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/E\ ’J $ biwan, Ltd.
/E\ "‘l\J Z 7‘:,_ anBranch

Warehousing Services
Addendum to the Master
Logistics Services
Agreement

/E\ ,%’\J $ wan, Ltd.

Duration and Termination

Reference and Retention
Samples (For Consumer
sector)

And

Transport Services
Addendum to the Master
Logistics Services
Agreement

Principles
Quality Management Systems

Licenses
Product Receipts
Product Storage

Product Distribution
Hazardous Materials /
Biohazards
Sub-Contracting Activities
Pallet Requirements

Product Returns

Product Destruction / Disposal

Any Other Type of Services

Computerized Systems

Qualification, Validation,
Maintenance and Calibration

Product repackaging/Relabeling

Loaner Set Management

Controlled Substances
Handling

Audits

Regulatory Inspections

Employee Screening
Delivery Service Issues

Product Quality Complaints and
Adverse Events

Recalls and Field Safety
Corrective Actions
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Identify GxP No Not in
Need Supplier Scope

Yes

BE&Hl (Purchasing Control)

Risk Categorization

No

Eligible for
Qualificatio

Supplier Audit

<« Yes

Supplier
Quality
Agreement
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Add Supplier

to ASL

A

Remove Supplier
from ASL

Periodic Audit
Process

Quality Agreement
Maintenance

Performance ol
Monitoring
Change
4_
Management
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SUPPLIER AUDIT PLAN SUPPLIER AUDIT REPORT SUPPLIER CORRECTIVE ENSURE ALL
(FULL QUALITY SYSTEM) (WITHIN 30 DAYS) ACTION PLAN (WITHIN 30 OBSERVATIONS ARE

DAYS) CLOSED SATISFACTORILY

g'O‘eVVMWd-gO‘BVMUM MEDTECH 12



EREEE & (Purchasing Control)
HEREE

E2 KSR/ E At
N T T BRI
R PRI HIBE IR

TE SR AT S BRI RS

g i SIS EE R A

gcr[‘www%ﬂvmcu MEDTECH COMMERCIAL QUALITY 13




S
E-E YN=FF:c

InI

- EBXEEFEmMBE LFZAE BE—EZREIKR  iRS@E 2B

Al Eli ROl BEELIE -
« WEXEMABRENZEL - WEIRZIZEREE FERIN ZELR - L
=HEIE NMIBIEZER !
—  WEEEEPEMmEZIFAERNZHBE  SBREmMIMIT

S ABRE

7|‘7JL)\1 LR -
NN = E:=1

grwﬁ/mou&wﬂvmu MEDTECH

NI R B A S 1 2 TR 4

AIRGEI RS Taht - IEEIREARE e b B E R ZEal - LS AR

AIIAR ~ IREE M AR B 2 RE BREl ACEs - IEEMFACIR IR 17

COMMERCIAL QUALITY

14



B
EPIN-E Vi

ALENAR R BE D FRRE

B BRI AR

WELCOME TO

BRI R REENRE R 728 1 2 o B 9
&:"‘V/ // “
AlRAB M (O \/IK )\

B21)
as Bl E A5

SMEREIAR : 1SO 13485 A ERTEZ B FII4R
RNEFEIAR - BiRE
gt H Fel(75 B = GD Pl 4R)

EZEAREZERABE
2T 1

A\

gwﬂwww%ﬂvmou MEDTECH COMMERCIAL QUALITY 15



B

ABAIER-#im A& PR e Mo N\ B E A

MABERRMIXMAE - BEE NIZRER .

o I BRI LERE G E B S B INE R IRTAR ZBISNE R 2
ik BAAEFEE -

CMREERVREXRINESRE  tSBEFESVREAERRMERE L XFER
- BFEEATEBHBEESR —FUL -

— &RODFABERZZE2DV 1T/ NMNgUEZZEIR , HABENREE NIRE ¢

(— ) RElEFERVEEES -

() BEERMEMREmETERS -

(=) ERETXAERERNMNEFEIE -

(M) EREETER

() BFEEMEmRmLHEEE -

[Hm

N
~:
yd

|5 |

grwﬁ/mou»gwﬂvmu MEDTECH COMMERCIAL QUALITY

16


https://law.moj.gov.tw/LawClass/LawAll.aspx?pcode=L0030113
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 Inbound inspection
— Training for trainer
— Training on the acceptance criteria
— Final disposition

* Returned Product Inspection
— Approval for return
— Acceptance criteria
— Final disposition
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