAN 0.1% (wiw)
1907/2006/EC concerning the REACH

HE& TS Testing Report HE& TS Testing Report

LSAZ BLACK 627987566963 EU 1 LSAZ BLACK 627987586963 EU 2

3.1.2. Laboratory test results for the U.S market

Total Lead - California Proposition 65
Total Cadmium - California Proposition 65
Phthalates - California Proposition 65

Lead (Pb) - US Consumer Products Safety Improvement Act(CPSIA) of 2008(H.R. 4040) title 1,
section 101 for total lead content

HE® TS Testing Report

L5A3 BLAGK 62THETI66963 LISA



https://libreshield.com/compliance/LSA3_BLACK_627987566963/LSA3%20BLACK%20627987566963%20-%20EU%20-%20Test%20report%20-%20Final.pdf
https://libreshield.com/compliance/LSA3_BLACK_627987566963/LSA3%20BLACK%20627987566963%20-%20EU%202%20-%20Test%20report%20-%20Final.pdf
https://libreshield.com/compliance/LSA3_BLACK_627987566963/LSA3%20BLACK%20627987566963%20-%20USA%20-%20Test%20report%20-%20Final.pdf
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3.2. Libre Shield Armband 2 — Black color

3.2.1. Laboratory test results for the European market

Test Requested

Azo Dyes - EU Regulation (EC) No. 1907/2006 of REACH Annex XVII Entry 43

Total Cadmium - EU Regulation (EC) No. 1907/2006 Annex XVII Entry 23

Phthalates —EU Regulation (EC) No. 1907/2006 Annex XVII| Entry 51 & 52

Folycyclic Aromatic Hydrocarbons (FAHs) Content-Regulation (EC) No.1907/2006 Annex
XV Entry50, Point 5

Alkanes C10-13, chloro (Short Chain Chlorinated Paraffins) (SCCPs) content - Commission S
Regulation (EU) 2019/1021 on POPs

Restricted CMR Substances Content — Extractable heavy metals - REACH Annex XVII,
Entry 72

Restricted CMR Substances Content — Polycyclic Aromatic Hydrocarbons (FAHs) - REACH
Annex XVII, Entry 72

Restricted CMR Substances Content — Chlorinated Aromatic Hydrocarbons - REACH
Annex XVII, Entry 72

Formaldehyde Content - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Phthalates - REACH Annex XVII, Entry 72
Restricted CMR Substances Content—solvent Residues - REACH Annex XVII, Entry 72
Restricted CMR Substances Content — Quinoline - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Dyes - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Arylamine - REACH Annex XVII, Entry 72

Polybromobiphenyls; Polybrominatedbiphenyls (FBB) - REACH Annex XVII, Entry 8

Tns (2,3 dibromopropyl) phosphate (TRIS) Content - REACH Annex XVII, Entry 4

Tris-azirdinyl phosphine oxide (TEFPA) Content - REACH Annex XVII, Entry 7

Organostannic Compounds - REACH Annex XVII, Entry 20

NP and NPEOs Content - REACH Annex XVII, Entry 46
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Test Requested CONCLUSION

Two hundred and forty-one (241) substances content in SVHC - ECHA's SVHC

candidate on and before Jun. 27, 2024 of European Commission Regulation

LESS THAN 0.1% (w/w)
1907/2006/EC concerning the REACH

HE& TS Testing Report HE& TS Testing Report

LSAZ BLACK B2THETSEE032 EU 1 L5AZ BLACK 62THBTH66932 EU 2

3.2.2. Laboratory test results for the US market

Total Lead - California Proposition 65
Total Cadmium - California Proposition 65
Phthalates - California Proposition 65

Lead (Pb) - US Consumer Products Safety Improvement Act(CPSIA) of 2008(H.R. 4040) title 1,
section 101 for total lead content

HE® TS Testing Report

L5AZ BLACK 62TRET566532 LSA


https://libreshield.com/compliance/LSA2_BLACK_627987566932/LSA2%20BLACK%20627987566932%20-%20EU%20-%20Test%20report%20-%202024-08-15.pdf
https://libreshield.com/compliance/LSA2_BLACK_627987566932/LSA2%20BLACK%20627987566932%20-%20EU%202%20-%20Test%20report%20-%202024-07-30.pdf
https://libreshield.com/compliance/LSA2_BLACK_627987566932/LSA2%20BLACK%20627987566932%20-%20USA%20-%20Test%20report%20-%202024-07-30.pdf
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3.3. Libre Shield Armband 2 — Aquarius color

3.3.1. Laboratory test results for the European market

Test Requested

Azo Dyes - EU Requlation (EC) No. 190772006 of REACH Annex XVII Entry 43

Total Cadmium - EU Regulation (EC) No. 1907/2006 Annex XVII Entry 23

Phthalates —EU Regulation (EC) No. 1907/2006 Annex XVII Entry 51 & 52

Polycyclic Aromatic Hydrocarbons (PAHs) Content-Regulation (EC) No.1907/2006 Annex
XVII Entry50, Point 5

Alkanes C10-13, chloro (Short Chain Chlorinated Paraffins) (SCCPs) content - Commission
Regulation (EU) 2019/1021 on POPs

Restricted CMR Substances Content — Extractable heavy metals - REACH Annex XVII,
Entry 72

Restricted CMR Substances Content — Polycyclic Aromatic Hydrocarbons (PAHs) - REACH
lAnnex XVII, Entry 72

Restricted CMR Substances Content — Chlonnated Aromatic Hydrocarbons - REACH
Annex XVII, Entry 72

Formaldehyde Content - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Phthalates - REACH Annex XVII, Entry 72

Restricted CMR Substances Content—solvent Residues - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Quinoline - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Dyes - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Arylamine - REACH Annex XVII, Entry 72

Folybromobiphenyls; Polybrominatedbiphenyls (FBB) - REACH Annex XVII, Entry 8

Trnis (2,3 dibromopropyl) phosphate (TRIS) Content - REACH Annex XVII, Entry 4

Tris-azirdinyl phosphine oxide (TEPA) Content - REACH Annex XVII, Entry 7

Organostannic Compounds - REACH Annex XVII, Entry 20
NP and NPEOs Content - REACH Annex XVII, Entry 46

10



Test Requested CONCLUSION

Two hundred and forty-one (241) substances content in SWVHC - ECHA's SWVHC

candidate on and before Jun. 27, 2024 of European Commission Regulation LESS THAN 0.1% (wiw)
1907/2006/EC concerning the REACH

H& TS Testing Report H& TS Testing Report

LSAZ AQUARIUG G2TS8TH66049 EUT LSAZ AQUARIUS G2TIETHEHR4G EU 2

3.3.2. Laboratory test results for the US market

Total Lead - California Proposition 65
Total Cadmium - California Proposition 65

Phthalates - California Proposition 65

Lead (Pb) - US Consumer Products Safety Improvement Act(CPSIA) of 2008(H.R. 4040) title 1,
section 101 for total lead content

HE& TS Testing Report

L5AZ AQUARIUS B2TIETIEETAD USA

11


https://libreshield.com/compliance/LSA2_AQUARIUS_627987566949/LSA2%20Aquarius%20627987566949%20-%20EU%20-%20Test%20report%20-%202024-07-30.pdf
https://libreshield.com/compliance/LSA2_AQUARIUS_627987566949/LSA2%20Aquarius%20627987566949%20-%20EU%202%20-%20Test%20report%20-%202024-08-15.pdf
https://libreshield.com/compliance/LSA2_AQUARIUS_627987566949/LSA2%20Aquarius%20627987566949%20-%20USA%20-%20Test%20report%20-%202024-07-29.pdf
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3.4. Libre Shield Armband 2 — Purple color

3.4.1. Laboratory test results for the European market

Test Requested

zo Dyes - EU Regulation (EC) No. 1907/2006 of REACH Annex XVII Entry 43

Total Cadmium - EU Regulation (EC) No. 1907/2006 Annex XVII Entry 23

Phthalates —EU Regulation (EC) No. 1907/2006 Annex XVII Entry 51 & 52

Polycyclic Aromatic Hydrocarbons (PAHs) Content-Regulation (EC) No.1907/2006 Annex
XVII Entry50, Point 5

WAlkanes C10-13, chloro (Short Chain Chlorinated Paraffins) (SCCPs) content - Commission
Regqulation (EU) 2019/1021 on POPs

Restricted CMR Substances Content — Extractable heavy metals - REACH Annex XVII,
Entry 72

Restricted CMR Substances Content — Polycyclic Aromatic Hydrocarbons (FAHs) - REACH
lAnnex XVII, Entry 72

Restricted CMR Substances Content — Chlorinated Aromatic Hydrocarbons - REACH
Annex XVII, Entry 72

Formaldehyde Content - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Phthalates - REACH Annex XVII, Entry 72

Restricted CMR Substances Content-solvent Residues - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Quinoline - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Dyes - REACH Annex XVII, Entry 72

Restricted CMR Substances Content — Arylamine - REACH Annex XVII, Entry 72

Polybromobiphenyls; Polybrominatedbiphenyls (PBB) - REACH Annex XVII, Entry 8

Tns (2,3 dibromopropyl) phosphate (TRIS) Content - REACH Annex XVII, Entry 4

Tns-azirdinyl phosphine oxide (TEPA) Content - REACH Annex XVII, Entry 7

Organostannic Compounds - REACH Annex XVII, Entry 20

NP and NPEOs Content - REACH Annex XVII, Entry 46

Test Requested CONCLUSION
Two hundred and forty-one (241) substances content in SVHC - ECHA's SVHC

candidate on and before Jun. 27, 2024 of European Commission Regulation LESS THAN 0.1% (wiw)
1907/2006/EC concerning the REACH

12
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HE& TS Testing Report H&TS Testing Report

LSAZ PURPLE 627887566525 EUN LSAZ PUURPLE 62387506025 EUR

3.4.2. Laboratory test results for the US market

Total Lead - California Proposition €5
Total Cadmium - California Proposition 65
Phthalates - California Proposition 65

Lead (Pb) - US Consumer Products Safety Improvement Act{CPSIA) of 2008(H.R. 4040) title 1,
section 101 for total lead content

HE& TS Testing Report

L5A2 PURPLE G2T9875665925 USA

13


https://libreshield.com/compliance/LSA2_PURPLE_627987566925/LSA2%20PURPLE%20627987566925%20-%20EU%20-%20Test%20report%20-%20Final.pdf
https://libreshield.com/compliance/LSA2_PURPLE_627987566925/LSA2%20PURPLE%20627987566925%20-%20EU%202%20-%20Test%20report%20-%20Final.pdf
https://libreshield.com/compliance/LSA2_PURPLE_627987566925/LSA2%20PURPLE%20627987566925%20-%20USA%20-%20Test%20report%20-%20Final.pdf
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4. Technical specifications

4.1. Libre Shield Armband 3 — Black color

4.1.1. Package - components: Drawing

Libre Shield®
Armband 3

SN

Dept

Design

Composition

Thomas Holden 2022-10-10

Approved by
Thomas Holden 2022-10-10

Documert type

Design Drawing

Diocument stane

Complete

Libre Shield Sensor Cover 3

2022-02

Fev.  |Dateof ssue

2022-10-10

Heet

11

14
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4.1.3. Libre Shield 200mm Armband — Materials composition: Drawing

LOGO Label

Fabric Ink

l

3 anti-slip grip strip lines

1.5mm wide silicone

Nylon Hook Fastener

200mm HOOK & LOOP
JIANLI STICKY RIBBON CO,LTD

Dept. Tedhmical rederence Created by Approwed by
Design Composition  |Projectf04 Research 2020-06-20| Thomas 2020-06-20
Documes type Documen status
Design Drawing Distributable
Tide DWG Mo
Libre Shield Armband 2020-4
200mm size S —
| 2020-06-30 111

4.1.4. Libre Shield 300mm Armband — Materials composition: Drawing

Fabric Ink

3 anti-slip grip strip lines
1.5mm wide silicone

Nylon Hook Fastener

300mm HOOK & LOOP
JIANLI STICKY RIBBON CO,LTD

Dept. Te drical reference Created by hpproved by
Design  |Composition | Projectfi4 Research 2020-06-20 | Thomas 2020-06-20
Document fype Diocurment stan e
Design Drawing Distributable
Tige WG Mo
Libre Shield Armband 2020-5
300mm size S — —
| 2020-06-30 11
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4.2. Libre Shield Armband 2 — Black color / Aquarius color / Purple

4.2.1. Package - components: Drawing

Libre Shiel

Armband 2

d®

Dept.
Design

Tedwnical relerence

Compaosition

Comatied by

Thomas Holden 2022-09-17

Mppaoreed by

Thomas Holden 2024-10-10

Document type

Document siatus

Design Drawing Disfributable
Libre Shield Sensor Cover 2 2022-01

R Dafe of Bsue

4.112022-09-17

Shesd

11

16
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4.2.3. Libre Shield 200mm Armband — Materials composition: Drawing

Fabric Ink
LOGO Label

Nylon Hook Fastener

3 anti-slip grip strip lines
1.5mm wide silicone

200mm HOOK & LOOP
JIANLI STICKY RIBBON CO,LTD

Dept. Te drical redenence Created by ippeoreed by
Design Composition  |Projectfi04 Research 2020-06-20 | Thomas 2020-06-20
Docurnent type Dooument status
Design Drawing Distributable
Tise DG Mo,
Libre Shield Armband 2020-4
200mm size S —
| 2020-06-30 11

4.2.4. Libre Shield 300mm Armband — Materials composition: Drawing
I

Fabric Ink

MNylan Hook Fastener

l

POM Buckle

3 anti-slip grip strip lines
1.5mm wide silicone

2

& -
= 22 Nylon Thread Stitch Seam

=l

300mm HOOK & LOOP

JIANLI STICKY RIBBON CO,LTD

Dept. Tedwical redesence Coe ated by Appeoed by
Design  |Composition  |Projecti04 Research 2020-06-20 | Thomas 2020-06-20
Document type Document stanus
Design Drawing Distributable
Tide WG Mo
Libre Shield Armband 2020-5
300mm size S —
| 2020-06-30 111

17



(XRo>rw]

("o>rm]

we=2pco)d

(e=2pcod

PROJECT604 Research Inc. Report No. A1CT2024081001

5. Labelling and Packaqging

5.1. Libre Shield Armband 3 - Black color

LIBRE

SHIELD

Armband 3

PROJECTS04 RESFARCH INC
CANADIAN COMPANY

PAP.
CARTONE (PAP 20)
RACCOLTA DIFFERENZIATA.

Tee Lt Stisld Asmdend moded 3 ia mowmdes
for e 31 3 becy wen Laveling cover o sase
" e o aise f e Ataet

FruaSijh Line 3 3jshnd.
The Abbett FreeStyle Libre 3 Syatemd is
nat incluged.

aming! Tis 1 tolatey. T
e asad o chibren undr 3 geree of
Disclsmer! T Lbee Saield &embanc 315 40T
a redical 4 sccessory arc D08 NOT
spealfonly bl of daaale e nedical devie

mgasa purpsels

5.2. Libre Shield Armband 2 — Black color

LIBRE

ShreLD
Armband 2

PROIECTS01 RESFARCH. INC

CANADIAN COMIANY

(£2M)
PAP.
CARTONE (PAP 20)
RACCOLTA DIFFERENZIATA

RECICLA
Al Azl

&,

@v nunlon E

Teg Lies Shnd Armkase medl 2 0 Itsoded
o0 ubb 28 . By o rave g s o o
i ‘or all uees of the Aboatl

Sysiant
eStyhe Libre 2 Systen® is

FioaSiyi L
The Abbatt
nat Included

Warning!This 3 2ol by, T peedust s ot
beusad oy chidren .

® Lr 2 Sysiemé 10 b e in
th ksl inzuded purposels|

ley ane st e nedical
fatonaity of e madcs Aot
Frnfiyin Lo 2 Sqstend (= tems of e
irenta purgoseid

5.3. Libre Shield Armband 2 — Aquarius color

PROJECT604 RESEARCH INC
CANADIAN COMPANY

(A
PAP
ARTONE (PAP 20)
RACCOLTA DIFFERENZIATA

[

@ owen [

nodical device
o 20 asad in

T
nteded pupasel

LIBRE

PROJECT604 RESFARCH INC
CANADIAN COMIANY

oD
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Al Azl
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https://libreshield.com/compliance/LSA3_BLACK_627987566963/LSA3%20BLACK%20627987566963%20Packaging%20Label.png
https://libreshield.com/compliance/LSA2_BLACK_627987566932/LSA2%20BLACK%20627987566932%20Packaging%20Label.png
https://libreshield.com/compliance/LSA2_AQUARIUS_627987566949/LSA2%20Aquarius%20627987566949%20Packaging%20Label.png
https://libreshield.com/compliance/LSA2_PURPLE_627987566925/LSA2%20PURPLE%20627987566925%20Packaging%20Label.png
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6. User instruction manual

6.1. Libre Shield Armband 3 — Black color

Instructions for Assembly and Use of the
Libre Shield® Armband 3

Table of Contents

1. Product description and Intended use

2. Safety-related information

3. Identifier

4. Importance of retaining printed information for use
5. Preparation for use of Libre Shield® Armband 3

6. Use of Libre Shield® Armband 3

7. Maintenance of Libre Shield® Armband 3

Approved

Approved

Approved

Approved
Approved
Approved

Approved

19
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1. Product Description

1.1. The Libre Shield Armband 3 isintended for use as a body worn travelling cover
or case with specific fitment for all users of the Abbatt FreeStyle Libre 3
System. Sensor notincluded.
2. Safety-related Information

2.1. Warning! Thisis not atoy. This product is notto be used by children under 3
vears of age.

2.2, Disclaimer! The Libre Shield Armband 3 |S NOT a medical device accessory
and DOES MOT specifically enable or disable the medical device Abbott
FreeStyle Libre 3 System™®to be used in accordance with its/their intended
purpose(s) or to specifically and directly assist the medical functionality of the
medical device Abbott FreeStyle Libre 3 System® in terms of tsftheirintended
purpose(s)
The Abbott FreeStyle Libre 3 System®is not included.

3. ldentifier

3.1. ldentification of information for use
3.1.1. Instructions for Assembly and Use of the Libre Shield Armband 3
3.1.2. Document [D: 2024 LSA 3001
3.1.3. Issued July 26, 2024
3.1.4. Rev 1.1, July 24,2024
3.1.5. Language English
3.2. ldentification of the product
3.2.1. Name: Libre Shield Armband 3
3.2.2. Product #: HWO0OD05
3.2.3. Included Configurations: small, large, extra-large
3.2.4. ustration of components

Libre Shield®
Armband 3
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Identification of the supplier

3.3.1. Nameand Address
Project604 Research Inc.
4014 Brisbane Court,
Abbotsford,
British Columbia,
Canada
V4Xx 256

3.3.2. Contact Details
Toll Free: +1 888 606 3057
Phone:+1 604 245 6942
email: support@projecté0dresearch.com

4. Importance of retaining printed information for use

& For safe anc proper use
é follow these instructions
Keep them for future reference.

5. Preparation foruse

5.1.

Verify Package Components

Libre Shield®
Armband 3
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5.2. Libre Shield Armband model 3 Assembly Instruction

A iy . _." _' _.'I

= <itd LT
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Epeh

6. Use of Libre Shield Armmband 3

7. Maintenance of Libre Shield Armband 3
a. Wash by hand with warm water and mild soap or detergent.
b. Rinse clean.
. Airdry.

B. For More Information, Support, and Troubleshooting
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6.2. Libre Shield Armband 2 — Black/Aquarius/Purple color

Instructions for Assembly and Use of the
Libre Shield® Armband 2 -

\x\
S/
7 =

i’

Table of Contents

1. Product description and Intended use

2. Safety-related information

3. ldentifier

4. Importance of retaining printed information for use
5. Preparation for use of Libre Shield® Armband 2

6. Use of Libre Shield® Armband 2

7. Maintenance of Libre Shield® Armband 2

Approved
Approved
Approved
Approved
Approved

Approved

Approved
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1. Product Description

1.1. The Libre Shield Armband 2 is intended foruse as a body worn travelling cover
or case with specific fitment for all users of the Abbott FreeStyie Libre 2
System. Sensor notincluded.
2. Safety-related Information

2.1. Warning! This is not atoy. This product is notto be used by children under 3
vears of age.

2.2, Disclaimer! The Libre Shield Armband 2 |5 MOT a medical device accessory
and DOES MOT specifically enable or disable the medical device Abbott
FreeStyle Libre 2 System®to be used in accordance with itsftheirintended
purpose(s) or to specifically and directly assist the medical functionality of the
medical device Abbott FreeStyle Libre 2 System®in terms of tsftheirintended
purpose(s)
The Abbott FreeStye Libre 2 System® is not included.

3. ldentifier

3.1. ldentification of information for use
3.1.1. Instructions for Assembly and Use of the Libre Shield Armband 2
3.1.2. Document [D: 2024 LSAZ001
3.1.3. Issued July 26, 2024
3.1.4. Rev 1.1, July 24,2024
3.1.5. Language English
3.2, ldentification of the product
3.2.1. Mame: Libre Shield Armband 2
3.2.2. Product #: HWO000D2
3.2.3. Included Configurations: small, large, extra-large
3.2.4. |llustration of components

Libre Shield®
Armband 2
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3.3. ldentification of the supplier

3.3.1. Nameand Address
Project604 Research Inc.
4014 Brisbane Court,
Abbotsford,
British Columbia,
Canada
V4X 256

3.3.2. ContactDetails
Toll Free: +1 888 606 3057
Phone:+1 604 245 6942
email: support@projecté0dresearch.com

4. Importance of retaining printed information for use

For safe anc proper use
follow these Instructions.
Keep them for future reference

5. Preparation foruse

5.1. Verify Package Components

Libre Shield®
Armband 2

25



PROJECT604 Research Inc. Report No. A1CT2024081001

5.2. Libre Shield Armband model 2 Assembly Instruction

o = -
T ATy S

6. Use of Libre Shield Armband 2

7. Maintenance of Libre Shield Armband 2
a. Wash by hand with warm water and mild soap or detergent.
b. Rinse clean.
c. Airdry.

8. For More Information, Support, and Troubleshooting
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Note: The risk assessment report is in a separate file.

END OF THE REPORT
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