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wuztnunssu ISO 13485:2016
ISO 13485:2016 Introduction

v Public Training
v In-House Training

szezan: 1 ju

UL UAUINFIOS:

u3¥N BSI ﬁmﬁws;unn‘%msammwzim%umsw@mvm‘%aoﬁaLmeﬂ‘LﬁaLﬂuﬁugwu‘lumﬁmmszuun%msammw
fvdunsndalasaviiauwnd Taansinausuadvilfflnausuasiadsylamivazanugannmsiiaidaiivue
1asgu ISO 13485 lFauvisuduunasgiu ISO 9001:2008 uay mamv]umwmﬂLsaasunuﬂmmw 'l
mwuuuammsaLﬂau‘iﬂosunnmmsﬁm ISO 13485 way ISO 14971:2007 JmeFasnslddadivuanis
wsanudasuazsruualnsaliniasfiawnne RadneE

Jaaiscavanavnidangnsg:
s¥uInIsnausy {ausuazaIUs

o uAauigudafiIuaszing ISO 13485 uay ISO 9001
vihanunlatadiinuauiasgiu ISO 13485 1aanislauinsgiu ISO 14969:2005
hladvununnminuasanNnFudazuaurasssuuuimsg 1ISO 13485
1 TadoduusaIwsznine ISO 13485 uag ISO 14971
uisuvinudainuaszing ISO 13485 uazraiivuassuunanin FDA
m‘(ams‘tﬁmmgwu ISO 13485 ml,ﬂuwug'mmaoman’mumsvnnmmmmmwmmumswam
tA3avdannne

sduuunIsausu: ANsusIene ANsVinAINTIUARN

WAISLANITUANSAUSU: HUSUTITAURY, HUFWIUAAW, HIamsihanadeu, fussdiunaluuas
aeauan uasHAfigrutAmdasfunisdssansldunasgiu

END
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n1sasfaaun1aluuiassiu ISO 13485:2016
ISO 13485:2016 Internal Auditor

v Public Training
v In-House Training

szezan: 2 Ju

dhuuiauasudngas:
Waduwune uazmsneaalfidluns 1neunu didunis uag N5YinTIEUY UNIMSAAMUNAAAINTT
asafacmuaaluiiavinnsfaamulszdnananaranuaiuisauadszuuuInsouaaaIw (ISO 13485:2016)

AWINUDIUANFNS: .

AN AIGAMNN NITUsTRNBNAFINITARINALI WAL LAUTZTUUATUIWITNUAMMNWARAWRIA AN
Wawalaanngne vitusnansalavinnsdiudsevineslunisasnazasvinulvgasadasdunnusasnisuad
fafiue ISO 13485 iialviszuumsanafiaamuilssdnanasnafeduainasidaundngasi suienis
USuilgensviaonunasnismsdianisualawazilasiu . . .
nangesiifiyaszavdiasiiuduuginmniasAuszuunaniwuasmsuaaiasasiaunndlunistinauginendu
ISO 13485: 2016 waziialssfiulsed@nanauadszuuusmisuaanIn ANssaulzlduann1sAITaTIRaMN

doflilsz@nananutadivuauay ISO 13485 way ISO 19011

Jaaiszavanavndangns:
Waaundngas wiansunisausuazaIuisg
o afualasvasvuazuauuaARITTULUEWITIIUAMUAIN ISO 13485 uarasdsvgnedldatnvlsluasdng
Taejouiubitluldaungsudavutaiodumengvanaiiialdas
FUINANNITURINTATIARAMINUAE AMNFTURAINIUNY internal audit
TeRninwe
MILNUNITATIAAAMN
vinnmsitlauarilasyynaciiailunienis
YinMIIaTIRAAAINa IR UsEANENTWANNATELIUATS A1STLY MITEN WAy NTEIAIaN

a va

AaaduInszuunsualadfiifacirefilscd@nsnania’lu

WASL2ANTUANTAUSH: HUFUITTLAURY, HUBWITIIUAATW ISO13485, Wasradszifiunalunazaiauan

wavHfiduAmtasAunsdsegnsladinasgiu

END
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Requirements of the Medical Device Regulation (MDR)

v Public Training
v In-House Training

szezan: 3 Ju

Agenda:

Day 1

Day 2

Day 3

Benefits to you, welcome and
introductions

Boundaries: Conflicts of interest
and structure

Course aims and objectives

General obligations
e Who is responsible?

e Items for Technical document

e Conformity assessment

Scope of the MDR

¢ Relation of the MDR to other
Union legislations

o Definition: Medical device and
accessories

Determine risk class and

applicable ‘NBOG' codes

e Applying the rules

« Different codes for Medical
Devices

Select conformity assessment
procedure

e Quality system assessment

Amend and maintain QMS

o ISO 13485: A stairway to
MDR

Identify applicable safety and
performance requirements

Day 1 review and questions

Close of day

Welcome to day 2

Identify applicable safety and
performance requirements
continued

e How long must devices stay

safe and effective?

¢ Risk management process

e Demonstration of conformity

e Labelling

Assemble Technical
Documentation

¢ Use of symbols for
information

o Pillars of the technical
documentation

¢ Content of a technical
documentation under MDR

e Good Laboratory Practice
(GLP)

¢ Clinical evidence and
development plan

¢ Clinical investigation report

Apply conformity assessment
procedure

Day 2 review and questions

Close of day

Welcome to day 3

Apply conformity assessment
procedure continued
e Submission of technical
documentation
e Surveillance of technical
documentation
¢ Evaluation of change
e Strategy for regulatory
compliance (concept)

Assign Unique Identifications
e European database on
medical device
o Difference in meaning
¢ Dealing with EUDAMED

Complete DoC (Declaration of
Conformity) and affix CE mark
e Statements for devices
e CE mark

Post Market Surveillance (PMS)
¢ Plans needed for the MDR
¢ Periodic Safety Update

Report (PSUR)
e Summary of Safety and
Performance (SSCP)
e Alarming issues
e Lines of communication
e Vigilance reporting

Recap and transition
arrangements

Review of course and final
questions

End of course

END
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sTULNNITUSKISAATNAUNIASF1U ISO 13485:2016 Vs ISO

9001:2015
Requirement for ISO 13485:2016 Vs ISO 9001:2015

v Public Training
v In-House Training

szazan: 2 ju

dhuunaaasudngas:

LwaiuwLmsmmsﬂnausums’mannumamuuﬂmmwgm ISO 13485:2016 mtﬂummsgwummnus”uums
UmsaamwiimduasdnsaldimasAatimduieiaiiaunndilasunsaansuadroiluaina Taaflussuui
LuuiumsnsmsﬂmmwLwaLLam‘mmuna\mnsmuuﬂ mmsmmmmaNammsaonaLmeﬁﬁﬁﬂmmwuav
ﬂaamnumummmaomsmaaanmLtaunavimmnmmmao malanmsusmsianisadnoiluseuy 4 1SO
13485:2016 winsaNAuasdnsy WHAALASaYTauNWNE wwamjummwauﬂﬂﬂsmamﬂumaouauwmn Al
ns“mmmawauwmu(Dlstrlbutor) Baneasassiaunmne (Sale) fusmsuudoiadasiiaunnd via §usnns
amnumsaouauwmu (A&9&uA) Husu nvfondngasiiazasunalvivinunsiudeiasiinuatuanarofuuay
zlamuummmmﬂﬂaonumaommgm ISO 13485:2016 fiunnasgiu ISO 9001:2015 Wialvasdnsaifiansan
wazullldlunsiamsrunusmsaamnaaluasdnsaiiiavitihvanauasasdnsaiadofitss@naan

uanamsumu'\”aunu.

avdnsiTly wwamﬂsaauauwmu wwamjumumam"l,ﬂﬂs“namﬂumaanauwmu wnsvmmmaauauwmn
(Distributor) #janaiasasfiaunne (Sale) fusmsuudaidasiiaunnd via wusnsiafuiadasiawnned
(ad9&uAn) lusu anviondngesiiazadinalivinunsudstanivuaiuansrefunasiaivuaiaaaadotu
wa91nTIU ISO 13485:2016 Aunesgiu ISO 9001:2015 Walvasdnsaifiarsanuazullldlumsdam
seuuuamsaaunaluavansaiiialvitihvunauavasdnsalatvfidssdnann

Tanusravaaasudngns:
Waaundngas KLaNsuNITausuTRIUGA
o At UREIATIRINVUAY ISO 13485:2016 way ISO 9001:2015 3
o afuneaAInua ISO 13485:2016 wuag ISO 9001:2015 saudvanutuiiaunazanuuansindfuuasng
A29UNATFIU
o afunngfianuAadiiuaatglslvilinduavdnsuavinu
e Waruanusuasvinulvagiuisaii ISO 13485:2016 waz ISO 9001:2015 ludddiunisuasasdne’ly
Tuasrns
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Wanuangns:

Day 1

Day 2

AaRUINANFHOT aUTUHFTUNTAUTY LRE
ATLULUNE6)

Fnalseavd e warlasasIInangns
AWNUUDITATIRTWUINGNT, Tnadseaoa
n1swaug , conflict of interest and
expertise

AMWTINARINASZIU ISO 13485:2016 wag
ISO 9001:2015

fianssuii 1 — PDCA way ISO 13485:2016
uag I1SO 9001:2015
adunauasgauauLAelAu clause 1 -3
eIz ISO 13485:2016

Aianssun 2 - Clauses 1,2 uag 3 a1u
11asgu ISO 13485:2016

ANWsINUaY Quality Management System
ISO 13485:2016 Clause 4 Vs ISO
9001:2015 Clause 4 and 7.5

fianssui 3 — Quality Management System
(55UUVUFRITIUAUATN)

ANINUaY Management Responsibility
ISO 13485:2016 Clause 5 Vs ISO
9001:2015 Clause 4, 6, 7.4 and 9.3
fianssui 4 — Management Responsibility
(mnuSuRauauuaIdauINIg)
AWSINUAY Resources management ISO
13485:2016 Clause 6 Vs ISO 9001:2015
Clause 7.1-7.3

fianssui 5 — Clause 6 Resources (A3
UIWTNTNENNT)

&71 Day 1

nunu day 1

AWsINVaY Product realization
(nszuunsasIndndaai) ISO
13485:2016 Clause 7 Vs I1SO 9001:2015
Clause 8 and 7.1.5 ,
fanssu 5 — msdssifiuanuldaau
uas5u ISO 13485:2016 (Refer to ISO
14971)

AINsINUaY Measurement, analysis and
improvement (n157a N153LATIEVILARLANT
15u1l59) ISO 13485:2016 Clause 8 Vs ISO
9001:2015 Clause 9, 10, 8.5.5, 8.7 and
6.1

Aanssum 6 — Measurement, analysis and
improvement (A5 A15ILAsITiLARYANS
Ufuilge)
dafirnuatiuLANaINIIaszIU ISO
9001:2015 ‘
Aanssun 7 — msssifiuanuidasau
uas51u ISO 9001:2015

g7UuAngns

END
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ANSUSUITANULA LA ULASaYHARNNEMNUNINST U ISO

14971:2019
ISO 14971:2019 Risk Management for Medical Devices: Requirements

v Public Training
v In-House Training

szazan: 17y

JaauUscavaaasudngns:
Upon completion of the training, delegates will be able to:

Define risk management terminology

Identify the links between EN ISO 14971 (RM), the medical devices directives and EN ISO 13485
(QMS)

Explain how risk management relates to the product lifecycle

Outline the stages of the risk management process

Define the key deliverables of the risk management process

ANSIUADIUANFAS:
Morning session

Risk management terms and definitions
Regulatory requirements (MDD, AIMDD, IVDD)
Risk management and the QMS

EN ISO 14971: Overview of structure and contents
Risk management techniques: Brief overview

Afternoon session

Risk management process: overview
Risk management process: Step by step

1) Risk analysis

2) Risk evaluation

3) Risk control

4) Evaluation of overall residual risk

5) Risk management report

6) Production and post-production information
Summary and questions

END
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uuIMvn1suatanaraisilavAuaiuunanssiu ISO 13485:2016
ISO 13485:2016 Corrective Action and Preventive Action

v Public Training
v In-House Training

szezan: 1 Ju

dhuuiauasudngas:

LwawwLmsmmsﬂnansnmsmmmnn Corrective Action wuag Preventive Action e uaadiruauiagIu
ISO 13485:2016 6110Lﬂummsgwummnnsvnnmsusmmmmwannnaoﬂnsmmﬁsnmnmnmﬂsaouau.wmu
mvl,mnmmamuamatﬂumna TaaeiinHunsinausuazlafuaNusiAmf aAnununaaasfdwrisneg Al
lunmsusmisianisden lidiuldamutadiiviua wafy Nonconformity, Root cause, Correction, Corrective .
Action, Preventive Action, Advert effect saufivnisitesizvimanunzastyn uarlamalunisiiadguiia
szuignsualaiailasAulilvllagwniAing (Corrective Action) wiailasAulilvillaymiuqiAnduian
(Preventive Action) syuivmisAtuuaianistunisdssifiudnaniwaas Corrective action uag Preventive
Action Mladavin'ld wWalvasAnsalRsanwazin ldldTunmsiavinssuuuinisaanwanaluasansaiiva ly
tihunanaaavasrnsfidss&ngaiw

ANSIUADIUANFNS: .
uﬁnamsmsﬂnansu ISO 13485:2016 Corrective Action and Preventive Training Course flunadngnsi
agunadamvuaLAIAY Corrective Action wag Preventive Action anuanasgiu ISO 13485:2016 Ieiun
AMUNINAAAYAIANYIEN9Y TildTun1sIEusTansdei lidluldaudadiuue ATtz e uasileym
6 Tool envq tfu Fish bone diagram, Why-Why analysis warlamalumsidaiguiassyignisualauia
ﬂaanu“l,muﬂmmmwm (Corrective Action) m‘aﬂaonu“lu‘tuﬂmmuuqmmutar;l (Preventlve Action) 1aa
310Ltwuaanm‘tusﬂuuu Grant chart, Critical Path and Pert Charts (CPM) 1iiassufianssuiagaiadninay
UszifiussaznailalunsdaniAanssu Corrective Action Wa Preventive Action sUMInsMnuaIsnslu
nsilsziiudnaniwaag Corrective action wag Preventive Action lsdavinlil wiatvigiAinsiunstinausud
Anuzanunlanazausaunduldldlumsniessuuuazdlsulsessuu lunsusmsaaniwannunasgiu ISO
13485:2016 LwaLtamwmummsunﬂmmLﬂmnuaamnaamﬂaaaamanﬂi”awsmwmuimmanmmmao
agmanadiue uarndaiadasfiaunndlvifidst@nsawuaranulaaasis

Jaaiszavanavnidangnsg:
Wlaaundngas fianunisausuazaIuisn
e afuaanununauay Correction, Corrective Action and Preventive Action auanasgiu ISO
13485:2016 TyudivanuuanaviuuaInvg a1l
o aftunadadinua Correction, Corrective Action and Preventive Action eanuunesgiu ISO 13485:2016
¢ afunadimudadiinuaadlsliidnduasdAnsuasvinu }
o Wanunanusuasvinulbisusaundulddfiunisuazasinliluavdns dvil
1) nsszudleymn
2) amsmauuaiag Tool 619
3) nansAnum Correction, Corrective Action, Preventive Action
4) n3amvin Action Plan uagaisidszifiussaznailunsiavin
5) ansdssidiu Adverse effect wav Action plan
6) Asdsvifiudnaniwuag Action plan

END
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Medical Devices — Quality Management Systems Auditor/Lead
Auditor (ISO 13485: 2016) IRCA 18190

v Public Training
v In-House Training

szezan: 5

Tnnudscavauasuangas:

BSI WauunangasiitNaausunanmMsuastnaNasInasn1siiszuuusmsuaainIw ISO 13485: 2016 1ullaf
athefidsz@ninw Taalviganadasiiluliaiu I1SO 19011 Guidelines for auditing management systems
59u89 MuTLAE2iasAy ISO 17021 Naau‘uaa BSI fldszaunisainge ag Lﬂuw”’mmu,u"mmmumaamm
ndngns Wiahlanszuiunis audit ieviue dousinszuiunsausulunsvinsyuy, Msasiaszuy (audit) wazau
Aufvnszununsinaudssdninauadnis audit

SR UAADIUANTOS:

vihuaglansudienszununis audit asnefidse&naaw fanuiulatunisaninlldfud uaglennufonaiia
Sﬁomumsﬂﬁﬁﬁﬁﬁmuausn‘lusmuu’m’nj’m Tunsanadiaaussuy ISO 13485:2016 a'mmmmmmmwao
vihrusuAn nMsWannuazaninldliulsensdnnisssunusmsaunaninluasens aziIndeanuilaansad
mnmuamsnwmmmsaouauwmmﬁawammnaamnmaamu vinuagldanufivuannsardauazisnisinlal
Ufiaifidse@nanalunis audit szunusuisauaanIw ISO 13485: 2016 way ISO 19011 Guidelines for
auditing management systems

muavvl,mmmwaﬂmseﬁonmiﬂumawuumauamaﬂ‘mmummnnms audit mum‘smuauannsvmumi u
wangns 5 Jull vinuaglasuanug vinwe ‘uoum‘mmﬂmuaumLﬂu‘lumsmmu,auu‘m‘msuowma‘uia‘lun'\i
ATIARAAINTTULUTMNTIUAMMNN Tanufvailssaduain1snsia ISO 13485: 2016 ‘le33n Third Party
Certification wwuazvl@f%uﬂ’m:rﬂumsuwLiju ANSYINANTATIA ANTITIENY LASNISAAANNAUDIATTATIA TIaL
Wbinsaanafidszd@ngnnuaslananunflunsianunilss&niainuavavdng

wammaouaﬂamT

Nmmumianinuanam IRCA Taaauusal 16%u Certificate Taavirunsnagauitaglay doflunas IRCA
smfenTneagauneey umm'saimﬂuuangmuaim“lvimumm‘msm‘mmmsnuamnmwugm‘lumsmna
waztiumnininluni1sasaseuuus T UAMATW

AofFunisausuaziafuannudngasil:
Waaundngas §L2nFunITausuTRIUIGT
e afUNAfIIAUTEHIAUDITZUUUTUITIUALAIN , UIATFIUTLULUTTNUAMMN , AT audit szuu
UIMsUAUNIN wae Third Party Certification
¢ afunafivunuinuag Auditor TuNITIVUKU NTATIA ANTNITILIIU LREAITAAAITUNANITATIATA
ganaaadtilulideain 1SO 19011 uay ISO 17021 auaNURUIERY '
o FUTTA WUKNU ANTATIA MTIEIU LATNIANTAAAIN NTATIA STULUIUITIUAUAN LNadsUINssuY
Juldenurianiviua ISO 13485 wia'lilaanisanaganadaduazgasasaiuzaninuea 1SO 19011 uay
ISO 17021 snu@nutnunssu

vala &

wmuwuﬁwummnmﬂsaauau:wmu Afianuaulalunisily Auditor deazanansa ma1sesia First-
Party , Second Party wag Third Party audit

e Management representative / §unudiauinig

*  RVIIUAMUANLATNMUUAUTELNY GIUAATN

o MUFABTITUUUTUTIIUAMAN

KndiaNuvnzanlunssunisausu:
L]
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Certificate: (fagnunsasundngaslaaauysal f¥un1sausuay'lasu IRCA Certified Training course
Certificate.

Wisun1sausumIsiiug uAaAu:
o AufiAAutafiiviua ISO 13485
o anuslunadnnisuay Concept Lagnfdu
o Plan Do Check Act (PDCA) cycle
o aNuFuRusaaINITUIUITIUAUNINLAE ANUTINaTInasgnen .
o mMsldnurlduas ssuuusisauaaaw feu uisrdnnsuanuana 8 Ua deiiiuly
a1 ISO 9001 .
o msyjaniunszaiunis (Process Approach) givldlunisusnisoiuaanin
0 WULFIRAIUDINTEUIUNNTTEULLENTNUAMMN Tasedsvuavsaasdaaianuas
dafirviua ISO 13485
sugin tirfiznsunisausuaIsHIunsausunangns Internal Auditor w3a fdszaunisailunisasiafianu
amalunsanisanaranavinady (supplier) annau

wauammsmsm.

rinuagsadingay ﬂGJJL'Ja'] 2 ﬁ'JTN\‘i Lwammaaummsmmmﬂwao‘mu AMsausuLinITIALaaaN Laﬂéﬁ‘ﬁ/l

WAEn2a9laL19ATuaIU AausuINaIMTnatsualIawal IRCA Course reference wuneau A18190

END
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Requirement ISO 13485:2016 Vs Final Draft GDPMD-TH
(Good Distribution Practices for Medical Devices in Thailand)
Training Course

v Public Training
v In-House Training

szazan: 2 ju

dhuunaaasudngas:

Lwa“mwLmsmmsﬂnausums’mannumamuummmswmu ISO 13485:2016 qjamummsgwummnusuuums
usmsnmmwmmnnaonnsmmmﬁsnaanm.lmsaouauwmwvlmnmsuamuam\nﬂumna Toenfluszuud
Luu"lumsusmmmmwLwauamiumunaaﬂnsmuuq mmmammmawamLmaouauwmwuﬂmmwuau
ﬂaamnumummmaamsﬂuaoanmua.,n:,mmmnmmmaa mﬂ‘lmmsmmsaﬂmsamatﬂusuun 4 IS0
13485:2016 wisnsaNAuasdnsiy WHAaLAaviTaunwng wwamjumutwauﬂﬂﬂswnamﬂumaouau,wml &
nsmmmawauwmu(Dlstrlbutor) BaneaIassiaunmne (Sale) fusnsuudoiadasiaunne wia gusnis
amnmﬂsaouauwmu (A&9&ud) Husu Snvondngasiiazasunalvivihunsiudedaminuaiuansrofunay
‘zlamviummamuﬂaanuﬂaammsﬁm ISO 13485:2016 Aunnasgu Final Draft Thai GDPMD Walvasdnsal
Asanuazinldldlunsiavinssuuusmsaaananaluasdnsaliialviihvanazasasdnsalatinod
Use&niaw

ANNSINUAIUANINS:

wangasnsilnausu Requirement ISO 13485:2016 Vs Final Draft GDPMD-TH (Good Distribution Practices
for Medical Devices in Thailand) Training Course Hlundngasiasunadaniuue ISO 13485:2016 Snvio
ndngasiazaginalivihunsudeiadvuaiiuansofuuasdaiuainaiaafedunasunnsgiu ISO
13485:2016 fuunasgu Final Draft Thai GDPMD Tazadunaraiuuausazaafimua (Clause by Clause)
Husinisvinfanssuusaztadiinuaialveiinnunsilinausufinuianun ladmdudadvuaiosas
mneassrunazdusaindullldlunisessuuuasliulessuulunisuiusaaanwanuunasgiu 1ISO
13485:2016 wag Final Draft Thai GDPMD «ﬁomaaommﬂsmmﬂummwmumﬂamnnuamuﬂumna 7
uaaslvitiunasdnsiiueg Lﬂuammsmmmsaammmawamﬂsaauau,wmﬂ'ﬁﬁﬂmmwu,auﬂaamnﬂmum'm
favNsUaIgNAILATAVINETALAEITaY Meldnisusmsianisatadiuseuu

(4

aasravauavsnsizausiaunlataraiuisalinausinle:

Wlaaundngas wiansunisausuazaIuisg
safunaraUIaLRyTATIRIIvaaY ISO 13485:2016 uag Final Draft Thai GDPMD
«afunadandnua ISO 13485:2016 way Final Draft Thai GDPMD siufidanuinfiauazmnunaneng
fuzasiosauinasgiu
«afungInATimudainuaainglsliiidnAuasAnsuasvinu
*WaruanuFuasvinulvaunsaln ISO 13485:2016 wag Final Draft Thai GDPMD ‘ldstfiunisuazag
$n13luavens

11
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Agenda:
Day 1

Time Topic

9:00 AafUaININFAT HaUFUNTUNAITALTN LRTNITUULUG)
Faiseaad tihvung uazlnsaInangns
MWNUBAITATIFNINANFNT, TanUszavrnsiaaus , conflict of interest and
expertise
AwsruuasuassIu ISO 13485:2016 wag Final Draft Thai GDPMD
Aanssuiil — Identify the documents and record required by ISO 13485 and
Thai GDPMD
afinauazdauauAeAu clause 1 — 3 aun1asgIu ISO 13485:2016
Aanssuii2 - 1SO 13485 Introduction - recap
AnWsIuuay Quality Management System
ISO 13485:2016 Clause 4 Vs Relevant Final Draft Thai GDPMD
AWsIUUAY Management Responsibility
ISO 13485:2016 Clause 5 Vs Relevant Final Draft Thai GDPMD
Aanssuii3 — ISO 13485 Clauses 4 and 5 and relevant clause in Thai GDPMD
— Workplace scenarios
AWTINUAY Resources management
ISO 13485:2016 Clause 6 Vs Relevant Final Draft Thai GDPMD
Aanssuii 4 — ISO 13485 Clause 6 and relevant clause in Thai GDPMD in the
workplace

5:00

f71 Day 1

12
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Day 2

Time

Topic

9:00

5:00

numu day 1

ATWsINVAY Product realization (nseuiun1sasaNansiona)
ISO 13485:2016 Clause 7 Vs Relevant Final Draft Thai GDPMD

Aanssuvib — Application of risk management process to medical devices as
defined in I1SO 14971

AMNINUAY Measurement, analysis and improvement (11536 N153tAT LAY
n15U5u1l99)

ISO 13485:2016 Clause 8 Vs Relevant Final Draft Thai GDPMD

Aanssuiib — ISO 3485 clause 8 and relevant clause in Thai GDPMD —
Procedures for different products

dainuaLiNdNauN1As5IY Final Draft Thai GDPMD

frUndngns

END
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..making excellence a habit’
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