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1. Scope T3

This Supplier Quality Standard is valid for all Suppliers delivering products to any company part of
Handicare Group of Companies.

AL 7 5 BV IE F T BT 8 Handicare & ] A AE ] F 2 ] SR B E0 4 0 AL R2 R

2. Purpose B

The objective of this Supplier Quality Standard is to determine the processes for continuous
improvement of Supplier quality. Quality is the Supplier’s ability to deliver products according to
specification, at the ordered time and quantity and at the best value possible. This agreement defines
the requirements and processes:

— to be followed for obtaining approval prior to providing products to Handicare specified delivery site
— for continuous improvement, monitoring and feedback of quality performance

— to be followed detection of non-conforming products in production

BERITER) B R8I 8 B R R R B AR SR R ARAR, B RUERI R R R B RO s, RENRE
(AL R TR 7 U R R B 18, 32 A58 TEff B 50 88 G 7 i RUAR AR HE ) 7 . X R BOR AN RAE B 45
- WEAFIESHFREIAT
MR PRI S B N T R BRI, AR E
- DA A

3. Management Systems &k &

3.1 Quality Management System FEEH{E R

Handicare requires the Supplier to introduce and maintain a quality management system based on ISO
9001 (latest version), or equivalent third-party certification, recognized by Handicare, with the obligation
to set a zero-defect goal and to continuously improve their performance.

The Supplier will notify Handicare for discontinuation, initial or renewal of certificate. Suppliers who are
not certified according to ISO 9001 (latest version) or equivalent recognized by Handicare, shall present
a plan to become compliant within one year.

Handicare ZR N i A R4 —NETF 1ISO001(HEFH)K R EE AR, RHA VAN ANNE=
FNENF B ROAE, 12446 R T LRGN B A BRFEE. B OAE, SHESGE AT L, R B4R TR
JE40 Handicare.

Xt F %A B 1S09001 W IERIHE N7, AER 7 75 B M —F A IREH BOAIER X

3.2 Environmental Management System

Suppliers must comply with all applicable legal regulations regarding the environment, including, but
not limited to, EU, US, Canada. and strive to avoid all negative effects on humans and environment
with an adequate organization and realization of environmental protection in the company.

Suppliers must provide corresponding certificates at Handicare's request.
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The Supplier will notify Handicare for discontinuation, initial or renewal of certificate. Suppliers who are
not certified shall present a plan to become compliant within one year to ISO 14001 or equivalent
recognized by Handicare.

PERLR AL UAF & Fr A MR SEAR SR & F AR IEM, BRFENRTRE, RE MERTZIERER. £4
=] A BRI BRI A PAAT PR BT AR P 1 B, 5% 738 G A AT N B AN IR 857 T ) 7 AR B

WERS, #8 Handicare E R A%} N F7F & HEIE BT E

B NIE, SEEE AT 1k, 4ER R #R R @ A0 Handicare. X T I&FH 4§ 1SO14001 WA BERL RS, LRz
7 7 E AR —F IR A ROAERY TR

3.3 Health, Safety and Social Responsibility &£ fli & 34E

Suppliers must comply with ISO 45001 (was OHSAS 18001) and, or locally applicable requirements for
occupational health and safety, worker health and safety, child labor prevention, freedom of
engagement, equal opportunity, inappropriate behavior prevention, excess work hours prevention and
adequate employee compensation.

AL 7 06 FYEAE 1SO 45001 (Z BT HT OHSAS 18001) 444 7 [E 7 b A HR Y fek B 22 4k ik 3, 157 243t
KFFETIENE, NRAET, B TE, BIR TEFESTIIEAME.

4. Approval for new and modified production parts FB4 AT

The scope of this agreement covers new developed parts and parts with modified design and/or
significant modified production method, including production process, manufacturing site, components,
and sub-tier suppliers, herein referred to as ‘new or modified product/process’.

FEHHATTCEEREHR T KSR EEREE T AEELELNE. £ T A ELTE AR LA
FEA/BIR BN A E.

4.1 Notification &1

Any changes or modifications to approved parts and/or production process, manufacturing site, sub-
contractor, requires the Supplier to formally notify Handicare and obtain authorization prior to
implementation of these changes via the PPAP process QOP-472-03. Handicare will determine the
Initial PPAP submission required and communicate to the supplier.

fEME R EE M AT SR SRES T FRIRFMNEAE, N EA R EERBHN
Handicare, ZE#/TAE Z BT#FEE1EiT Handicare PPAP JifE QOP-472-03 #t#:. Handicare ¥ k&
PPAP $3Z B Z 5K 8 &0 2 (L S 7 o

4.2 Quality Plan F&it&)

The Quality Plan must address all points listed in the check list in Appendix 1.

Before Handicare approves products for production supply, the Supplier must ensure that products
delivered will be 100% conforming to all drawings and purchase order requirements.

Quality Plan must be agreed and approved by Handicare before production supply is started. Approval
fo supply is issued by means of a signed Handicare PSW form, see PPAP GL-PPAP-001 Handicare
PPAP document pack

FREWITERBIARR 1 IIHAAE.
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7£ Handicare A\ A Z &4 FFda b & AL S 2 B, B B2 D U AR AZAT B 7= i 100%FF & & F B 4RFR T
BER.

FEFFEHEEAFHT, R BRI %25 3 Handicare fitdE. #tHER 77 2R Handicare £ [125 Z & 4232 (RIE
4 PSW, II. PPAP GL-PPAP-001 Handicare PPAP 344 Fr#54R .

4.3 Product / Process Control Plan % i3t%

Supplier will provide a Control Plan for each product/product family produced. The control plan template
is contained within the PPAP GL-PPAP-001 Handicare PPAP document pack. This must detail all
Quality Control processes used to ensure the quality of products shipped to Handicare. A control plan
is the written description of the system for controlling parts and processes. The plan must detail the
controls implemented at every stage of manufacturing, from receipt of raw material to the dispatch of
finished product.

The Control Plan must be maintained throughout the product life cycle and is updated whenever
systems and control methods are evaluated and/or improved and must be modified each time a
corrective action is requested.

Initial Control Plan must be supplied to Handicare using the Handicare PPAP document pack.
Relevant quality data is to be retained for the product life cycle and for additional two (2) years as a
minimum.

LR 7 7 B X AN S — A R AU R A R R EHITH IR E &£ PPAP GL-PPAP-001
Handicare PPAP U6 9. 20 B A BT R B4 i A LARA R HH B 1) 7= &% 2 Handlicare TR B E K. %
BRI R — D RGE RS FHEMAFRZ N BE O, LAAFERT RSN RIS 7K, A
JEA R B Bl H 57

R —ANEhA . RN A A R A RE PRI/ E G E SR AR A R SR AU B
TR, R E R

WIiE#E %) 5 E A Handicare PPAP AL iR AEAR $247.

I JoR B 45048 AT SRR RN (8] AN = i A M BN 24> 2 48,

4.4 Critical to Quality Characteristics ><4 /i BHFiE

Critical To Quality (CTQ) characteristics are those features for which variation outside of the tolerance
could reasonably be expected to affect product safety, customer satisfaction, fit and/or function and are
described on the drawing as such by the design-responsible entity (Supplier, where co-designing is
applicable or Handicare).

At the beginning of the project, the Supplier shall investigate, confirm, and document the manufacturing
feasibility of the proposed CTQs including risk analysis. Risk analysis demonstrated by producing a
PFMEA (Process Failure Mode & Effects Analysis) document that is aligned to the stated Control Plan.
If the Supplier is not able to meet the requirements the Supplier shall inform Handicare.

Suppliers must demonstrate initial capability of all CTQs by means of capability studies. CTQs must
be controlled by means of SPC or another recognized method of on-going surveillance, upon request.

All CTQs shall have capability studies performed at least once per year with the results recorded on
the Control Plan, unless explicitly stated otherwise.

For a PPAP submission, the supplier shall perform an initial 30-piece capability study on all CTQ
features unless otherwise directed by Handicare R&D. Refer to the PPAP submission packs, PAR
document.
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For a PPAP submission that has no CTQ features identified, Handicare R&D can ask for an initial 30-
piece capability study on features they considered as critical to this process or component. Refer to
the PPAP submission packs, PAR document

The capability study and SPC results for CTQs must demonstrate a Cp/Cpk capability of 2 1.33.
Results less than 1.33 requires the Supplier to:

- Do 100% inspection before shipment.

- Take corrective actions.
The Feasibility questionnaire, PFMEA (Process Failure Mode & Effects Analysis) template, and the
Process capability template are contained within the Handicare PPAP document pack for the supplier
fo complete. However, Handicare will recognize the use of a suppliers own PFMEA and Capability
Study templates when supplied for review or inserted into the PPAP document pack

KEFRERER ML R NI MEAESEIM S e F P WEE, HRRIENRER
Y25 Wit N RSB A EXT MR (&R R, BRI A Handicare E i)

FETR B FFah 2 4, fH R L% o B8 R B 1k S O AT AT M8 KRS 20 B HEAT W 0, B A FOE 3. KU 20 A
NiEit PFMEA GEHFE R 8UERFIE M AT #4T L FE, 55X Control Plan —2.
0 SRS B S Re R 2 B R, N 41 Handicare.

HEN 7 75 8 1L AR RE I BT FUAE B BT A R B B AR IO M0 4R 1T A2 RE /). CTQs A ST SPC B 2K
FREE M I 5 R .

Prf R BRI SRR T REE D BT — K, BARCREMNKRELRE. RIEFRASH
.

PPAP #R25hT, Ryt B4R ArRFTA CTQs #iE 30pcs #HATiEFEAE /1404, BR3E Handicare
R&D A4 aE, SR Ak PPAP G+ PAR.

S FE&KFEERR CTQs ), Handicare R&D AT LR EABM TN NSBRITRE , {5 i B XX L 45 2
3 B #17 30pes WFERE 10 H, SRR Ak PPAP &+ /] PAR.

FEE BRI TE8E /1 2005 /2 Cp/Cpk K T45T 1.33. 41k Cp/Cpk < 1.33, {5 6 U0t I s
AT B AT 100% AR5, B 20 [ B SR e LASR i HLod AR RE .

AATHE S, PFMEA F1iL 72 88 10 AR AR & & 7 Handicare PPAP &+ (it N i £ FH. 4R 1,
Handicare 0355 it N & 48 F B 2 FAH RARAR .

4.5 Measurement Systems Analysis (Gauge R&R) Jll & R 4T

When requested by Handicare, measurement systems used by Suppliers must be analyzed by
conducting gauge variations studies to determine if the gauge is acceptable for its intended use. The
criteria for acceptance are dependent upon the percentage of part tolerance used by the gauge
system error.

%4 Handicare FRERN N EMNHTNE RA D IT. NERASITHIEZIREN T
Under 10% error 10% L{ F Good Accuracy R

10% to 30% 10% %/ 30% Acceptable AJ#5Z

Over 30% 30% LA L Not Acceptable NuJ#:%
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4.6 PPAP/ FAI (First Article Inspection) &

For all new or modified product/ processes, the PPAP requests a minimum 5 parts for FAI (First Article
Inspection), unless explicitly stated otherwise. The measurement of the FAI samples shall be
conducted at the site of final production, at production rate, using final tooling, gauging, production
process, production materials, serial tooling, and production operators. Products produced must meet
all requirements. Handicare reserves the right to be present during the initial run.

SHFH R RN AR, FEENENEFRATERZD 5 MR, BRIFF MR, ZEHT
ERETIEREAR, UIER A7 REE ALK LR R, ERASRE, EEE&EM EFETH
G L. EREAE = AL 250 /2 BT BT B 25K . Handicare £/ B2 X & IR A7 BEAT IR3% 5 WA BIBUR.

4.7 Approval process # #Lii 2

For all modified product/process the Supplier notifies Handicare as indicated in paragraph 4.1.

For all new product and all approved product/process modifications, the Supplier delivers the required
documents as described in appendix 1, unless specifically stated in writing by Handicare.

Xt T AT 7 B AR AR B S R 6 2B S 38 &N Handlicare.
o T3 P o B A S SR AR AR B AN R T E AR R ISR 1 BTN AR RS Handicare, FRIEFR HAh
Handicare 5T 15t BH.

Approval for delivery is given by means of a PSW. A PSW can be:
Bt B R B [E1 2 PSW R A ARAET. PSW ATULE LU T 45ig:
- Rejected fE4:
o Handicare informs the Supplier of the reasons for rejection
Handicare & & &1t 45 48 1) R X
o After solving the root-causes the Supplier submits new/revised PPAP document pack.
fife i) BB [R5, L2 78 75 B2 B TR AT PPAP B R/ i
—  Approved for supply. F&

- Temporary Approval is controlled by the Handicare concession request process IIfff [F&, &Eid
Handicare it B 5z
o Handicare informs the Supplier of the reasons for rejection. The supplier with the

guidance of Handicare can supply product or provide services after the submission of
and Handicare approval of a concession request. Once the application has passed
through the concession validation process, product or services can be accepted by
Handicare. The part delivery paperwork must state the concession number. This is a
temporary action while the supplier identifies solution and implements a corrective
action package with a view to re-submit a revised or new PPAP submission pack.
Handicare & & &N A R EE. LN E FRCEE BIE, FRHAER ZR
Handicare fI#E 7~ IR (7= MBIk S, — Bik B2 BERRIERT1T, Handicare 7] LL#
ZIRAE = M EUIRS . AHRLE H R S L AUE L PR S
X —AMNEHLR R F IR MR T AR M IR M. — BB SeEEREIA, FEER
iR HTHT PPAP.
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o All initial improvements, where possible, must have an increase in surveillance and
be supported by data. All improvements made need to be captured and recorded on
a revised control plan and be part of a revised PPAP submission
FEFREMIEN T, FTAVISSERRGE LA SN, FA 8B .
BT ) B A s 1 R AR IR IC RAE BT K RI, FERCRBIT R # PPAP 852
H—#B 5

4.8 Sub-tier management X £ £t b i & 2

For all new and modified product/process the Supplier will ensure all sub-tier Suppliers follow the same
processes as mentioned above and approve all sub-tier Suppliers by means of the Handicare PPAP
process. Handicare is entitled to receive sub-tier quality documentation upon request and reserve the
right to audit the sub-tier Supplier together with the Supplier.

The Supplier shall identify customer needs, expectations and demands. The Supplier assures the
cascading of Handicare's requirements to the sub-Suppliers and conducts quality reviews as
appropriate.

XtRTA B E AR AR REAE R, (N 7R R R ORI R (R R G LR AR R AR, F B SR AN Y
Handicare PPAP Jit#2\ AT BT IR LR 15 . Handicare 7 BB SR 3K15 IR AL 7 7 A 5 2 S04, (R B At
JOE T — 2 B Ak YR R 4t L T RO ARL A

PN R RR BB K 7R, FIEAER . SRR Z A R IR R AN R BRI 2 Handicare RIZEK, A E
AT B VR

5. Continuous improvement of quality performance #4230

In line with ISO 9001, Handicare expects the Supplier to improve quality performance on continuous
basis. Objectives and action plans will be defined annually between Handicare and the Supplier, and
Supplier quality performance will be communicated on a regular basis to the Supplier.

51509001 —&, Handicare HA%8 {it b ¥ FF 4L i3 H i &R 3. Handicare AL N i s S F 01T B iR
F4T 80t %), Handicare ¥4 Fu4t 5 75 52 BAVA @ R B3R .

6. Non-conforming product 4#% f 4b#
In the event of non-conforming material, component or systems detected, Handicare will determine, in
cooperation with the Supplier, the best method of securing material, component or systems to meet
production requirements. This can be:
LRI E AR Z 4B 4H 4R, Handicare ¥ [ 4 5 /& B E, B\ S RO AL B 7 . X7 B HE:
e Handicare to return the entire lot of defective material, component or systems to Suppliers
Handicare #BHL1 & WY S/ 1FB [F145 (L1
e Suppliers to sort the rejects at Handicare site
M 7 2 Handicare ] 4 ik
e Handicare personnel to perform sort/rework at the Supplier's expenses
Handicare #4174} #/18 15, 4 B A7 & #H
e Handicare to identify an external resource (certified by Handicare Quality department) to
perform the sort/rework at the Supplier's expenses
Handicare 5 &% = /7 % & (1 Handicare i &IAT]) #4T/0i%0R1E, RAS B LR A&
Handicare will collate all the associated disruption costs and charge the value back to the supplier.
Handicare KW SR B 3 Fr A AR SR B R A 1) ko 7o - TS
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The Supplier take immediate action to:
7 7 75 S B SR ERAT 3
e Prevent more non-conforming product entering Handicare's production lines and contain the
full supply chain.
A B RS 7R & 4% dh i\ Handicare 724k, 7555 [EBEANILRIEE b (1 KUK &
e Ensure proper labeling of repaired and/or suspect products and conforming parts for X time.
S X 43 Wp i BRYEAE i, PREE AT, B
e Implement actions to solve root-causes and prevent the root-cause from happening again in
the same product or similar products from the same or other production lines; detailed actions
shall be reported on the Handicare 8D report, and a control plan will be updated.

BEATIRBE 44, RECA IEREHE, SRECTRRT FE R 1E RAL R B AR A, SRR T 8 At By 1 3R A6
FE AR A AR I ) R VELH Y S 1 i 7 UL Handicare 8D (77 S22, il R EEH

7. PPM and MPM Supplier rating 7~ B R A B35
PPM performance is monitored using a 3-month rolling PPM measurement. Objectives will be set by
Handicare every year as part of the Supplier's continuous improvement plan.

PPM A1 MPM RILKH 3 /N HEsH F RS, 84 Handicare &% € B in s R i Fr4E el E

8. Preventative Maintenance Plan TPy 457 &35 1%
Suppliers will keep their preventive maintenance plan for all equipment involved in the fabrication of the
material, component, or system in question, at Handicare's disposal.

Life progress of tooling to be reported at regular intervals and in a timely fashion to secure continuous
supply. Any defects must be reported to Handicare as they occur.

R 72 75 1 8 BT A AR 7= R & M BT R4 R IR 1H R, HFHRFHAT AR
AFORGERIA T, AR B A A g B 7R B B VL R4y Handicare. fERE R H & K & A

Handicare.

9. Quality records JFEid&

Quality records shall be stored and maintained in such a way that they are readily retrievable in facilities
that provide suitable environment to minimize deterioration or damage and to prevent loss. Quality
records content and required storage period to be established between Handicare and the Supplier,
records shall be made available, for evaluation by Handicare.

REILFREEZERT, BEIABRE, BERENEHIKA. Handicare MR AT LAY R #E R E
WRNAMRFR. FEN, fNEFREEREILRS Handicare Pl

10. Glossary Ri&

RoHS : Restriction of Hazardous Substances FK¥ (< TIRHIER FHBRSPHEARLS
ERRAITE4S)

REACH: : Registration, Evaluation, Authorization and Restriction of Chemicals FX 2= (4b2
S RIEM . YA BRAUFNER #1)

PSW : Part Submission Warrant 24323 £1E P

cTQ - Critical to Quality S8 i 451

SPC : Statistical Process Control Ziit3d #2#24
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Cp/Cpk : Process Capability 24
Gauge R&R  : Gauge Repeatability and Reproducibility Jll & £ 4= & BRI
PPAP : Production Part Approval Process =4\ 7] 2 ¢
FAI : First Article Inspection B #£# %:
PPM : Parts Per Million B /it 2, fiER R &
MPM : Mis-deliveries Per Million & /i 52, &4 R f+
PFMEA - Process Failure Modes and Effects Analysis 5 202 & 50043 #r
AAR : Appearance Approval Report #M WA FT 4R &
MSA : Measurement Systems Analysis Jll & & 44> #7
8D : 8 Disciplines methodology in problem solving 8 /™ Mk, 1] B fE R i) — Fh B AN 1k

Appendix 1: Quality Plan requirements & &R
The following items must be submitted and/or retained:

T RAR SN T B AR T B HR A AN/ E AR B ) BT BT R/

Quality Plan Requirements F&it+XIER Submit | Retain
i RE

1. Design Records #it+it X

2. Engineering Change record (where applicable) T.f245 E1i0 3% X

3. PPAP documentation PPAP {4 X

4. Concession Request form it i B X

]

The following Handicare Quality forms / templates are available on Handicare’s website (under

‘Supplying to Handicare’), and upon request to Handicare Quality.
T3 R & 3R B AR 7] LAZE Handicare & ™" Supplying to Handicare" #5158, 8Bk & %1 W 1 Handicare Jii
BHO.

http://www.handicare.com/en/about-handicare/supplying-to-handicare.aspx

PPAP GL-PPAP-001 Handicare PPAP document pack
Templates contained within the PPAP document pack are...

PAR (Part Approval Request and Requirement, PAR) Z4-#lt v & K A E K (PAR)

Feasibility 7747142

Drawing and Specifications FEI4XFI A&+

Process Flow i 2 &

PFMEA template —2& 20 X 5 51 43 #r

Control Plan |1t %)

First Article Inspection FAI

e (FAI-FORM-1) ¥ (FAI -1) Part Number Accountability. Ef4FiA A 3T4E

e (FAl-FORM-2) 43 (FAI -2) Product Accountability, Materials, Special Processes & Functional testing
PERIATT AT - AR BB T S MThRE IR

e (FAl-Form-3) B (FAI -3) Characteristic Accountability, Verification & Compatibility Evaluation
AT R . RAEAFRA TS

e  FAlAppendix Sheets &R I8 B 1

Process Capability Analysis iTf2fE /104

Appearance Approval Report (AAR) #hULitt#ER & (AAR)

Material Certification #7 J5 iiF B

Packaging Approval £33 4t

Part Submission Warrant (PSW) & #4232 4R (PSW)
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Additional PPAP templates within the pack to be completed if required by Handicare if required

o MSAtemplate —l| & RZ T
e Checking Aids fr & 4B T &

e Qualified Laboratory Certification &% 25 %= I IF
e 8D-report template —£4 1E T & it 1R 15
e Concession Request form il Hii& &

1.0 DOCUMENT CHANGE & COMPETENCY REQUIREMENTS
DCR Number Revision Competency Requirements
Read & Understand Only
[0 Computer Based Training
[0 Competency Assessment
[0 Work-based Assessment
2.0 DOCUMENT APPROVAL
Process Owner Quality Representative
Name: Emma Bowker Name: 1ic «vm iz D Va -
Signature: Mo/iﬁ/ Signature: I o /\/
Date: 10-09-2023 Date: lo [ ow / 2¢02 "

Acknowledgement by Supplier

SIBNATUIE...eei et

DAte.....cismeissismenmsiciinsimiinionssissmssssmsvesssmsinins
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