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1 tﬂ' v v a wa
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ngun 1 N1suTsian1mtnausuiageu (Management responsibility)

7. Document 9. Designated
control person
11. Input review 12, Review output

dl 1 dl dl ¥ U dl a U %4 dl U a
AN 7 LLﬁﬂQﬁ’JU‘V]LﬂEJ’J?JENELuﬂQlIW 1 NMFUIMITIANITUUINAIIUITUNAYDU

10. Management

review

- Document control Q’Uszﬂaumsé’aqﬁmimuamLaﬂmiﬁgwmﬁﬁ%ﬂwaaszw
U3sdnnsfiaenadosmundninaiuazisnisinlunisnszaewdesdownns Tnaonaisdeddsu
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_ Designated person  lag@naiinsueunIIeLATLAI ILIUANEUSINT WEeTiEendn
QMR (Quality Management Representative) Ingfgnunaniinilunisdnvissuuuimsdnnisuas
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- Management review f998NISNUNIUTEUUUTUIINITIANS IAAOAARDIAINNANLAA
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- Input review Hunisteudeyaiduiu naainnisfianiuannimaiely wagn1shnny
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17.Cleanliness &

AN 8 wandduneItadlunguil 2 NSUTMTINNIINTNEINT
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lassnsiaiunguuuun1snszaeTangunsainemMsunndnivagas
(Good Distribution Practice for Medical Device — GDPMDS)

- Personal ﬂ’li%%ﬁuﬂaﬁﬂi%ﬁﬂ‘ﬁl%uﬁﬂ%@‘iﬂ‘uﬁfﬂﬂiim%ﬂ%’]ﬂéjﬂuU%WﬁLLaBﬂ’]i
UftRn1sneldveutnensdidununuvdninasiuagisnsnmunisnizaeinieaiiownms

- Training  uSeswesmsflneusuniingu Tﬁﬁmmiﬁgqmqé’mmmgml,l,az
NSYUIUMSNSY YU Tauvnnsinannwndeslunisyiaulitinnumngay Srnuvaends

- Infrastructure  agdpafinisimuanasdalifinnsinulifeasisylnafiugud
sy Wy e1msaauiivhieu asuneanuasmniiiededinulasasouazifieae WolkAn
ausiulatifinmsnssnwaninuaznsnszaeeseiounvdognamnzay

- Work environment fasiinismuuanasusmsnsinanmiindeulun1syineuegng
ForusaufnisdariduneunsihnusaisnisufoRauliduenans Wehsets muauanie
windeulunsvineu fionadeuanssnuiueiossionemsunmdle

- Cleanliness and pest control Gﬁ’aﬁmuﬂuﬁ'awaammasmmLLazm'ﬁmUﬂumi
SUNIUVBIART ﬁﬁﬂszﬂaumsﬁaq Savhdasmuniisesnisiiduenaisiientunisiianuazens
91A"5E0 U S0AENSuAEAINE  MSAUSIETUTinYINnSYinALEEe R SINTIN1TIAYIn
TUsunsumsmugudarisuniu dauandunmii 8

nguN 3 WaeldauniunaziATaeiaNlA(n15U3N3)(Supply chain and device specific)

N . 23. Customer 24 .Nonconforming
25. Disposal 26. Traceability 27. Traceability m In‘stallatiunf 32. Assembly
[implant) calibration (acive devices) document
33. Material
ol o e 36. Quality control Seblb e
practice records

dl ! P ¥ oA 1 1 = Ao a a
A 9 wansdufedeslungui 3 vidsldoumuuazinIesilofiiay (N15UIN19)

(%
a

Tunguit 3 dawfumaidiiluiFesesnsuimsinnsianasadsogieiiussansannisdnyi
amnieesilouwnmd mMsdeundulazinnianeesionnenisunmdegaiussansam nande Tu
Fewomsuimsinnsianasadsdesiszuuienansiililunisemunuuas AamuUTunuaud FERVS
TuSewesnsdamnavyaudidulubesveaaiosilounmdnmsuimmanyvosedssilounmiens
wisldmanevsnmity msudaeiesdlounmdnannasielsy (Directive 93/42/EEC) Tnsutaidu Class |
Class lla Class Ilb wag Class Il IneClass | Aoinasilounngdldlnesialy Class lla Aoinesile
uwnngifnsasddnseneluseduions viediseneludissezsnadu Wy Fudeen Aouina
laud Class lib AeieBasflounmdiiinlusrsnieedrsdeiondunannu uasiimds wieldszuulaid
Biarmsoindduundsindandsmilunslden wu wissiluinie uazClass Il infosdounnsii
ANuLdssgeo1aazeglustanienasnly wensiauveusdesiiounndiisadestusruulszam
drunana szuuiden Wy wdeatmuadongiiale Wuiy uenandnmsfaivaudesedsdosding
Favitiydsensauiisuiuasiniiuieuanssennundeiuiaisvesianands fnnsdanis
vyudeuAuMTvnay Wy nsdansaufiuu FEFO (first expire first out) dmuszuudans
gudeya aansouudlaidu 2 douvdn Téud drugldgiudeya (User database) Mdugfldsndiil
mw3lunislivsslentiannszuy uazszuugiudeya (Medical device data base) fifinnsthsstai
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(Good Distribution Practice for Medical Device — GDPMDS)

wangaunUsuld Suts 2 duiifeslestulagldswainnsgiu (Standard code) Ssanutsznauns
aswialaiinsdunalulagnesnupeuiimesuuseyndldau neiinisiinsldsvia Bar code f#n
vutanvioaududlfiniese1unuy Laser Scan SeiBHuonanaziinnugniesutug uasiflanse
& fanansadmfudugudoyaluFowesnsuimsiamsduiandsluladadindindosiounnd
W& Sanunsadasludewesnsaeunduld (Traceability) wazn s Tracking n1sRnny A3asdle
el Gelagluudinsdavisiaedosdentanisunmg annsaduunsiaunasgulsidu
3 nau 14 alusgfudnvasuasvauanmslfrilasnguuessiardosdownmduansdmunin
10 lown ﬂeju‘ﬁl sWaAdasilounmdaina (Universal standard medical device code) ﬂfjmﬁz e
in3esilounndunsgiuilidunizluUszina (National medical device code) wagnguils
sWannsguiilddumngiuiadesiiownms (Commodity code)

*Global Medical Device sUnigue Device eUnited Nations Standard
Nomenclature (GMDN) Identification (UDI) Product and Service Code
eUniversal Medical Device eAustralian Register of (UNSPSC)
Nomenclature System Therapeutic Goods (ARTG) *Global Trade Item Number
(UMDNS) eJapanese Medical Device (GTIN)
eGlobal In Vitro Medical Nomenclature (JMDN) sGovernment Product ans
Device (G|VD) (EDMA eSingapore Medical Device Service Code (GPSC)
Classification) Register (SMDR) eHarmonized System Code
sAssistive products for sAsianMedical Device (HS Code)
persons with disability, Nomenclature System
1509999 (AMDNS)

sNorsk Klassifisering Koding
& Nomenklatur (NKKN)

M9 10 NFUYeITTAATRIDUNNE

Tnosviaasesilounndanna Tasianz GMDN ldfunseensuan mhenugnseaeuly
mangUsznea ag1slsAnnsldszuu GMDN  Fesfinsadanfuanndnuasdealidnesed duuly
UssmFoalinssrUUITaINAsesiouwnng uveaiaies 1y eemnnds (ARTG), dUu UMDN),
Z9mlUS (SMDR), 809n9(AMDNS), wastae  (NKKN) 1udu earldarelunisldsnuiisimeesennin
stalunguiiazinrulndifies vie anunsafisuiBssiusiaanadudlduenanidlistadmivlag
foust (commodity code) Tiliisnmziua3asiiounmd usansathudusiavesaiasfiounnduns
illd Ingsviaildiuegraduanadian Ao UNSPSC  wag GTIN Tag UNSPSC agiiuluiidnuas
Usgnnueadudn dau GTIN  azithuluiiussimauazuisminan uazuananludesvesnisdnsisia
wieslownmeduadesdioddgiiviilinisaeunduld (Traceability)  wagnisvin Tracking N1
Aamunisanaainiadesilounndifudnieamilsifusznoumsansivanuddglaenisdnaain
wdosdounndfinmsiineanfonvestoyanuiauuy (Make) 3u (Model) laviiniesnusuansaiad
WA (Batch number) lavddULA3DS (serial number) uazdIuReUTINMveaATewle Wazn Wil
Tmsiazidumuniidsemaiuggiusen fhegrwamanesesdiownmdiinuansdonmi 11
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Iﬂiﬂﬂ?iﬁ%ﬂ?gﬂLLUUﬂ”\iﬂi%f\ﬂﬁlijﬁﬂQUﬂiﬁﬁ%?ﬂﬂ?iLLWWéﬁmﬂﬂ%ﬁm
(Good Distribution Practice for Medical Device — GDPMDS)

Trade name/ | ||
Device model Comptupgr Device figure
GlobalMed
HydroSonicSpanDriver™
Fictitious Medical Dovico
Roef N 1
Reference No
RN [BEE] 120900 guﬁm Expiring date
[a] .fﬁ_
@lmfd J“m.l"!!I
- Usage /
Manufacturer; @v i v @
storage
Namo, address || ’ =
information
= EEER] A
X O o .
Authorized AR L | st
representative : — Code

A o 1 A A sl
AN 11 ATDYNVDIRANLATDIUDLNNYNA

waziilefinsdansuimsdufaindsiinisianisieansiaviisiaunsgiunagnisvin
aaniiAud awannsaluntsaeunduld (Traceability) uazn3vi Tracking n1sAnnu iudumeuy
HuBndumeuiiddayiian tiodisaiuenudulaliuduilnalunsdndulafouwsyldan tasanunsa
A599A8UNTTUIUNTVBIWldgUNILLIATeailounmdanlsssundnlufedovosgndn Tae
fusznaumsdioainy uagduiunsliduiinanuasunduldvensdosdiounmdnaaninindldguyu
fiAetodndutiogiu uarlunsdindosleduinilddy (mplants) mhonuazdesiimaiAudeya
fesedugitae wagiinsfuiudinliauninagiheeninainsenediie udeeslsinalubesesns
Futeyannauldduuisaiauldlideslfnrusniiolunisiaiuviifiars fudunmaiudeyalu
Tsmguaonaiinisldias HN (Hudiiuteyatsusnannazdisinuinrandudiudivesnuliudds
yhlsinsaeunduvidofnmuiiussavamainiy

uenniluiFosesnudnumnsidesnisiirudviuindosiiownmdifids (Specific
requirements for active medical devices) #iUsEnaUNsHBsdRTdafmunliiduenans
Usgneufeinusivouiudmiunisiians nanadey wagnsvnudouleisouwnmgindulunud
fuuadeuldauaie nafmunanautRlunisfioss uagdnuwlifeszuunsfasdliifisame uay
fvuaduuzih duluFeswesnmsmuauingiu (Materials control) fuszneunsdesiiiladilunis
SuneuinTestiounvdusiazadsodlésunmsnsndeunnugniesauysaivesussyiminasnsUnnin
AUADAARDITUTENINNBNAITNITFUNBUAURAINTYDIRAINDU karAUARAARBINUTBATUARY

AMAMNYDLATOIBUNNE  WazAIsHaa LIy NMPULUTIATAoUNNEMINTIUTINMNIN fas

sa o

lesun1siusvunaussquazdenmualunisdanuegisdniag wazinsesdlaunngnindudesdaiy

<

ey doslanisdnansduiiuniuendiamin Alasunisasrawazinasgunsainindu tielvnieg

[ Y]

unaautdulusmutaulufifednis saunedeiinisidnsyds waztuiinanzuaznisaaAulunsaing
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lassnsiaiunguuuun1snszaeTangunsainemMsunndnivagas
(Good Distribution Practice for Medical Device — GDPMDS)

n1sUsgnoulATesiiaunndazioaitnistuiinuvasnuivesan drudsenounnee saudeduiin
wn3esiiodnianilaainnisuszneulillaudenlasiuaansofnnuuvananvesdiulszna e

lowagdnisssyaannilmungay

ngui 4 Msasideunely uazdaesFewnelfiuiniasiiaunnd (Surveillance and vigilance)

18_ Authorization L L 38.Complaint 43.Internal audit
channel
el 40.FCA / FSN 44.cA/PA
reporting

P ! A v oA Y v o a o A A ¢
AINN 12 LLaﬂﬂajumLﬂEJ'JsU@\ﬂUﬂaqum 4 ﬂ'ﬁ@ﬁ’JQﬁ@Uﬂqgﬂu LLAZUDIBILIYULNYINULAIBINDLLNNEY

ludiurestaanianisinsenisdeas (Communication channels) §Uszneun1snes dnviuag
SnuliTeeanianishnsedoans waznalnn1sneundu (Feedback) Auntheaunededdegluaniu
Usgneunsenadiviisauiilduiminarsidissnfunufndedisinsowdliounndiiaitynl wagiiol
anunsanszaedeyaasaunaiierdeasdulagiu lWWdmibsnuse il 017 Tsmeunal
& Yy 1 oA a a O v v v a ] a ) al A ¢ . . .
o langeliusyandna saasudosasiounsqneaiuinIasiionnmd (Medical device complaints)
Husgnaumsdesiiveseasounivun wardeyaduiineitesiuteunnisamuniukasdiel iy
ALNEIY89 LU supplier, 8e. lunsdlideiianaiainaIngusznaun1sies Aewin1sesurenanisnseyini
lasntunsdunslinindolianainsigg uazinniseannszuiuidstunistesiuuasuily (corrective and
. . v a = [ Ao &
preventive action, CA/PA) lnegusenaunismsiansanisanmsvesnnuliiduluauiimnun sauma
nsusediu e lidulandyminiinduagliiifagidniazdisiinisiiasauainisiazinisaniiunig
munmualy Sunstiinuasysudsuenarshiiianuivady wavasnnaaatundninasiLazisn1sig
Tun1snszaneiasoslound uazUafnuAvesdITNIIUAMENTINNITONMITHAZY FINTINITITBULUET
MeUNeITemianun auauunzan Tunstindelianaindanauiense 9zAedaI15avINIssen
2 « .:4 ¢ & Yo o o 1Y) | 2 O v o
AumIslaunndiug laviud dmsuludiuves FCAFSN 1ludumauvsinisdaitenansiunis
Adunisiun1sufuanisudluiionisida (Field corrective action; FCA) uagnsuddbimauiisniny
Uaendslunisldeu (Field safety notices; FSN) saunsdumnoulunisisenaudua (Recall) i
' ~ = a a N A Ay o Y g vy a N v Aa o v A
unnsewseluiiusedvanm einisUasuuuasideadinsudslvignds viegununisiuantingu
WNefuMsisenay wazdoyan1siienAuneas e nuliiudinuANEnIIUNITEIMNTHALENNTIU T30
NsEUsENRUMIIEARIdAvigUsenaun1siesdavinena1sin1sseulymivisemsmsaiiiniu uas
Y o a PRy Aa X . . PV
Aoadinmsadunuiewiludymniadu (Corrective action: CA) laun
- daviwassnuligeaninishnsedeans
- nabnN199aUNaU (Feedback) Aunieuiie e
- JUsznaunsReaiveTeuiuunianun wartayadusiieIlasiutounnsaaInuIuLaLHs
solvinugingItes
- Juszneumssestiiveseassuiavuauiludounnsed LaroenwuunITUIUNITRALY
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(Good Distribution Practice for Medical Device — GDPMDS)

IINNITANYIINNGURIBEWNUT duiynesrnsinnuniouwazmasiiiuueguiniign
AB NMIUTMINTNEINS, BIANTLAZNITINNTS, N1FINNITUENNANUTURRYEY diundoinisuTuls

Wnign Ae N1sseidewarn1suguinisunly wagidldaununastadninanizueauniedio fe
WARIAININT 5 Ay 6

HuUsznaunisiasadunisusdaunineadesiulundaniants
N9 IUNI59RINUIYLAI D DNIIN15uWNE (GDPMD)

E 24Anna sz uumsonnTs way
mEdamawmninui uiingau

H nsuvimsninenns

B aldavinunazdommiun
1M IATDED

ey

B maszdansuaznslfiims
uily

WNuQlN 5 fuszneunsmasiiliunisunduninegesiulunanisnisnalunisdndmie
LA599519119N5kNNE (GDPMD)

@ | M ¥ o = . 1 4:: 4:: @ s o o ‘A:id
Husznaunisldldandunisuisdaunineatasiulunanisnisnalu
N159AINAUIYIA09NIIN15HNNE (GDPMD)

H 24Ansuazssuuni1sinnIg Waznis
AN AR S UR A

B n15UEnIsnanenng

Bvivsldaumiuuazdanivuaanizoag
s asila

B nisszisnnuaznisUgoinisudle

U

wNuQin 6 fusznoumshilaniunisuduiifedesdiulunanBnmatunisdndming
\w3oellenan1sinng (GDPMD)

Feludruvesnisseiadouaznisuiinisuily wagrsldguniunasdediinianizves
w3naile azsesdinisuiuuniiesanudiunidfgylunisdariuinsgiu GOPMD  Ll8s1nnIs
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(Good Distribution Practice for Medical Device — GDPMDS)

nsvanedumiialdeuilnalfediaasn fuazdesinsquaiilefidedeasousiisg feiduiu 39
$uduagdediinnuimudlawassniumetaniludnid wu misfwesnshnsouszanunudiy
nssutedondeu (Call Center) mssudesaassunsduwmesiin iuledvosu3en waznisdilum
FuslanfitinnsdesSeusiud

2.3 MIAsEuAUNTaNYaUIENauNsluN13IAYinNns§Iw GDPMD

MnmsAnwinunioulunisdnvimdninasinazisnsiialunissmine Yaggunsainis
n15unng GDPMD wuingusznaunisaulvgimiuinaisisseziiannieudalunisdngin GDPMD
Usginas 12 T Tudmvesmsthundsduldnuinmsudangalunsdsduldensuimmnuidoes
isesilounmd (LULa,lb,W) Fovaz 64 uismuaniulseneunisiosas 18 uazilifisaioras 1 Aus

Tngauauadasla Awandluunugln 7

2%

1%

W weniungu AT dLED w ad
weasila (1, la, I, 11D

H wiamuaviadniuidsznaung

O uisniungy end user
(s%., OTC, home use)

B ownzrUsznaunsiinmg
Seranuinslszing

B siiunaslaoaiagla

uNUQHN 7 M3Fananinauninayisn1snalunisindiviieiasesilenianisinmg (GDPMD) AT

Sudsduldludnvaglanvangaugandniudsrulanvangauiign

Humsdlifuinsderin GOPMD asflsudsmunguamudssueaiasiiownmdunnd
wagmsinsthundsegndliiiunguy T ann1s@nw Class  1edosflounmdluuszimalng wui
fusnaunsanilvaidunguiiing (importer) fingming (Distributor) w3edfnds fudndiidug
Indmmhevidethiindseen uazfindminedugihidmieds fnsusznevssiaussinnedesile
wnndATldlaedaly (Class ) sosaanoUssinmadosdiounndfifinsarsdudigiamelused
Rl videiingsrenielussesdu (Class la) uansaununiivi 8
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(Good Distribution Practice for Medical Device — GDPMDS)

UszinnvaipIosiionnndninag luadnaidssussnmnee

3
O

Class b T
Class W

A

unugfifl 8 Usziamvesiasesilounndiidnegluanuidsssziameingg

AamFeufiaganiun1InuLInssIun1sindvinoiniesdensnsunmE M au
(GDPMD) iftedlsifiufisuszlonives GDPMD Aitnelunisanfunuuazanunsadiudneninlunis
wdetuld Fefusduiidosdinisfnussuunisdnfvteya grudeyanats Tusunsudldlunisduiin
Yoy vesfsznounsiiivrtosiutangunsainienisunnd sudstamifndulunisdanisns
nszaneTangunsaimensunmdnieluasdng uenandmsiii GDPMD wrilfasnovaussnisiisuuuy
msnszaneduifiliineiisuarsuuuuuftRegudn ns1ztlag iy vneui¥renalinngneguuuunns
fansaudndeiies ienuaenedesiulssavvesianisuaraudtu uagnsiiuidndsuuuums
Jamsaudwionsuedumilimilouty azvilliiAnguassalunisdifiunisdieg uagiatesing
sewinanszurumslumsdeisileduilnadeonalsuauiiliiligndesmvideldsunudsme e
Fuslaalssuauiiligniesenaindesesiou ddullagtudbifingsudeu detfuauimiainmnll
gisssuuAguilon Feufusodlimsdaimdninamidiiodunsinwamnmuesduiluduneunsdn

]
[ I

e LagdsndAgdnaeelunisdinyic GDPMD Aalied0in1svin (@an) Labeling lnetp3nsnauas

(% (Y s

fydnuaifiunnguuaanedesteuwnndfiitearuninesifuiussdesaonndomunasgiuaain
widpailounmd 150 15223 Fallgausrasduiioligiifid i tosiuiriodiounmdfsszuuluissame
InguazsieUsema laun gudn gandmune gl wnnd nerua dnnadianisunmd) f3unssnw uaey
fvihiinsieaeu Wilamnumnefivsnguuaannuagienansiadosiloumndlufianaferiulnedideya
Rertuedesiiounmddfyasuiuaysalneldnnsguaainedesiounmdiiannadsnan ogslsh
mufielinsldsianasgudmiviangunsaimemsumdiiuszavsnm msinmsdenlssiuguteya
nansiidislisaniga gnies \Wefels Uaeade uasinasgiuse  Tudiuvesszoznailunsdeduld
GDPMD i 8. azUszmrluszeznandulndiesnnidutennassmduserinenilu AEC suuuuns

IaviAsuany Class (ANIEEN) Yadesasllaunndivelidiedonsiavinuasmuauenas N1sesey
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IﬂiﬂmiﬁwmgﬂLLUUﬂWiﬂizmaijﬁiQ@Uﬂimﬂmﬂmmwméﬁmmwm
(Good Distribution Practice for Medical Device — GDPMDS)

anumfouveUsznaunstunislunsdmiméninasinazisnnsialunisnszaieYaggunsainig
UG SumeunsLemSau il
(1) msadeeuinrendila Buanmsaiunnudanudilalituyaansluosdng
ﬁy’aigﬁuu’%wﬁuazisﬁ’wﬁﬂ’amuﬁaLLm?ﬁmLLasmmﬁﬁﬁzgsuaqmiﬁwmmgm GDPMD wntgluasAng
nsassanuirudlaliiuyeainsiesdng Téun
- seugUURI
- SEAURUITMNS
(2) Mm3daviienans msdainenarnfgafunisuimsianismtifinuiuiinveu
voayaaInsluanuUsznauns Ssdrulianulsznaunisfifhinasgiu ISO 9001 e 1SO 13485
410190V ILVOULLALINATLATOUARY 1INTFIU GDPMD Lat
- mMadimsdamanthiieusuiiaveuvesyaansluaauusznauns
- anuUTEnaunsTiEinInIsIu IS0 9001 w30 SO 13485 @nunsavsie
YOULALBNATLIATOUARY 1IN5§IU GDPMD lat
(3) msdmiszuumsinnisluFesnisuimsdanmsminenns davhszuunisdanislu
Feswesnisuimsdanisnineinsliinfuluiemesnisinlinevsuminau suiniadaass
assyulnaduiiug sty nsdanmundeumsvhanluanudsznounts sudsenuazen
wazmsmuaudnisumuionsyileesdieunndiinnrundemels THun
- MTRUTUNINIIY
- msdeassansisinaduiug sty
- MIIMANNLINGDUNTVINU
- MIguaBesmNAzeIRLATNIMUANER STUNUTIohleS osloume
\inAudeniy
(4) fhenansmslisueygymduaednualdnusanmhenuiifeites flenasns
suougaiduasdnualdnusanmessuiifeades wasdulumudorimunngsuidouingy Tu
Fewesmsdnfvaudaudsisiiefuslnaansoaeunduiniesiiounmddosinstiuiinauaoundy
Iivenndosdiounndidofitedoniouazdositunouuazidnsutlodefianarnfiindy  (Field
corrective action; FCA) oA
- fhenansmslddveygadulunadefmuangssdeuiingdd Tuesweanis
Fafvaureudsdsdiefiuslnaannsaseunduiniesiiownme
- deafinnstufinanuasundulivenniesdiounndilleiidedeusouazdioad
SunpuLarIEnsuAluTeRnwanfiiniu (Field corrective action; FCA)
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1ASINTHRUITUBUUNNIN TN TENRUNTAIN NN NENVU S FL ,’"/
U 99 ,-_)
(Good Distribution Practice for Medical Device — GDPMDS) ###

UNANED

mﬂmiﬁﬂizmvﬂ,‘maﬁwé’wsﬁmfﬁﬁdﬂismﬂmmwgﬁaam%au (ASEAN  Economic
Community: AEC) Tul w.e. 2558 dswalniszwalng wagdn 9 Useimeaundnendeudnisinsou
AunFanlunisasisnnudundsliiuaingsia wazningeavnssy dmsulssnalveanainssy
Yangunsainansunmdieldindugnavnssuniaiifiunuimegiann esanulyuisvesiguna
Ineffinmsatuayulivssmalnedy "audnarsgunin (Medical Hub) veaeiBe’ duwanisnanee
mirsuruaUsznaunislinnuddglunisensedugramnssuaiesdiownmsinglianns
wisdufuparalanld fadudioidunindudnenmlunisudety uasifingadivedniosdionis
nsunmg uAfedisldhmsfnmngindeu mnsnsuasdetduiiiedestunisdasimietan
gunsainensumd  Anwduuunisdanisladafndtagaunsaimenisunngiisluiagsnassmne
iefmusdunwmamsdndunisiauladafndgaaimnssudmivainisuazaiaenvuved
Uszinalng 1nnsfnvinuitunsgiufiagannsadaslissuuuinisnisdanislaiafndiinig
Fufluanuldodnefivsydninmunniuie espundninasiuaginsiinlunisinsmieiedesde
wnve(Good Distribution Practice for Medical Device: GDPMD) %QLﬂuuﬂmigﬁuﬁLﬁa’ﬁUﬂ’ﬁ
nszaedudinfiiulunguuesidadiviing (Distributor)  w3egjfnds (Wholesaler)  waggtindn
(Importen Lundn TnsBudsudduneuvesnisdninenarsvomnauismidnsminedaiiludiui
Wuuaglienuddyludememisasunduvdefsnudsiumnguilnaldieiasiionisnisunmdud
Aadymanunsaiezsniunddedoniouiiatuludaussnmiteineisuinvouiiorniunsuile
fofimannfifnduld Fomnfimstnnasgiutildlifeusarannsaaiserudetutuduslaald
uidsdsnalviszuumsdnnislatafndludoswonisnsyarsduiivssansnimanndstu oglsnm
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Abstract

Due to The opening of ASEAN Economic Community (AEC) in 2015, As a result
Thailand and 9 ASEAN member countries are preparing to build strength for the business
and industrial sectors. With respect to Thailand, the medical devices as one of the industries
having significant role since the policies of the Thai government with support for the
"Medical Hub of Asia". As a result several departments including entrepreneur pay attention
to increasing value creation in medical devices industries to compete with the world market.
Thus, for increasing the potential and value creation of medical devices, this research was
conducted to study all aspects of regulations and measures involved distribution of medical
devices as well as prototype of Medical Device Logistics both at home and abroad to
determine the way for the development of the logistics industry in the public and private
sectors. The study found that the standard being able to help in logistics management is "
Good Distribution Practice for Medical Device" or "GDPMD". GDPMD concern with a good
distribution which focuses on a group of distributor or wholesaler and importer in process of
document control in company and emphasis in track and tracing. Therefore, if consumers
have problems in using medical devices, they can complaint to the company or the
responsible parties to corrected the error. If the standard is used not only to build consumer
confidence but also result in logistics management system in terms of distribution efficiency
even more. However, the issue of the appropriateness of adopting GDPMD applied in
Thailand. the study revealed that entrepreneurs generally agreed to have been GDPMD used
about 91 percent which the most entrepreneur as a distributor or wholesaler and Importer
of medical equipment in Class la and Class lla so if adoption GDPMD apply in Thailand, it
can increase value creation of medical device and demonstrate the effectiveness of medical
devices and increase more trading opportunities. On the other hand, the GDPMD
enforcement should start implementing in the group divided by the risk of medical
instruments to facilitate the preparation and review of documents with a period of 1-2 years.
In addition, before the establishment of standards GDPMD should have checked the code of
medical devices because the standard code in each company are not the same. Due to the
establishment of standards GDPMD, the standard code is extremely important in track and
tracing. As well as, operator should study the regulation concern with privacy of the user to

prevent the problem from getting between the operator and the user including seminar on
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guidelines for the preparation of standards and emphasizing the importance of preparation

for an entrepreneur to have a good attitude and do not think it is a waste of budget.
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(v) Fady Josiu fianu Urda Uusain vsesnw lsavesuywdvsedn]

(A) 3Tade Fiamu Urdn ussvn Weesnw NMsuinluvelywdvsedn’

(@) arndeu vy uily daudas wgr f1 videquinuneiniauie
NITUIUNITNNAITEVDISNNEUY B NTdN T

() UseAuUszreavisetisinuywdvsedn]

(@) Aunin MTMENSIRTYNUGURINYYEVSodnN ]

(%) YIELVTOVTBYILYALYEAIUYNNANINNTONNTVDINY WENTOHR

(9) TWdoyaanmnsadsdnsnansneaywiviedn’ leinguszasd
NINTUNNENTONTINAY

() YianevFesided wiuiedosiiounnd

(2) gunsal videdudsznouvesaiedle 1sedld insesna nanfuriieTngnu ()
(3) 1n3aile 1nTedld LAdoena HAnfust V3o TngBuiissuunTUszmaimuainy

iwdnsilounnduadunninuanugomnsvesieiina iy (o) Fufatuluseniouyud
wednifedliiinannszuiumamandyinet  megiauiuvseufitennwaiglviin
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ann fauvas videvhlsusenide
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Toudvvidenisnseuasedliunyanadu vl iledsyloviflumensiuaglvivneai
safensilliiftenese
“tudr” mneanud dfedadiunlusverandng
“demen” MueANd UnIedieanluuenI1veIuIaNs
“gann” vneanudn denuile 9 JauanslifieTesilounmd nvurusq
viofiureusaiaieaiiounme
“onansifuiedesilownmd”  mngaai  nsgawndeTngdulaiivinli
Usnnganusnesetenila 9 SuAvatuiedesdiounnd Ssaeaunsnvidesalifuavus
yiefturiofiussqaiesdounmdtu uarlimnearusnisdionisliiniastounnddude
2.1.2 M3UUs Class voaia3nailonnmd
Tuduveanisuts Class veuAdosiiounng n1suts Class iadesilounndlulszing
iwﬁﬁ'uﬁm’ma‘hLWﬂze‘z’ias?Tua&Jﬂﬁzmmaaﬁwﬁmmﬂmzﬂiiumimmmazm frafigfadinnsuts
Lﬂ%a\i‘ﬁ@LLWV]EjaﬂEULLUUMﬁQmﬂJ Directive 93/42/EEC (Annex IX rev.8, 21 March 2010) @
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- Class | ie3osilounménimlalaegiily
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- Class lla ww3adlaunndniinisarsadnsianieluseauiomiia wsansanielusig
STULAEY WU WUEAE ABUNALAUE

[

~Class IIb w3eslounmdiidadrlusramesgrsmaiiondunaiuiu was/miafimas
T¥szuulnidiaansedndduuvasindandanulunisldanu udnguaunsaifising
Avualfidufivey 19U nszgniien w3esdleunmdfifinisudesssd gsliden geenseunse
dhendremeumaiaud

- Class I Lﬂ%laaﬁaLmeéﬁﬁmmL?imqqmf\]%agius'wmamaamlﬂ NIDAT UV
winsflounmdiieadestuszuudsyamaiunans syuuiden Wudy wu wdestmuadame

oIk

nglun13uus Class Lo silaunme ana Directive 93/42/EEC

NON INVASIVE DEVICES

Rule4
In contact with injured
skin (mechanical barrier,
compression, absorb
exudates)

Rule3
Modify biological or chemical
composition of blood, body
iquids. other liguids intended for
infusion

Rule2
Channelling or
storing for
eventual
administrafion,

Ruled
Fither do not

or

Intended for wounds
which breach dermis
and heal only by
secondary intent

For use with blood, May be connected to an Only filtration,
other body fluids, active medical device in centrifugation or
organs, fissues Class Il a or higher exchange of gas or heat

Intended to manage
micro-environment of
wound + others

Rule 5

Invasive in body
orifice or stoma (not
surgically)

or l or l or l or l
Transient Connected to an
use Short term use Long term use active medical device

or

If only in oral cavity, in ear

canal or in nasal cavity and

not ffable to be absorbed by
the mucous membrane

If only in oral cavity,
in ear canal or in
nasal cavity
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Ruls6
Surgically Invasive -
Transient use:

or or or or or o
Specifically to control’ o o
dacnossontofared| | MO | Rl | | g0t oo | | Bologialefect || nended o adtinstr
contact with central ; upply energ el
adefect of heart or instrument fonizing radi mainly or wholly medicingsin a
: nervous sjstem onang fedston absoraed olenflly havartous
central circulatory patentially ;
systern thraugh diract | n manner
contact i

Ilb

Rule7
Surgically invasive
Short-term use

I

or or l

7]

Tor use in direct Supply Biological eflect or Undergo chemical change
contact with central Specifically to monitor/ enargy/ mainly absorbed in body - or administer
nervous syslem controlidiagnose/correct ionizing (NOT in teeth)
defact of heart or central radiation
1l circulatory system - by 1 b
direct contact b
n
Rule8
Surgically invasive
Long-term use and
implantable devices
or l or l or l or l or
Tobe Used in direct Biological eflect Undergo chemical Speciflc derogation;
placed in contact with heart ul mrainly change in body - or breast implants and hip,
teeth . orcentral absorbed administer medicines knee and shoulder joint
circulatoryinervous (NOT in teeth) replacements
lla syslem n

AN
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ACTIVE DEVICES

RUL-IZ
All other active
uewues )

thls isna
potentially
hazardous way

(L}

Ml devices emitting ionizing
radkalicn and intended for

diagnostic ardﬂmmpeub:
interventional radiclogy

N

Rule 13
Devives incorporaling
integral medicinal
substance liable to act in
ancillary way on human
body

Rule 15
Specifically to be
used for disinfecting
medical devices

Rule 14
Devices used for
contraception or
prevention of sexually
ansmitted disease:

Rule 16
Devices intended for
recording of X-ay
diagnostic images.

Devices utilizing non-
viable animal fissues or
derivatives (not devicesin
gontact only with infact
skin)

or ‘

Specffically to be

If implantable or used for

long-term invasive

disinfecting
f Invasive devices

Specifically to be used for
disinfecting, cleaning,
rinsing or hydrating
contact lenses

lib

a A

2.2 AudAyuaIN1sIanNTsladaanduavindlgguniuy

a

2.2.1 NMIUIMsInNsladaind (Logistics Management)

NSUTIIIANISIadaAnd (Logistics Management) #uneis ﬂi“U’JNﬂ’]iﬁ’]x‘i’MGﬁx‘i"’]

a

ﬁLﬂEJ'J‘U@ﬂﬂ‘Uﬂ']'i’)'NLLNUﬂ’]'ﬁW]LUUﬂ'ﬁ Y5k msmummimmummamm i’m‘l/]ﬂﬂ’]i‘l_l'ﬁ/i’]'i
‘UU@ﬂ’]isU’eli,luaLLauﬁjﬂiiiJﬂ’ﬁLﬂu‘VlLﬂEJ’J“U@QIMLﬂﬂﬂWSLﬂa@uEﬂEJ ASIALAY A13TIUTI AT

N3¥18AUAT TIOAY TuduUsznou wagn1susnTs illuseansnwm uazUsedvSuagegalag

Aflsflanusesnsuazanuiianelavesgnandudifty

2.2.2 M3UTM3IANISILgUnIu (Supply Chain Management)

N15UIM53AN15I9QUNIU (Supply Chain Management) #3184 N1SUSNISHUY
WenagnsnAnlafenuieRlewIe A dURUS T ULUUY TN VRINUIEI UM DUKUN
melussrnsuasginertedhiinazdugndmsedunatseesiuldgunulaeliingUszan

= o 1 a v o« a 1 [N v A ' @

Mgihdduamsousnis auANfeIn svesruslaalinngn lddavdusewesian s1an
nIeAMNNlAgazUINIINN1S IS 0veaya Mg 1 UM SAL I LUV IANTUAL AR
pgelUsEANS MLz UsEANENavInANa1 g luNTYIngIN TSR SIudensudn Uy mlu

N158999NUIDSUNDUAUAILAZUSAISNLNANIAINTZUUNITIANITAIUNITHIUN L3 T
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Uszdnsnnlagainnaniliindunisuinisdanissudduiinisunasingaivlunisudn
FudrusagUoudnlssnuautalarei niiguslan

2.3 Msvimsdansladafnduasindldguniuiangunsalnisnisunng

nsdansladafnduassldgunuludemestangunsaimanisunngtudaléin
Jundndrdafieztelunisdundeunaziindaaiuaiunsalunisudsdusg1eddu ¥
nsfinunsdanisiuladafinduagitguniu MIANLIALTLAILUUASUIRTTAIUN Y19
3o uaznsorna Wislruszmadugudnarsvesanauondoulueunan n1sAnyn Demand
uay Supply Chain F1uaLUUSIAeIMaIARDui e AL iU sEmAvasasyugmavngsu
nsfnwluFesmweinguine ngszdeu wazmsiifugua WeUsuussszuumsuImsdans
Tassaseiugunsoudsazssuuladafndliiiussansnm - nsfinwiaunansenuves
wmsguiuladafndssvineussing saanmsfinunuamisnisdaddasiadisiiugiusasas
grurganuazmniviugldusnisladafindnneludseing Wy Rest Area LUUATUNIT U
Huussdiuddfimsiunfinnsan msfinnsannssanisssuuladanndiumsassosedly
dnwazvesesAT (Holistic View) fouflaziimaihunszendlimsinishnrndilanseu
wnRnLazlaswEsseg MAnTy

N3UsMsInNIstadanndianaunsainienisunmg (Medical  Device  Logistics)
mnefls nmsdanisladaindvessiazgunsainanisunnguazAanssy Laynanineioug i
wnng nevrathuldmsiuguamuastunnssy Swansusiaiosdownmdinarisosd
AmndedellosanenaneliiAsnansynusedinuarquamuesdite Tadafndiangunsal
nsunnddinnuduendnvaifidiesnsliliusyavsaaninniiuszansam Tnevluud
Aanssuntsienuresssuunsdanistedaindiiy aunsoutsoenlfidu 13 Aanssundn
M lngaunsanenasendu 2 ngu fe

nauil 1 1fuAenssuvdnvesesdnsuaznguiliiufanssuativayunisyinay
y9304Ans Anssudederduianssuvdnuedesdnsusznausenanssuvan 8 Aanssy
nauil 2 WuAanssuiatuayunssuiunuuesssdns (5 Aanssuiivie) 4e

sweziBaveusaziansauudel

2.3.1 M3U3N3gnA ( Customer Service)  uRvnssuTiasAnsneneuneUaLes
AuFeINIsTesné daasilafifiedladestuedfuussansnmussiansauladafnddus
\anuUszneu TnslamznsdseuaumMingsnaLasATUALSIUIL

2.3.2 mw‘hLﬁumimuﬁwﬁ"ﬁmmqﬂﬁw (Order Processing) HuRenssuiiassios
weowsiiunsivinniifigailensuausinnudesnisvesgnii luilagiuesdnsdanlng
fnmi1szuuneufinmesuaznisinnsgsiadedidansedadidnntae iennuazainuas
TIL57

2.3.3 NM13AANT0IAIINABINTTVRIGNAT ( Demnand Forecasting) {un1sA1anisal
anuseanslusaudvidenisuinsgnailueunan Fefuidufanssudisinnudifelunisd
gadanamlsnseviliusgnuianulunisaiiiunis n13A1An15aiANABINI5UBINAN
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aani sglvusenaunsadmuafiandlunsadunuinvendsduimdtuiumiils vie
wissnyaaInskazaunsalunteaiiela 1NN15AINNITAIAIINABINTVDIGNAIRANEIA 1
rdanansenuefunuLATNAUIENBUNNTYBIUTEN nmsTTlsifidudlfgndn udolumis
nsafiutuenaliduAluadsdumunniiuly

2.3.4 M3USMSAUAAIAS ( Inventory Management ) Jufvnssufidrdayedis
vils osnUinaduiasediiegdeudmariendnslimslaimaniilasionzogisds
Tuseavosiuyu eadnsnlseiuUTinuAuAAsdafigidonannsanouauesnINfiosns
yo3gnAnléd uiluvazideaiuuiinuduidiunn AdwalviosdnsiAnadelontasunisth
Suyulumyudeu deanldaglumaivinunaud fafuosdnssdosifdnedurosiui
AsRdaTivNzaNTiazanIsane UALDIANFBINSYRsgNAlY Wleiarannsnandunsg o

2.3.5 Aanssunsuuas (Transportation) AseuAguisynAnssuiidunisiadeudie
fdudangaiuiinlugaganiinisuilaaliiiuszaniaimuiniian lnoazdesdndedudn
andesasusaluanmiiauysal wazassnanfidmue saierananldilugmueswesay

Y U

'
Y]

vl msvudadufanssladafndifunumdniuian

2.3.6 NM3USIASIAUAT (Warehousing and Storage) luRanssuiliendeaiunis
Unsdansadsdud o1f msdautuaud nisdamsiuilusdsdudn qunsaliniodlding q
Adudulumsiniufanssuneluadsdud dsdudlagtiufanssunsuimsaddudntudy
Aanssuilaisyaruialiiusauddnmmiae

2.3.7 Reverse Logistics ﬁaﬂizmumﬁmmi%uﬁwﬁgﬂﬁqﬂé’uﬁu Ti1asududnd
devne nunonen st Wusiu

2.3.8 NM33nT0 (Purchasing)  LHuianssuiliisadestunsdnie IAMINOAULAY
vimsniludurosmadonddminetagiu dfvuntisnawasUinalunisdde wavaia
ANdNTUSAUgI e Ingau

2.3.9 mﬁmm%uaﬂwdLLaS%ud’JwiN‘] ( Part and Service Support ) Jutdumanu
SuilnveusioduAmdnisue Jaduduniwesinmamdsmsnefivisvlitiugnd Taens
famuduernduasiaiesiiogUnsniing tewieundoudmiunisliuinisfisinsiuagd
UszAnsnmungnAnlunsdifiduiiinaudign anusuiaveusodudmdanisueidunis
a¥freanufiowolaliifugndn Feazdamasrarenidonisdndulatedudluauian Lia
anufAndiAfudredudn daduisnanalddnfanssuiiidiutieliuignanansodissany
duifusnmszezenaiugnalila

2.3.10 madeniinilssnuuaadedudn (Plant and Warehouse Site Selection)
nsidenfinalssuvadsinunasadduiazdedimuddyiuaulng - lnavosunas
fngAuuazgnd loaruazainlunisdnfazifsadesiussoznianisouds sauds
AUENUNTO LU TROUANBIAIIUABINTUBIGNAIE
asadsluseninensndn audansvuihomaumindaaioud nelulssnuvionds
fnquUszasduaansdinnissnu Aol

2.3.11 Material handling ufanssuiinertosiunisindoudie nghu wazdum
dun

U
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- anszernsmasiadoudneliildinnian
- anduIu
- uAlunszurunsidunovslitinislnaldfdu
- anmsvudglvinnilaaiienisusendanssnunagenldang
Wielvussg Tngusrasdfainanesdnsdeansnenemandiurumsindoudne ingensg
Thuniian iesnnnadsiifnisiedousie widunuilieiuainnsadeudie g
Sedumnannsnanaldineluduifesdesalisumunmdadotuanasis
2.3.12 U390 (Packaging) Tudunisnantu ussgiamisadudefiuansds

s

dnwaznousnvesdud deazdesannsafuilaaliaulalusidud uimsnuladading
vssyfusiazdunuimddninsesnluansiunismain Insussnisusn vssedusiaziduded
Undlossndnsausildlininanudemelusasfidnisadoudie Ussnisfides ‘Uiiﬁmm%ﬁﬁ
szhelinszurunsindouhouaiiusnundudiinuarainuniy

2.3.13 mMshnsiedoansineinuladafing (Logistics Communications) n15deansiid
Useavsnmneluesdns doldinlutadefiddyesmilifinadennudniavetesing nns
LLaﬂLUaEJWUE]iJa wagn1sdnaulanige mmaamimamaimmLLavuﬂivamﬁmwmﬂmu n1s
aaa”ﬁmswawﬁmwmaaammmi%uaﬂwmumu

_ finmsdeasseninesins Sunatoieas Lazanen

v A

- finsdeansszninenhenunslussdnsliasaniziian1siyd n1snain

ARHIARI

_ finsdeanssewinehanssuladafindii 13 Aenssy

- finnsdeanstulunthesudes 1wy drsvieduidisuinisgnanludie
N1RAA

- finnsfeansseninanndnlussuulggunmunlilainisindadiueddns
lagnse WU Fnnaneloeseningaluldguniuy
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a

Aanssunannisladafindvia 13 Aanssy awnsathanashdu 5 nquudnleng

WHUATN
‘ 199991 (Sourcing) \

‘ A159A%® (Purchasing Management) \
\

(@
‘ A15UUEIYL91 (Inbound Transportation)

A135UKAZNISAUSNEIAUAD

(Receiving & Storage)

N153an158UAINAUAIAGT

(Raw Material Inventory Management)

a s

WHUNINA 2.1: AINTTUNISIANISAULAIARNE

nglamd 2.1 Aanssunmsdanisdiladafindanansoosuneld deil

(1) N3 (Sourcing) fie nszuruMIwartuneuiivisialdiiiedammiwens
#9q fdndudmiunsuandud msdavmistinansevuanusiulafuurasiam uagdunu
NSHAALAE AMNINVDINGAS U

(2) N3USMIM3TATe (Purchasing Management) fie m3dansiiiigafiunisinde
fifhtimune Ao vinsdadeTanfivilAnduruiandian tnefinunmuesfanaedoasiiuy
AUfInTIeRnIIANLFEINS  feiunnsdade (Purchasing 3omneds  msldunds
fmqgiu visetan vieuinis vie gUnsaliniesdnsnuiifiesnts yaansitegiuiiaveunis
fnitoazdnoglumirenuiiend dredatie (Purchasing department)

(3) M3vudernd (inbound  Transportation) n1saudsuuulat sz daumas
SRy fununsudeTivmnzandnuar e 3N LAE

(4) ns¥uuazn1afiuinedud (Receiving & Storage) MIngaadouAuA isludu
USinauazaanm daiivluaniuiivangan Jagdosiiansantiinuuazanuivesnisld

NP
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(5) m'iﬁmmi’mmmmaq (Raw Material Inventory) n133 Inventory wieliinng
nandudumsesieilios MINsuHUANFRINMTAUMTlsIAvafien  nsdannsdedudn
Tiiugnen adadud Wuanuidaivaumneudaldlvigndn Tassiusiududn
(Consolidation) 91N15997UsI199) Lﬁlaﬁiﬂﬁqﬂﬁﬁ AugnIza18duA (Distribution Center) ¥
i i fuedsduduiisaumiiuinuluszesdu woe Cross-dock laetangunsainig
MsunmgansdnnsingAunsndaiuy FEFO (First Expire date First Out) Ao 1ileAudlafi
wvunoynon Meeenlunou eanaudsmenndudmuneiguasliiiansgayide

Raw materials (30Q#v)

End User

Retailer (Eﬁ‘lﬂ&lﬂﬁn)

Customer (E:J:G'?Ia)

a s

awd 2.1 nannstulunisdnnisladamng
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Goods and Services

Suppliers Information

Finance

] J o~ Lo ] ol o
WM O W3 N 3@ NNAL mizay 'ﬁoqnun M

s Vlamy w100, d1sifum ro: Wulivacianirea § st & e oo rsed s nls: o
a I a Y] a a ¢
ANN 2.2 @Qﬂﬂigﬂ@‘ULLazﬂ'ﬂﬂiiiﬂJ@ﬂﬂ'ﬁﬁ]@ﬂ'ﬁiﬂﬁ]ﬁ@ﬂﬁ

suuladn nsdansladafnduazviasldguuiangunsainisnisunnd Wufanssy
ﬁL%amIm%agaiuwmm dne Tnsusazianssuiaudifasieauiiiesainiinisinde
wanidsudeyafusevinmnianssy lidandudude vuds 9a%e vinnsasads navans
audn Taudefuslna msdansladafindfifdendsrasorlddsandunuiiunelsiasaudi
finunm Tngianzdangunsainamsumdiiundndasindaudseiifsadostugunm
uarTinvasywd Snitdwaron1stssiunmuamAuduileiinisfoaiounieonfudud
amsansIuisiunvesdudinunnunaendnle ieflaglduiulssuilodudianmis
msunngloiinaunn aennusiulalsifuguilog

2.4 vdninauisneg MAgadasiunsuimsianissauilaiannduazsiasldguniuiang
gUNIaININITUNNg
dielidnlalundninasisngg Mieadestunsudmsianissuddadafnduasviad
gumuianeunsaimanisunnd [Wutideiddlunstuindeugnamnssuangunsainis
nsunngradinglusedvaina dansldundannsguasduidiadnuamussduduay
Uinslaegnediden Wuitveniuluszduanaausaudeduivuundseimels
2.4.1 150 MAgtestunsuimsianisruddadafnduagalsgunmuiangunsal
NINITUNNE Lol
(1) 1SO 9001
gnaundudussuvuiasguanadiefagilitulaléddudavior
Translddadauazsnussuunmsdamsiuaunmitduinasguieitu Tnefignusyasdi
wnpUAUBIALFINITTeRNATTABITY TnesnsuiliAeaty mseenuuy s
nsuan wagmsliving Seanunsaltldfunndssnngsisluyngramnssy vidmdndudes
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faunssuiinuasmneiidaaunutmdnguvesssuunsdansidussansaa el
anunsavszaunudnsluniswisuiinutenuarewnsguluiusewnsgiy 1SO
9001 (JundngrunandhiiiuinszuunmsinnisaununimgninlUldluesdnsegaluszuy
wafiusgdnBam  wenvnillufusesnasgudsennsathuldidy  countermeasure
dmdundtymiiientu product liability Fiuusltufiuunntu

(2) 1SO 13485

1193911 150 13485 Huspsgruiiaundy iefunuamdunisiaun
sTUUUImMsAuAmEmIUasAnsTinafuaesiliownmd  iiloifiuUszAnsnmnnsadn
NSUTMTINNT aAFUUNITNER ann1slandenu anvesdslunseuiunsnga dn1s3anis
dawandousgrniuszuu nasnaunsimurszuuladadnd lasnisiiszuuimalulad
asaumAtsUIsians lefidwenofielindniaiesdounmdniaann wazasnsis
fuildanu Usenidldadausn el 1996 mendsniifiniseonuinsgiu IS0 9001 atiud
1994 Tpeiflovndatmunuesnasgu 1SO 13485 azasounguludILYEIATFIU 1SO 9001
¢y waziilonnnsgiu 1SO 9001 Téfnsiauaniduativl 2000 1Asg1u ISO 13485 il
fianFuanduatul 2003 Sdlutigiudildlainmssendldatiulu fudHnessiu 150
9001 lesinseenatulmiudanduatul 2008 Any

Formuavesunasgu IS0 13485 azUsvneudedorinunndn « fiavin 8
Famimuanan lawn

1
2

(1] Y2 ULVATBINIATTIUY

[2] N5919BINYNeUs

[3] AN LATAITUNLNY

[4] SEUUUIMTAAN

[5] ANNSURATEUVBIHNBUTANT
[6] N1SAANITNSNENT

[7] NSy biAaNan e

[8]

8] NM15IA N1FIATIEN LLaumi‘Ui‘U‘UN

(4) 1SO 14971: 2007

Jusnmsgrunsuimsanudssdmiuieiosdieuazgunsainmsunngiinanld
Tunsudmsdanistueiudesaseunaunaontieiginsdinvonadosiounmns Tasayszyfs
AsrUINNgeng q lunisdanisfuanandes safsmstUstunousing q flazneliiAndunsne
MsUszifiuaaes LLavmimmmmmLﬁaqﬁqﬁiuﬂwﬁmﬂ']iﬂmuL?%mlﬁt,ﬁmﬂiv?m%wa
quen wdosddafansimunnszuiumsdmiunisdanisannades msduaiuningng
iensatiuayuegiaisame sfensidsuanuwiouvesyaainsianzas i
ANNENINTLULABYNTEUIUNTT

Faimunsng 9 Tuansgiu 1ISO 14971 szutseanduitanun 9 ielng)
Usznaume
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[1] vouLIn
[2] AFANA LagAIUNLNY

[3] Faruailudmiunisuimsaudes

[4] MTIATIERAEES

[

(6] wmammmmﬁm

[7] MsUseifiunaauidesiivielnesiu

[8] MIFATIBUNITUIINTAILLES

[9] Toyan1TNEn UagnaanIInGn
(3) I1ISO 15223
Weosanmaluladlunisinsedoaisuasnisvudslugranansainunad

'
A

Auimtluegiunn dmaliiusznounisanussmenigg Mmlanaunsafasededns

A
U
f
5] ﬂ’]iﬂi%LﬁUﬂ’J’lﬂJLﬁﬂﬂ
f
f
l

ymsldazninsnigiintu uiaudvesusznaunisutarseifinunmitnainvany
11m3511kU58UU 1SO (International Organization for Standardization) %38 94AN133EWINN
Uszinainsennsgiu Seimihfidvussnasgiuaudilvtinasgufedtu ieazanly
nsthidwisedwenlusmihesussing viooadennasyuidldindunasgiuanadls

upsgriluinuiangunsaimanisunme 1SO 15223 Wusnasguiiieades
fudnydnualuazdeyaiiusnguueainuazionansadniamiedesiiounndluaniisialan
Tagagnanndanudenis (requirement)  Aidesldluaain vuilugiunudasafouas
UszAnsnmlunisliindesilounndiiug Fwsasandesiungseifoutesiiduiiunndeiuly
usiazUsuine

ANARTsRIneuUTUUTIRMA MR ELA LA UINATT NN ALAEAUAT

[ = 1%

fezdimaranisdiiiuiu nafevsilidneldd ussmauntuge sustailiaulnglald
audniiatu Seduldanesglanidudieiannaunmuosdudlnduusslosiuasday
Uaeafusefuslnamlantuies IS0 15223:2000) ldiwuadnydnualiiusnguuirdesdio
wnnd vuitusie wieluwenanslag 13 duandlunisns wasileanndilifesdinslalulsena
Inevinsdyaiinnumnevesdydnualniu 15015223 13 medidedalavinisudailue
szymwilngld iledresemnuitila

2.4.2 Faunsueadesdlownmssuunaunisld

Uagiunisasivaeudeunduunasiinnvesdue (traceability) 1Judsiid1fguiniu

o

[y

v Wesnihigudansuisamsfiunvesymidlodumiinundssiozieliansnge
siorfuilon uarannsoudladymldiurined fudufussneunisismasiouniousuilade
At Insaneiusznaunaadosdiownmddaduninsusifiianudssiifstesty
FUANLAZTINVRLLY 1ngaIAnITomIsHase1ansgowsni (US  FDA) lawiumiudfey
Y0INInTIadeUfaunduvenAsasliounnd Feldzuu UDI (@ unique device identifier) 7i
aansniBenlesdoyainiosilounmdiugiuvesyares US FDA  runisssyfinuedosile

wimgluguuuu AIDC (Automatic Identification and Data Capture) iU siauviaunsian
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yiiesviaansin \udu Weliansonrasudounsuiniosdounnsléfassutiildgumu
wagladadullunguuneliusenaumsianaunsainienisunmdassasldseuu UDI uu
aanudndase ieliAnaulusdaniniu Unilesuarduasesdviuazanuiasnfoves
AUae §uslaa waziusznaunmislussmisuumdvesanainy Wanunsalduselevdagnain
gunsainmsumeildunsgiunuaonfeuasiussansnm vonand daiinsldumssu
aaniedesileunndanna 1SO 15223 Fsimuanisuansdeyauuaainsdndusiiangunsnl
mensumdlagianngiiude eliaainveswdafusitunnss et

spUU UDI LHusailosdnisermsnazen vesanigoining (US FDA) ladaduld
ngvneduTaneunsaimansume (medical device) fismingluanigeniniiazsiosd
vanelavszyIislounmdfisnme vie UDI (a unique device identifier) Ingruaniaes
insaududiod 2007 szuu LD dfidnsnmlumstaudeyainiosdowmdlifinunmuay
%8l US FDA anunsnszyligmussadestiounndlimnii: nmaaeudoundulisnialu
nsdin3eadownnditgmndeiinisewe flu’aé’qﬁEhmhaiﬁsziﬂwﬁmmﬂaamﬁamm%u
(improve patient safety)

Dl fdnvasdusiaduaunsesnusedisumie (@ unique  numeric  or

[ [

alphanumeric  code) syuuazUsznoulumedananiuia3esile (device) Lagn1snan

U
1

(production) FulA3esiloanunsaszylddunizisgu (model)  dufunisnanannsa
Fumzflamaneiaviu (ot or batch number) neLaTLATeN (serial number) wagwie Yu
yuInB"Y (expiration date) US FDA Loaflaainsgiudeya (database) Mz siusinymsnnsgiu
flugiusineg fiannsassymizesineques UDL 14 uazasiamedoyadansiany iy
ftinsestlounndannsndumndeyairiesiiounmdfinualaliosnasmns

amsmvesMsUszgndldszuu Dl iedusnasgnilunisesnsiaiangunsainis
msunndlduansiousunindotolud
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UseTomi

- AalRdau
faundulds
seuule
U

- ARRTTIUER AR
WHATILINE
tmedical error)

- gyl

S TUABTURTIE]
wazmsunity
Hymrsiais
gneDamiug Ty

‘a unigue device identifier Automatic identification and Data Capture
Era%1 GS1 Healthcare Conference Sydney, March 2012

AN 2.3 LEAAIAINSINVDINTESEUU UDI

szuviagiiuslomiognuriaeivoidothludssgndldodsauysaiiessuy daud
granuiafdmireiangunsaliniosiiounnd Tasazdrelinissenunaznisiasies
wnnnsalingg MAatuiiauudugtu Jgmuedesiownmdisldsunisssylussnuuay
Isumauflaldesmai nuiehelianusadanismaionniuiniesiiounmdldodsd
UszAnSnn naonutisaneuiiana1ansaunmg (Medical error) Tnonsligideawnsy
yansunmduasdiiedosannsassyiniesdiounmsliuiugtunas|dudoyaddyuay
SuduAertueiesdiownmdiug nmsfnwwuhesdnisewnsuassesanigewiini (US
FDA) lidsiuldngranelifindiaiesfiownmdldszuu UDI wagluomanazinsdsduldly
annglsy vide EU fsiufioifunistaunssuunismsiaaeudounduniesiiounnd i
AunmvssHAnSuTiLazauUaenfvesiuilan satudumawdsumieudugusenouns
iwsesiiounmdlne

v W ¢ saa v

il LASeunsuardydanvaliusinguuaainiaIesliaunndniveninuniwiineg

o
[
o v o

MfutiuazaenndosnuLInsgIuaaInLATeEeunng IS0 15223 Feilqauszasdiie i
duinadostuiniesdiounndisssuuluiussmalnowasssusema 1dud dudn §3n
F1vine fl9 (wmd werwna dnwadianisunmd) fFumssne wazdiivihiinsivaey wila
AmmIneiivInguuaainuazienasiadeieunmdluiiamafsaiulaeideyaifsadu
\sesiiounndddnyasuduanysalmeldumsguaainiasesiiounmdiiannadisna oegnsls
Anaiielsinisldstauinsgrudmiviangunsalnisnsunmdiiuszansaimw asinig

.:4' Y] v A Yy =2y 2 v A A v Y] a v
L‘UEJQJIFNﬂUg']u‘U@Haﬂa'NV]L‘U']ﬂﬂlﬂi'lﬂlﬁ') Qﬂ@laﬂ L‘U@ﬂ@lﬂ Jaonny LLa%ﬁJll'Wﬁi']u@'JEJ
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(Good Distribution Practice for Medical Device - GDPMD)

melsewmelneidaindidgnisiulssmauiasygisendau (ASEAN Economic
Community: AEC) Tud 2558 @avanefis n1saldsnisaAn N1SUSNTT A58 N1TRU WATHLINIY
A v a a IS = ¥ = < a = (%
HilaAudn 9 Ussimaaudnendeu laedidnunelvondeudunaiatazgiunisuanneiiy
isuasmnuudunweaasygialugiininendeu waviindunanssesedluniinisdlan Fans
WagukUasiiinTuainAiusuiefinaigoudnanssnuaen1ngna N Isuianaunsainig
nsunndilosanidundndusinisiddgysegnainnssunisliusnisiiuguninvesuszinalng 8n
& o L3 ¢ & a ya v v ~ ~ [ ¢y Yo V1
elanaunsaimanmsunndidudsilnadnduiusannigatenilugunsainldnuguargUisuas
gy ] o A A A fNY W = a Y [
fgnsnsltluusiasiuigs lnenseaownmddsmeiunaeussnnuaziinnudswanseiuly taun

A A & = o a4 A sl i S v ] v a @ A A ¢

wiseslownmndniildlaenaly insedisunndninisarandilulusanelussaurimis wn3ssdiownnd
o i v v ] | o I a4 A s = |
nnsarandlulusianigedieieiionduaiuiy taseslounndniaiudegeonavzegiu
Funenaonty Wusiu

aatiuiiaunisadnsnnuudwnsdbitugnavnssuiasosdounndnisinrinunsgiudade
uidesiiddyy Insunfumsgrufitierdesiuiniodlownmdlnealulaun 15013485, GMP 1509001
Wudu UananuInsgIuNeIfuNIzUIUNITHAAMINAIILAY NaNLNUTILazITN155UATUNITTR
o 1 = L A [d a o da o v 1 = 1 [ % &
Imneipsesnng (GDPMD) daidunnsgiudndandanudidgyegiwnniiaeiieaiiennudula
Wifuguslam andeiinmnenvasiindusenineidusiaadugdndiving sessunsdminisiisede
MaN13v1e (Post  marketing  surveillance) nviadadunisiiuyarivedasesdiounmdlvianing
Jundoukaztiudnauatunsalunsustundeulutagluusasussmamlanindninaaiuay
BNINALUNITIRIIMUNBLATEEBUNNY (Good Distribution Practice for Medical Device -
GDPMD) Nlgunnsinaiusenludsusgivanumunzauwastadrinudiiazyssimanminuau
g szilou Tavsruveslszimaiug dmsulssinalnenisdavivaninaaiuazsnsnatung
dngminepIesilounne (Good Distribution Practice for Medical Device - GDPMD) @snsadaelin
Lﬂmﬂiﬂmjuamqmnmeﬂiuﬂaumi faztheliguilaaiianusiulouas Lﬁnamﬂuﬂiuawﬁmwmi
yhaureaeiesiiounnd uranudasade way miﬂguwmmawaumamaLL‘me ety B
Sududeadszuuuazvdninasilunisindming Yaggunsainismsuwngimmzanlunissesiuns
YYUAINIAATEFRILANIUAUTEVIPULATEAID T
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(Good Distribution Practice for Medical Device — GDPMDS) ﬂ‘:

3.1 AUNNNBYBIMANINAeILAZ SN SR lun1sIndmineiaTasiiaunnd (Good  Distribution
Practice for Medical Device - GDPMD)

wEnnasiLarIsNsTrlunsiadviieiriedlounme (GDPMD) fie Msszyvideimuaaiy
#een1sdmivaruauianssuluisldguniuveaiesilounnd wazidunisuansliiiuds
Anuansalunsinwiauasnds wardnsnneaniesdewnng naoanasldguniu el
aunsodulaléinedosdlounmsianuuasntouasiivssdnsnmmanaiailsgunu Tasudninsi
warisn1siinlunisdadimineiniesilounndazasounaudaud gt (mporter)  luauds §da
FrmireAudn (Distributer) uansissunmd 3.1

GDPMD

Management

Finish goods

1ISO13485

Storage ’ Distribution

sUn il 3.1: veulalunsdavin GDPMD

ngun iyl 3.1 Tudiuves dansmne (Distributer) anansawusliily

1. N3A8e (Wholesaling) S1uunni1ee taun
- @1v1veNER (Manufacturers’ branch) lan §ndniiidusasndewasilid
AuAAIAG

;%4 ¥

GG ws‘ﬁﬂm‘%ﬂfmﬁugml,w Wi Wholesale merchants way Industrial

distributors
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(Good Distribution Practice for Medical Device — GDPMDS) §zs

- JlAuINsusLileueEId LW Cash and Carry, Drop Shippers, Rack Jobbers,
Producers’ Cooperatives Wag Truck Wholesalers
- juindsean (Importers, Exporters)
2. M3AUAN (Retailing) S1wunldmudnuazvesduduazusnsld Wududiifing
fanaifuszuuuasdinmsg Snsldmaluladiiviuady dulngidunmsindaduuidmimmuily
wazsnsUTEInA

3.2 fitdruineatadunsdaimdninasiuazisnsiialunisindmineiaesiiounnd (Good
Distribution Practice for Medical Device - GDPMD)

n13davin GDPMD  Hutsznaulufediisademarsnedliidianiu nesauay
in3esdiounnd drdnauanznssuNIse LAz fUszneunsialesilounmdiiduddadimine
(Distributor) uazgfidn (Importer) Tnelanzagnaddndmming Distributor) Fiiudh (importer)
uaztdndaWholesalen)  LHudruddiylunisdiiiunisinmsgiu GDPMD dudnvilunasaisUssine
fhindn-dsenn fansmine aluslaiduisuwnmd, weruna wasmaliansund) fEunsine
suiludsffintiiinraasy fedndwinine (Distributor) giind (importer) wagdEnds(Wholesaler)
Judwddglunsaniunisuinsgiv GOPMD

23U 3.3 uansnisiedeudneiedosiiounmd (Medical devices flow) Eusausian
wasilounndiislunazuenyszmna Wadinduioddsoon andulugddndimineuargld (an
wummduluvuuasans) luvasiiteyavesaiosiiounmd (Medical devices information) 14
dmsunsnsaaeuteyaiiazdesannsonsvaeulfanynaadiuiiisades Tnedeyaiingaasuls
wdesiinrudonlostuislussdulsemaasuonUssma nurunmdneluen uazludie)
samuuuInnedeuderenaioafiounnd (Vuasans uazasduuw  uenaNdluuiunIwg
Usgnaumeinnsgiuiiiisnteslneguanedesiounndasiumsgiu 1SO 13485 uuAeades uazly
@7V INTFIU GDPMD (81489910 19 GDPMD  weausemelny) azatunuludiuvediing
(Importer) uazg/énda(Wholesaler) uazffdndaviing(  Distributor)  wirtiuludauvestdsean
(*Exporter) azdanana1y GDPMD mawizmﬁfm
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(Good Distribution Practice for Medical Device — GDPMDS) ﬂ‘:

Flow of devices information

(Bidirectional’ both < .............................................. >
horizontal and vertical Medical devices fi
edical devices flow

LN (unidirectional downward)
1
i
s
L IS0 13485 i [T T
" 1 o1 | .
! i International i - E 150 13485 i I
1
T | - manufacturer | I
. I I | .-
i DT i """""" L I
] J T I
! *Int. Exporter > I *Exporter :
: Port ll.» Customs
! v -
E Int. Importer ‘F----""’.‘. \__’ y
i I Importer I
! I
i
- 1
E International
i buver -
1
i
! l l
E User ‘
i
! -‘
1
g ¥
E Retailer(R,,R,,R;,...) ‘ I :
! | il |
! \\ :
1
: | I
! . -’ :
1
; e = I .......... |
1
i
i
!
\4

sUnn? 3.3 Jiildunedteddunsinrinannsgiu GDPMD

NN3UT 3.3 eBuneidusineg Aduieadedlunsdniannsgiu GDPMD

- (—») dugnasTiuduiendesiulaeasg

- (—-) dwsruuuTauaziduusuuueaiidiuiendesiulas ey

- («-->) gnAsdudsiuue 2 viving fe imsfinnuuazasundulunaula
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3.3 anudAglunisinimdninasiuazisnsiialunisiasivineiriasiounng (GDPMD)

vdninasiuazisnsmumsdndmineiriesiounnd Good Distribution Practice for
Medical Device: GDPMD) 7 ﬁﬁ'ﬂﬂﬁﬁﬁﬁﬁﬁ’lﬁ%ﬂﬁ'ﬂﬁﬂﬁﬁﬁﬂ (Distributor) ket (Importer) a9
gunsalnamswnmg dsfiodnduetosdlonileivaelinmssidunuiivssavs mwdulumunmasgu ng
mMsssyrtermuseuAALABIMsAmuNmuaAansaluildgunuveaaasiounmd e
wandlistuisanuaninsolugeunduniefanumeneiasiownme suvisnsaseiulamudesiuliiity
fuilnaludowemdnuseiugunmeiosilounmdifinnulaonsouasivsyavs nmmaontials
UMIU

m3dnvi GDPMD WuilgausvasdlaeiiuluiFeswesnstiesiuguamiasamnasndoves
Ussrmuilenudeshiumiuuaenfouazusyavsnmueaeiosilowme Tngiieldnsoungraneiidaiau
Aeatumsgniiivesyiegluislagunuiiielvigegluiadldgunui anmiuiaveusegunssl
mMswwgiwaniiendes FedwedundvesUselovilunisdavin GOPMD Tuusazusemaudamuin ns
v GDPMD  thelumsanduniluemaanmsnszneuasnsuudneiosiowmglunme saniaande
finmifuszisnanesedle findmuetuiuslan uasiidWaiiando anutasaievesldieiesle
wnwd Jafinmsdafuiivnyay ﬁmiammﬂuaﬂ%yjamaqﬁ%’mmu LazANINSodeUNdUALA TN Tl
audndtgidornaldlunmsuiuseunmeesdud ity

GDPMD Model

. 1
e

!

o w = o oo 1
ATTUTMITNAMTTWUI VAN TUNAYaU \
1

|

|

(Management responsibilityl ﬁ
‘ |
|

!
= ar ar i !
ATFUIWITaAnNT TV awWeEIng ﬂ"l‘iﬂ‘i".lﬂﬁﬂ'l.lﬂ"lﬂfhnl LL‘E!:;“‘IIE‘EEQL%BU !
i

d o d a '3
theaffuAsadiaunme
b . o - J
WildgimTuuazASadia iy /

Inout {m=u3ns) Output

I — i

¥ o a o a v ¥ o v o
FDAIAURMUNLEELUEUY daq AABINUIDAIVUAATUNL TEIUEU

Regulatory requirements Comply with regulatory reguirements

a o ¢ ax = o o i A sl
E'Uﬂ']‘W‘VI 3.4 E'ULL‘U‘UGU'EJ\TVTaﬂLﬂmgﬂLLa%’JﬁﬂWiWﬁIUﬂqisﬂﬂﬂqﬂuqﬂLﬂi@ﬂll@LLW‘V]EJ

1 v e i o ¢ am o o 4 a ‘ - ¢ o o
NasUTENeUNTUTEYN MR mannasiLayIsn1sNAtuNsInTIminenseilownmd” au lssusuSvuoun Jun 21-22
F9MAY 2556:411NITUANEATTUAITOIITHAZET

N 3-5



lasamaimnngluuunisnsgneiangunsalmensunndimanzas =~

(Good Distribution Practice for Medical Device — GDPMDS) fi

913Nl 3.4 1unisuansguuuuYessTUUANsIanTlenatslunsiavinuaninasi
warSmsiatunsdndie fangunsalindesilomamsunndlagizuannsdnitenaisifeatuns
Uimsdnnswihiinnuiuiinveuvesyaainsluaniuuszneunisal ntudunistaissuunis
fansludesasnsuimsdanisnineinshiiniuludomesnsdnfinousuningu sauianis
fnassansrsgyulnatuiuguiisndu nsdeanmuadonnisvhauluaniudsenouns sawdsannu
agorauazn1smUANERisunuTie e esileunndiinarudemels ludiuvesiildguniy
#osilienansmislisuoyginiduarsdnvaidnusanmiisnuiiisades wazduluauderiinua
ngszdouiingld ludoswesnsdnifivaudaudidadeduslan wazluiSewasnsasunduiniesilo
uwnmddesiinstuiinanuasunduliveanieiounndnasnviaslagumu Welidedesdouazded
Tupouuarisnisutladeianainiiiindu (Field corrective action; FCA)
3.4 doulsznauvamdninasinazisnnsiialunisinsmineYangunsalnianisunng (Good
Distribution Practice for Medical Device - GDPMD)

wdninasiLazIsNsArlunsindmineiniesiiounnd (Good Distribution Practice for
Medical Device - GDPMD) anansautsoanidu 6 da’ld fail

dwdi 1 | unih (Preliminary)

dufl 2 | 93FnIuazIEUUNITIANTS (Organization and GDPMD regulatory compliance system)

duil 3 | MINMUANINTNIALNSURATOU (Establishment responsibilities)
dUN 4 | MIUIMITIANITNINEINT (Resource management)
g 5 | viulgaumusazlanmunlanIzuaaIeedle (Supply chain and device specific)

! dl a U U . . .
AWUN 6 | NITRTIVAANIULALNITILIANY (Surveillance and vigilance)

2 W e 1w ¢ am e © o 4 . - ¢ o -
tena3UsENaUNIUTEYN MR mannasiLagisn1sAtun1sdndminensesdlounmd” o LssusuSvueun Jun 21-22 dway
2556:@11NUANLNTTUAITOIMITILATEN
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(Good Distribution Practice for Medical Device — GDPMDS)

48

oA | o
daui 1: I 1. IngUszasd

unin (Preliminary) (Obiective)

2. vaudewaznsUszena by
(Scope and application)

3. ANINAANY
(Definitions) (ANuwa 2.1)

WNUAWT 3.1 dui 1 lundninaeinagisnmsnslunsdndmie Jangunsalnienisunme

daudi 2:
29ANTHAZIZTUUNISIANTT
(Organization and GDPMD regulatory

4. a9AN3

(Organization)

5. S¥UUUSSIANSRALY

(General)

6. MIINNTAUDNETT

(Documentation)

T AIAIVALLANENT

(Document control)

a ! el' LY ¢ aa A v o 1 (Y L3 s
BNUAINN 3.2 d3UN 2 IUWaﬂLﬂﬂJGVILLaB'Jﬁﬂ']i‘WGﬂ.‘Hﬂ’]i"UWD'WHJ’]EJ’JﬁG]Q‘UﬂiﬂJVI'Nﬂ']iLLWVIEJ
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lasensiaFURuUNINSEAe TanaunTain1ansunndAmaneas 7
(Good Distribution Practice for Medical Device — GDPMDS) -’;‘:

| daui 3:
NISMUUANENTIANUTURATOU
(Establishment responsibilities compliance system)

Q

8. ANMUSURATDULAZOIUNANLNN

(Responsibilities and authorities)

9. Q’melhau‘%m's

(Designated person)

10. MINUMILTDIHEUS NS

(Management Review)

11. %’a:&aﬂaw?]’w

(Review input)

12. panlaannnisnuniueasheusms

(Review Output)

WNUAWT 3.3 dui 3 lundninaeinagisnmsnslunsdnd e Jangunsalnienisunmg
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lasensiaFURuUNINSEAe TanaunTain1ansunndAmaneas 7
(Good Distribution Practice for Medical Device — GDPMDS) -’;‘:

p N\
dumn 4:

NNSUSHISNINEINT

(Resource management)

A

13. yAANg

(Personnel)

14. MsENaUsL ANUALISA wazAnaItin

(Training, competency and awareness)

15. assulnaduiugu

(Infrastructure)

16. anueaaulun1svinau

(Work Environment)

17. aANuUdsD ']ﬂLLaxﬂ'ﬁﬂ'JUF]!ZJa)@]"i'iU NIy

(Cleanliness and pest control)

WNUAWT 3.4 dui 4 lundninaeiuagdsnsnalunmsdnd e Jangunsainienisunme
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(Good Distribution Practice for Medical Device — GDPMDS) -’;‘:

lasensiaFURuUNINSEAe TanaunTain1ansunndAmaneas 7

d2ud 5:
Walgguniunazdemvuaanizvaaniosliounnd

(Supply chain and device specific)

18. n1slasueuge (Authorization)

19. Foannamsansiedaans (Communication

channel)

20. NM35UINBIAUAIRIAA (Receipt of stock)

21. M5 ULAENISIAA DUSNEAUAIAIART

(Storage and stock handling)

22, ANSUUUREUEUANAIRAY (Stock rotation)

23. miydaeulvignm

(Delivery to customer)

24. nsmuauasesiiounngliddulumudaiimvu

warmMsdsRuAsasliownng (Control of

nonconforming medical devices including

returned medical devices)

25. psndaaiasiiouwnd (Disposal of medical

devices)

l 26. msaaunaulsl (Traceability)

WNUAWT 3.5 dui 5 lundninaeiuagdsnsnalunmsdndmie Janunsainienisunme
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lasensiauFURUUNSNTEAe TanunTaln1aN s ENmvaeas —

(Good Distribution Practice for Medical Device — GDPMDS s/'..":

*

dauf 5(da):
' | ¥_ o e 3
ﬂ'!ﬁi‘liq‘ﬂ?ﬂuuﬂ:?lﬂﬂ'ﬁﬂuﬂLQW']:?JENLﬁiENHE]LLW‘WU
(Supply chain and device specific)

27. msasundulnvasnisadlaunngilslu (Specific traceability

requirements for implantable medical devices)

28. AudnwaznaIMsiavdmiunToslauwndniimaa (Specific

requirement for active medical devices)

29. mMsIndenun1euen (Outsource activities)

30. AstUapundas MsUaaulu N1snseiie waznsdakUaasadile
uwne (Counterfeit adulterate unwholesormne and tampered medical

devices)

31. myUszneuussanumtuisniuasmsussatlva (Secondary

assembly including repacking)

32. lnaninuszneuuITanaet (Assembly documents) \
33. N1IAIUANIRAY (Materials Control)

34. aann (Labeling)
35, NANNATINSUsENa LR (Good Assembly Practices) \
4« 36. MinuALAUAIN (Quality Control) l

WRUAIWH 3.6 dudl 5 lurdninausiuagIsnsnalun1sdnd g Tangunsainianisunme
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lasensiaFURuUNINSEAe TanaunTain1ansunndAmaneas 7
(Good Distribution Practice for Medical Device — GDPMDS) s/'..":

a9 6:
N15ASIAAANIURAZNITTLINY

(Surveillance and vigilance

37. yhaly (General)

38, Ya5ausgUNgINUASDIBLNNE

(Medical device complaints)

39, UuNNANSNIERNY

(Distribution records)

40. nsufuansualuivensldau (Field
corrective action) wagMsKAIANTIURIAIA
Uaoadulun1slyeu (Field safety action)

41. nsisendu (Recall)

42. mssenulgmintunadsdu

(Mandatory problem reporting)

43. nsasavaaeun1ely (Intemal audit)
a4, ﬂ’i'iﬂﬁﬁ)ﬁmmmﬁu (Corrective action)

45. msufjuanstesu (Preventive
action)

WNUNWT 3.7 dud 6 lundninaeiuagdsnmsnslunsdadmie Jangaunsainienisunng
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-2

(Good Distribution Practice for Medical Device — GDPMDS)

48

fadnnsdnuudninusitegisnisiinlunisiasmiseiesiownms (GDPMD)  ved
Ussimaniaide ieliaenndesiunisnszanetaggunsalnsnsnsunmdfmnzaniulsemelne
Jwhmengimnuduiudvesdoyadilautmungumhenunelulazgiuiaveuutsesniu
nauauandluguami 3.3

g{ Supplier
E

stablishment

7. Document
control
AW

[[ Authorities (FDA) ]] >, 18. Authorization

9. Designated

person 11. Input review

43. Internal audit
42. Mandatory 10. Management

review T A ""

reporting

12. Review output I 4. CA/PA

13. Personal 15. Infrastructure

33. Material
19.Communication 16. Work control

channel environment

20.Recipt of stock
14. Training

38. Complaint
22. Stock

rotation

17. Cleanliness &

pest control 21. Storage

35. Good assembly 32. Assembly

40. FCA / FSN practice (GAP) document

41. Recall 34. Labeling

36. Quality control
26. Traceability

39. Distribution
- records
Tier 1 User 28. Installation / -
(Doctors nurses) calibration (active devices) 23. Customer
delivery
Tier 2 User < 27. Traceability \
(Patients) (Implant) “

N 24.Nonconforming
(return) [also 41.]

25. Disposal

FUAWNT 3.5 LansAUdITUSYRINTFUIUNTANLNINTFIU GDPMD
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lasamaimnngluuunisnsgneiangunsalmensunndimanzas =~
P
(Good Distribution Practice for Medical Device — GDPMDS) «”/

ngUnMA 3.5 BBUEANIEULARIANLETLEYBINTLUIUNNTAANATIL GDPMD

- (—») dugnesfiuiduidesiulaense

- (=->) duuszuuudniinisaeunaulneded (Traceability)

- () HUUBLUURARNISAAMY (Tracking)

=9 anesdudsuuUn 3 ¥ Ae GU’ejiJa“VlﬂJﬂ’J’]iJLﬂ‘EJ’HJENﬂ‘LJ“VNﬂiuU’JUﬂ’]i MRIRER
%’ayjamuaumaaﬂmawazﬁa dulsznauneg Tunsdaviuinsgiu GDPMD

druusznaunneg lun1sdnviuinsgiy  GDPMD LLazmmLﬂ?j'auimmsﬂﬁmmmu GDPMD
ImaﬂﬁvﬂaumamumumEJ:maamm oA @anuUsenaunis (establishment) HAruAy (authority)
Tufidlaud drdneuaaenssunsemsuazen(es.) HY1Y (supplien) wag wzja/[fzmu (user) s
WUl 2 dau fis yrainsmenisunmd waziUiersediunissnw Qﬂmawmuammﬂwa (flow)
vos¥angUnsaimIenIsuws fauisuidh stock aulufanisveeenlifugld wiie §éUan (retailen)
Tormuagossiaqiiuszuna 35 nszviuns wiadunszuiunaiieairannigiuveesdns
UsgAnBnmszuuuimsdanis ssuudanisdoyaninielusazannneuen (nseudih) ssuuiiie
$useanasgiunsdnuiu Uszneu wuds fnss fifiussAvinimsesiunsdeunduronniesiiogeania
seuanld (nseutiifn) Fenszvrumssiiununguifaziienufedestumsivavesedesiiounnd
Taenss (gnesidien) uarludiugavnefoduiilunssuiunssesiudesoudou indesdleiiymuie
foaduniu (nsoudiag anwnsaduunooniu 4 nau dil

« ASUTHTIANITUTINNAINY
Fulinvau(Management
responsibility)

« NISUSHISIANISNSWEINS

(Resource management)

- waldaumuuaziniesilerivay (N3
U3n13) (Supply chain and device
specific)

- msasdaunely uazdadasdou
wafiuAsasliounmng (Surveillance
and vigilance)
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lasamaimnngluuunisnsgneiangunsalmensunndimanzas =~
P
(Good Distribution Practice for Medical Device — GDPMDS) ’-:

nguy 1 N1sUTMIsIan1MENAUSURaYaU (Management responsibility)

7. Document 9. Designated
control person review
11. Input review 12, Review output

sUMNi 3.6 uansdumineddedlungui 1 nsusmsdIansmihiianusuiavey

10. Management

- Document control fusznountsdesiinsmunmenarsianuafisniuvessruutims
Jannsiiaenadosmundninasinazisnisinlunisnszaneiniesdewnmd lnglonansdesldiunis
FoueSon oyl asuw uazastudilaogifidiuns uaziinisdnrih Snwilideduiinvesszuuuins
fansfiaenadesmuvdninasiLagisnmsfimunisnszaeiniesiliownmd Tudnwaueigiuiedaiau
ansnusiuasnilddng Tnefengnisldnurenadesiiownnd auiiseylilaodivesudn S
wesilounnd laitfesndn 2 T uannfuiiedestieunndgmiresnananiuiivesusznaunisiiiods
ueulneidonszaznanuiian

~ Designated person  lage9iinsueuniIeLazLAR LIUANEU3NnT weTiendn
QMR (Quality Management Representative) Inafgnunaniinilunisdnrhssuuuimsdnnisuas
Usziununmliiaennaasiunaninagived GDPMD  waziin1331891uU s AnBnavesssuuuInig
Fansvteduims sauieusudusalunisianunisdiiiun ieriuulgudle

- Management review M998NISNUNIUTEUUUTUIINITIANS IAAOAADIANNANLAA
LazAsnsialunisnszaeiadesdownndniudieszegiiarfidmun Weliiulainssuuiiany
WzauLasilUsEaNSam

- Input review Junisteudeyaiduiu naainnisfianiuannmaiely wagn1sinny
Uszilluna Jayan13ieauisu n1SAAMIUNAIINNITNUNIUVDILUTNS Saudedenusiiuag
UDLAUDWUY

- Review output tJunaainnmsvumuaindieduimsmuinisdeaulauazn1sujiinis
uilvwazlosfumaiidionis fauanslusunmd 3.6
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lasamaimnngluuunisnsgneiangunsalmensunndimanzas =~

#

(Good Distribution Practice for Medical Device — GDPMDS) «’/

nguil 2 N1IUTTIANIIMINYINS (Resource management)

17.Cleanliness &

sUMW 3.7 wansahuiinedadeslungun 2 n1sUsmsInnImIneIns

- Personal  arsaeflyaainsndniiuiiavevluAansausiamnadiiuuinsuasnis
UftRnsmeldvoutnemsdidununuvdninasiuagisnsimunisnszaeinieaiiownms

- Training  uSeswesnsflneusuniingu Tﬁﬁmmiﬂgmwé"]ummgmt,l,az
nszUIUMINIYinNy Tmsinaninwndeslunsviedsifienusangay fenuvasade

- Infrastructure  agdpafinistinuauagdalidinnsinulidiassyulnadiugiui
Fudu 1y eresanuiviiu Asnnsenuasaniiistesiinruasadonasiiivane LilelAn
anuilaindinmsasnuanmuaznisnszaeiniesdleunmdegnangan

- Work environment fgaiinsinuaukazusnisn1sinan mwInaadlunisvinenueng
ForausaufnisdariduneunsihnusaisnisufoRauliduenas ehse T muauanie
wndeslumsiau foaiauansgvuiuinissilomanisunmngle

- Cleanliness and pest control GﬁaﬁmumiuﬁwuaammasmmLLasmimUQumi
sunuvesdnd Musznaunisdes davihdedmuniidesnsiiiduenasiferdunsiniuazenn
p1Asan Ll Safeitnsuazaud  nsiuinundufinvesnisiianuazenn uvien1siaih
Tusunsumsmuaudaisumu faandlugunmd 3.7
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lasamaimnngluuunisnsgneiangunsalmensunndimanzas =~

#

(Good Distribution Practice for Medical Device — GDPMDS) ﬁ

nguN 3 WaeldauniunaziATasaNlA(n13U3N1)(Supply chain and device specific)

N . 23. Customer 24 .Nonconforming
26. Traceability 27. Traceability 28. Installation/ 32. Assembly
[implant) calibration (acive devices) document

25. Disposal
33. Material
ol o e 36. Quality control SeblL S e
practice records

Ui 3.8 uansdhuiiieaeslungud 3 aldgumunaziaasiierivay (M5USN19)

Tunguil 3 fasfunadiludomesnsuimsinnisTagasadsogneisyansnmmsdnii
aaniAsesilounmd nsdeundulazinaianaiesionenisunmdesnaiussansam nande Tu
BowasmavimsinmstanasedsoaiissuuienansiildlumsnunuuasfinnuuTuindudi s
Tusesvesnisdnmnavyaudisuluisewsuniosdounndnisutmnanyveaaiosileunndens
wisldmanevsnmu msudaetesdlounmdnannasielsy (Directive 93/42/EEC) Tnsuvaidu Class |
Class lla Class b uag Class Il lngClass | Apipdasilounmdfiflélagvialy Class lla Aewpiedilo
wnnsfdinsaandiineniglussduiavs wiedhienglutassroginadu wu Budeen eouma
\ud Class IIb Aawaesilounmdfiinlussneetseioniunau wasimas vieldszuulin
Siaensefindduuvastidandanulunisldnu wu indesileinde uazClass Il inTesilounnddi
Anudegeenaazaglusnanenasnly viemsiauveaaiosleunmdiivadesiuszuuuszam
dunans szuLden WU edesimundameinle 1Judu uananinsdaifivaudasndsdes
finmsdavihdadnemsauiisudiuasinfuieuaniwonauvieiuiniwesianaeds dnsdans
vaudguAuMTmnzan Wu nsdansAudLu FEFO (first expire first out) dmsuszuudans
grudoya anmsaudslaidu 2 dundn un drudldgrudoya (User database) Mlugldaudil
anulunslivssloniansyuy wagszuuguteya (Medical device data base) iiinsthssiai
wingausUsUld e 2 dauiideulesiulaeldsiainnsgiu (Standard code) Ssanuusznaunis
wanswaladinsuinelulagnesnupeuiamesuussyndldau neinisiinisldsia Bar code fin
vutagviodududilfiaiosgiunuy Laser Scan Ss38iuananasiinnugnieutus uasiflsanse
ué feanansadafudugudoyaluFowesnsuimsiamsdumandsluladadndindosiounnd
ué SaanunsatieluiFeswesnsasunduld (Traceability) wazn1sh Tracking nsAna 1a3esilo
mansumdle dalagmluudinsdavihsiaeiosdienanisunmg annsaduunsiaunasgulsidu
3 Ny 14 'iﬁﬁuagujﬁ’ué’ﬂwmgLLazsuaUmmmﬁ%’mu‘imamjmaaaﬁaméaaﬁaLLWVIETLLam"Lé’mugUmW
71 3.9l6un nauil1 saeSosleunndaina (Universal standard medical device code) nguii2 s¥a
\n3esilounndunsgiuilidunizluuszina (National medical device code) waznguils
sianasguilisinziuiesiownme (Commodity code)
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P
(Good Distribution Practice for Medical Device — GDPMDS) ’-:

*Global Medical Device sUnigue Device sUnited Nations Standard
Nomenclature (GMDN) Identification (UDI) Product and Service Code

eUniversal Medical Device eAustralian Register of (UNSPSC)

Nomenclature System Therapeutic Goods (ARTG) *Global Trade Item Number
(UMDNS) eJapanese Medical Device (GTIN)

*Global In Vitro Medical Nomenclature (JMDN) eGovernment Product ans
Device {G|VD) (EDMA .Singapore Medical Device Service Code (GPSC:]
Classification) Register (SMDR) eHarmonized System Code

sAssistive products for eAsianMedical Device (HS Code)
persons with disability, Nomenclature System
1S09999 (AMDNS)

sNorsk Klassifisering Koding
& Nomenklatur (NKKN)

JUAMT 3.9 nquvesTiawIoleunnd

Tnosviaasesilounndanna lagianiz GMDN liuniseensuann mhenugnseaeuly
waneUszina eehslsinnsldszuu GMDN  Fesiinnsasirsduaundnuazidedldanesed sl
veUssmenaifessuusianasiedesiownmd duvosiaies 1wy seanside (ARTG), u UMDN),
ZaAlUS (SMDR), 88an9(AMDNS), uastad  (NKKN) iusiu Faaldgnelunisldaudisiagomenia
stalunduiiazierulndides vie anunsafieuidssiusiaanadudlduenanidlistadmiulaa
ffoust (commodity code) Tilaisnmzfuia3asiiounmd usansathundusiavesaiasiiounndung
vilald Tngsiaildfuegraduanaiign o UNSPSC  wag GTIN 1ag UNSPSC azituluiidnwms
UszLAnNUa9duel d@u GTIN fwLﬁulﬂﬁﬂizmwiLLazu‘%ﬁ’wﬁmém waruenanluitesesnsinvhsa
wieslouneduadedioddqiiviilinisaeunduld (Traceability)  wazn1svin Tracking N1
AamunisanaainiadesilounndifudniFeamilsifusznounsansivianuddglagnisdnaain
wosfloundfifnsiiseazBonuasdoyasiufauuy (Make) $u (Model) wnaiiniesnusuansnisd
NAR (Batch number) wudduLAIes (serial number) warsunwdeUsunamenedesie uaznwi
Tastlasfunmuniivssmadugsiueen fegmwesaaneiesdiownmsiinuanidagud 3.10
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P
(Good Distribution Practice for Medical Device — GDPMDS) ’-:

Trade name/
Device model CompuHyper
GlobalMed®

HydroSonicSpanDriver™

Ficttious Medical Dovice

Device figure

Reference No

Lot N (BEF] 175000 USE BY:
il No. il e JAN 01, 2112

e we se, U:ﬂ‘gp /
Manufac turer; ®. ad vl @ ! inaid ﬂf e S Ili' prreyes
s Cavaiue 1 iens e storage

MName, address =
nm

e |22 EEEm AR
Gearume 21 20080 e )

: ARG | st

code

Expiring date

2 pe= TTHTEX

information

Authorized

representative

o d' o ! A A sl
WQE‘UW 3.10 A8 VDIRANNLATDIUDLNNENA

waziilofinsdnnsuimsaumasndsiinsdnnisesnsdaviisiiannsgiunaznnsyi
aaniiAudr awannsalunisaeunduld (Traceability) uazn 3y Tracking n13AnAw iudumey
Hudndunoudidrdnyiian tetiwaisaruiilalituduslnalunisindulatonaslden lneannso
R52989UNTEUIUNNTVBIMIEgUMILATasilounmdannlssnundnlufiediovasgnd Tne
fusznaumsdiosine uagduiunsliduiinanuasunduldvoasdosiiounmdnaaminiadldguiu
fRgtesliniutiogiu uarlunsdledeslodurinildly (implants) mirsnuazdesiinaiutoya
feszduifine wazdinsfuiuiinliauniazthesnunansimedtas uiogslsinaluiFomwenis
Futeyannauldduuisainullideslnrusniiolunisdainiifians fudumaiudeyalu
Tsaneuiaenaiinisldias HN WWusufudeyadsusnainazdiosnwenandudiusvesauldudad
yhliinsaounduniofnauiiussansnmannty

uanniluiFosesnudnunsiidesnsiiaudviuindosfiownmsifiinds (Specific
requirements for active medical devices) ‘1'7iQ’Uizﬂaumiﬁaq{]’mﬁﬁaﬁmumﬁlﬁuLaﬂmi
Usgnaufeinusivouiudmiunisiians nanadey wagnsvuaeuleisiouwnmgindulunud
svuaneuldunis matuusanauiilunisiess wagdnwlifeszuunisfasdifisme uay
Avunduugih danluzesvesnsnuauingiiu (Materials control) fuszneumsaosiulainluns
SuneuiTestiounvdusiazadaodlésunmsnsnaeurnugniesauysaivesussyiminas nsUnnin
ANUADAARDIIUTENINNBNAITNTFUNDUAURAINTYDIRAINDU karANARAARBINUTBATUANY
A meAesiounng wazmstiaanfimngay Muuzusieiosiaunndmniuiinasnn fos
Funstvsnavssquazdorinunlunisdafivedsdpiau uasialosownmafisniudosdaiiv
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lasamaimnngluuunisnsgneiangunsalmensunndimanzas =~
P
(Good Distribution Practice for Medical Device — GDPMDS) ’-:

fiey dosldnistanslufiuiiiuensdronn Aldfunisadreuasndegunsaifisndu ielvinie
windeudulumudouluiidens muiadesinnisey s wartuiinannzuaznsinuiu T u
nsdififinsUszneuirdosdiounmdazdosymstiufinuvasinnvesian drwusznousnag safedudin
w3asdlednsafildnnnsussnevlifanuidonlostuanunsafnauundwdnvosdiulsenausiee
Iduaziinsszyaanivangan

ngun 4 n1snsivdaunigly uazdedasFsungaiuiasasiiaunmnd (Surveillance and vigilance)

18. Authorization 19 Communication 38_Complaint 43_Internal audit
channel
reporting

sUMNM 3.9 uansdumingrtadlungun 4 nsnsiaaeunelu uazdeseassuneiiu
LERNGIRL]

ludiuvesom1an1singan1sdeans (Communication channels) HUs¥naunisfes Invinuay
Snwli%sdesnnsn1sinsiedeans uagnalnnisneaunau (Feedback) Auntissuiiieiteslasluaau
Usznounisenaiivirsnuiiduinarsitiesifdunuianeidsinsediownmdiiniilyn uaziiiald
aunsansgedeyaasaumaniiedeaasdulagiu ldmienusie Mineades 017 lsaneruay
& Y 1 oA a a O v v v a ] a ) al A ¢ . . .
#o laogeluszansna Tunssutedoassunsfeaiuiniodownny (Medical device complaints)
HuUsznaunsiesdeseuleunvun wardeyaduqiifeidesiudounnsasumuniuiazdeioliny
AEU8 1Y supplier, 8e. lunsaiideianainiinangusznaunisies sesiin1sesuledenisnseyini
laaiunisouneliindelnnainmigg Lagvinn1seennszuIuis iunstesiulaz kil (corrective and
preventive action, CA/PA) lneusznaunisnisitarsanivanmsvesanuliduluauiiimun siums
insUszidiu e liiulainlgmniAsduarldifiagdnuazidefinisiansuiudimsiagiinsaniunis
munmualy Sunstiinuasusulsaenarsllianuiuade wasaenndediundninadiuagisn1sng
Tunsnszaeiniosdonnmd wazdomnuuaresdtinuauznITUNITEMITHAZYY TIDIN1TT8UlU
MUIBUNABIVOIVINLA AIUALAINZEN TUNTUNTORANAINTANUSIBIT ABIEILITAVIINTLEYN
A A P ¢ & Yo a o [y 1 ) & [ o
AuLAToslaunngiue laviud dmsuludiuues FCA/FSN 1 Jutunouweinisdniienanslunig
Afiunisiunsufuanisuiluiienisldan (Field corrective action; FCA) wagnsuaslimsuiianiy
Uaondslun1sldeu (Field safety notices; FSN) sauvatumaulunisisonaududi (Recall) nilaau

] a 1 a a A A Ay a YO Yy a N v Aa o v

unnsewseluiiuseaviam seinisuasuuuasifedinsudslvignden viegununisiuantingu
WNefuMsisenay uazdoyan1siienAunes e nuliiudinuANENIITUNITEIMNTUALENNTIU TIU91
nsEUsEneUNMIIEARIdaviUsznaun1saesdavinena1sin1sTenulyivsemsmsaliindu uay
Aesdinsaduanuiennlutyminiindu (Corrective action: CA) laun
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lassnsiiaiunnguuuumsnszaneTangunsainemsumdimvanyan —
~
(Good Distribution Practice for Medical Device — GDPMDS) Gos

- dnviuazinulidedeamensinsiodonns

- nalnnsmeundu (Feedback) fumheauilAgites

- fuszneunsdesidioioudsuiiun wardeyaduqiiieatostudeunnionnmumuuards
siolvifugifedes

- fuszneumsdionideioadsuimuaudludounndes uazesnuuunszuiuntsudle

3.4 nsUisuifisunaninainazdsnisfinlunissnsuineiaiosliounng (GDPMD) 521919
doA1muns1e GDPMD ve, GDPMD watie, GDPMD &ealus, ISO 13485:2003, 1ISO9001 waz
GMP (a8.)
nasradunisuiouiisundninaivazisnsiialunisansimiendesdounndues
Usewealng sniade dsaluf wWisuisuiunisdayiiunnssu 1ISO13485:2003 wag 1SO9001:2008
wansdsdeiimilounasunneiuveusazyssma fananslunisned 3.1
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A151991 3.1 Wisuifisuteniuunsre GDPMD ne, GDPMD wniaids, GDPMD BealUs, 1SO 13485:2003, 1SO9001 waz GMP (98.)

379 GDPMDlne GDPMD uaLie GDPMD &salys ISO 13485:2003 1ISO9001: 2008 GMP (98.)
PART 1 : Preliminary | PART 1 : Preliminary | l.Introduction 1.1 General 1.1 General Preliminary
1. Objective 1. Objective 1.1 Purpose - - -

- - 1.2 Background - - -
2. Scope and 2. Scope and 1.3 Scope 1.Scope 1.Scope -
application application 1.2 Application 1.2 Application
2.1-23 2(1) - 2(4)
- - 1.4 application 2. Normative 2. Normative -
reference reference
3. Definitions 3. Definitions 1.5 Definitions 3.Terms and 3.Terms and 1. Definition
4 . Definitions Definitions
N.9.U.LAIBIUBDLLNANY
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AMDD

PART 2 : Organization
and GDPMD
regulatory

compliance system

PART 2 :
Organization and
GDPMD regulatory

compliance system

4.Organization (1) -
(4)

4.Organization (i) -
(iv)

Quality Management | GDPMD regulatory 2. Quality 4. General 4.Quality Section 1 Quality

System compliance System | Management requirements and Management Management
System Document System System System

5. General (1) - (8) 5. General (i) - (ix) 2.1 General 4.1 General 4.1 General 2. General
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requirements

requirements

requirements

requirements

6. Documentation 6. Documentation 2.2 4.2 Documentation | 4.2 Documentation | 3. Documentation
(6.1-6.2) Control 6(1) - 6(2) Documentation requirements requirements requirements
Requirements
(221-222)
7. Document Control | 7. Document Control | 2.3 Control 4.2.1 Genaral 4.2.1 Control of -
(711-75) 7(1) = 7(5) Documents document

2.4 Control of

Records

4.2.2 Quality

manual

4.2.3 Control of

document

PART 3 : Establish

responsibilities

PART 3 : Establish

responsibilities

5.Management

responsibility

5. Management

responsibility

Section 2
Management

responsibility

5.1 Management

5.1 Management
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commitment

commitment

5.2 Customer focus

5.2 Customer focus

5.3 Quality policy

5.3 Quality policy

4.Quality policy

- - - 5.4 Planning 5.4 Planning -
- - - 5.4.1 Quality 5.4.1 Quality 5. Quality
objectives objectives objectives
- - - 5.4.2 Quality 5.4.2 Quality
management management

5.5 Responsibility,
authority and

communication

5.5 Responsibility,
authority and

communication

8. Responsibilities
and authorities (1) -

(2)

8. Responsibilities
and authorities (i) -

(iD)

3.1.Responsibilitie
s and authority

5.5.1 Responsibility
and authority

5.5.1 Responsibility
and authority

6. Responsibility
and authority
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9. Desisnated person

9. Desisnated person

3.2 Management

5.5.2 Management

5.5.2 Management

7. Management

(1) - (@) (i) = (iv) Representative Representative Representative Representative
- - - 5.5.3 Internal 5.5.3 Internal -
Communication Communication
10. Management 10. Management 4. Management 5.6 Management 5.6 Management -
Review (1) - (3) Review (i) — (iii) Review Review Review
- - - 5.6.1 General 5.6.1 General -
11.Review Input 11.Review Input (i) | 5.1 Review Input | 5.6.2 Review Input | 5.6.2 Review Input -
(1~ - (x)
12. Review output (1) | 12. Review output (i) | 5.2 Review 5.6.3 Review output | 5.6.3 Review -
-(3) — (iii) output output
PART 4 : Resource PART 4 : Resource 6. Resource 6. Resource 6. Resource Section 3
Management Management Management Management Management Resource
Management
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6.1 Provision of

Resource

6.1 Provision of

Resource

13. Personal (13.1) -
(13.3)

13. Personal

6.1 Personal

6.2. Personal

6.2. Personal

8. Personal

6.1.1 General

6.2.1 General

6.2.1 General

14.Training
competency and

awareness (1) - (4)

14.Training and

awareness

6.1.2.Training

6.2.2 Competency,
awareness and

training

6.2.2 Competency,
awareness and

training

15.Infrastructure

(15.1) - (15.2)

15.Infrastructure

6.2 Premises and

Facilities

6.3 Infrastructure

6.3 Infrastructure

9. Infrastructure

16. Work
Environment

(1) -(5)

16. Work

Environment

6.4 Work

Environment

6.4 Work

Environment

10. Work

Environment

17. Cleanliness and

pest control

17. Cleanliness and

6.2.2 Cleanliness
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(17.1) - (17.2)

pest control

6.2.3 pest control

product realization

product realization

- - - 7. Product 7. Product Section 4
realization realization Production
- - - 7.1 Planning of 7.1 Planning of 11. Planning

7.2 Customer-

related processes

7.2 Customer-

related processes

7.2.1 Determination
of requirements
related to the

product

7.2.1 Determination
of requirements
related to the

product

7.2.2 Review of
requirements
related to the
product

7.2.2 Review of
requirements
related to the
product
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PART 5 : Supply
Chain and device

specific

PART 5 : Supply
Chain and device

specific

18. Authorization
1-0@

18. Authorization (i)
— (i)

19. Communication

Channels (1) - (5)

19. Communication

Channels (i) = (v)

7.2.3
Communication

Channels

7.2.3
Communication

Channels

7.3 Design and

development

7.3 Design and

development

12. Design and

development

7.3.1 Design and
development

planning

7.3.1 Design and
development

planning

7.3.2 Design and

development input

7.3.2 Design and

development input
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7.3.3 Design and
development

output

7.3.3 Design and
development

output

7.3.4 Design and
development

review

7.3.4 Design and
development

review

7.3.5 Design and
development

verification

7.3.5 Design and
development

verification

7.3.6 Design and
development

validation

7.3.6 Design and
development

validation

7.4 Purchasing

7.4 Purchasing

13. Purchasing

7.4.1 Purchasing

process

7.4.1 Purchasing

process
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7.4.2 Purchasing

information

7.4.2 Purchasing

information

7.4.3 Verification of

purchased product

7.4.3 Verification of

purchased product

7.5 Production and

service provision

7.5 Production and

service provision

14. Production
and service

provision

- General

requirements

20. Receipt of stock
(1) -2

20. Receipt of stock

7.1 Receipt of

stock

7.2 Calibration

21.Storage and Stock
Handling (21.1) -

21.Storage and Stock
Handling

7.3.Storage and
Stock Handling
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(21.5)

7.3 Storage

7.3.1 Storage

Condition
22.Stock Rotation (1) | 22.Stock Rotation 7.3.2 Stock - - -
- (3) Rotation

23.Delivery to

customers (1) - (9)

23.Delivery to

customers

7.4 Delivery to

customers

7.5.1 Control of
Production and

Service Provision

7.5.1.1 General

Requirements (f)

7.5.1 Control of
Production and

Service Provision

7.5.1.1 General

Requirements (f)

7.5.1.2 Control of
production and

service provision

-Specific

15. Control of
production and

service provision

- Specific
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requirements

requirements

24.Control of non-
conforming medical
devices including
returned medical

devices

24.Control of non-
conforming medical
devices including
returned medical

devices

8.Return of

Medical Device

8.3 Control of non-

conforming product

8.3 Control of non-
conforming

product

16. Control of
non-conforming

product

25.Disposal of

Medical Devices

25.Disposal of

Medical Devices

9.Disposal of

Medical Devices

26.Traceability 26.Traceability 10.Traceability 7.5.3.2 Traceability - -

- - - 7.5.3.2.1 General - -
27.Specific 27.Specific - 7.5.3.2.2 Particular - -
traceability traceability requirements for

requirement for
implantable medical

Devices

requirement for
implantable medical

Devices

active implantable
medical devices and

implantable
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medical devices

7.5.3.3 Status

identification

17. Status

identification

7.5.4 Customer

7.5.4 Customer

18. Customer

Property Property Property

28. Specific 28. Specific - 7.5.5 Preservation of - -

Requirements for Requirements for property

Active Medical Active Medical

Devices Devices

- - 11. Installations 7.5.1.22 - 18(2) Installations
and Servicing Installations and Servicing

Activities

11.1 Installation

11.2 Servicing

7.5.1.2.3 Servicing

Activities
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11.3 Calibration

7.5.1.2.4 Servicing

18(3) Servicing

Activities Activities
7.6 Control of
Monitoring and -
Measurement
Devices
29. Outsource 29. Outsource 12. Outsource 8.Quality System Section 1 Quality 19. Quality
Activities Activities Activities management System System
management mManagement
8.1 General
30.Counterfeit, 30.Counterfeit, 13.Counterfeit, - - -
Adulterate, Adulterate, Adulterate,

Unwholesome or
Tampered Medical

Device

Unwholesome or
Tampered Medical

Device

Unwholesome or
Tampered

Medical Device

31.Secondary

31.Secondary
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Assembly including

Assembly including

repacking repacking
32.Assembly 32.Assembly - - ,
Documents Documents

33.Materials Control

33.Materials Control

8.2 Monitoring and

measurement

8.2 Monitoring and

measurement

34.Labeling

34.Labeling

8.2.1 Feedback

8.2.2 Internal audit

8.2.3 Monitor and
measurement of

processes

8.2.1 Customer

satisfaction

8.2.3 Monitor and

measurement of

processes

20. |dentification

and Tracebility

35. Good Assembly

35. Good Assembly
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36.Quality Control 36.Quality Control - 8.2.4 Monitoring and | 8.2.4 Monitoring
Measurement of and Measurement
products of products

8.2.4.1 General

requirements

8.2.4.1 Particular
requirement for
active implantable
devices and

implantable devices

PART6 : Surveillance | PART 6 : Surveillance - - -

and Vigilance and Vigilance
37.Medical Device 38.Medical Device 14.Medical 8.3 Control of 8.3 Control of
Complaints Complaints Device nonconforming nonconforming
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Complaints product product
38.Distribution 39.Distribution - 8.4 Analysis of data | 8.4 Analysis of data -
records records
39.FCA and FSN 40.FCA and FSN 15.FSCA - - -
40.Recall 41.Recall - - - .
41.Mandatory 42.Mandatory - - - -

problem report

problem report

42 Internal Audits

43 Internal Audits

16.Internal Audits

8.5 Improvement

8.5 Improvement

8.5.1 General

8.5.1 Continual

improvement

21. Continual

improvement

43. Corrective action

44. Corrective action

8.5.2 Corrective

action

8.5.2 Corrective

action

22. Corrective

action

U 3-38




1A5IN1IHAIFURUUNIIN LML TANRUNSAIMNINISUNNETINE Y =

(Good Distribution Practice for Medical Device — GDPMDS)

i

g\

44 Preventive action

45.Preventive action

8.5.2 Preventive

action

8.5.2 Preventive

action
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Healthcare Supply Chain

Manufacturer/
Wholesaler A

Manufacturer/f
Wholesaler B

Manufacturer/

Wholesaler C

Manufacturer/

How to move products
from Manufacturer/

Wholesaler to
wards/theatre/
pharmacy

Business Stakeholders

Manufacturer/
Wholesaler

Distribution

Wards/
Theatre

Customers/
Patient

* Delivery cost
* Inventory cost

* Distribution handling cost
* Transport cost
* Inventory cost

= Store handling cost
* Inventory cost

* Wastage

* Lost sales cost

* Customers get what they
want
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GDPMD Model

Ref : Ahmad Shariff Hambali, GDPMP, 17" MDPWG Meeting
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