—‘

HEH e AN HF2] AF2Est O]+
O

|
utot 3l CHH| F=EF +EAHT

=
= QI517) 7|2 W=

20214 79
-




Contents

v/ ko)
o|27|7| oI 7}
ETAAHY

24 X NE

© Synex Consulting Ltd., All rights reserved




Syuner

Healthcare Market Access

& G vs, 223|7h B M2 Lo chst 7 ofs
> 2|2 7|7] 7H'E A A|

> A HA

D

/ Think & Plan ¥ = Eﬁ;ﬁn Verification

Discover

Research
Cycle 1

Share/Impact

\

Gather
& Analyse

Write & Publish

HUSF=E

DGSIgn
Process

klow
val.wla Design
Output

Medscal
Dewce

© Synex Consulting Ltd., All rights reserved




Syuner

Healthcare Market Access

» OB 7|7 £HF7| (FHF7)) o| =2 7|7| A7

Intey, / \
Cllectyg) properryﬂr‘cem
o
Concept %%0
D
"SR
&® % |
L _. ‘-
\94? 8. gz
o \/‘\
1
¥ 2 4= 2| (GMP)
/ 22017 W7}

| (%I Pl

2 o

k] Q\\

8 z

o|=7|7) 9157}
62’ o
%, Buunoenue
ED) @)/’7
y
t -

© Synex Consulting Ltd., All rights reserved 4




Syuner

Healthcare Market Access

> 2|27]7] 2HF7|

* Medical Device or Non-medical Device
* Classification
* Regulatory Strategy

« PMS = Quality Management
« PMCF = Risk Management
« Adverse Event » Technical Documentation
Reporting
* Recall
+ KOR - MFDS » Safety Testing
« USA-FDA + Performance Testing
* Europe-CE

+ Canada— Health Canada
+ Australia— TGA

* Process Validation
* Clinical Validation
* Final Labeling
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Good Manufacturing Practice
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**» GMP (Good Manufacturer Practice)
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