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Abstract

This research aims to study and develop online submission for medical device
through the internet and follow the international standard. The tool for collecting data is in-
depth interview and questionnaires to reveal the problem in the real situation and user’s
requirement to develop online submission of import certificate for medical device. The
target groups of this research are private and public sectors through the supply chain. We
found that the research we propose can drive the change the operation through the chain
efficiently and tend to implement the prototype from this research in the future.

According to the research, the prototype is developed following the ASEAN standard,
CSDT: Common Submission Dossier Template, which is going to force to be used in the
future. The researchers expect that this research can drive private sector can change and
accept the information system to implement in the operation for decrease resources and

implement data standard which more stable the storage data.
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Uszne (nua.) siald (7w © http://www.thainsw.net/INSW/)

1.4 fnuazaud1AgvasszuuAanInsBdnnsaiing a yafedvasendeu (ASEAN SINGLE
WINDOW)

9FEUBYTLNINNTNAUTTULAANINTBIANVTOINA tu 9aLAEY (ASEAN Single Window:
AswW) Tneilinguszasdifioatiuayunissruisauazmnlumanisiuaznsindoudedudi Tae
madouleaszuudeyanuuysaunsseninmiisnuaiaiguasld 09 fUszneugsnssumig
1ATEENY uawlruInsauvudaay 1adaind (Logistics) UsswmanBnandeulaldmnunengny
ag1aunlunITHAIYY ASW Tngn1311931n51utieinliAnn1sidenlssseninaseuy
N5V URNU wavseEninaszuudeyaansauwmea (inter-operability Uag inter-connectivity) Jaq0u
sl Bulpilide uiaide WaUTLA Asalus uarlne IM3udduau National Single Window (NSW)
uéh wazegszminamaiannlussiuisnety dmiuiugw a1n win wazdeaunm 9Sunaununns
i NSW Tuuszina Tussfuussina mhesanunieadgranenhsanuldinindenlesszuutoya
sninefungld Nsw o Tesiinguszasdiiielsefnnszuiunisnsiatdesdud aagsnanay
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goamnssuvesendouldldon Nsw  lunismsaaudesdudiesnaindiu aannsifiuiu @l
fmyn @ wa wagivauny Buiinsuszgndld e-Customs edoulliinissuses ASEAN Data
Model (Work base 1.0) luifoumwneu 2551 wazegssninenszauilu ASEAN Data Model
(Version 2.0) InsdenndasiusnsgiusenineUssimavasesinsseninssmaiiiedos

Tuiheiigansildusiuvesnaenvulagginiiussnssumaasugia agilunumddgse
nsussgimnensdnde AW enuftssylidnauluaunnasitfenseunsaagaandiu
AanINsMeszUUBanYseling al gaiRetveonTeu (Agreement to Establish and Implement the
ASEAN Single Window) wagfisnisiiiieadas

Tud 2004 USMsBuAveHBUMesin (e-submission) TlHludsalus Ao seuu PRISM vile
Pharmaceutical Regulatory & Information System ‘%ﬂLﬁMi%UU@@ﬂIU@HQﬁ@LLUUU‘Jim’mﬁV}’N
S1dnwsefind (e-services) Tnpfiszuu PRISM gnesnuuuniieldyanauazudemarunsayingsnssy
yaBidnnseiindrumitenu HAS Gauetunsifeuamsadissuunistungdouves PRISM Tag
dunaiuledventieu HAS

fofvesnsvetunsdousoulal Ao aunsaduiuniseydinisdesiglueyyinldedteiui
afiumuarmnauedmiuduetunsdeou uenanissufvetunsoudaunsofanuaniusuas
Soulvwesniseantueyaald Tuszuu PRISM Sstagluniserunganuagmnlyissamuiludb
fouald 1wy anunsaniulvandeyavemandag Ssldun active ingredient, fuan, UsTafaT B
56UV PRISM msmwﬂgiwqusuammmm;mammwmmavﬁwmwaua FWAINSAAALYRT
syozalédnene uenanil msdsdeyauuuil fednduuuulinszay (Paperless submission)
Julinssedawndeuuazanmiudosnisiuiilunisdaiv

Uszinnvemtsdeduseafionsindn-deen ﬂaqmuquméaqﬁmmmé

ﬁﬂizﬂaumim‘%mﬁaLLW‘V]EJ‘msf[,uﬂizmﬂmﬁ]ﬁuﬁwﬂﬁaaﬂ%ﬁf@ﬁa%’UiaaLﬂ%aaﬁaLwEfléf
3 Uszunm Laun

1. wfsdeduseanisuy (Certificate of Free Sale - CFS) : ilouaniunasnanuiasn1ssvung
wseslounmgnelulssing

2. wifsdofuseaifienisdsean (Certificate of Exportation - CE) : Lileauaniunasndnuazd
mMsdap3osiounmdlumaUssine

3. nilsdasuTomMaHanusauasnila (Certificate of Manufacturer - CM or Certificate
of Origin - CO) LﬁaLLamLmdqmﬁw%aﬁmmmLﬂ%ﬁ@LLWMé
Funsunsisaventidesusennsediounmdiiionsdseendsdl @ - ﬂaqmuawﬂ%qﬁal,t,wmé)
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+ Tsingae
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WaZEN

LULLIAPNLIUNTS
nsdilsifiesmsraamuiindniadoedownnd 4 whms
ﬂﬁﬂ‘i’ﬁaqms'sqamuﬁwﬁmﬂ%iaaﬂauwmﬁunjamm wazildnuna 15 Juviims
nsdifipemsnamuiindnaiosdaunmdlusiedmin 25 Juvns
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JUADUNITNANTUNVDVIIIEDTUTD AT DL B WNNELNDNITUNINP 9T

Importer submits documents

A4

A regulator initially checks documents

A 4

A staff records result of information checked

l

Reject Accept

l

A regulator Verifies and records
Importer takes back g ;
information
application |
Correct
Yes l\‘lo
A letter for importation is Importer is informed to
printed take back application for
l re - submission
Document is signed

l

Importer presents reference number

to get the letter for importation

nnsAnwssuunsleslesdeyadidnnsedind (National Single Window) ind13un
P19u aziiulainfiusslemiognunnlunisansunuuniussneunisuasninsy annsvihauiigdeu
wagtiuauwiug Jnduivnanufniazadnduliiineuaaesdalunsaniunuveamhenul
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1.5 NSOUKUIAUAANITIY

Tassmsifumsidufionmusyuulasading (Logistics) vesszmelnelianunsasiduauy
NusTUUBEnMsedng Tneldmmunlilasinnsdadesyuu National Single Window (NSW) il
anszuumsidenlosteyaseninstuneld Nsw lnefiqagsmneiiteisedanszuiumsanudsvie
mstunsndeuiehlinsasaldesduiesninmuansayldasanuazsaniunndsdu mae
dosmnssuuiiildegfuduszuuilfionaadundngiuuasfesduiiunisieiiusznaunsios
sl densnensludusngg sgslidua mideifahmeluladansaumaduifiowaussuy
mw‘hﬁqsﬂiimﬁaﬂﬁﬁ%%LLazﬁqaaﬂlé’azmmLammL%aﬁﬂsﬁumuww&ﬁﬂmaﬁﬂé WagnIn
Tassmsiiussauadnifaagsilisnianistuna founionudwesfinduasinanedosiownms
annsaddufansifednsieileuardmalininaigdulamansusialunaiaedosiounnd

1.6 YBULUANISANE
1.6.1 YBULIANISIFYLBNEIS

mManunnssunssulaensfunienansdriugudeyanedumesidn ilednwiuas
wnmslunsiaussuumstunedsuviosnus wansasiasodlounmdinussuudidnnseling
Anwnuamansinavesnisldionanslunistunsifounaranudsindidnvarmsendunisludnuas
penalsUng muﬁqmﬁﬂﬁiaﬂszmumuﬁwmmmﬁgamﬂ%’guamaﬂsuu Lﬁaﬁ%ﬁumi%’mﬁusﬁagauaz
swazBeaddnyiiiertetunisdavissuu Electronic  submissions  tietunefounazanuds
\Sesiiounng

1.6.2 YBULUANITIVLINIAAUIN

ﬂ’]iﬁﬂ‘t’ﬂLL@%Lﬁ‘U“ﬁ@&J‘JaLﬁﬂﬁﬁ’U{]@%’ﬂUH’liﬁﬁLﬁUﬂWi‘ﬁumzLﬁEJULLazﬁ]@LL{]}QIG]EJIGEIjL@ﬂﬁ’Ii
wuudnsaziumadlalasimealuladansaumadiuniauiieiinedesdioniogonviuisiazls
TunstunziSounsiouasatuneuiodosinisviuuuduniwaliBedn ol nsus§nunznis
suduntsuuufniildanuimiotunzifouegluilagiu Inenguusssinsiidne Ae drdnau
ANIENITUNNTBIANITOIMNTUALEN WagHUTENBUNS

1.7 An5aiuauieg

N153981aN19IT8IB9d1TIWVUNMARYINS (Cross-Sectional — Studies)  lnga1de
LUUABUAINKAENTAUN WL ANAUNIHUTENBUNTLALIIMTNTIVR5T lneasUseinanauay
WATgndeyaidainu Wethundinsdnigeninisvsegunsalnasidnfian1sanudevsetunszileu

! a o a Y = a a = ] ada v o 1 &
HuszuuBiannselindldegedivssdnsam neilssideuisidedswielud

v @ [

1.7.1 Buunsidodunmsdiiunislunmeaun fduneudsdied
(1) FAnwanuAdeiiAades
(2) dauazsuTndeyaiusznoumsfididunsBuventideiuseaniasilounnd
90 nesmuANIAIBslauNNg drinnunaEnIIINNTIIISIALYN
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(3) ﬂ‘lﬁ’]’)Lﬂi’]“"1/1ﬂi“U’JUﬂWi‘l‘VIasUENSUUG]@‘Uﬂ’ﬁﬂWLuuﬂ’]i%@‘ﬁuflﬁ@i‘UiﬁNLﬂi’eNll’e]LL‘W‘V]EJ

(4) W%Ju’]iuUULW@LGUE]MI‘HQSUE]JJaLLaJUu% LUEJ‘LlLﬂiaﬂllaLLWVIEJNWuiu‘U‘UaLaﬂVﬁE]‘aﬂa

(5) V]ﬂaENG]GIGNLLau‘UiuLlluU'iuﬁV]ﬁﬂ’]WLLa ﬂ?iEJ@iJSUsUaﬂﬂTﬂ‘iﬁuU‘ULWE]L?IE]JJIEN‘UE]JJ@
)

(6 ﬁiﬂwaLLa‘”‘N’WLﬁ‘uaLLu’J‘V]’NLLﬂ”VI'm’]iﬂ’]EJ‘VI’e]ﬂNaVI‘lﬂﬁ]’]ﬂiﬂiﬂﬂ’ﬁ’mﬁ aﬂamﬂmma

1.7.2 Usynsuagngusaeeng
(1) &wdn Hdsoen uwasuniriangunsalniansunmddnnulidesnin 20 s1e
(2) YoyavrnnesmuruiATosiaunmg dnUANENTINNITEMITUAZEN

1.7.3 wseadlefldlumsiiunusiudeys
(1) wuudun1walidedn (In depth Interview) liidaenin 10 ASs
(2) wuvaunwINgy (Focus group suideline) Liitiaundn 2 A3

1.7.4 Fnsfiusivsiudeya
(1) N19398tenaT (Documentary Research)
yhmsueanienaisinmsinewasawssssmdluzuiuuessesmide
N3a15 UnAu wagniade uavihdeyafildunuszneunmsinudumsifoniaauny
(2) msIFeamauy (Field Research)
(2.1) M3IF8LTaUTUU (Quantitative Research) Inglduuuaauniy
(Questionnaire) lngazvailnounuuasuniulitesndt 50 yn
- WuuABUNNENER dtoan wazgundrianaunsalnanisumg
- wUReUmMS W URBIRIURaLeR Dd Uy dtfnaTuANnsINANTe NI HALEN
(2.2) MFIFYTeAUAMN (Qualitative Research)
- wvdunwalidsdndmiu nesmunuiesosileunmd wazduszneunis liden
41 10 Ads
- msdaaumuingy S 2 ade Tnedafinganm 2 ads

1.7.5 Tnsaszideya
anuziifeliindeyaiadeuinnm uandsnmuamadniumslieseideya Tasus
foyailu 2 dw fail
(1) FoyadsFualdhuuvasuammieszideyanisada lnelusunsudnsagy iile
meniede Jevay uaziUSeuifivunnuAniiuresnouLuUAB UL
(2) Foyardsquamildainnsideionans msduaiwaiiBedn uagnisaunuinguld
Anfun1sieneiuasduasendeyanign1siuunaulszinnvesnguusevins

Whunne Taevininisiiasigidailent (Content analysis)

1.7.6 a3Una 9AUTY Uazdaiausiugn1TIde

1.7.7 18NBANAIIUNITIVYENANUNNLY
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wnunsAdunuiiensaussuuNMstuAveruszsuudiannsaiind dmsugunsainig
nsunng Whnineieussawadnsalunisasisdunuulusunsy Electronic  submission  d1w5u

gunIaivINIsUNNg
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- z . - NAIUNAINTIRLENSDTIUY oy
AANTIU/VUABUNITANTUITY -
LARZYIWIAN
5 6 10
1. BuMsInvlusknsudowy | Suiulasisnawss
TUSWASULNDYD
username Lay password

2. Megdoyaszuuliduly
AugULUY CSDT uazdnyin
TusunsaiionsBudwens
Vgl

dieliigrutoyadammdy
1ATFILEING Uazielv
IFlUswnsuTiananse

suiunuldassludeadu

3. @95189UANUAINTN

4. InasunsuuRnITves
TUsuNTUTINUGIY

efiadduanuddy
Tumsturveluusay
Funeu sastedane
FoRananaiintusening
FaTUsunTu

5. NARDUNISVINNIUVDITEUU

d‘ a a
wonUszdnsnmay
mmgﬂé]’awaﬁsw

6. \iuTwazBundiuiiunnyes
Tvessalusunsy isiy
Teavduavayaliiauiuale
Batu

n51U Yoi Toide flazle
anmsllusunsy el
18TUsunsunsTunzLdou
Almsgu

7. agunanisIve/delauouuy
U5eMNsaiNaauife
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2.1
2.2
2.3
2.4
25
2.6
2.7
2.8

2.9

2.10
2.11
2.12
2.13
2.14

2.15
2.16

ulsuneatiuayu wazmsdanguiniesiounmduaaszinelne

5UNEAUNNIEYDITEUU Electronic submission
Funeunsidunisitetusveyididmiuniosdiounms

MsiSsuiuA LA essEUUNSEuReLitet U Do uATasiiounmd
Anwinsldszuumadenlesdoyadidnvseindlunguussimaondou
Anwnisldszuumaluladarsaumalunisiurvenudumnesidnlusisssme
Wisuiflsudnenwlumsuszgndlissuvansaumavesseimealng Aslus uazdiu
ﬂg‘wmmﬁLf“imsi’fmﬁ’umiL%auiaa%gama@lﬁﬂmaﬁﬂé N34 -d900NUUUYTAINTT
nanAusiaunmvesdinnuinugsnssuneBdnvsednd (awse. : ETDA)
n1sanfinaunieldalsed1Agvein1ssiunguiAsygiavetonFeuaundndugiaunin
A SaieSeatiownme (Medical Device and Equipment Product)
AuAsunUaessEUU e-Logistic TiAnTundiainmsanssuumstunsSeusoulal
anunsainmaidesesdlownmdveaussmelng Tud w.m.2556
mafusuTndeyasuaudesnishiinnsiamnsguu e-Submission tnglduuugeuniy
szwmiéﬁam%aﬁmmwé Global Medical Device Nomenclature (GMDN)
Fregreszuumaluladasaumelunisiumuverudumesidn (Electronic Submission) Tu
RNIERANEG

1NATFIUTTULUINIATIEUAsUAan S BansauLmA (ISO 27001)
MsAnwsaNAssULazUTeuTiBUAN LU IR uaN T RLe MU T AR 51U

2.1 ulgueativayy wazn1sdnngaasasliswnndvasussndlng

YlyurgLAgINUNISIIAUSNISTNIINISENNGVDIAIUNIIUAMLATTUNITDINITHAZET 11AE

wszsURnIesllounmd (wsu. insesilewnnd w.a. 2551) mhandsduluegludagtugnuiulse
91N WIU. tn3esounndvestn.a. 2531 nivedsAuldUszann 20 U lngasiinisuilugnsounay
TadinueganllaunsaduasefusinaaIesiownvdliog1eliusednsain wazdedanaia

AUsENauNIsAUvaangveInaniaalunsaiugsialiaenndesiuse uunnsgiusie Ty

N1IAIUANAINNIRIZIUEING

2.1.1 N15ANLUgUanIUUTLNIUNISHANNSINISULT AT IBINE (WA 15)

Andnviegunduaseslownngliinviala nnse nouwis desnvansilouaniu
Usenaunis Jadesdlanunndnvisoundinmangan vastasuluannedouaniudsenaunis
LA JHanvserUi1azReven sHanvIel i usa s d gL UNISAIUANNBY B
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=).

1. insesllannndndeaiiluoygandnvisedid Wms 6(1) (2))
2. \ATDaLNNENABIITIENTALBEANSHARYS oL (111951 6(1)) (3))
3. wnsesdlownmdundmily (ldewslueygnvioudssivasden)

=2

2.1.2 NM3AVANNISVIBLATBATBUNNE

nsloudnsnienisaseunsesliuniauduiiedssloviniinisd wn3esdlownndd
funedesveaynn (e 6(1) (3) 18ldeIun 31 Sunauvestiieanlusynn lneilluds
YIRUTENBUNITIVITNN N TUNNEUALANSITUGY (119571 6(1)  (9)  ABIvIElanIy
anuneIuIa (1131 6(1) (10) EUTENOUIVANNNMTUNNIUALAISITUAY (111957 6(1)
(10) dhuin3osdlounmsNvuUTEnougINUeATIMEoNAIALUIUATIALNYMINEIPENNT
VIWATIUALHAIALUUATY (110197 6(1) (12))

= IS ¢l v a o v o 1
2.1.3 1ADAUILNNINWIUNAAUNUILATITNRUNY

\TeailounmENTgIUATUSENMATIANAIAT 6(11) A3edilounndUasuRnunsgu
vide douaunmlsivasndslunsld @@wvanvasubignaveundiolarsaaslduazeasi
TiAnfin) vieliiduluaumns 44 e 45 wagndnvdountilinssmuildiueynn vio
ARATRRDLI

214  n15AUANNIATFIUNARAMsiLazn1sHAnd 19 gvud A uSneIvinane
\n3asilaunme
maﬁmummmgmméaaﬁawalé @991 6(4) WINIFINUTIYIUN (11957 6(6))
FEUUAMAINNISHER (GMP- Good Manufacturing Practice) sUURANINAITUAT (GIP-
Good Importing Practice) sguuAaNINA15U18 (GDP- Good Distributing Practice) (119151
6(5)) wﬁ'aaﬁaLL‘WV]é'ﬁﬁmimu@mzéfmﬂ;’jﬁ’ammé’ﬂmmsﬁuaﬁ%mwua’qLﬁué“ﬂmmma
viemvauan meesiounndinms 6(16)

2.1.5 MIAIANVBIAIUATIFOUIATDToUNNE (AT 6(7)) (35) n1saanzideudUoe
dmsunsasfiounndunsuiia @ns 6(14), (42)) waznislfiniasdiounndluns
Anw13den19adilin (GCP- Good Clinical Practice) u1ms1 6(15), (51)) 1Juluniy
Seulandnunasiisguunsinug

&9

2.1.6 M3AIVANAANUAZLINAIINAULATIHBUNNEININT 6(13), 44, 45)

nsuansaaInazdadduluaundninuanniinunlagazdeelinanitanuianse
AuaswekanioensiauAseudemulddenssyitlunisldliluaainviaenaisiiiu
LASDILIBLNNE
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2.1.7 MsauaunslavanaTasilaunnd (11ms1 56-60)

msdaasumsneliiiisnsladesldduluaygauasuifnutouluveses.
TawanauussleviiAunsaderuendesdlasyanasuiaiudaliinndedeamnians
dilugiisnunaeenmdssz fushalddernumioidnmsddliuiladennuviedBnsunsedie
fignsies

2.1.8 nsUsziiuwmalulaginsasdiawnng (151 6(8) 21, 22, 23)
AATOUATOALATOINBLINNEILABILIINITATOUATOATNTIAT DU L FBL B YR ALiTD

LA
a'

ANURRANYERUNINABIALTIUNTATIF@UAIIUNTONVRLATESHBULNNSanuTILAY

o

ypansiaeiseniualddne(@ii)angnseunseuniesdiounnduazdadlasulususesnis
UszillunIesilownndallfannsilouaniuusenaunisaesldlususeslunisvediiiuns
HARVTOUNINUTEAUNITAIUANAIT

1) msmuaunandasiiniesdleunnd Tveudefinseuaguianiznisindiiaiesie

wnndiialy daiflviedosiownnd feluil

- 03819y

- gatlodmiunisfiaenssy

- gansamsinitoietlol

- lauddulia

- nsedliviondnsamifliifonisamian

- ipesniainsyiurieUTinaueanesedlusnanie

- wnuuieadalauldidusanie

- insesvitegunsaliilingueniieiafunionseduisiuy

- eusslanin @Enaderuld 19 nuamius 2557)

2) fridiedosiiounmeiialy Sufienugomnglifimaindueiesdiownmdedisioiios
Lildifissdansn desdawoamiedosusesnsveainysemagnanauvdninasid
AN NUANENTIUNITRIMTLALEINVIUA

3) fndiedestieunmdfilituuyed uavoraneliiAnaandsmidemumgnalunis
Aunsosfuslng nusrensiil
- nseslounmeildlusnanie
- isdlounmdiinantulaeldidedovienanannnidede
- idosflounndunAnide
- nsessditadunelrdesiedndasnu
- yanIvItadelsAneuanIeNe laun
(n) fwmﬁﬁéﬁaﬁumsmnmjmLﬁam : ABO system, Rhesus (C,c,D,E,e), anti-kell
(%) tenfiiertesfunsnsia : HIV infection (HIV | waz Il), Hepatitis infection

(AB,C g D), HTLV infection (HTLV | wag Il), Antihumanglobolin (Coombs,

reagent), Anti Liver function test, Uric acid, BUN, Creatinine, Pregnancy test,
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M13197 2.1 fregnedayavas Manufacturer 30 CFS YadusazUseine

fadwsauavaiManufactureran C FSwaudazilizmafiazdansanaduudazaadini

THATI
UNITED STATE CAMADA ARGENTINA BRAZIL
Manufacturer site BicMedical Eng, LLC Canadano CO. RUBINOSA SRIL. Brota LTDA.
" 2410 Gravel Drive 1360 California Ave. Dawid Lugue 518 Rua Cyro Correia Pereira
s Appearance Fort Worth, TX 76118) Brockille, CAMADA K8 Cordoba, 550
n vV 5vE Cha, ARGENTIMA Curitiba, BRAZIL 31170
CFS XE004AKM -230
A ManuCd > oo - . .
hidauiu manaaa azaantimaduiid N luizuE-Logistics
Manufaciurar Code
B: ManuLodge BioMedical Eng, LLC Canadano CO. RUBINOSA SR.L. Brota LTDA.
: 2410 Grawvel Drive 1260 Calfomia Ave. Diavid Lugue 518 Rua Cyro Correia Pereira 550
mm Fort Warth, TX 78118 Brocksille, CAMADA KBYV 5VB Cordoba, Cha, ARGENTIMA Curitiba, BRAZIL 81170-230
XE004AKM
- Manuh BIOMEDICAL ENG, LLC CAMNADWMNO CO. RUBINOSA SRL. BROTALTDA
Manufacivre: Name
O- Addr 2410 Grawvel Drive 1360 Calfomia Ave 518 David Lugue 550 Rua Cyroe Comeia Pereira
Address
E: CityNm Fairt Wairth Brockwille Cordoba Curitiba
City Namea
E: StateMm Texas Oiritaric Cordoba Prana
Siata Name
&: ZipCod Ta118 HIEN 5w L24 8HB B1170-230
Area or Zip Code
H: Cntcd USA CAN ARG BRA
Country Code
I: ark BSEIS013485:-FMEB3745
e T T [ome o [state vl
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il"]iﬁﬂ‘iili?l‘lii“ﬂl‘l“fﬂﬂm reraw CFSwawsdasszmafiazAsnsanalundazaaduni
Column
KOREA JAPAM CHIMNA TAIWAN
Manufacturer site MODREN MEDICAL CROP. Sanyoko, INC. NIHAD CO., LTD. A SUIODA INST., INC.
's Appearance 30, Naeyoo-Dong 2-11-28, Machiya Mo. 2 Factory Building No. 38, Sec. 2,
I‘JII_ Deogyang-Gu Fului-City, JAFPAM 810- Malong Development Zhongshan Rd., Wuri
in Goyang-Si, REPUBLIC OF L1 District, Huli Dist.
CFS KOREA, 130-810 Xiamen, CHINA 381006 Taichung City, TAIMWAN
(CHINA) 41441
A ManuCd - = = [
hidaufu maneaq azssnmimtaituial W hi:uE-Logistics

ManuBciurar Code
B: Manu MODREN MEDICAL CROP. Sanyoko, INC. MIHAD GO, LTD. ASLLIODA IMST., ING.

) g 30, Maeyoo-Dong 2-11-28, Machiya Mo. 2 Factory Building Nio.38, Sec. 2, Zhongshan
Marnudactirer | odge u Fukui-City, JAPAN 910-0002 | Malong Development District. | Rd., Wri Dist.

Goyang-5i, REPUBLIC OF KOREA, Huli Xiamen, CHINA 381006 Taichung City, TAIWAN
130-810 {CHIMA) 242

£ Manubm MODREN MEDICAL CROP. SUNYOKO, INC. MIHAD CO., LTD. ASUJODA INST., INC.
MarnuiBcfurar Name
O- Addr 30, Maeyoo-Dong 2-11-28, Machiya . 2 Factory Building 38, Sec. 2. Zhongshan Rd.,

. Decgyang-Gu Malkong Development Disirict, Wi District
Address Huli
E: CityNm Goyang Fuku Xiemen Taichung
City Name
F: StateNm i i
Slate Name
G- ZinCod 130-810 S10-0D02 36100 242
Araa or Zip Code
H: CntCd Country Code KOR JPN GHN TWN
I Remark BSLIS013485: FMBET45
e e N
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gradhssayavasManufactureran C FSuausazlizmafa=dansanasudaznading
Column
UNITED KINGDOM SWITZERLAND GERMAN ITALY
Manufacturer site REAL RICH ENGLAND PTY LTD. Meditra GRIBBONSHER, SHUMMER GMBH PIZZANO SPA
" The Fordrough LTD. Hans-Boeckler-Sirasse Via Ing. G. Taliercio, 1
s ﬁpp_eamnce Haymills Winkelriedstrasse 52 7 Roncadefs Oi
in West Midlands, UNITED Schaffhausen, SWITZE Forchheim, GERMANY Ormelle, ITALY 31024
CES KINGDOM B25 BEDW RLAND CH-B203 81301
A ManuCd * o > = e
hifaufiu manas azeanmitariuina13iuizvuE-Logistics
Marnufacturer Code
B: Manulodge REAL RICH ENGLAND PTY LTD. Meditra GRIBBOMSHER, SHUMMER GMBH PIZZAND S5.P.A
. The Fordrough LTD. Hans-Boeckler-Sirasse 7 Via Ing. G. Tabemio, 1
Manufaciurer Lodge Haymnills Winkelriedsirasse 52 Forchheim, GERMANY 81301 | Roncadelle Di
West Midlands, UNITED Lavsanne , SWITZERLAND Venice, ITALY 31024
KINGDOM B25 80W CH-8203
- Manulm REAL RICH ENGLAND PTY LTD. MEDITRA GRIESHABER, SHUMMER GMEBH PIZZANC S PA
i LTD.
Manuiacturer Name
D- Addr The Fordrough 52 Winkelnedsirasse T Hans-Boeckler-Strasse 1 Wia Ing. G. Taliercio,
) Hayrnills Roncadelle Di
Address
E: CityNm West Midlands Lavsanne Forchieim Venice
City Name
F- StateMm Vaud Bayen Vento
Slate Name
G: ZipCode B25 EDW 1007 813m 024
Araa or Zip Code
H: CntCd Country Code GER EHE DEU ITA
I: Remark
s N [T LT I S
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adaaErATU I
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B: ManuLodge
Manulodge
Manufacturer Lodge

Tiusenaunisssuda uaritnenuanaluly CERTIFICATE OF
FREE SALE ivuaatiiasidan

nsfiliilu CERTIFICATE OF FREE SALE iin1sssuda dau

- . x - - - e ' i
@ ua Lissydalsanahidilssnaunaisssyuianauludasiedg
Howdy Entrepise S.de R.L. ,Raheen Business Park,
Limerick anasatitdrdulifinsseydalsand Iiddsenaunis
L | - - e '
tunndadssvd Ireland aawu@u lidelunsnsandayalusaai
#rn Wituinawedayaidunsidengeuiniu

Tustavilvmesenountsifdouutavdoyan
521/ 177Uy CERTIFICATE OF FREE
SALE lijfwsuaavdivanwsananysa gl
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ManuNm

Manufacturer Name

- - 3 &
Tiusenaunnsssydadn uinnanuainandiust wiauassyda
- I . &
Wuanannaa luaiagite
. Y we o o
Tunsnsandayalusias it bildanwsarmun Tuainanua

™ f - P -
Tinsaniawi=Fayssnivitiny
uasanmusvavildynnadnoy LTD., INC.,
GMEBH

D: Addr

Addr
Address

Tidsenaunissaydayaiasuasdniuiinanuananine uasdaya
finadiuaandniue
Tunsseydayalugaeit Wiy luawieduiiThuauids nasaun
HU dna 16

E: CityNm
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CityNm
City Name

F: StateNm Tidssnaunnsssydassinadayalusasilaaiudayaiiu s v lgdnystio lun1ss=ydoya Tuvovid
StateNm dayaanuildeidlsenaunissey i lugas Addr draduil State=Province=Prefecture=Canton

State Name

windsewmaigussnaussy HdedwTulsemadonanilda wasiu
Aunsagdayaseyssléilu Tab: German State Name, iu
dunsagdayaseysgleluTab: China Province Name, w3a
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nsalit lifidoya B ledayasin zip code
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o s [ - wr -
Tiidlsenaunisssy siasmaavaEing wiasiia el da
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ZipCode dayariuds Tumiadasusas

I Tunsdimnisdasusas hivdeniahidasaedaya
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2.4 N15.USUEUAULANAIIYDITEUUNITEUAIYBLNDIUNZ LTS ULAS DI DLNNE

ASARUNITDNNTIADSUTBIUTENBUNITUIT AT DI B WINNG VL ANENWAL TUNDUNTVDIU
et JouvToanuimandaeiiy azaiunsaniiunists 2 sUwuu Ae (1) Msandunisvetiungideu
A28MAULDY 1Al UaNa15NITEUSDINANTNIUAIZNTSUNITOIMNTHALEN WaY (2) N1TALLUNITIUY
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i a 1 f
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BAUAINA 2.3 LHUATNWLEARINISIUTEUNEUNISYBSU TN DV UNELUYU
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Uaredud negsfauazgaainnssuvesondeulaldau NSW Tunsasiavasedudiesnainaiu
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Tneinguszasdlasents madenlestouadidnnseiind (National Single Window : NSW)
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nsoanTes aviUsEnountsruds annsodsdoyadidnnseindlaslineansendeyafit deutuiie
annszauildaiiaquaniia amnsaanduyuansuImsinnisuaznisldnineinsaisg naen
nszuIuMIMIsEsUssmaiie iaeandesfunmsiuiunumudonnasendeu
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Usglerilvasszuunsenlosdeyadidnvselind (National Single Window : NSW)

1. annrsglunisnsendeyaaiunsansendayaiieayaiied lnessuuizindaayali
yhenuiiAntesuuusalulii
anIzezIaINIIALEUNT MeIseBiannselind Yrsanssaziainisaniunis
ansuyuAldane n1sadunismedSnmmediannseiindtisansseziainisaiidunis
ﬁ'ﬂuﬁ’;mawmEmumﬂ%’guazmﬂLaﬂ%uﬁﬁm%’aa
4. andunueldidng ausaandunuailydtevesiusznaunislunssuiunisiidiuay
dsoon WawSeuiisuiunislfienansnseansy
5. ansolilumsdndulavesnindy ilelideyariussuuifsaisiliiisauninis
annsnhdeyanlasululivszneumsdnaulaludusingg 16
mi:ﬁsww%mﬁmmisﬁmﬂaﬁﬁﬂizﬁw%mwﬁuﬁmmﬁﬁmaEJ'NmﬁLumsﬁ%ﬁumu ol
mihsnuvesnaszuazieny ldweremihszuumaluladasaumanvuatosniwundussouiild
Tunsudmsinnisladaindsnedidnnsetind Tuudazszuuasdesanunsadenlosagliteyasuiu
1¥og19iuseAniam Wy aunsonsiaasvatsiededidnnselnd (Fanmd 2.1) vieaiusn
AyvEsUAnUEvS oavdveiinldszuy 1Judu

Al 2.1 anefetediannsednd uavdodeulesszninayaea

s¥UU Electronic  logistics Tutszimalnedu éfinsldszuunisnsendeyaruie
3udnvsefindidussuuiitiunszuiunsladanind (Logistics) syuuiartredenlosiumsnures
Anasgiisatesiumsmuny wazUjiAnisedns nsunsiasszma dnaunngnssuns
01MIUALEN WagnsuAanINg uenatniseiinrunisuiedluiinad eulesdeyatuniauinisves
lonu Ingszuuiilinsenteyaaunsadniunsld 2 38 (1) 19lusunsutnonsen Tab: Read me
waz (2) Tsnseniinisns Excel lu Template Tnonse anunsadngszuuldlaediluiivledues
dinuAMENTINNITOMITHAT BT www.fda.moph.go.th  wazldlufl 1Aafuls > miieau
aelu > nesmueiedasiiounnd
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2.6 Anwnsldszuumalulagansaunalunistuaivariudumasiiin (Electronic Submission)
TusneUsemne

USmsBudvaruduwmesiiin (Electronic Submission) vaUszmeReAlUS

Ussinadealudiduussinafidneglunguanamnssulvsififinseigidulamaasgianuy
fmnslan nandudidseenndn Ao naadarantlasdey wiesdns nansaeiinddulng Toun
w9 ( 40% voamsthudvianua « Yoyad w.e. 2548) wazewns Tull w.e. 2503 Ussinadsalus
laginsdamuwimdlunisimuissuuladadind  (logistics) Tivuadisuasiininsgiulaeinssuy
waluladansaumanldlunsiniuioys uazuszananafsrtunisdiosnuazmaininaud vie
MegInssuuMssEUUBiannselind Sedamaliusymadsalusvhnisiannssuu PRISM vide
Pharmaceutical Regulatory & Information System Iu{]a@ﬁ’ulé’ﬁmﬁmswLﬁamiﬁusﬂa
TuayaImaINNe Health Sciences Authority, HSA vasuszinadsaluslalaenss

UimsBuvarudumesiiin (Electronic Submission) YaaUszmeansgawEn

UinsBudveruBumesiin (Electronic Submission) ¥esdiinauAaznIINANTEIMTUAL
prlulssinaanizensnuiuszuuiisuisanuazaindunistunsSouliun dudnuazdidi
e (drug) gunsaiiieaiuidon (Blood devices) mssnwidie$ed (Radiological health)
618U (Tobacco) uareildsnuwdnd (Animal drug)

n5lddedidnnsedindedns eCTD (Electronic Common Technical Document) iiéuwgﬂ
thanldmudiuienans lnsagldlunsdiifuenansieia vislenasduniiddyiniu Selunsdli
Juenansdrdadunisifuaisiiedesziinuuniede esunseeusuuinnitnisidaredy
3u8nnseind mndunsafldltenarsddyiazainsaldaradudidnnsedndld aann1sd1sm
F1uruypansiildaruszuy eCTD (Electronic Common Technical Document) Faueid .61, 2005-
2010 ansnsnagueenunléfail
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A13197 2.3 wanedsnsdaudeyaiumhenuniuiinveuiiulssinnvesnsdmadidnnsedng

CDER Office of Compliance Office of Drug Registration and Listing Gateway
Surveillance and Epidemiology Drug Adverse Event Report
(OSE)
CDRH Office of Compliance (OC) Medical Device ISO 13485:2003 Voluntary Gateway
Audit Report Submission Pilot Program
CDRH Office of Communication, Assembler Reports (form 2579) Gateway
Education, and Radiation Programs
(OCER)
CDRH Office of Communication, Radiological ~ Health  Reports  and Gateway
Education, and Radiation Programs | Correspondence orCD
(OCER)
CDRH Office of Device Evaluation (ODE) eCopies (for marketing and  study CcD
and Office of In-Vitro Diagnostic submissions for medical devices)
Device Evaluation and Safety (OIVD)
CDRH Office of Surveillance and Electronic Medical Device Reporting Gateway
Biometrics (OSB) (eMDR)(form 3500A)
CTP Office of Compliance and Establishment Registration and Product Gateway
Enforcement (OCE) Listing or CD
CTP Office of Science (OS) Tobacco Product Ingredient  Listing Gateway
Submissions and Health Documents or CD
CVM Office of New Animal Drug All submission types to include (J)INAD, | Gateway Only
Evaluation (ONADE) (AINADA, VMF, and GC files and
applications
MUY CBER: The Center for Biologics Evaluation and Research

CDER: The Center for Drug Evaluation and Research
CDRH: The Center for Devices and Radiological Health
CTP: The Center for Tobacco Products

CVM: The Center for veterinary medicine
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UimsBuveruBumesiiin (e-submission) vesUsmAdiy

Uinstusesiudumediin viensldmaluladansaumnelunisdngansaulag egrsszuu
eCTD (Electronic Common Technical Document) IuﬂszmﬂfﬁﬂufuﬁudﬂﬂéﬁﬁaﬁmLwia&hﬂ,m
wmswUssmadUuldtinsiauinsiauenas viensvhasussudidnvsedndundunaiuiu
W wisgslsfnuussmagUusenslinisseniunisldionarsuinniinisiigsnssusiiu
danvsetind

Tudagtiuuszmadiudsnnitenasauguuuu CTD (Common Technical Document)
Tunaonraen1svhesnssu udaelifissunsdiuresuintuiiagih eCTD (Electronic  Common
Technical Document)  wldmugfuludansldifivsszosduind laslivenadn lenaisdu
vdngudfguesnsihaiuviessnssy Adudedldinnnimshnuindedidnnsednd

U3mstumvennuduwmesiin (Electronic submission) YasUseinAcIge Fanaludl
- UszmAlkAuuInn
tc‘?m%’uﬂizmmmummﬁ?uﬂﬂﬂﬁmmﬁwﬁzy@iassw eCTD (Electronic Common Technical
Document) wazlasuarnudingluszduifeinussuunistdienadns (Common  Technical
Document, CTD) #i3oo1avziimsldmugiuannniinisldszuu eCTD Wissguuvuifen Llesannms
AAsgrosUsEALAuLIAnunSauLas laTawmsusyuUBanvsedndsessunsldauarmidiuan
Wieflazanunsafeldfunuivangadldegaiurieiiviothanldlunsdfvangas
agUldiUssmanauuaiinisldssuuienansude CTD (Common Technical Document)
HuszanSnmuaziinnuiaissegaunlunisaiiuanu
- Uszwreeanslay
dufulseinaesdnsidenunisnupuiagiauisyuu eCTD  (Electronic Common
Technical Document) Wissunsmadausiniy Sildnunsmusuiiagiiszoutildogafusuuu
dasmnunnadiulvinnsseususeuu CTD (Common Technical Docurment) 1nn737
- UszsmAueninila
dmSudsemanensnlét svuu CTD (Common Technical Document) tuludesilondnitlély
nsvhgangsN eszuu CTD duldduenudelunisléfussnannlussme
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2.7 wWisuwisudnaainlunisuszgndldssuvansaumavasUszinalnedssmadealusuas
Ussinadiy
dnaamlunisldszuumalulagasaumassnitasemdalneiulssinagealus
Tuanmegiimisanuresigislulsanalneuasszinadsaluifaainisuiuiiedlug
$su1adidnnseting (e-government) Fsilnaaniadunslunazuen Felladeneluiidedifniios
sutszanauagdnaidsdudiiludesfuazdoddsutszanalunsduiung nrslduuuesy
Binnsefind (Electronic Form) astasanidmeiiiiliiuinisusssnau dmdudadenieueniy
1ananInsudadusEinasEmaigann Madamsfiesdahlissmedeansumamion
THsoudiu sauasdunisuinisvesniassfingdosufudagsguadidnnseindfiogdasrinl
amdnualvesUszmaiinmsgiutazindedie iluganuliuseulunisudsdusuasvgialuni
sgninelszind 9nnsiUSeuurunsALliuuvessguiadidnnselindvesusewalneuasUssing
Asalusiufieundendeiu eunntngusrasduesnsdnviniguiadidnnseindiulaiiegly
Uszinalasnaidgagavaneifioatu Ao nsajsminediaglivinisussmvulagldszuuiaiotie
walulafasaumauiliuinisdedinnuiiualis azain wazliuseavsam lulssimadaalusiuay
gmsmaniuazulouglunsiaunszuunemsliiaundesfnazamsoanaugfouresiag
16 dmdudsemalng e-government iudesiisgunalvimudifyesrunnidesninidudiuvives
uuUfsuszuusmnnsvesine Wunuiireudirsimeganszdunsuivesdniniaigidignindy
Sgunadidnnseindtudunisudsuudadisan BUFTR Bnsliuinmsunvssevu Sesdesiing
Usulassaiisesdng WasunszuIunsieu saufsmsasuimeilunsiauvesduinsie
wazderaanilungruneuasseouu iR aaonauimuIinyeuasAINNAINNSOTBIYAINTBNGIY
svuufsunadidnnsedndluvsemalneduldsuauadlafivgiamuaginnisdadatunds
Useinadealud lussesiuusnisldfimaissuuizuiadidnnseindaldluyssmadenlufuldly
Uszelaglddaminguinduiminiises Tuln.a. 2548 wiewny osfnaweg F81uenisdtingu
duasugnaMNTIUYENALISUIYIR (2eAN1sIvITY FU) Wamedn Furasndndulidemingiadu
deawsnflagiuinisniasiudidnnsedndiluiimininses Uszneude uinsvenassioludud
soeud uimssensileusa wazuinstisernansisayulan lnglasiududinugenduisaindseine
dsaluf rszuuivszaunudiialulasinsiguiadidnnsedindiussmadsalufunldiudonin
puiiduwisisn deurzvesludsdminvouuiuasndedudaudiduied 3Uildldmalules
Service Oriented Architecture : SOA wag@aduaniingnssuiagiliAnnisysanmsteyaninig
Wnaedulaviud lnewdasniisnu ldndudesdavideyalnd uianuisaiigenduisang iy
fanslidoyaidonleatuld wiendndu E-Government WAnsszuvegilsfimaludesiuudios
nsneaadldreniuasinannuitgu uimnlnedosdiszuuasdoioiuiesendusiansnlus
diadumadaliuinsriudidnmsedndvinldsaniatu :ntlagtudl e-sovernment waslnefunt
Tudaeunn
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dnenlunislissuumaluladansasumassninsUssmalnerulszmadiu

Tuanngfiniisauseninussmaszninglnedesnisiauissuuiuiadidnnseiind
(e-government) Fslsihnsvennusiufiefumalszmaduiiiofnwuazguuamansiannlunns
fasaszuvluduvesmaninsvesUsamadiu wui dadevesanudusalunsiassuudadodn
$rvesizuiadiuinain (1) msndguaduiinimiesngungrngifeaiunsdiiugsnssusiiy
Sidnnsefindessnsuduianisiu nsdsdoya MIsusesenaisdiannselinduaznisiusesny
Uaonsfovosnisastoyansdiinnseling (2) Tassadrsitugrumanaluladansaunaniadgiiia
iefesuazinndeudosduasuilunndrusvmsilissuugudeyaiiortunasdnonfinnes
uinmsliszanvuegradfisane (3) manmedsuazienvusisliniusiuiiodusgrasduilunisiamn
szuvUszyamedidnnsedng eiludunuulimhenuniaisuazienyuihssuunsuszyaiandy
FululdlmdusunuuiReatuimun dounfinsiauissuusiieg inssvindussuudidnnsedind
AAINBNINANNIALEALLIMNININTEANETEUU WagTBmamuieesilana il

Tnemsitaunszuuimeluladansaumaiuastisaaninensveenans vienszauadlds
vilAnlAsINg “n3Anlinseay (Paperless Trading)” sywinsuszinalne fudiuiiazatiuayy
msuaniasudeyauazaandivlunsimuinisilinssay sufdsatuayumiusiniiossving
ssdnstonvululnefuguiiiuduiunsiumsinlinssauwitelinsinadvudeyadidnnsetind
Rendumsilugudidnnseindsewinetu 1wu Tunsrdsdu Ja@simaud uasnsusssiseiuse
194 1 Hulvegeivszansainuasasnde uenaininisldunnisdilinszaslddnse
AnzaynssuNsIvhensmlinszavlaglunsdlgiuueuligunuainnsznaasegia e uas
9AENVINTIY NTENTNMIUTEINA Uaznsensrmsndadusunuoussmadiu duszmalne
uaulinsznansads nsgnsamndlvd nssnnanaluladansaumauaznisdeas nsgns19ng
ssUszaLagmhsnuiiiedos iedusumilumsnumunisdidunsilinseany wiousi
Anuaiianisvesununulagedeaiusiuile waniudsuteyasunisilinszavuazini
forausuuzinanznIsunIsIN uardsauduiusiurwadvlvssnaiadandnnsuaziun
memsdnvhszuumelulafarsaumelasBauinuvresszmadiuduuumsunsdniuagiaun
vilvisgimalnglfvoausmilefunassmadiuiieiaussuuiguadidnnsedndlviianiig
anysaiinnty tnsdanstineusiiedienenniing Ussaunisainasmaluladiiddylunisiaun
AINE

MNUNUIMTRsUTEIAdaallS uazUszimaduuiiiiunuindenisiaunssuuiguia
Bidnmsedindvassumalvedu uiderufidnunzresesding uazaumdousonisiaunfiunneis
futu awanunsoaguanuduiusseniadssmalasnisdioudisuuasiie sesianmlaeialuves
09AnT (Famsnaft 2.0)
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M15197 2.4 nsuanIanIsIeuisun1sIesizd SWOT aeslssinalne UszwedsrlusuazuszmagUuluiiunisaniuauvessguiadianvsednd

(fandeya: grudeyaves http://www.mgt psu.ac.th)

SWOT

Uszndlng

Uszmadaalus

Usenagidu

<
AU

waluladasauwmaladundunumiulseme

a A 9 v oA a
Ineiinundudeglainnisldinseiionis

o
a & o a U

adnnselindlunisandununiniasyuas

]
v

LONTU LAYRNIEAIASTNFULWLUNITIAUIAT

<q

< a

Uszrwulagldszuudannsaindnsafisenin

e-government LWaUINISUTEU WU

AU YNNIt UA UMD IkASLAT YA
daralyinsiiuauveInIasgiuseansnin v
TUI50999 UUTEUIULAZAILTEIY YN

loflvasumpansluusewme

[ a «

wialulagarsaumeluniuvessguradannsetind
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2.8 nguanedinetasiunisideulestoyanediannsaiindnisindi-deeanuuuysannis
HARSIIgUNINYRY drtinuRauIgINIIuNIBannsaiing (awse. : ETDA)

dlneuimuigsnssumedidnnsednd :  anse. ETDA)  1Jumissussdnmsumaui
SuileweulumseonngyanemegInssuneBidnnsedndisesiu NSW wagnmsInvesiamsysy
nquinuazngmnefifgdesiunsdenlssdeyamdidnnseindnsinii-dseenuuuysannis
HARAUNAVNIN YAYINUIEVDINUIENIUY AD
1) eaduanudeliunazduaiunmmihginssumdidnnsedndlinismaigninentu uag
AAYIZIIYU
2) ievannuazduaunguung emuunalazanasnsiitensliinausiuasasnsielu
mshgsnssunsdiannsetind
3) el uavdnaluliAnnsgutagyilrnssuiunislusumneluladansaune
1) eidiuahuaziaunypansfiinwrsysugdusnumaluladeusiuadunsiginssy
Wuvnediannsedind
Ussamganssumadidnnseinddudienuvannvansusnssiulumudnunzessansaliiioe
Husuganssumamaiuluauiainmadudeyaduauamiitedesoniafiuuss fmssnsvounnd
anunsnendiessldfielud
- e-commerce 3o wdlwddidnnseiind Ao nmaduiugsialaglddedidnnseind el

U35 Umunen19gInanesdnslaaneld 1wy nsEeedusiuasu3nis nslavanIude

a

dudnnselind lddrasdulnsdndt Insvimd vy wieududdumesidn 1Judu laod

Inqusvasdiitoandlddng uaziiiulsyansnmuedesdns lnnisanunuimesdusznoun
§3R9a9 19U Yiuafids erasUseneunis InduAvaud feuansdud saudeninmueie
wilnuwuzihdud wiinawdeusugnd udu Taandedninvesszeznie uazanasle

- eSignaturefig amaﬂwmmaﬂmauﬂa’lm fldunudagasuiy nsasunuvnedimasienis
faidedordy e- Sgnaturemuumama%aaLaﬂmauﬂammm%amdﬂﬂ

- e-certificate Ao lususesBiannsedind

- e-banking 38 suImIsBLanNIEling fin nsluINIsIgITNTIINIINIIRUANY HugUnsal
wioszuuBiannselind wu Insdwidletie wie Buwmesiis

- e-payment 38 Electronic Payment @8 USN1533UUAITISERUMLAnnsolindseau
'53A9M 05379 "(B2B) UINTUTNv0sUTEIMAlNeT iU sadetnsiiuruniaiades
Aoumaindinaludadgmlameszuunsuiamesandrinauiuing

- e-medical record Aefoyamsaumansdidnnsefindiiestestuaunm Asusmmnane
dmiuurazynna %wxgﬂa%ﬁq, 52UT2%, U, waglidusnunlag @mehiidgunisunng
Alssuluounpelumhonulamhsaumnils fmihliAeadesunisliuinsfunsuwmdun
ypRaTLY

- e-health recordiedeyaasaumadidnnsedindifeadesiuaunmussyanalag fignasa
WAZTIUTIN NINMNENUIUgUAMTaIgvhsnukazgnuImsIansiayiiduinulag
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') v A w fal Yo ' A v A A o ) v a
Wnthfsunsunmdilasulueyginluniisnules Anhinetesiulunisliuinig
ATUNITLINERAYAAALL

2.9 MsaliuaunelianszdAgyuan1ssIunguiAsegnavesaLTeusUNEAS I gUN N
nARSasiATosounnd (Medical Device and Equipment Product)
ACCSQ-MDPWG (ASEAN Consultative Committee for Standards and Quality-
Medical Device Product Working Group) HupazvhauresUssmeaudnendeuiisniunisv
femnassamdusungseidevlunsauauirfuguataissilownndszninsUsenaandnedeou
ACCSO-MDPWG  éfinnsuseauatnssaiiios ACCSO-MDPWG  §aldusiais Medical  Device
Technical Committee @wsznausefununasguosUssmaaudnendeu Tagldsuseunngls
Aufiunisdngi1 ASEAN Medical Device Directive wagsniunissumnafiadyinisoug ACCSQ-
MDPWG Snissiiunisssil
1) Avuanseudennasamzindesilounmddmiuldfuaysd wazsin In vito diagnostic (VD)
Products
2.) 9v1 Comparative Study on Medical Device Regulations in ASEAN Countries
3.) dprLenansualkuy (Common Submission Dossier Template - CSDT) fdunansuazanunsald
sufuldlungulssmaedou dmunsdudvooyiiBdmihoiniosdiounm Slulsemaondeou
Tagnd1 CSDT (Common Submission Dossier Template) fio ngstdsuiivszimalungueidou
fvuntuiiofuninssiungsufouduniesdounndifertudsasasevaquisnisineng

v a

PavaruenuluIasrulasnds Usednsnn wazn1sdnnguussinnvaaiasiiounmg wasle

o L%

funvryaAesnundemalill

3.1) Article 6 nMsTungilvulazn1TI9RaIALAIRsdBUNNY (Registration and Placement on
the Market)
nanmMsilvesundyedad Ao nilsnumiuguainsostownndusazyseing foellseuy

T o

nstunzifouadesiiownndnouaygalismitenelulsema egrslsiniy enadusoulid
Fovniunstunsidoueiasdiounmsluunwin vie vissensldmunnumszasveaioulslus
azuUssine
3.1.1 desdlounmdagdodldiunmsussiiulneyssmaaninendounazduluaungssideu
Formuaindliludennasi
3.1.2 ipdesdlounvdfiasnmnelulsswa aundnazdestunsdouniosdiounmd windosilo
wmdursUssinmonaaglasumseniulunsaiimangay
3.1.3 Useeaun®n avdosilszuunstunsidoueiasdiounndfmmnzay
3.1.4 1n3estlounmeiliiamysny onafinseniulunnstunsdoundnSosile
315 UsswAaundn anunsadisiunalunisiusesnisldauresadsdiounndnelufuway
yosUsumraunTnialunsdisndu Tnofiedestounmdulifinstunsifou
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32) Aticle 7 mstungifeudFufinreulumsnmaininiasiiounms (Licensing of Persons
Responsible for Placing Medical Devices on the Markets of Member States)
mhsnuiiuguaiedesilounmdusazyszina desilszuunsaanzdougFuinveulunis

NmaniAsesdaunndniuauvanzay Ssoraidudunan gundn Wvemdndue uagdunu
\rveandninust (authorised  representative) Tagsialufindnnng 41 fludesdigfidiuuazan
nzidougsivluutasUssimaondouiifesnmssmineedosflounmdtu 1y mndwessdndusioy
AeUseind 1ivesnandaeidesraiunuluusasUssmaiug Tunn wWemuazainlunisvuds
wiesflowmdlus g undugRmdloudeddfunseneygfiniodiounmd w.a.2551 Sosnns
mzdouanulsznoumsudmisethiiedesdeunmduiensvslusygndmineiniesiiounnd

3.3) Article 8 LonansivNIsveaTasiiounmd (Technical Documents for Medical Devices)
UssimrAaundnagdesdiluinnsnsivugan Wevunuidhuagldionarsmanaiainuin

futennadli Annex 4 Annex 5 uay Annex 6 iy #ail

® Annex 4: ASEAN CSDT (ASEAN Common Submission Dossier Template)
Juenansiisndudeddtuaamzideunissiownndynuialasnudnuarisazidonves
Yoyafioglu CSDT Fuagiu Class veuniosilound Woanaruuandislusuuuuienasluusioy
UsgmavasonBouiiuanssfulioglusuuuuiieaty iledesonisdursmzdouluondeuionue
wazmsdudusoly Tnederimunues CSDT fissil
- CSDT adesfinsuyn section Tasdh section lalsiifeadestuiniasiiounndiy
wdesszyfuvanaseitliifedosedils
- CSDT  agdesdainduniwisingy uusagldsuniseniiuain Regulatory
Authority lidavinduniwduls
- dofmuaiiAsdesiunsihszsdmiuinioseunndvdsoangnan (PMAS-Post-
Marketing Alert System) wazsigarumsnsaisulifiaUssasdeguanveutievas
CSDT &3 CSDTUsENRUMY
(1) EXECUTIVE SUMMARY unagUguims desdnlitinissamenarslunsdadaas
swiistoyadeluil
(1.1) amsa 1wy JeyaseazBeadesiuieiueioslounmsaiiingUsyase
wazdiadmiunmsldnurenedosiounnd auauiilvilg uasunagy
evwea CSDT
(1.2) Usgiamunisnainludenidivd
(1.3) Toguszasduazstialunisinnan
(1.0) 9waziBoansoysiingsuilouvidenanannildsy
(1.5) anuzweansiesvefimagdmsuniseyannismans

1Y

(1.6) Anuasnde / Yeyaiiingivesiuran1saniuvanuiddgy

o
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(2) ELEMENTS OF THE COMMON SUBMISSION DOSSIER TEMPLATE®9AUSENaU
Y9INTHUBNATTRIILUY
(2.1)Relevant Essential Principles and Method Used to Demonstrate
Conformity wann1sdfaiiieadenarisnsildluniswandifiuianny
AOAAADY
(2.2) Medical Device Description fisiuazidun i
- MefuneuazauiRvosaiesilownme
- SonUszasdiicalaly
~hin
- Amuuztlunsleau
- Yoy
- AR
- JoATIEN
- ansTNUTionainmy
- MIShwIaGen
- Jain
- 1easidunduafiieades
- doyasieaziBunduy
(2.3) Summary of Design Verification and Validation Documents unajuua3
NNIATIVADUIIUDDNUUULAZ AIATIVEDULDNATS
- MIANINWMIUNNEG (w3 viSe Tandann)
- RENFIUNNNITUNNG
(2.4) Medical Device Labeling aana3asilounmd
(2.5) Risk Analysis n153La51gRALLEES
(2.6) Manufacturer Information sﬁamarﬁmam

ormalization of A Post marketing Alert System for Defective and Unsafe Medical Devices

4.)F
5.) daviiuledves ACCSQ -MDPWP (www.accsg-mdpwe.org)
6.) asa Trust Fund d1m3u ACCSQ ~MDPWP

7.) fvuailenua3osdiownmelildmnu GHTF (Global Harmonization Task force) smﬂaqmmu
wdeafleunmdldudlunsesudydiniodiownmdiaonndads mszsusydfnioiownme
W.¢.2551 Geiinatedulddaudiui 6 Sunau 2551 uduly)

8.) uuslviduunviaiedesdounndauninudosneld GHTF  Classification  Fanesniuau
wdeaflounndldudlonsesviygfindodiounmdsesiunds nszsadydRnioiownmd w.e.
2551)

9.) vualidnsldsianiasiownmdifussuuiiienfuvetondoulaaidonszuy GMDN Tasnes
muqum%a:ﬁauwmEﬂé’aﬂmtﬂuam%ﬂ GMDN Agency Liteldswaia3aaiownnsluszuu GMDN
(5995UuKL LOGISTICS uazaanmdeufl ACCSQ-MDPWG udd) sgnlsimuiagiu ACCSQ-

MDPWG wudayminshiusnisues GMDN Agency lusianiigeliuiuouwazyianannisusms
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Jn1sfid ACCSQ-MDPWG Jsfiuilvailaionaldsia GMDN sieluldazogszninafiansannns
Benldsiardedownmdiiarldassdywiluewinn

10.) fvuelsiAanssusn Capacity Building Ingdasusussuumsiduguaiaiesilounndmniu
seAvaNaliy GHTF aeldnsatuayuees GHTF Experts Uag ASEAN - US Enhanced
Partnership

210 AuUABuLUAUBIsEUY  e-logistic Tlasifntundsainnisiaunszuunsunsdou
saulayl

M31sEUL eLogistics anldidunuamslunsiwann Tnedithwnedielinissuves
aasguazaalonvuansnilenlesinasifodiwiumgnisel lunszurunisindi -deoeniing
Wannszuuienasdidnnsednd leanuazvaunuienaisnszay viewmursruumsauuulaily
nsgnulugsnssuvesiananIafsuason Ty e?fwzﬁwiﬂeﬁmiﬁmmszwﬁv‘ﬁ'amim LLavLLamU?ﬁJu
GUE'JiJaEJLaﬂWiBUﬂﬁi“M’l’N‘WU’JEJM‘UIWEJLL‘L!’JV]NﬂﬁW@,Juﬁ“UU e-Logistics uummammamm
aemntumahduasdeen awsaudanssiiumady 3 furou do funoudl 1 Ao nsiaun
52U Single  Entry  @sléiud mssndunisliinisudnnsuuuideiasaldlugaiodlneas sl
uuuNasSufTeanats wie Centralized e-Form asluduiinsuaaninslimiiunsluugs dumeudl 2
AiD NINAILITZUUSINgle WindowLﬁ@ﬁ@umszwanj Single Submission lagagNaLIlAAANTS
nanidsuteyasgredmluiAsyninameny wasdalidszuuiamuiiioasuauna ve e-Tracking
dlefusznaunisagldanunsafinnuliindomesmudniunsluieduneulauda desniossuy
Single Submission Usvauradniauds Aanunsasiiunslusuneud 3 fie Single Processinglngaz
WauN5IE5EUU e- L|censmg/ e-Certificate/ e-Signature Wag iu‘U‘ULﬂjauiﬂﬂﬂiwmumiiumw
096ns MnaunsimuInILie 3 suneuiauisnadiiandiazilugssuunsduuliionans
semiUszineluiign

2.11 saunisainisiidieTestlounmduasussmalneTudl w.a. 2556
Tumsfnwuagmuumndlumsiaunszuunsanudsdunsdounazvelufusesdmiy
isesilounmd azdenihmsinuisSinauazfnenmvsssruufinindimsdufusuegluseiule
waztindaynilatndlunisaiiuau nnsAnelusudiunuvesnisuidindnduaussian
wdasileunndiunudt 1wl wa. 2556 Tnsnsidueiedieunndanaslvandidmgun ene
Heanannsf weunmdUsivg dusinsed $5uuRTIININTENTIEIsITAIGY Na1NT NSNS
amssauguilevieativayuiUszneumnaneiesiownmdUszinngaiiossililumsnsalsauas
gafleililunshdalilsmenunalaeldtheansufutmgivlunswdslfunntugsnsldihemns
fnanlaluussinatuaztisnssduinssgavosntsnantinesmnsliinanouunui Al udenafise
\nwnsnsiuan Tnsuounihilunsguasumnsgiuadesiionanaaliun ddneuanznssunis
osuazen Wumhsaundnlunismuauanasgiulunindnuaznisudaiienisdseendmiu
\3eadlounng wazillefinsduaiunmmdn dwaliisnmnsidueiesdounnduraninas sz
nsduaiunisudndintutuies deluvazdnimiisauduinsdenisduiunudaaia
fusznounslumsnaniiioaisyadfinliudensnsvesine Tngazisuainnssausedliiingly
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HENFUITYININUILINTININTY INTRIzdRESUkazatiuayun1sAnyITukasIUINITHEN

doifiuyargunsaimnisunmgnenans andinunisidisdesusiandeUssmaas s
duaiunsudsiielinaununsliiaiosdeunndiiviiantandu 1wy ameawiaae aelvioms
adnde degunsaimanfidudiniifanusiluuaslduosunn venanidelindnfausiduq 7
fiaunanthensnsldEn iwu duoudihe soafufioguamm soavimisnsunmdiduiu wagly
ouAnazdinmsiaue futaafuayuiunsasuliungnangiionsnsumdlulsema Sednivgs
yuadnuazifunuiios elfindnonmnianuuuandunuiindamuannsosunsuteduly
AaALaN Imﬂmm’jﬂ%Lﬁ'mgaﬂ'ﬂmia'qaaﬂqqﬁaﬁm%’uﬁm’mkﬂmﬂ 20,000 a1uum vJu 50,000
Fruuweiel meluszeria 5 U wasdfisuiinanisliihesiudulssnu 5 waududed neglu

Seeza1 5 UAe

212 misiiusiuswdayadiuadnudeanisliiinniswmunszuy e-submission  lagld
WUUHBUATY
Tnorouflisidududunsideiaussuanidedungdouoouladdy asfosdinisasuny
AuAniursmadvtivesdguariusznounis dsmudeanislunmsimunszuuiliannse
sfiumsuuvesulatld femnidddinsdaiuuuaeumudtetiluaeuaufumafusznaums
fanrudesnis wagvilsuisssinnvomdnsasifignidimdiuandudunnfuriaiesde
uwnndUszinnle Gamsdaiuuuaouniudaglduuy au. 1 (Fwedireasdeminiiaiesdiounms)
Busuwuulunsdaiuuvasunudiuun uasidefnriuuvasunmidouiesudadeldviinis
Wisuifteuiluuuuasunuiiviiiudenuuend1eninuuy au.l (Feedneasdenindueiosie
wnd) ogslsthsoonudsielud
1) Tudwil 2 veswvuaeunuiuiinsdaussinnvoutieiedesilounngianundiinidning
veuteLaTosiounnduszianlatne lelvazaindenisviuuuasuaiuveaguszneunns
msfwvuasuauddenlidenfuiafon eglunuvasunutwhlifiuuvasunulsl
dlavderailrlddneuiilinssmuingUszasdaninsoannisinuigdululufianis
uld ilvuuuasuninaudnlaluanUsrasdussuuuanunumnndety usludiui
thanduuuuulunsiuuuaeuniuesna wuu au. 1 vesnsuiaiesdiownms duarliiuniies
shde “vautneiedosiiounnd” wdiurssaiuiiliiunisusenounisnsendeyanduios
a1 lvgiuuugeunuueeiaauduatlunsiuuuasuay ware1anauiaululy
Fameduriosnaneumemiiieunemiioutu (synonym) wieanafinsideuneuuisie
f1ge FeorairliAnaudvaulunsiideyauiasieidely dremninisiiduden
panlutes agiliazmindenisinuvasuauuaylasuanusinielunisiuuvasuaiu
11NBu
2) luwuuaeunutuasBaitettoglunuy au. 1 wldlunmsvindudam Tasasdimsiugesily
dielvgviuuuaeuniunsendeyaadly Gsfnmanifanuasevagulunatsq F1uves
wAnSuT Sedivdedadaluil
- Shvasihll wazndnnnsviienu (device description and features)

[

- JogUszasansld (intended use)
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- gausld (indications)

- 38519 (instructions for use)

- FnsiuShuw (storage condition)

- 915y (shelf life) (6n3)

- Jold (contraindications)

- ALAU (warnings)

- U9A2598T (precautions)

- wavuldeUsvasAannisld (potential adverse effects)

- msdnedneniadendu (alternative therapy)

- wanBuauarautivesTanilindnviodudnusznouveeiosdiounnd (materials)

- Formunanizdu 9 FAeatios (other relevant specifications)

- Gi’fagaiwazlﬁmgu 9 (other descriptive informations)

- a@1n waglenanstfuiasesdiownng (device labeling)

- mTheTgiauEes (risk analysis)

- Si’faagamﬁwﬁm (manufacturer informations)

- wilE@eSUTEINISUY (certificate of free sale)

- MeERTUTBITEUUAMAINATIHER (GMP or quality system certificate)

- Fmshane meiildEuanmuaznsvdavendeiiietunendsnsld (@i

- 5wy q Misdestuiniediounnd
Tunuugeunuiidovermeazdensesdiownmd WudisTumanuuu su. 1 neshdefildiuia
Fuunthy deastoluid

- FIHUNITNAFDU

- $189UAUYNABIYDINTOBAUUY

- NMSFUNEIINY

- szuznatlunTauRa
uennidaiimavssduausuussiheglusedula noudsoondu 4 sedu fe

- Negligible

- Miner

- Serious

- Critical
wazdafimaifiunnsgiudmiuieiesfiounmdfagindatug g 150 Mlasunisiuseseganely
unsgiule lnefinisswunesnunfuiidenstrstaauiionaglddnsuuvudoyalmiudadou
oty ldannsavButoyauflunideldegaiisruunndsdu
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2.13 ‘szwm‘sél'q%am?aqﬁauwmé Global Medical Device Nomenclature (GMDN)
(‘17;31’1: http://dmsic.moph.go.th/tips/detail.php?idtips=19)

Global Medical Device Nomenclature (GMDN) #en15siusiudevesnsosdiownmevse
wanAusinldlunisidade desiu Aamu fnwn videusam vesnguiifervgiuniesdeunnd
({wn frauaungmane uaziudmssunsguagunm) nvlan (glsu avsgeiuini wazdiu) 3
aldanlunsuszinauazduiunisndt 4 9 lag GMDN azussydieniFenliuszana 8,000 s1ede
Lazdotias (synonym) N1 10,000 1830 waziiteliiesonisldeudaduy GMON dainduszuunis
Samnamyfiiaunduielifinsiannangvoneiosdownmdimuniioongiiomatanuiideul
lungszideusneg vomneglsy

U230y GMDN wusLesasiounvdoanduy NIy (category) #1499 12 %A wiole
mamamﬁmﬁmsﬁmmﬁ LLa“LﬁaﬁwamﬁmeﬁﬂdﬂmLﬁmﬁﬁu%w”Lﬁua“ﬁaﬁm%ﬂuizuumﬁm
‘mmwuﬁmummimuumwawmwmﬂﬂwLLauumswwummmuuﬂ skl wagluadudnluves
skum“awmwmﬂuﬂauLmaﬁmaamm (Generic Device Group) Jusyiuvesnisimunde
SRRNIZEEN mma,J1immﬂqﬂmmmamnm%maﬂqmaqwamﬂmmwmaﬂmﬂu Tagazldaraduy
anfyfidonuazsiaanzvesuan g

s¥uU GMDN  flldsunsimunlngasdnsduinasgiuvesglsy CEN  aeldnnsaduayy
Tassnslng European Commission saaianisseusuuuuguuiulngasAnsseninassnainge
ST (International Standard Organization - 1SO) T,m&lLL‘MEiﬁauaﬁﬁmﬂsﬁumiﬁ’mum
GMDN  tfu fie szuunisimuadewrdesiiounmdsie mmﬂﬁuaduﬂmwmw U 6 TEUU
Faseluil

1. CNMD Classification Names for Medical Devices #Waiuilag Food and Drug
Administration (FDA), Wunmsimundedusuiesessiounmdfidunens sesszne
ANSFOLUTN

2. EDMA European Diagnostic Manufacturers Association in vitro diagnostic product
classification @sl4fungluuszimavaglsy

3. 150 9999 Technical Aids for Disabled Persons Classification @sldfuagsanna

4. JFMDA Japanese Medical Device Nomenclature Iﬂuﬂizmﬁijﬁu hazUselne
TueleaLud

5. HKKN Norsk Klassifisering Koding & Nomenklatur 1glutszimeuasing uay
ualseineluglsy

6. UMDNS Universal Medical Device Nomenclature System siaunlagniigsnu ECRI
(Emergency Care Research Institute) vesuszweanigaisni In1sldeglusemea
anigeuiing UsemanselsunneUssne wagdseimadu q uisussmarialan

GMDN Jussuunismnundeiiesssuuiesiaunsadanuiavinissdownvdogadu
Man1slumaAsegiavesglsy (European Economic Area - EEA) haginadlasunissusedaingesn
ngueszaulan J9dvansdmiu GMDN twduves CEN filsusudiunalunisuszandnisldau

s
a

neleduandainaaliiu  Maintenance Agency (MA) Taglunienasainiiladnisnesiauniu
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Imaa%qﬁmnaaﬁ’uﬁ%gnu’%msmﬁmmﬂm Maintenance Agency Policy Group (MAPG) 48na1
dnsrmundolu GMDN ﬁ?umﬁaqﬁmsﬂ%’uﬂsﬂﬁﬁuaﬁaaﬂwﬁiaLﬁawué}’aﬁ@ﬁw revised version
pennegetiosday 1 a%a Fensth GMDN Tldmuaydesd license Tnegihiuduiie Tnguszasdma
mMsfazdeadeaildinesed dmiuglden GMON  Fadudldsussuunsfvundeuvuiiy
(CNMD, EDMA, 1SO 9999, JFMDA, UMDNS ) 179 GMDN lmmm mapping files iiieldlunns
upgrade Ui GMDN Taga1unsa download a1niiuledves GMDA (www.gmdn.org) luilaguudl
n15ld GMDN Tu 23 Usuine LLauwa}mummaua (data dictionary) Aldsunsulanivids 12
e Feflualtidnesinsudafunwsie winty

TAssa519v99 GMDN

lpssasnsdoyaniugIuvessuu GMDN wuseanidu 3 szau dan i 2.3 luusazsziuay
= P a [y 1 al = § & 1 | a & |
farsaumandudasezaindu lnsuvnnasasdownndilunguene Ndesasld Niausedul
Anuduusiumstoya 1wy nguesesiloantdey (Generic Medical Device) #anunsnideulesludy
MuIRLAIBEle (Device Group) nilansanaeniinls nguAsesiieantisy (Generic Medical Device)

il Agnansadenlesludwilaniodie (Device Type) laduidonniu

Nomenclature leual Harufacturers naming
leuel {ID) leuel
v TTTTTTTmm T H oo k
1 1 i 1
i | ! i
| Device Generic ! 1 Device !
1 1 1
1 | Category I G"’f Device I : E W Type '
i Group i I i
1 1 1 1
i | ! i
i 20 =10000 ' i =500000 i
1 ! 1 H

=

WHUAIWT 2.4 1ATeainetayaiuguvesssuy GMDN

nsUsnAnfasiduaTesdiounmddusfogfissduriineiosile (device type level)
Juseduildfunmsfionsanuduiuii fanuamziazaafivsmeiiozuenldfeszfunisivunde
vouWan wiinsssyviaveedesile (uszduriaedosile) wWu e uavfu/uuy azeguenuile
YOUIINYBINTITMLATE GMDN uifaunsafiaginualidudeyatsduniglussuumstunsnden
7199 loln European EUDAMED, FDA, Australian TGA LLazguﬂ

asAnuATia (Coding)

Fonsunldly GMDN nn¥e aziinisivuasianduniufes (unique code) swatiilu
fav 5 wan Sesmeiilasiulumuainu Taalsuasis 10000 swamatladauvungludaiesain
Llduansdayaiieaiulassaianudnutuluienusessles

v Ao d’{ < Y dy Ao = a . . . a 1
swanmuuadu Wudduaniluniaien (unique identifier) lngazAdAULELD AaDATIS
FInves GMDN  luvagn¥enisenlduaziienusdis 9 a1ainisnuniudiudsmiunisidasuias
manalulag
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59abuz39 10000-30000
Wuswaniulilisdaduuuunmualinuiefidenldnusesuu ECRE UMDNS  Lagns
GMDN asuonnidluszuulnitishe lnsazdusiaimdeuduynussnistuiaaesszuy
S9abuga9 >30000
I3 o A o X o v A aa v Aa I 2 A aa val
Wuswanmivustudmsutensonledu q Adnslelu GMDN ladnazilutensonlan
YN1AINTFUUNIIVUATRRY 9 Nilley wIelimmuaduunlnl

Device Category
wnsgulednasssiadmsunuaamy 13 20 nuan Wnedagduinisimunsiauds 13 vann

sWa il

01 Active implantable devices

02 Anaesthetic and respiratory devices
03 Dental devices

04 Electro-mechanical devices

05 Hospital hardware

06 In vitro diagnostic devices

07 Non-active implantable devices

08 Ophthalmic and optical devices

09 Reusable instruments

10 Single use devices

11 Technical aids for disabled persons
12 Diagnostic and therapeutic radiation devices
13 Obsolete terms

14 Vacant

15 Vacant

16 Vacant

17 Vacant

18 Vacant

19 Vacant

20 Vacant

Generic Device Group

Generic Device Group \usgdunislidoandreanisinuads GMDN warUsznaudiede
Fsenld 3 ¥1nR8iU Ao Preferred terms, Template terms Wag Synonym terms
- Preferred terms

Preferred terms \udefiSenldifisssindierilddmiunstvmansasiniosiowms ne
HuTefivsuenienguueanieadieniingusrasdlunisldnuiivilouniendiendaiu ligninanda
nauidunguiendu dddudnvaglaeluldlfagviousdnumsiane Wy Bvie videtenisd
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Preferred term usaz¥oaznaniAtenudsvanliniuisdnvasdiAgvosrianiodownndq
Tegluiiy
Preferred  term  ufaz¥e Azdn1InIvuATalanIy Usznaualoailavnotilesdu 5 wan
Inglaifideyandornumnglusiiu ilvsiadananignldienislouuasdeanstayaminiu
- Template terms

Id A aa v A 1 1 Aa v o = [ o a
Template terms Wudefisenld iiesiungu Preferred term #1499 NlAdNYIWMTauURUINNITE
W ~ v . ° Y A - I Y a v ° A A o
rofuaudiatondIu (specify) Wneviniimlewdumiteuazazgniiadrlulunisiunteilied
Preferred term filfsnwsiivilouduiesaiuiinnid 2 vevuly
- Synonym terms
Synonym terms 1Judefisanlidududeniduaenioldiumlulunseddaniadiownndnileg
soidutefiseuu GMDN Avuaduiiensideswaniedenienldlussuunismuundanuudue

A89 :

Fluidized bed 1Ju synonym term Fadouloslnensaluds preferred term : Bed, air,
fluidized

Uffsereiuseninstensenldytiagiig o -
14 Centrifuge 1Jusnegna

Centrifuge, <specify>
Centrifuge, blood bank
Centrifuge, cell washing

Centrifuge, cytology

Clinical centrifuge -see Centrifuge, <specify>
Cytocentrifuge -see Centrifuge, cytology
Lab-equipment, centrifuge cyto -see Centrifuge, cytology

1AeA191 Centrifuge fuiiderios (Synonym term) 8814111499 11 Clinical centrifuge Feaz
ﬁaaiﬁ;ﬁ%’gﬂﬁmwlﬂgj% Template term Centrifuge, <specify> Gwsdisedelndonvatesionis
uayfeieIdunsUssiiuvesyweiilodinduin preferred term Tlu 3 ¥o (Centrifuge, blood bank/
Centrifuge, cell washing/ Centrifuge, Cytology) agldladmsunisianiiavs

Device type

Device type il fudunilsvasnsinunie GMDN agalsfinnu Device type Tuilnany
Fududmiulaseairstoyailuves GMDN dsdioyaves device type udoyadifnanaziosimua
Foudndnst Inoszy B9 Ju/uuy wazdoyaduq MAwIes 1Wu seral number Fomsin Wudu
wandusgiuiituidanuamsngameiissUdauuandanadadasiou eTnguszasda
g n1sAUNSUTIveINanSuat (product  traceability) n15tuneiTeundnstast (product
registration) lag A1UTEN1ATUTDN (declaration of conformity)
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uludayan1sitvuntia GMDN
GMDN ladinsdniuioanunewnsiieldauaiauas Ing GMDN 2gdl 2 5Ly fie 2002.1

way 2003.1 Jsazeglugluuuuiiudeyadidnnseiind uazluniendsladnisiamuielilizuwuuing
Nandelagusuuagnegn v 2003.1 Iunnddluusuuilazysenaumeiidedoueatoya (data
element) wusaantdu 7 Wide fadl

1. 5%a (CODE)
Y v A & = . = v Ad A a ¥ 1 A Y A va
faw 5 wan Mundaden (unique) FsldusaTensunlduraztio Inefswamardliladnisuans
ToyanediuANUMINeYDele vTelasaasen1sivuave agludiuusdegidla

2. Fanmsunly (TERM)
Fongnidenindmiuldisennsesownmenils 4 Fslu GMDN fvenienidey 3 wiln Ao
Preferred Term - fnvivayal/Aefinvuadudunsuivansesiounndmduandiy
Synonym Term -%a13 9 W viseteiiAuinedmiuseBatansasiioni q
Template Term - Fofildiiodanquénityalfnld (preferred term) sina 9 Aindnerdsiuludiu
Fuaeed1y Usimedaninu <specify> agitdiuyngveseinienty Ingagivun template term

A Au ¢ w wa ay v AL v v o a PR v o 1 _ A X

nzilodlfnnUyeanld (preferred term) NTUAUAIBABEUIBTIMLIDUS AU Faus 3 ToTuld

3. SWaveNed (SYNONYM CODE)
favuansadaiunsalldutienios (synonym term) vostefisenld sudway 0 wanaddosulaly
A v Y & v A & & A v o o | a Y] o
FoWes unanduiay 5 vian Fetuidudenes wazAlauninaife sWaves preferred term  #3e
template term s?jdl,%aﬂmﬁuagj

a. ﬁaszqummu (TEMPLATE SPECIFIER)
o ¢ & A | A A a v v & LA &
frlaunansan1unsallutoniuy (template term) vestofisenld dnluaw 0 wansinTenu
Tildtauainuy dndudnavdu Fetududontnuy 1naNfausiaIELanId1uIuFIsnys ludan
Sentdiu eldenedslu preferred term Voglavetuasiy

5. @A1fley (DEFINITION)
mosuglasdauy erfuveuwavesonientdiy 9 Unfiagusenaumeingussasalunisldanu
YDIATOIND WATDI1ATIUNTTON9DIUTIEIUBY (cross-references)  Ale A1de1uazianizly
preferred name Wag template name

6. 1A (CATEGORY)
miavuansmsznalagliveanseslownndnmuualiunvenisenlyiu YenSenlivnieazivuin
A A ' v A P a oA - ) Y] ' P
Mreulesluagnetay 1 Buln UN9Te19TvIInYaulaaly 2 Y58 3 KUIA AILEYAINANADAARDY
usiavensInmy (category code)

7. fsvyNansie (PRODUCT SPECIFIER)
Tuanddigldaunsivin Femsenldladudenaiunsalddmsunisivmdndue/nstunzideu
nansiua lngaziidoaiiudn “Product Identifier” dwsulionisanldnnteiiu preferred term &
2 A A a Y a4 A o a X P a o ¢ 1 A oA oY o
Judensenldiiesweineinausaldlalunstunsifsunandug d@udiedu 9 asidenuin “Not

for Product Identification”
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2.14 @aeg1eszuumaluladansaumalunisaudiveriudumasiin (Electronic Submission)
Tusneuszwme

2.14.1 53UV Electronic submission ¥8UssinAan3gaLazng
nanuagIsn1sly
mngldRaen1sidnfeseuy Electronic submission vadUseimAansgeLing (US) Wuagses

WrswAuled  http://www.fda.gov/MedicalDevices/default.htm  Ing3snnslalusunsuilosdu
aunsaazlumeduvUladsuneusiolul

1) duameziieu

- ARIINAARITEUU e-submission  LBNIALIUIDITEUUNEY 8RB Registration  Tudiuved
Username uag Password lagaanil “Overview” tiveidngiunaunis Registration

Registration Dialog

e3ubmitter Registration

[ overaew | Yoy Rosister?

Flease reqister mis sothware with e Food and Do Administration (FOs)

By registering you will be provding valuable statistical data that will e used In an effort o better
unclerstznd the nesds of incustry, a3 well 33 10 help justfy and guids future deselopmeant effors,

Tk reqistration process ertalls the entenng of general contact infrmation and the generanon
of an email directed to FOA,. Zelect the [Mesxd] button below o proceed

| Fegister Later | Next |

AN 2.2 N5AAFAISEUU Electronic submission


http://www.fda.gov/MedicalDevices/default.htm
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I [

- audngnihfvgdensenteyailuvewsenaunis lneasiivianun 4 Tuneu Wensendoya

(%

AsUtuYNYeILds IHAdnn “Next” aunitauasaduiia 4 Juneu

Registration Dialog

eSubmitter Registration

AaN “Next”

Step 1 Enter Comact Information |

Conrtact

Tit (M, W=, Or:

| Firstivan Narme: L]
witdle Hame
[ Last ame: ®| eSubmitter Registration
Creupaion Tille: [
Step? | Enter Mdress Infarmation
Emall Address: L ] - -
Address
Establishrmant Hama ® |
Coulry @ e uniled Stales of America (| Other (gelect below)
Addrass - Ling 1 L]
Address- Line 2:
City: L
[ Stale, Frovinee, or Terrbary L ] |
[ Register Later | Frevious Next [ -
[ Past Oifice of Zip Code ®| -
| Phane tamiers
Telaphone number @® [ - Er_
Register Later Previous Hext

o 1 ° o =
AN 2.3 KUITEUUANRIUNTANNELUYU
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WodsluTunaun 4 aziinstudusinu lngazas Link lugdwdieiudunisamzideu

Registration lialog

eSubmitter Registration

step3 | Generate Evail

You provided the fellewing infermation;
Jonn Smilth

Jonm.smthi@sarmple.com

Sample

Sampla

Fockale, mMDy, 20820, U

[301) 111-2222

Please venfy the information znd select the link below 0 generate an email to send to FDe
G etierate Exrail

Mot Wil attempal to ggneralg the ermail uslng your local ezl application. Ater the 2
oenerated and your email software is [oaded, send it as you would &y other email

Register Later Prewious

Aan “Next”

Registration Dialog

eSubmitter Registration

Step 4 Chack Results

Wasthe ragistralion amall sent successmll?

@ s the Email was sont succosshuly
" Mo thers was o Problem

IF e, bt s The i ssie?

Reqistration complsted, Select the |Done] opion below t &nd the registration process,

AN 2.4 NSEUTURINU LaaIne Teu

& Y 1w = % A A Y &
- ﬁ]']ﬂuuf\]gLsU']EjVU']LLiﬂGUENﬁﬂcU‘U I@ﬂﬁ]gﬂaﬂﬂﬂigﬂ@lﬁﬂa\‘]LLﬂULﬂi@\‘]ll@fﬂqfls] @Q@@lﬂu

Menu Bar

Navigation
Tool Lo (o Vew Ompt losis Mg Bar

—PRiUH [T 609 & ehn 3o

Bar
CeSubmitter {& 2,
e
I\'Ienu _3 ‘ 'lh-f CAmtiaiMews  HewhdTes
Options r»‘:‘_ Wek to eSubmitter! An FDA Electronic Submi ftware Initiative Message
Pane pE—— x Tabs
q £ Agphcation
o oo s s D5 W S o . R
atabkptng el g g Ul
Wecepote oNcy. See Contacty Cetais
ot oy tovcand Primary
THRING YU 380N 10 UG OU7 SACTONE SUOMENN SIMWANS /e 1005 FOrMaral b Frarirng TYOm YOU $00r S 2
creen
Area
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Alfanunsadnlunsenszuy wu mstuiindeyaliduduiingmlud@le iedesiunisayme
Yostaya lngaganunsomruaaNaetuiindnluddla vindeanisusuadug anunsaidon
IeRauauiuu Weudlun1sasrseuios Adnd “OK” mndesnisuiludelvinini “Next”

%
autn-Save | Laynut | Helveorking | Fils Location || Fileiewsr  Messages | Memory |
Proforendces rokatod (0 the Sulomalion of Saving g1 withina timoed intoenal Y7
Enahile aulo-save vl
*  Timeinlerval between sares (minutes) ® | =
&
Bute Sove | Layoil | Metworking | File Location | File Viewsr  Messages  Memory |
Piefenences relaied to thie Iouniappe arance of the applicalion
Inibal lsrout 3t slarup Siitnple -
—
 tew
Previous || Met oK Cancel |

AN 2.6 NTFIANNISITINUSETUU

2) Bumios
nsasskuvduAvelvl WIluf File > New > adn?l “New Report” AgUanINantind1msu

X ~ I > a & v v & o = ¢ A
nstuneiloulng Tuduseun 1 duagdldizdoaionUsvinnuesasosliounnd eansen
ToyaiseuFasuwailuil “Next”

S Harw Subimnaion [aloy

Create Maw Submission

Groqed | SEC] & Subinkien R

Lint of vl bl vt mion Tepse

DT LI _wminion [1sk
CEER Pt Eodrd e P leve BLA BN b6 o ALOTNIE QT 4102 =]
ko Caag roskc 0w s - 5106 11 OAGTRE 0 0318
wha Fiwwic b Fomm 5N ILA OO plo. D OOl iD 11050 N Ol B A
i 1l 0 Ed i) Prouct [DWEB R . 001 B0 035 1.3 WL T ERRRT ]
Fageriof hrsambty of o Disgrazic B-Faw Bvrlemn 1.0

11NN O 200D |
ki

Do i o of Sl et Sasbimis s on Trper

COER sfukmitsr Pdaot Submessian

Thie Faod and Crug Admiritnation [FOe), Serter far Bio g Evaaaion and Research (CBER
NbAEd T CEER GSUbmiTes FYOC [ na i DO S Sl K 15l Lealry DO 00 Llan ' Sutnd S0unos Plasna
RO 5 L S S B T (L) 6 G IO Gy

The aBubnii=r ool arabies pict panicpanis to ol ecroncaly campiets and cusmi 3 BLA for Eounce
Fisama o CEER'S OWice of Biood Fesesncn ond Redes [(OERF). This i 3 plot program desgned o

father indisdry iesdieack on e eSunmier Secinnic Sunw=son iniatke 5 detemine i i |
TresEhaiian 12 & oed et o Dot e 0ood |ncusyy and the FOs For @ooifonal informatian an =
] Lo ipsms |

2NN 2.7 NTES1UVTUAIUD
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ludumeun 2 nsendeyaturesinlinsuiiuainiuadn “Create” Li0as1UUUNTEUAIYE

B Kew Submission Dialog

Create MNew Submission

" Stepz | Provide Sunmission Detalls

Spacily e Submission Descrpie and Fie Hamas v

* | Desciiptive Mame |

* | Fila Mama [ @ ||

Addbonal Comments shout this Submission ¥

Cancal | |p_miuus| Crente

i 2.8 Minsendeyaadluwuuiiudve

nsAnaBNAYR
Tnmsfnaenuuuududvaiifaeguliug awnsavilalaewiluil File > Open
& o« A o A oA d' A X & a & o
PNdudeniuvguAvensesesneduluTunn 31ntului File > Save as MNUWIINTT
Juiinludauund detuneuiinariuitu

E Open Submission Dialog

QOpen Existing Submission

Saelect 3 Submission to Open

Submission Mame | File Hame I Last
Sample Submission |SampIE Submni==ion xml 0111 452003 04

igw the Descriplion of the Selected Submission

Create Newr Submission... | [ open l | Cancel

dl o d‘ o U
AN 2.9 ﬂ']ﬁﬂ@a@ﬂzﬂLLUUEJUW]“U@LﬂW
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- TunisBurvedisyuuiiy uenainvslimansendeyauds sxlinsuuuliddidnnselind veq
Tususaanineg ag14 Certificate of free sale Uag Template veInansimg Faldzaauden
desnsuuulvidnnuiisanuiinglunismise wuulnaandunsniauysvesuiwm

L]
Manage File Attachment List

I [ S i Ophen Bar N g i Pl Ao sl L o+

—

Wi Rianage S Lt of Files ddded & Bl 3 Mewr Bl Tram the Wiorkstation or Medwark fa the List

miapz | Locate theFile o e v
Laewk File & || | [+ % ]
Daec gk Tile

Do i gl o o i 2 i e Pl

R — | | st Smtecaed Fie b o List

il 2.10 nsuuulnadidnnsedindidngszuy

- TunsANINSEIUAYENAEIENNTAIUNTONAANIIENTVINAR AU LS LaeARNT @ |

MBS 18NS
I - 2 items in the list
Product Code | Product Code Name | Device CI
REJ LASER TOY/NOVELTY PRODUCT UNCLASSIF |
Lk LASER, NEUROSURGICAL CLASS I

AN 2.11 NISHRNSIENNSHARS U



1A59ININSAN YA IRILILLAINIINTINT Uin1sBurvenuBunesiiln dmsuTangunsainianisunme

- lnvvgiimsuanmanisnsentoyavetuiazninduen luleswusenuidialuil

Screen: List of Tobacco Products (By Brands)

Parent Reference Name: Eample Hame
Parent Sub-Reference Hame:  Sample Sub-MName

Procuct By Brands) ?

| List | petwi || addbew Delete | Dolete A |« | =

| Itatm: 2 Brand Details

Pracuct Category L ]

Frociuct Gatagory Suo-Type:

Entar Brand Farmily Marme: L) ||Copp9nnagen |

Entar Brand Marme: ay |coppannagen Wintargreen |

Entar Proptiatary Narme for Brand @ ||:oppgnnagen Wintergreen |

Enter Allemate Trade MNames) for Srand, if applicable:

P 14 PN ¥ !
AN 2.12 INYNTIFPNVDLANNIDAYFISUY

- A159® Product code Huagaunsavilalaadluluiaudden Product code filter dialog
waihlunsendeyavesrandueilvinsudiu

K3 Product Code Filter Dialog

Provide Droguct Code Tifter criona (Keywonds)
*  Procuct Code ||| Froduct Gocle Mame || |

* | Davite Class | ~+  lassification Panel “ v|

*  C.FR Sedion

Identifiar || & | =

karme

Product Codes matching the specified fitter criteria
Product Code | Product Code Matme | Device Class | Classificatio

0 Product Codes inhe flerad list

Prouduct Codes currenthy selected
Product Code | Product Code Hame | Device Glags Clazsiiicatio

-

A

3

0 Prociuct Codes inthe selected list.

o | cmm

mwffi 2.13 N1599 Product code
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- 9nmsnsendeyaasla Product code sanudisil ¥ Code Nlddlanunsaldilu ey word
Aunnluguteyalnaneme

Product Codes matching the specified filter criteria

Product Code Product Code Name |__Device Class | Classificatio
ERT RESTRAINT, PATIENT, CONDUCTIVE CLASS | GEMERAL HOE ~
BRW PROTECTOR, DENTAL CLASS | ANESTHESION

-

|

2168 Product Codes in the filtered list

dl ¥ ¥ v
AN 2.14 NIAUNIVBAURINNTIUVDLA

3) @URRMIUNE

AldaninsansIaeuTIensndudvelaain sensisdaluil lngavisieazidenves
A0NUE N1SATIVADUAIUD

H New H Delete H Delete All ] | u ] \
List | Details |
List of Sites
Status Change | Manufaciurer | Confract Manufacturer | Contract Sterilizer
Yes Mo Yes Tes
(W [] (W [] Yes Yes

AN 2.15 N1FFIPIUADIULAIVD

- TuwouipSesiiednunfe Detail FaazilunsuansvaziBeaveudazaniuzeanuiluguuuy
Vvosdydnual

@

H New | Deete | Deletean || #* |

List Details |

Details of Selected Site

Status of Change ] ‘

Site Operation

* | Manufacturer

B I Contract Manufacturer

WL L

s | Contract Stetilizer

AN 2.16 NMTWEANISIEATLDYAADIUY
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- uananidsanunsafiuiguuuuvesseanueenundu Output lidnae taewdnlui Output

LALLADNANFINADINIS

\Ouiput  Tools Help

Missing Data Report..

Submission Report...
Submittal Letter...

¥ Package Files for Submission...

AN 2.17 NSIANFIRUNT 89U

[ A1 o 1% I M Yo wa v a aa
nasnidsrveudiNMskannasenunlulilasunmsewd@d fldarunsanzaniivanisnig
wileteyanuinlulalaednluf Output > Missing Data Report 91ntutdan3sni1ssunis
Ailnansening “Other HTML Viewer” uag“Default Browser” winnfeinisiUadaya

it Auladliiden “Default Browser”

K Report Output Dialog

Select the application to be used to view the output Select the shading
P The application selected must he capable of viewing HTML output {e.g., a ® Grayscale
~ hrowser, full version of Adobe Acrobat, Microsoft Word) ) Color
i Default Browser| Select the font size
) Other HTML Viewer @ Small Font
| | () Large Font
| ok || canca |

AN 2.18 ﬂ’]ﬁLLﬁlﬂJ“i’f@iﬂaLﬁmau

- ntuazAutoyaluld Microsoft word Miszyutaya Missing Data Report 11wt
Ialinnudfeiuanuianaial’ gldedewdlunuseanud

S missdata.himl - Micresoft Word
i Fie Edt Wew [eert Format Toos  Teble  Widew  Heb  AdobePOF  Acrobet Comments

Type & question far ek

HERNER RER=TIE TERE W BTN AR R R | e Ne= e 0] ) = I R < A
A4 Normal +aia, - Al B 12.'-_1' !_@53535_ [ P

i Anal ShowrgMarip - Show = | 93 #% o3 - &} - | 3 %7 -3 0
. N e

DR T R T R P T R R PR RN RE

[missing Data Report

[seetion: aamin

[1-0Tvoe of Submission

|20 contact infarmation

= Gamact Inforeation

oo

|39 Reascn for Submission

¥ O

z=Rlm = u %
ipeny i Amstpesr N W OM A S g d--A-=S=zad

AN 2.19 NISTLISVORANAIANIUTLUU
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- anueileydfudy Jldamnsatuiindeyadulnddidnnselindls lnewd1luil wuau Output>

Packaging Submission Files #slnaiilavziluludienansuuana zip
Packaging Files Dialog
Q

Packaging Submission Files

| Step 1 Overview and Package File Information

What Submission Packaging Entails...

After completing the submission =nd verifying there is no information missing, you are ready 1o package the fles for
aubrrission. It is dnportant 1o note that the packaging process may differ hased on the submission to be filed "Click"
the hint option (i e Bkt bulb icon) for additional mformation on each step of the process.

Dty the packaging process, you will verify all file attachments, select your transmission approach (may not be
availahle for cettain subtmission types), and produce a complete submission fle. The packaging process will result in
a single ZIP file par subrmission. The ZIP file generated by eSubmutter should not bealiered in any way prior to
transmitting to FDA

For detailed instructions on packaging your submission files, see the eSubmitter Tser Iarnal or the eSubmitier Help
(located o the Metu bat within the eSubmitter application)

General Submission Package Information ?

* | Fackage Flle Name (2] @ [Sampie

* | Parkage Cutpui Localion @ [Ciesunsposiesul_TestouguL ||@
cancel
AN 2.20 MsTuiinlndsidnnsedind

- Tesanunsadenindmsudaiulndlaauausiuasd

| Specify the Submission Package File L
| * | Package File Mame (Zip) ] |tes1ing.zip |
| * | Package Output Location @ | [CProgram FilesleSub\Outpuf L8] =

AN 2.21 msvaAulad

174

- lustep 2 fedeoyaivsvenislvdangliuuunasanistudivevoindnsdaeiil iieaiy
Asuinureeyanaglasuvesld Inedeyaazgnivdnadlulnduinansa zip iavun

Packaging Files Dizlog =
Packaging Submission Files 9

Step 2 File Artachment Werifcation (rmay not be relevant Tor all Submission bmes) |

Fil Attachment List ?
il Harne File Till2 |_muestion Gour | File

=

A 2.22 nsdaiulnaduda (wwana zip)
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A [ [ v

- Step 3 fio @wfagldlunisdaiulng nedenmiiennuifazdanudeua

Y

[pa:taglng Files Dialog D
Packaging Files for Submission

[ Step 3 Transmission Approach, Submittal Letter, Packagie Creation

Select Transmission Approach v

® | Transmission Agproach ® Send submission inihe mall ona Co
_' Send submission electronically through the Gatewsay

Output Submittal Letter 9
* | Submifiz| Leter View/Print Submittal Letter._.
*  Altach Bigned Submittal Letter ?
Produce Submission Fackage @
Package Submission Files [

Prendine Hoxt Cancal

Al 2.23 madenmbeanudiiedaiudeya

- Step 4 azUsznaulusesgasidenvesiiegNdniulig wazdwaatanstunsdouaiodu
Packaging Files Dialog
Packaging Submission Files @

‘ [ Step 4 Transmit Submission Package ‘

Raview Submission Package Transmigsion Instructions

Submission Package Created Successfully

Follow the transmission instructions outlined below:

1. Locats the submricsion ZIP file on wour computer’s hard drive. The fileis stored in the Paclags folder
desiznated within eSubmittar (L e, the Package location specified under File-=Preferences)

2. Follow the instructions provided ol the ESG website hitpiwmaewr, fda, goviesgy to groperly transimil the ZIP
file via the Gateway.

Cow

A a ) ~ 2 &
AN 2.24 AMFLAANTIYALLDYR NAIAINLLUYULAIIAU
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2.14.2 53UV Electronic submission 984 European

WANWALISNIS LY
winldsean1sidnfiessuy Electronic  submission 289 EU  tudzdeadiniuivled

http://ec.europa.eu/research/participants/portal/desktop/en/home.html Taeagnslalusinsu

Wesiuannsaaguumedavulinuneuseluil
1) dwamadey
- awmzdeu lnensendeyaadludesilinsuiiu

EUROPEAN COMMISSION AUTHENTICATION SERVICE
(ECAS)

External

ice > Sian Up
2 Login  New password Help

1 13 the selected domain correct? External Change &

4
S L G i G I W G0 ) O

Al v ‘o. . ) ~
AINN 2.25 BUNTEUUEINRIUNITAINELUYU

- Jleamzidowaddu azuansnanisiasadund wazasiinsdududinu lnoagds Link Tuds
Suaiedudunisamezilow Wahlugudumaulaadnluly Link Ngndadiluludwauds

LVUNRULARNINARIT

Successful login

You are now logged in to ECAS.

To stop the automatic single sign-on, click Logout or close all browser windows.

=] = < P
AINN 2.26 ﬂqiaqngUSULasq}aﬂJU‘ﬁm
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- ndunlumihvesmsiingseuu (og in)

RESEARCH & INNOVATION

ortal

+ 2007-2013 7th

Non-registered users Registered users.
» search for funding * submit your proposal
o read the H2020 Online Manual & download the  signthe grant
legal documants » manage your project throughout its (ifecyde

o check if an organisation is already reaistered
* contact our support services or check our FAQS

NFORMATION
AND SUPPOR

HORIZON 2020  RESEAACH ONEUROPA  CORDIS  OLAF

AN 2.27 Madngseuy

- feuiasdndszuu Jlddunaduuudesiondu ludiures ECAS domain d1lu External
wselil lunsalilallylvindn “Change it” i luAsuudasanuzvedly

EUROPEAN COMMISSION AUTHENTICATION SERVICE
(ECAS)

External

EAESRD riew password  Sign Up  Help

Login st regsrsrd vat
16 tha seletad Jaman conock?

~ External Changz ¢

authenticates your identity on

( European Commission websites )

Participants Portal

requires you to suthenticate

O leg in with your

E!u
AN 2.28 N15atenlYsEuU
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::4' v a Yo v Vo |
- Wearhudsuwdasaniuggldnounisidissuuasnukauliien tngazuusesnluniy
Usznnvasfidnly lay European  Commission  aziludssangldmdudmiinnanely
aaAn1sTutugnsIvaeu mingldresmsidrssuudssinnyaaanily Wihlun External

EUROPEAN COMMISSION AUTHENTICATION SERVICE
(ECAS)

European Commission

m i3 é%

European Commission
Turcpesn Commission, Executive Agers

s Factner

W7 (7]

I have an account w + 7 digits. I don't know?
Specal axtornal accounts Mars informanan 3bout this soroen

Clean Sk

o @

Sky Joirt Undertaking Committee of the Ragions

A 2.29 nsidenannuzilinldszuy

UBNAINUTINUBLAUTI8ALLDEANULAUTUFIUYINEVDINTUNFIT FI9LWENIT18TDUDY
iU Fagldaunsadonlinsaiuniisauvesgldls iemnuasainlunisaiiu

139915 TUNL T8 UNTONITTINTTUA

W7 cpvo-ocwv o E SA o

Community Plant variety Office 2u-Lisa Eursjust
0 -~ E:
European Asylum Support Office European Aviation Safety Agency European Banking Authority

Health at Work

Qﬁ ~ L L EUROPEAN -
W cepeFop DEFENCE
ecoc AGENCY
= ~
Eurspean Centre for Disease European Centre for the European =micals Agenc Europ Defel Agency
Prevention and Control Development of Vacational Training
o o el - **x
\\“ Lol . Lo M * *
> , ~-efsa D
I’ Mo * *
> European Food Safey Autorty o ®
Europesn Environment Agency Europesn Fisheries Control Agency Europesn Food Safety Authority Europesn Foundstion for the
Improvement of Living and Working
Conditi

P [ @& | mw U




1A59ININSAN YA IRILILLAINIINTINT Uin1sBurvenuBunesiiln dmsuTangunsainianisunme

2) Bufnes
msBudvaihsruuEy uenanaeiinisnsendeyauda asiimauuulnddiinnseting
voslufusesineg 8819 Certificate of free sale waz Template YoawANTs 95l 4daarin
pudumeuaunMsBudvoasiataauysal

3) srUUNSAUAUTeYa
¥ 1 = ¥ ¥ ¥ « ” ¥ 5 Y o
anunsaidignsduaulalasnluluuaudum “Search” msfumuaisaglya
o v ad 2 a adw vy % = v v sag vy
dAgdor M Tdiglddensaum ielilanadnsigldfesnis

Seareh lar a Legal Entily

Stap 1 : Lagsl Sexbe
Pleasa pedeck thes legal shrbus of the apphcant | ses defimbions i frcess & of the Guids
for dpploants |

Sap 1 ; Coumiry
Camd gk Hrw 0 ossrvtry of waur appboant

a9 ] (101

Crastm o reow Lagel Entity
Lega CEFARTHENT FoB TRANEPORT
Huna

Lagsl Akdrazz

% raat BAPSHAN STREET

name
Mimbsr 7B

Tisamn o

City LORDOH

Pestal
acds ¢ |EWFA0R

cadmx

Country | Lnkled Engdam (=

Frman i I Hewi I

dl ¥ ¥ ¥
AN 2.31 AMIAUNIVBAURINNTIUVDLA
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4) @URNNIUNE
vV 1 n:glj 1 v U ¥ 1 d'* = d’ [} dl' n:l'
Poyaludiuiazagluniusnndannididseuy BazuanisivasidegangdnuLsesd

guidrszuuludeglutuneula minldiuidesnisunlvasiinisudenduunluniendads
avnAURaNaInvely duduE

of the relevant call.

TO Stan prapanng a new ropoaal, go 10 Funding Opoormunnes, 10 the page of tha call or 10pic that you want to 30ply

far, and srter the electronic submission system,

LEGEND n Ednt Dreétn Viewn Droft Bl View Submttad n Delete Proposal

Shaw 10 |w| wnties Smarch

S Y| @azien o

~ . FUNDING _ PROPOSAL _ . REMAININ

PROGRAM CALL  SCHEME b (5] ACRONYM ~ STATUS ~ CTIME ACTIONS

Hz020 H2020- SEP-2101424 SA Draft =0f oz
EUI-201 22

H2020 H2020 SEP-2101425 ASD Draft a (eof o]
EL-2014 23

AN 2.32 A1STIBNUADTULAIVD

AldanunsaudludSesnogluaniug Draft lalagidnluisiensideanisuily wasid1lui

“edit forms”

Administrative Forms

Edit wil apen the forms in Adobe Reader 8

Part B and Annexes
I Ehis SEeCiion you may upkad the techncal annes of the proposal (n PDF farmat only) and any oflhe
ﬂ’TWﬁ 2.33 ﬂ?‘iLLm‘Uﬁﬂ%ﬁlﬁﬁﬂﬁuz Draft
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2.14.3 53UU Electronic submission ¥89UsetNADaaINSIAY

Usgiamawaunszuunstunaduvasinssame
Useinmooansiae
+ 1985 - szeifsumsdiuun 4 Ussiavuesgunsaliifinnandoags
» 1991 - MmuafIInANLTangUnTaiNITNNY
- Faksnauimsangunsainisumme
- msﬂsmﬁumﬂmﬁmqq (Funsnden)
- Maudsvesenandeain (aamzidew)
~M3dasa Australian Register of Therapeutic Goods (ARTG)
- AMURRsgILIanaUnsainIsLmg GMP
+ 1994 - s GHTF Ty
- MsannInglsy MDD wag AIMD
+ 1995 - FuinsUszaunmsuilefuanniwglsy
+ 1997 - WidUinwnadusndwiunsaunmsifugualysl
- Harmonised fg GHTF
Uanet 2002 - ngaetdeulmisy
- 39538881 5 U
<Uangl 2007 - Amuangsedeulndgaiing
Tnodnduresiangunsaimamsunndvesszimaooansidenuanudes duluaiduni
\Feaindn (class A) 50 % Aidesiimsameien

+ 55% Class A
+ 3% Class A sterile

+ 0.2% Class A with measuring
function

+ 22% ClassB
+ 15% ClassC
+ 4% ClassD
*+ 1.0% Class D (AIvD)|

WNUANT 2.5 dndiuvesianaunsainienisunmdvesUssinmonansidy muanuLdes
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WANLALISNIS MUY

mngliRaen1sinfesyuy Electronic submission ¥8iUsEINARRAINSIRYTUILABUIINY
Al https//www.ebs.tga.govau  Ine3snsldlusunsuiesduaiuisaasuinedaadlens

Junausa bl
1) @uamuieu

- Whgnihdvlediiennnilvassuuliddidnvsedndiiensendeyadimivamesi Joulv
Asuiu wdhasnduluielila username wag password

1 Ausiralisn G For officlal ucs only

™ Depaniment of Health mnd Ageing
Therapestic Gouds Aulmnistrstion

Client details

Sponsor/Manufacturer/Agent

This: form should 'pe completed by or for each Clien? Invoheed with e supply of the themapeutic
goods In Australla for which the TGA requines address detalls. Piease read all notes carefuly.

Mot

L] turers meed only © Sectons 1 and 2.

= Eponsors and Agents nesd only compliete Bachons 1 and 2. Sections 3 and 4 nesd b be
compiefed only I advising of addRicnal Clent representaSives of agenis.

® [ you nequine sccess fo e sEusinessBenices webshe to slactronically view data and submit

applications or varations compiste the E-Business Access form which Is avalabie from the —

eBusiness3ervices websBe af wanw bz igs gov.su by opsning the ‘=88 Access Forms' link.
This form collects Information about the: sgal entity making applicabions under the Therapeufic
Soeds Ac TROD and the autharty granted by thal emity to others o make spplications on ks
bl
Client business name

This Is e name of the person or corporationdonganisation for which partiosars are being supplied.
It mexy InCludie @ rading name, ket for Australlan dients must Include efher the registered company
name under e Corporation Act 2007 ' a corporaSion or the full name of the person, or sach
partner, who conducis $he business.

Ghe e mame of Australlan Clhend 2s:

= the registensd company name: or

= the full Rame of the person/each partner conducang the business.

Role of the client

Epomcor — In refabon to therapeutic goods, can be & person or corporafion whoo
» myports, Or arranges: the export of therapeubic goods from Australl; or

= Imports, or amanges the iImportation of thermpeutic goods Inte Australly; or

P Bian M) Wioden ACT 2508 s i e aaa

Phors: 160051082 Fa 06250 8581 il sbafRegegovay e Lo gov ) -IGAEI:JI. sakety

Beapaalien

a Street address

Section 1. Client information

4.1 Clisnd rols - Hok one or mors bomss [Auctralian agentc and manufscturerc may alco be
GROMEONG)

sponsor [ Agent [ Manufacturer []

1.2 Bucinscs aotivity of the clisnt — shoocs at lsact one aothey
Export onty medicines []
=1 supgiler [

Prescription medicines [] Liss=d medicines []

T medicines (] Medical devices [

1.2 Client Informaticn

Client business name

Client |0 I known

Other trading names
appikcabie

ABM T applicabie | ACH If appilcabie

Postal address
different

Telephone no.

Facsimile no. |

Emall address

Telephane no. for
billing F diferent

Facsimile no. for
bilimg  dferent

Emall address for
biling F dizrent

Section 2. Declaration

Mote: The folowing declaration must be signed In the case of a corporation, by a company dinecior
of Company secretary; In fhe case of ofher clents, by the ocwner, pariner or individual

| declare ot the above Informalion s comect:

Signature

Printesd mearme

PosEon In company | Daie |

Clierr! form (daly 201%) Page 30i T

A 2.34 Msaamesleugly
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A Yo o v ! 1 Y @ 14 «
- Weldsu username uag password thundngsvuuriuntiuledlaedilulukay “Secure

Login”

eBusiness
Services

The Master Account is set up by TGA for you to manage your organisation's individual User Accounts. You will NOT be able to access any of the eBS business systems with this
account.
This p provides an to the Master Account along with demonstrations of the main functions that are performed by the Master Account holder.

O

Master Account exe

Master Account Demonstration

If you require further information about the Master Account, please refer to the eBS Master Account Guide. A copy of the eBS Master Account Guide is available in the ‘eBS Access
eBS Access Forms Forms' link on the eBS Navigator.

Latest News
Secure Email

Secure Login

= - A4 A Ay
AN 2.35 NILADNLAULATBINDINBLVIGIZUY

- PAIDINUUILFERUINTINETEUU

eBusiness
Services

Please identify yourself:
User name:

Password:

Privacy:
Please read our privacy information notices on our websites and on individual forms.

These will give you an idea of how we manage personal information and how this involves you.

Therapeutic Goods Administration | Copyright | Privacy | Di er | Security | Browser Support | www. lia.qov.au | www.health.qov.au
For further information contact the eBS Help Lines, eBS@tga.qov.au

Web page last updated: 24/03/2014 12:51:25 FM

URL: https://www.ebs.tga.gov.au/

A 2.36 NsingsEuy

al

- LAV ENULAULATRNNITEUSI8NNS dnsunITetunuriusEUUSIannIoting

» Lodge Supporting Documentation

® Y VY ERERERYY

ogout

AN 2.37 WaULAS 0957 b lunIsALueuY
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mneBINsinsruuMstunsidounsesilownmdiuaziondngssuulaenan  *

- gszuumstuavedmiuTangunsaivnansunme

Latest News

09/07/2009: TGA eBS is experiencing technical difficulties

31/05/2009:. Improve your web browser performance

18/05/2009: Medical Devices Level 2 Application Audit Assessment Fees - Business Rule for a Reduction in Fee
06/03/2009: Internet Explorer 8 is not supported by eBS

dl ¥ ! d‘ o o U L2 L3 L3
AINN 2.38 ﬂ’WiL‘U’]’sﬂiS‘U‘UEJ‘lJﬂ’]‘U’eJﬁ'MiU’JﬁG]E)q‘LJﬂiﬂJVl’Nﬂ’ﬁLL‘W‘VIEJ

2) ANSEUAIYD

NTUITURUUNDTUd mTUN1sassgUu UL Bumvelnivendndudiiangunsel

NaN1sunng lngazfoansondoyan1uyesing lngagfedin1sseulseianvanIeslownmd

= I = = ¢ g oA
FJIUDIVDUVYLATIDIUBDLLNNEY IﬂEJLUum')LaE]ﬂLL'U‘U Drop down

Cthers S

Aldasnsendeyalinsuiiukazludiuvesnsidesssuidounistiudveiu aunsaiagdise

Aldanels Tneldseuu Electronic Banking W1udmsiashn lmeasiiuvunesudidnnseind

1

dmsunsendeyaasluiiedrsearsssullen Inedoyasgndaitussuuludegutoyanisdise

a
Fuvesldlaunss
IN CONFIOENCE
I CONFIDERCE
-  Australian Goveramest Office use oaly TGA credit card authorisation
—— — PLEASE DI NOT MAIL THIS FORM IF YOU HAVE FAXED IT TO THE TGA
Therapestic Goods Addmmistmation Attention: Ofice of Corporate Serdces (Fax 02 6212 8222)

Credit card payments to the Therapeutic
Goods Administration

Credk card payments can be made for Therapeutic Goods Adminisration (TGA) kvvoloes,
applications, publications and seminars.

Please note that the TGA accepts payments by Mastercard and Visa only, fom a minimum of
£10.00 %0 a maximum of $15,000.

Submitting the form

Payments can be made:

In person at TGA Office of Corporate Services
Accounts Receivable
135 Narrabundah Lane
Symonston ACT 2609

by post o TGA Office of Corporate Services
PO Box 100
Woden ACT 2605

by fax to 02 6232 8222 (TGA O*ice of Corporate Services)

Enquiries

Enquines should be directed 10 Accounts Recelvable on 02 6232 B270 or fax 02 6232 8222,
Unfortunately, the TGA cannct accept credit card payments aver the phone.

PO Box 100 Wodn ACT 2806 ai 48 ki a2 i

Phorec 1500 600 853 Fax: (2 6252 8805 Ermut info@ige.gov.su s i gov.au TGA feakis Sodit
Rederence/Publication # Kegelation

| auforiss payment o the Therapeuic Goods Administration [TGA) for $e amount of: SAU0

R

Being payment for:

Company Mame

Client 1D

Compainy Address

Company Fhane

Credit Card Type = please tick
Mastercard: ] Wisa: []

Esxpiry Date

Crodi Card Mumber

Print Mams

Authonsed

Signature

I COSFIDENCE
TEEA Crasit Card Suithorbmbion [ fuby 2612} Paga 2ol 2

i 2.39 wuurlesunisadiaguuuudumvelng
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3) dufnanuNa
Alfanus0nTIRaeUan UL VRIN1INTINEEU el lu “News” Feaziludiuiuans

Weoanufgaiusiensilainnistusesiditedluaniue n1ssulunsia vieaniue
aul® (1311 : Manual for e-submission)

2.14.4 53UV Electronic submission vasUszwmAdaalys
UsgAanawanszuumatunaieu

Bufinsnwuazimunssuunaididoyadaue w.a 2505 Tnsutsoanidu 4 svez Buain
msafaslafuna 5 Yiseenundutefvunvesiaggunsaimisnisunméndnnmann ssogd 2
Hunstunsdou svegdl 3 Hunstmuedeyaiisidudeninduasnisdadiuunmunudes au

t% d' < Y [ = | ! [ ¢ 3
gavinszezn 4 Wunsussendldegnafusuuulumsiunsidouusiazseauianaunsalmenisunme

Health Products Act Health Products (Medical Devices)
2007 Regulations 2010

{

Phase I: Mandatory Phase lil:

Post-market duties Mandatory Dealer Licensing
e.g. keep supply Mandatory Product Registration
records, report adverse of Class C&D devices

event and FECAs

2002 2007 1 Nov 2007 1 Nov 2008 10 Aug 2010 1.Jan 2012
) q.,';;e” al Phase Il: Commence Phase IV:
A i Product Registration Full Implementation
ﬁ‘ ! i nd lI__It:e_nse Mandatory Product
Y pplications MNegistration of Class
2002-2007: Voluntary Product A&E devices

Reaistration (VPR) . Y
BAUAINN 2.6 USEIRNITHAIUITZTUUNISVUNLLTEU

n1sMmiuguaanaunIainianIsunndneunisiemanslgaudfglusuaulasnde
vosUreansafanuwaraeunauldlefinmgnsaldulifialszasd Joihbiiuiuifalunisnis
SUAUNRIUTEUY

Timely intervention
to prevent harm

Safeguard
public health
' HsA m
~‘<", : Identify

Track & Trace
problem

o

LAWY

Identify Identify
MD dealers users

WNUAINT 2.7 wansvannisinanuiavasunaulilaiamanisallifiaussasd
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nanwazIsn1sly

1) msigssuy

Alfagsnsinmsamedeurnuiules https://www.corenet-ess.gov.sg/ess/ (@3150A13U AN
svuududveldann http://www.corenet.gov.sg/integrated submission/esub/esub.html)

| Submit||| - Reset ||| 3 close |

[ User

UserID *:
(min. & to max, 20 of A-Z, 03, - and _ characters)
R
(as stated in NRIC/ Passpert)
Password * :
(min. 8 to max. 20 of A-Z, 0.9, - and _ characters) (case sensitive)
Re-enter Password *
(min. & to max, 20 of A-Z, 03, - and _ characters) (case sensttive)
1D Type * : ® NRIC
) passport
e
(e.g. for NRIC, £1234557D)
Country *: ~
Email Address * :
(2.2, ray@hotmai.com)
TelMo. *:

Y —
N —

S —
Hobile Phone Ho. : |:|

By itting y istration i ion, you indicate that you agree to the Terms and Conditions.
+ L) | accept the Terms and Condtions.

a = =~ 14 ]
NN 2.40 NINNSLUYUNBLUIGITUU

- 11 username Wag password IIETEUY

Server Login

Al 2.41 Msidngssuy
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2) #umsaq
A v 1% o v px| « . y A 1%
Wegldreanisasiesguuuudvelu wWiluiilemeu “New Project” Litoasneguuuu
AsduAvaluny

[IE CORENET E-Submission for Professionals

file Edi Tool \fw Help :
B @ i % B B Z g ?

Hew Project AdProjet  MewdncllayProled | Gt Copsf il | ResumeSaben RemoseSubr|  Abowt

A 2.42 Msaseguwuuiumvelvl

- lagvgiiniheedmiunsendeyaluilowiu aiSuaun1sguve
.??, PROJECT Registration Information

Praect Information

PROPOSED ERECTION OF 3 3TOREY BUNGALOW

i
| &%%%ﬁ%%&%%%%%%&%%W%%%&%%ﬁ%%&%%%%d
e

=

3]

AN 2.43 N1SNTONVIUATUAIYDIUEIUN 1

RV

- Tegagdununisaiiuauegiiuiiele lnefidnuvuzilulnamesdazinisuenivanasiu

4

serianstunsideudndn uardeen Feazdes Double click Whluiaidgssuunisnsen
gufve
Work Area
= (i A1140-00086-2003

R
- [J&gf BCA-BP-COQPOL.XFD =0

-

AN 2.44 LOULATBILBEINSTUNISALTIUIU

- mswuuliddeyalususes uavgUvesndndarituaunsaildlagnsdagilidoadading
Ju pdf mszszuvausasessunisenluanlidmeunuanaguninle
Add: Remaove Attachment
[ Attach File|| - Reset || ; DeleteFile(s}|| X Uose |

Attachment Details

Step 1: Click on lhe Browse buttan and select aTile.
If you do not 226 5 "Browss" button, your broweser doss not support aﬂai!ﬂ'uants

Acceptable file types :
BP DHF Do Do, D DA CIF HTRIL PG FOF RTF,TIF, THT HFD HLS, ¥4l TFF JFEE FPT,
HTh CAF ZE0 PR 08N D52 HCP ShY DUT D2 JOB FIP EDF EMT

AW 2.45 Mkuulnadeyalususes
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3) sruumsAUAUTaya
WhlUTunauimsesiioAun “Search” wagldeniivennosnisaum lagldmanaylu
msAum tngagldgndeyailumiedeyandn

ef > Add/ Update Menber (For Coordmates’s Use)
L search | Reset

Propect Detads

Project Reference No s 2100500100.2008

Project Type: Peass Selocd v
Project Status :  Mogos Sowc v
Project Creoation Dobe From s dadnndyey b To: ddvaivsys 8

=g Tozssrch for drng shabng wih o', erer '!
=9 Tozssrch for strng corset of ths lethers “sbc’, emer *eabc*

AN 2.46 NsEuAUTeYA

4) @ufneuNa
AldannsafaunanisnsvaeulsanuaulnameinInTIvaey vibigldnsuds
JUADUNATIVADU FIUDIALULUNINLINMTNNTUNSTUNeLTouE1UYee “Comments”

m Projoct == Uiaw PrajacPi ofils Wik Frafect Detalls * Q100001 07005 | Wew Subnwssion Detalls Ss=ct 5 s
o s . Dameed e
=

CESEAE T 17 ]

Fraject Dt ails
ESE0RTT.00
Froject Aeference Mo1 41005001 D-2008 Project Status: Oven
Project Type s Froest Lmcation Beseription = Wabim O Ptz Loz P, 24, ALBERT SIFEET,
Freject Tithe 2 PROPDSED SDOTICH & SLTERATION T A e e
&M CHANOE OF LSS OF EXSTING 1 T ROAD
STOREY ¥YAMEHOUSE 160 ST Site Deyriphion :
e £ 17 20D
Fraject Category 1 Duvernmert . i

Project Classilication = o me
Land Danership 1 O

Creation Dte = 1700008 (s ey

et et

| | Pagel oFL # i Diplaying racorde 1 - Lof L
Busilifing e Baise | Bachi Il Lewetlla [ Ao Hanse: Pustal Coie
ALEERT COMPLEN 24 [ o ALBERT STREET 1M

|

Fael kfl 2 Displeying reconds 1 - Lof L
ukin 15t Lot lio Flat o Partiol Let inihwator
Hedim 0 12 = ¥

Page|l |1 £ | * Project Coponetor Diplying iecords | -5 65
Member ams Ligt of Pedede | 0t Counry
SHAN AH HING Dl koper Srormer 000 ZEA Sirgpors

AR 2.47 N1TRAMIUNANITRTIVEDU
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32UV Electronic submission ¥asUsmAwIgfanseile
nanuazIansly
nsldsruuiumasvestssimangionssdotursdesiimsameouiiol#ld username
uay password dwisuiigszuudenmsiolud

g A

doallg Jaall dulall aldll
Soudi Food & Drug Authority
Modical Device Marketing Authorisation

User Name

Paseword

AN 2.48 Msdngsyuy

P P ') ¥ 1w = % & = ~ = v
- Wendssuuudmnsiigniusnvisentilns g Favsiisneaziduntayavesyl
Jdgallg Al delnll &yl

Saudi Food & Drug Authority
Medical Device Marketing Authorisation

SR ENAGLE!

Applications Establishments Products Reports | Support | Administration |

Dashboard

B My Profile
Name: Ahmed
User Name 1ar123455
Job Title Sales
Email Address amahmoud@siscom.com.sa
Establishment Nokia

MDNR Number MDNR11020001

Ifihese details are incorred and you wish 1o have themn updated please confactus

AN 2.49 NULSNVDITZUU



1A59ININSAN YA IRILILLAINIINTINT Uin1sBurvenuBunesiiln dmsuTangunsainianisunme

1) @ufnnuna

wiuanaTeagsunvataniunsalldnuredld Insagusenauluaie uaudeya
wansnansBuAYe S1utuvedluiusesiildfunisensd uaglususesiildsunmseysiadilng
MAeY

Establishments Froducts Support Administration

Current Applications Current Certificates Certificates Due to Expire
Drafi:2 | With 3FDv & | Returned O mobile ;1 I Monthe O | GMonthe: 0 | 12 Menthe: 1

Hatiine Mumber: EEITHTETY - Please call with any MDMA relate d queries

Current Applications | Create a New Application ]

Application & Submesion Date= Applicant Wanufachurer Praducts Court Classification Pad  Status
DRAFTIT sami 1 o Draft [~
JRMTILA 1200112044 sami Hokia & sizmens 1 e Ho  Submiled &
ELKAIMDI & 180112011 sanmi Hoka & siemens 1 E”l'f_’"_c ves  Submiled s
CAMDNTD 1801 /2077 aami Mok & slamens 1 c’"fdf - o o Submttad [ =7
ELWAIMDIS 1E/01 12011 =ami Mok & siemens 1 _ﬂ'_’fpe Ho Submited ™3
ELVAIMDI 3 13012014 sami Hokia B siemens 1 pmos We  Submiled [~
ELMAIMDN 4 1E0120711 aaml HoKE & slamens 1 lE_".'?F" o Submitad [~
&=

DRAFTIS sami 1 Europe e Mo Oraft

Previous 1 Imx

dl a
AN 2.50 N1FRARIUNANITATIF]U

TnglunaudeyasuananvemihazdsonsiumvetagtudaldduFone ld uagtsven
anuy mimwaaumameawﬁwmﬁlﬁl,musﬁaga “Current Applications” #9azuaniseazden
yosem 3T HlFdansBudue sremsfitlaanug (Status) 1Wu Draft Aeglddslsivihnsdedeyalud
Fwhilsudierhnsnsiaaey uwidiiuin Submitted Ao uthildvinnismsaaeunareysiRudn
wazluunudeyaaniunisalateiiu (Paid) Wusszymsdnefuasssudenvesglindsnstuive

Current Applications | Create a Maw Application ]

spplication & Submssion Dat= Applcant Manufacturer Products Court Classification Pad  Status
IRAFTIT sami 1 Ho Oraft [~
PIVDIL 1200112011 sami Nokia & siemens: 1 ;’_9"“": . Mo Submitted ()
AAMDIE 180112011 sami Hokia & sigmens 1 Europe ves  Submiled [~
MDA 180172017 2am Hake & siamens 1 Ganada . Mo Submeed [~
LAAIMDNE 1B 2041 sami Nokia & siemens 1 EI“_'_"DE Mo Submitied ()
AAMDN3 130112011 sami Hokia & siemens 1 e Mo Submited [~
UMDY 4 AS2E1 zami Hoka & elsmens 1 Europe Ho Submttad (]
[~}

Bl = 1 EEEDEE- e el b ot

Previous 1 e

P & a ! co a
AN 2.51 ﬂ'ﬁ%LLQQT]EJﬂ%L@H@IULLmagaﬂq‘UﬂqimﬂqLuuqqu
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2) 8umseq
Tunaudeyainuipe “Applications” FeaglnTUanIT18aziden NSEUAITDVDINLY
Nanun Tngasnsafiavasrsuudumaslmils Inaaan?l “Create a New Application”

° — B ] [ — -
74 ;

JIgalig Janll dclall diall -

Savdi Food & Drug Authority b

Medical Device Marketing Authorisation
m Applications ‘ Fstablishments l"‘uxln’r:ls Repons Suppon Administration

ll 2pplications [ Create aNew Appiication |
Saarch Tem: Juristicion:  Device Typs. Classification:  Stalus: From To
~Selot~ v —Seled— v -Seled- v —Selet— | 3 [ Filter st
Appicaton & Submason Oate Appicant Wanutacturar Progucts Cournt Casamcaton ook Status
DRAFTIIS sami 0 ¥o  Draft [
AWAMDIT? 20012011 sami motie 1 i %o Submited W
DRAFT/HB sami motie 1 Australa Ko Drah [
PRI 12012011 sami masie 1 i o Submited U
EWAMDIE 183012011 sami ke 1 Buvee Yes  Submified faw
CAMDAIO 180172011 saml movie 1 Casac %o Swmted W
EUAMDIS 18012011 sami mabie 1 yivise No  suomtes U
ELAMNI3 130112011 sami mabie 1 Eorops N0 Submitted [
ELAMDI14 150112011 sami motle 1 borisd No  Submited [
VD2 12012011 sami mobie 1 oo o eicen [
I iose v [hea ] [ e |

AN 2.52 nsasranuudusvelny

(%
Y

- e luadevelus Tevee Application agandalu Draft/xx mudnluld lngavdes

[

o
doalig daall Eelnll &l

Saudi Food & Drug Authority
Medical Device Marketing Autho!

Application# : DRAFT/16

Status: Draft
Jurisdiction:
Classification:

Applicant: sami
Maufscturer:
Paid: No

nsentoyanndn AnaulR Ussinnvewdnduminagldlunstunzdeu

Establishments

=

gsami | My Prafile | Logout

Segech,

5 | |
Products Reports Support | Administration

|“7Save DM1 I Cancel Chang ]

| Delete A | [ Submit Apglication |

e
Contribute

5. Product Verification

6. Manufacturar's QS status

7. Other National Provisions

e 1. Manufacturer 3> Next
2.General Info A= Manutaciurer ¢ Flease Select ——— [~
3. Juriadiction 1.2 Manufaciurer Site Fleass Salect =]
4. Product Categories 13 Product Category * Please Ssalect u

NN 2.53 NMINTBNToYAKNEN

U

WAz USELANUDINARN AU

Y
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Altagdosiiunisnsondeyaliinsudiu vis 7 iadesielull

1. Manufacturar

2. General Info

3. Jurisdiction

4 Product Categories

5. Product Verifncation

G. Manutfacturers Q% status

. Other Natonal Provisions

P A A o a
AN 2.54 LLaULATDINDNITANLUUSIUY

- ludves “General Info” l¥vzdaanuulnadeyadidssuy mnluideladidydnual *

U Y
dlfazdosnsendeyaluiidenulinsudn Inglidndwinanassondulndana .pdf wintiu
2, Genaral info  Frav @ b

........... Dwinile of rsdical deuice applying for marketing auihoneiion

3 Jurisdictian rh Dty of megical devines spplying far marketing Link of Drrwiceess | i
Batharzaton * 1
4 Frodust Calegories

5 Produet Verilisation Aequisiong siabs of the device in GHTF Founder lember Junisdichians

£ Manudsctursr's 38 stehes 22 Jursdicion(s] where s medicyl oevioe sy be pootd [ doniaie
0% the =marke * -
1. Other Hational _"'"'-'“
Frovisions El
| Jepan
-

Doumenis. reguirad by the speeilie natiosal provicions of Tha KEL

3 Frovige e bibek) af Mo o e devis o s svappans men 1
whan 1l & suppiicd o e K34, lLbluu:I-Dum |

24 Frovide e issoructions b eee’ Sovemant incassicd fe F—
K34 s of tha madioal gerion. IT MOT RELEVANT onrkiny e

pravide & ustificanon.

13 11 the desvioe poareied o 39 ar power supply. povide [ e e | 4
B staimmend that confisms & b :

+ Smnigres it cpstwis with 8 80 Her supshy s nomizsl
waluss of sithe: 127 o 230 o 350 woits;

= im fittec with fam sppropale alc pows: consscior;

4 b the regured sleciocsl saisty condions;

= COMINSRS [0 Pl [ SPoiinaTen.

14 Provifi 3 SISCument that thi davios wll perfom 2 ments | &
intended when sebect 1o the siher savimamental o a

famior enoousierd withis e HEA,

X Frowvide 5 00y of the manaf o0 s Mamsins in i
upe 1 mched @oee e jobe paes  AdaiasciBnmumants|
o thes BCEA, maricet wil ha- pomectly’ stosed ansporiad,
innialied, maintaineg & daposad of. 3ad that seses pan
be hrmned 17 ther oroper Les and mamTienEce

23 Frovde 3 copy of the mansfachsers sdvertmng and [ Upicad Dosumans | 401

MarkIing Malerial iMenoes faf 1S4 i T KEA, if K0T
AVAILASLE jprv ks o asplanaion and thi Sa when
such maierial will becoms availabis, if MOT REQUIRED
pevide @ justificaron.

23 Frovide 3 statmment i comim e Dosl manufachee Lipicad Documanis | 91
o e pufhorised MEprEsenitve agases t seport M e

SFDA's Hebora! Ceatre of ldecicsl Deices Reporing
[(MCUDR), sy Fuld Sadeiy Comectve Acticn that sy
aitect mechoal devices sappled o b HSA

i 2.55 nswuulnddeyaiingssuy
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d' a o« 9 a v o X A oA a v Y] [N
- LUsAan UpLoad Documents GUS&I‘VTTJ']W'N‘?JUQJ']LW@Lﬂ@ﬂ‘lwaﬂmaﬂﬂ'ﬁ@WIﬂaﬂL‘?J']qsz‘U‘U

Altazdosdnivanlndlvinssiuiideiu

itz File: Browse... |z zous Upload Uplcad & Close

Tite: Name Type Jize

IR T S S P (T PR RIS TR I S IR ST TS

A 2.56 A5n1suuulwdnuinge

luwau Product categories Agfpin1sszuisussinmiasosilonnmgNziiua1ve sIufnisduun
voueATesawnmg nadliazredvideyalvignieuarasuiiu auasunT teluwaudeya
AU

4. Product Categories CPIey 2 Next
1. Manufacturer
2. General Info 41 BEERRE “ ledicallbietizo
P AIND
3. Jurisdiction [S2\U]
~HTI R B 4.2 Device Classification ® Class|
MOTE: this form wil be revised when the TGA infreduces
5. Product Verification new claseification catagories for WDDe * O Class i
D Classlla
6. Manufacturer's QS status (i Class b
T. Other National Provisions
5. Product Verification - Europe << Prav 3> Mex
1. Manufaciurer
51 Indicate the Annexe(s) from the EU directives applied

2. General Info to the device to establish conformity io EL regulations.

3. Jurisdiction

5.2 Frovide the name and reference number of the Motiled
Eody responsible forissuing the cerificatas, decisions
or reparts required by the conformity assessment
Annex(s) referred to above, I any.

4, Product Categones

5. Product Verification

; 5.3 Frovide a copy of the current certificates and most Upload Documents
L S S e S T recent reports issued by this Motified Body as required P 1]
by the indicaled conformity assessment Annex
7. Other National Provisions

5.4 Frovide a copy of the manufacturer s cairent EC Upload Documents

Declaration of Conformity. (o}

55 Indicate whether the device design has changedin a ) Yes
mannar that could affact safely andior parformance
since the manutactursr geclared the device In
conformity with the EU directive?

58 Iithe device is a Class | madical device , or a General Upload Documents 0
IVD medical device, indicate: o

# the name of the Regulatory Authority with whom the
manufacturer has registerad the device.
+ provide evidence of registration

i No

a ° ! A A ¢
AINN 2.57 ﬂqiiguﬂighﬂﬂ LLAENIIALUNUDUVIULAIBINDLENNEY
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3) msduAuteya

Tuszuuaunsaldlumsduiumdeyanindueiiaamanmsunndlulsemels log
AuMINgIudeyanTasilaunndlulseime

Dazhboard Applications Establishments Products Reporte ‘ Support Administration

 products

Manufacturer Product Category

= |

Flease Select

Fleaze Seled

[=] | FilterList

Product Mams Manufacturar Mame CurrentAuthorised Representative  Product Category |lssue Date Expiry Date
dsf laser Mokia Reusable Instruments 0032011 o3z z View

Cr= = s = =]

AN 2.58 MsduAudeya

lngazuanInan1sAutoya senucswialuil

Deshboard Applications Establishments Producs Repons Suppornt Administation

|l viewing Product: product name | Back

Procuct Details

Nome product neme

Product Category Anesthetic and raspicatory dayices
Device Type no

Devies Classificaton Clazz1

Model Kumber

Product Description product destription

MONR Number product mdnr number

GMDN Number product gmdn code

UMDNS Code product umdns code

Other Code product other code

The fllowing certificates exist fer this product:

f550€ Dale Explry D
THUZNO 71658 P 7102010120000 A View Certficates Renew Cenificate
Manutacturer Detalls Authonzed Representatye Detalls
Name Bayer Name Meredian Bioscience
Address Estbl_ADDR1 address Estb3_ADDR1
Fhare Numbar Estb1 Phone Number Phone Number Esth3 Phore Number
Fax Number Estb1 Fax Namber Fax Nurber Estb3 Fax Number

o 1y o
AINN 2.59 ﬂ’]ﬁLLamNastJEJuuaﬁ]’]ﬂﬂ’lﬁﬂuwﬁ
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- Wegldesmsinsidiuvedluiusesineg amnsavilalaedhluluuay “Report” ety
\denenansiinesnsineenuduliddidnnseiing

Dashboard Applications Products Reports Support Administration
B rReports
Matric Reports
Trends and summary statistics, turnaround bmes, mterdepartmental tmas, R & L department (drill down to partiadar officer)
l ’ and P department (dnll down to particulaer officer),
l

Application Reports

Numbe:
4 applicat

Cartificate Reporte
Certific

)

certificates with upcoming expiry dates,

r of apphcations and number approved, waiting (why waiting). Raport that shows acoountability - full history
tion history. Select any dates want to see how many products were submited to them, how many were approved.

ate reports provide the abiity to generate a certfficate for an approved application or to generats 3 report on

AN 2.60 MSEIRUNA LI USUTDS

- Wdaldanmsiiurieenundulnddidnnseiind aslunuana .pdf lngauisagiieg1aves

Tususetinuniinszuuleuiu

Viaw Roport - [ Reportt | |

[ Bac |
Manufacturer Al -l Product AT Visw Rapors. |
Start Date I v endoste 3 ¥ nae
o1 o2 » M 100% = Fod | Nest  |Select e formet [=] Excent @ 4 2
Applications List

First Name
First Name product?
First Name product3
First Name
AUNVDISelfTesty7  First Name L\_Estsblishmen Actrve implantable
t1 devices
ALIVD/AnnexiiListA First Name LNI_Establishmen productd Active implantable
7] t daacas
ALMVD/SelfTest10  First Name LNI_Establishmen Actrve implantable
t1 davcas
AUIVDAnnexliLstA  First Name LNI_Establizhmen Active implantabie
m t1 davicas
ALUMVDANnSIILISIA First Mame LN Ectadlishmen Active imolantadle

Product Category

First Name productt

muil 2.61 lafildnnnsdsiniuana pdf
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- wnmsldssuvguaveiinlymviseteiianainla g meldaunsaudennuinnainves
szuuld Tnednluiiiau “Support” ieudalgmniinduseninenisidssuy

Dashbaere Applications Establishments Producs Reporns Suppon —

l Technical Support Farm

when you submit your Technical Support raquest, it will be assessed by our support team, the resolution of the problem wil be assigned
to an apopropiate engineer and a reply will be sent to you by email.

Please be spedfic as possible when descriding the preblem.

Neme ahmad Hejjawi
Email Address spri@sorl spel

¥ the problem is reproducible, ploase Ist tho stops requred to causs £, leaving a blank line between stops (exampla: 1. Click
Applications Module, 2. Click "Create a new application.” 2, Insert "some TEXT" in it field...)

If the probiem is not reproduciblz (only hapenad ance, or occasionally for no apparent reason), please descibe the crcumstances in
which t octured and symptoms ohserved: (note: ¢t is more difficult tn fix nan-reproducbie issues)

AN 2.62 NTHAIVBRANAININNATLYTEUU
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2.15 AATFIUTTUVLIMSANNLUAsUaafEasaumA (ISO 27001)

839AN3 ISO (International Organization for Standardization) Junireeudilifia
1195514 1SO 27001 Tawatiuangade 1SO 27001:2013 Uszniaile 1 a.a. 2013 druatiunsn
Uszmaldndausnided 2005 (15027001:2005) wdsanUsenalddlésuanuaulaninesdnsi
mpsguaztenvuinlan thanldnuuazvenisiuses (Certification) Uszmalneiaafliuivdlalulan
fnheseuiguazionsuiui IS0 27001 wazven1susedlédnia wu uddn Ingeesd d1in
(Uyw) USEN n3 Buwmesidn adidunes 31in (True IDC) warSTIamAIBNVaNEUNd

P35I ISO/IEC 27001 Wuanasgiudunisuimisdanisanusiuasaenisvesansaumne
friunsszanaueaiuse waslmnduseddagUsvmaiiduaundn venaniiflunsyuaumsiaun
wnsgruseavainalaldalenialidiunuvessazUszine 03ans3913n tadundidrusiy Tned
dhnedieliiAanissensulusefuainassdnsiidosnisyssuunisdnnisaudunsasn feves
ansaune vndesnsaaszuuildfuniseensueaunsvans msthunsguanasnUszgndliay
JunafninnsimuauInsgIuLes G'Tfaéfaﬂsi’fnmLLazQL%mmaﬁlumiﬁwm uannidenaiitiam
Fesmssouiuannisuen nsidentnasgualy FeafiansanfeingUseasd

ToRvaIN1sUsEeNAlINITgINaINg
- Huivonsusziuanna Sanunsuanevilan
- Insenavssduiio¥usesnasgiu Tnsesdnsilifidwldids (Third Party Certification
Body)
- flosdawd wilsde msduuun AU ey

- Wunnesguiligndaiumalulad wedla v3e Juneuiansinnzas Iniszuvauise
donmalulaglamuanumsnzauyilininsgiusianunaodiies

fanmrsnauneuthunsgIuaUssenaly

- ISO/IEC 27001 1un1wsange duvedlneAlninsgIuresnnsnIsunIsssnIsus 83ansd
Faviszuuilfedianuslunwdsnguseduiianunsainnudeimunldegisgnies

- MIUszenAldunsgIu fesninuteiruakaIewINU TR donndas wniAY
Aavseluasuiiuferafatymlumsesiaussifiuiievenissusels
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ISO 27000 Family
- 1ISO 27000 Information technology -- Security techniques -- Information security

management systems -- Overview and vocabulary

ITnqUsvasAiivanans Ardnyikasiieny (Vocabulary and  Definitions) #1l4lu

[

UIN5514 Yupe AnNUnyel® (Terminology)  ManateflgluuinsgIunIsIANITAIUAIY
JTupalasnivaIsauwa (Information Security Management Standards- ISMS)

ISO 27001 Information technology - Security techniques - Information security
management systems — Requirements
Ao wmsgrundnduves ISMS  laun audnwaziane (Specification)  F903ANs

[
o

Maaneadewesu "Tuuses” (Certificate) A1nnUILIUAIBUEN 1Al "n1sUH TR
Jormun (Compliance)” waniiuaa agnadunisnis
- 1SO 27002 Information technology - Security techniques - Code of practice for

information security controls

Judedenlmives 150 17799 FafiuFendt 'BS 7799 Part 1" JusnsgIunens

[

NanUURE MU ISM (Code of practice for Information Security Management) fiodune

[y

TgUsvaavessilouisnsmuaANaY ISTaa18ee19asLden Laskanis1en15iou)uan
Alan VoIN1IAIUANAINLIUAIUABANY (Best-practice security controls)

9 9

ISO 27003 Information technology -- Security techniques -- Information security
management system implementation guidance L“fJuLmeﬂ‘Uizqﬂm"[,%’mmgm

ISO 27004 Information technology -- Security techniques -- Information security
management - Measurement tJugInsgIun1sin ISM ieflastheinussansammse
Uszidiuwa n15u ISMS Tuld

- 1ISO 27005 Information technology -- Security techniques -- Information security risk
management Lﬁummgm "FUIMSTANNSAIE Y 1S (Information Security Risk
Management)" Gaaganunuiiinasgiuis 1o 'BS 7799 Part 3'

ISO 27006 Information technology -- Security techniques -- Requirements for bodies
providing audit and certification of information security management systems WJu
WU URdmTunseuiuns eanlususes (Certification process) w3ansamnziden
(Registration process) Tifuminsesuiiieidas (ISMS certification /registration bodies)
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USUNUB999ANS (Context of the organization)

1) v1Aud1la9snnsuagusunvesesAns (Understanding the organization and its
context) ﬁugmﬁwﬁfﬂuﬂfmwiwumﬁmmimfmﬁumﬂaamﬁamaqmﬁaumﬁ ISO 27001:2013
Aonudnlausunvesasdns Tnedesszyussiaunialy (nteral issues) uwazUsziuniausn
(External issues) nia2ussduilinfinnsanlunisrsssuuliasouaguesanyauldnnudu
UsuLAudAny

2) ﬁmu@mwm"wLﬂuLLazmmv‘mwi’waﬂéﬁLﬁ'm%’m (Understanding the needs and
expectations of interested parties) Tun199i1 15027001 Qzﬁaﬁdﬂﬂiﬁaﬂlﬁlm%ﬂ (Interested
parties) LazNINYINAUADINITHAZAINKIIDE]S (needs and expectations) A1NBIANTUDILT
szuvaulafimwddginszdunuiifetesiunmsdaeuaud wieudnslitugiieades vium
vosesrnsludeyaddglunisimusveuwavesn1sdaviiszuy (Scope)

3) NMSMNUATEULIAYBITTULUIMTEAN A MsuRsUaenfuansaumne (Determining the
scope of the information security management system) ¥aULUR (Scope) VBINITHN ISO
27001:2013 Fosfinnsandstorimunuazanufoansvosifiendos (nterested parties) nsilifiu
Feulvdrdyfiosdnsdeshanudlawasivuaveuslivueauasifissmefoldivunveuiun
EniAulvauanviaugifeates vieveuwmnhafundtmmainsalunsuimsiansdmaliszuy
VIAUTTEANSA N

a) iuU‘UUimsf\]mﬂ’limmmumﬂaamﬂamiaumﬁ (Information  security management
System) Qﬂ‘i/l’]iu‘U‘UﬂﬁQﬂﬂ’]iﬂ’)’mmu%ﬁﬂaaﬂﬂEJﬁ’]Sﬁ‘lJL‘V]ﬂ (ISMS) TgAvuauleuny fﬂﬂ‘l/nl,’e]ﬂﬁﬁﬁ/l
LﬂEJ’JSUEN ‘LHIUUQUG]LLﬁ%iﬂUWI’J i’JSJﬂx‘iUiU‘UEQEJEJ’NG]E]Lua\‘i 198 ISMSADIEDAAABININTBNNUATD Y
1ISO27001:2013 Information Security Management System

o

m'wa:d: 1 (Leadership)
1) amgdihuaznsiviaiudfy (Leadership and commitment) HUSMTTEAUEIADILARN
Thiudannggiiuaglimiudifysdessuunsdanisanusiunsasadoarsaumna (SMS
Information Security Management System)

2) ulsune (Policy) fudmsseiugsimunulsvisnnuiunmasndsansaumealiaenndos
fugnUsEaIRveIRIANIwaLaRnAdadiuTaIUA

3) UnuIW NTiANSURRYEU WAz 1anTF (Organizational roles, responsibilities

and authorities) MUUANEINBALANUSURATDUN AN UAINUIUAIUADAN EYBDIFTAUNA

N1921980WY (Planning)

1) nsanfiunisiiedanisiuanuidessazlonia (Actions to  address risks  and
opportunities) N5 MLHLIIUE N UTTUUNITTANITALTLAUADASB0IATAUMA T DS
fsaniausunvesesdns Annsananudesdiiiiendomniuanuumednniseshamnzan

2) ifmq’dszaqﬁéﬁummﬁumﬂaamﬁamﬁaummaxLLmumsUﬁq"'meqUizmﬁ (Information
security objectives and plans to achieve them) ﬁmumf@qﬂszmﬁﬁmmmﬁumﬂaaﬂffﬂ
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a15auwel (Information Security Objectives) wazrun1TUTIaTngUseasd IneTngusrasailagies
Towala wazaonmdesnuulouigmnuiiuasUasnisvesalsaune (Information Security Policy)

n1satiuayu (Support)

1) n¥ne1ns (Resources) nsviszuulidnsadndudesinineinsiioanenazinuizay
Usgnausmie yaains »ian sulszanal wasnsatuayuainguimsegiadugusssu

2) aussnuy (Competence) yaansitamsalunsdnyhszuvazdesdianuiaiuaansa
Fespsfinmslvirufinssiunsemihiiteliynainsansnsaujiflsedregndoes

3) nsadeAINasEnin (Awareness) Anunsentinidudesddnlusuanutiuaciaende
YosanTaUIA MszMInyAansiianunsniinfifisane devaranamidsdldlneuiens 1wy Bes
msldsraruiLisaaen dyaansiianunszminAazidlanagsy foRnudsnanisanmidsa
anas

1) n1580a15 (Communication) n15dea15Uszneudisdeaisatelu (Intemal
Communication) Wwagn15doa1sAEuen (External Communication) Lilelviaug Y mansiitiy
Usglowel Wuislunsadseumsyminildnad

5) nansansaume (Documented  information) tanansiiaaudndulunisvitausiuiu
deliAneudnuLAfUfoRuazdnsaadou (Auditor)  1onanslussuuIS027001:2013 Huagdes
runsdnsilaegdisinneg dfnumiu uazeysAneuaviiluldoy

n3aliun1s (Operation)

1) mamaLLmuﬁLﬁmﬁi’faqﬁumioﬁ’uﬁum'ﬂ,l,azﬂﬁmmu (Operational  planning  and
control) FatinanfsnsufcRmuuauiingd Tneasieufomuunudnnisauides

2) n1sUszdiuanuidsasiuaiiusiunslaenfoansauna (Information security  risk
assessment) Uszifiuanuidssdesinduszes ldlaviadufsrsy mswdlonawildiasiinny
Foslmiinduun liesdumnudeenmeluladingg wieanmuwinden Snuuaznisiies

3) nsdanisfuaudesdiuanusiunsasndeaisauna (Information  security  risk
treatment) Wuwa3osilonsdnnisanudsiidninduntendinsusuiunnudoeminddu
ansaumna lnefmuasaziden dunouisnisine et luuoallduadnsmufidmunld

nnsUssliudssansnnuazuseansna (Performance evaluation)

1) N915E 79 N1IANE ANTIATIEY harn15UTELIUY (Monitoring, measurement, analysis
and evaluation) IngagdpefinsUszifiufianansznumisgsna dufnainanuduivarluniiusiuas
Uaensie lneAdsfsnnuanyidelun1ssnwanudu anuanysaivseaunsauvemsng du siuis
msUszfiuddenmalumsiintuesrnudumaniifirennusiunsasnt nsfuansEsuAuLEss
wazazdeafinnsanmuansalunissensuaudes viomusudulumsdanistuanudes Tng
THnasinseensuanadssimmuny
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2) Mansralsziliuniglu (Internal audit) nszuaunsuilanddgnaztsliiulalafsaiu
WEIND ANILULNTEN LAYAIUEDAAABIANTDAIMUATDY Information  Security Management
(IsM9) saududugesmalunisulenialuy nmsusudgsssuuliadu laun nismsiadssidiunigly

& . I3 o ) v a a o Y
%39 Internal ISMS audit IngesAnsazdesdnlminisnsiausediunglumuununisnsanavuall
atin1snadsulivasiidmunemeinnsandningussaiAnisamua NMSAIVAN NSTUIUNIT uae
WU RIS Information Security Management (ISMS)

21)  @9AAABININTBNNUAYBININTFIU ISO/IEC 27001 FIUTITOMUUANINNY NN
Fifeade

22)  donndesmutesmusnuiunslasasvansaumadilasivunll

2.3)  finsadiunis uagguadnwiegeliuszdniug

24)  Suluauiilaananungls

WetazdesiinisdainlusunsunisasiaUszdiuniely Tnefidianiuzwasaudduos
ASTUIUNTS WBEIMBUiiesyin1snTIe Saudwansasiaiiniuan eikesfosdinisiruninasiiy
15M529UsEIIL Yeuls AR wardinsiildlunisasie swfnsdnidendmsaussidiu waznis
ALTUN1TATIUTHIUMEAULATITY LaziauenIa ﬁqﬁémsmﬂizLﬁu%ﬁmlajmaﬂwmmm
UVDINULDA

ASURAYaUl UM IBNUNgNATI azdaniiunisiievdnanuludulusudeasiruniinsa
puleluliAnAINa191TU 5IUDI9EARITNITAAAIUNAN1TANTUNITHALY WAZIN1TINE9IUNE
ASAARIUDNAIY

3) NINUNIUVBIEUINIS (Management review) fnguinisagsoamuniu lagagsiuluia
n1sUseaulenialunisusulgessuu wazamudndulunisivasunyas Information  Security
Management (ISMS) ssludruvesulsvneausiunsaensde LLazi'mqﬂszaaﬁmmﬁumﬂaamﬁa
a15aune navesnIsnumINIzfesinisdavinluenaisednsdaau wazldsunisaivauaiy
TammuANITAIUANTUTING Y

Management Review L‘ﬂum%ﬁizﬂ;uLﬁaﬁaﬂﬂuma%aﬂﬂﬂﬁﬁﬂﬁﬁzuu ISO 27001:2013
Information Security Management (ISMS) #ioguTn135¢6Ugs (Top Management) 1ag51891U84
mswasuwlasnglusazneueniifinansenusessuu nan1sUssfiunudeuaznisdnnisniy
Aeq Han13ihsyTsdu Information Security nan1sasUszliunelu (Interal Audit) founnges
nmsaauseiiunelu Wudu

m’a’ﬂ%’UU‘g\‘l (Improvement)
1) anuldigenrasiuaznisaiiiunisunly (Nonconformity and corrective action) 84AnS
gfpsdimsmiiunsivevinavnvesnuliaenndesiug ietesiunisintugy Mellagaedinig

)

IpviienansszleuisnisuiRnunseyis

1.1) myszyanuligonadeinudaiinua
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1.2) Msfasanamnresntlidenndesnutamvug

1.3) mMsussiudsmusudulunmsandunis wWielimiulalsaulidenndemu
Formunazlyl inTus

1.4) maantiunsufumRniswile

1.5) NMsUUTINNaY9INISANIUNNT

1.6) nsnumunsuUanswale

2) msuiudgeegsraiiles (Continual improvement) Tunsdifiunisagiinisfinnsanain
ulsuennusiuasasndoansauma aguszasdanusiunsasafoansauma nan1snsia Useiiy
MsiAssivmnIsaifiAntu msufoanisudlouaznistiomnis uagniamumuazgnaanisiaedie
Uins lagageandermuaiissyliesdnsuuussssuuegnamngan waginsufuuuedsraliles

2.16 NMSANYITRANINTFIULALUTHUTIEUAINLANANNNAMENURLNDNAUATHENINTFIU
1. lnanangUsEafaiuAl (Global Trade Item Number : GTIN)

NN338YiInUYasdUA (Identification of Trade Items) AgAeadldvnalavUsednddumanna
(Global Trade Item Number : GTIN) mngLasiianunsausisemsaudidosuanziaizas 163y
auflssilUldlumsvihgsnssugsiaialan Samnedenensle Analidesdududvienisuinig
flanunsalulddrsdaiiodaiuuasdumdeyalussuugiudeyaseninagan wu wiedudn nns

o v a

A1MUATIAT N15899D NIoN1sAndsduat tWudu TaglasnuneUsyandausiazusenauniy sia

a i

Uszna LavnineUseddaudnusasnauseansusem swausyansnauannidaududinunie
U Y

daumneUseddadudn (GTIN) - snssyasuundaduiiilossysnuvesdudi Tngld
dydnvallunsssyfmusiudydnvaluieilfunudeyaniessnusiisonin unslén (Barcode) Tne
wdsznoufsuriiiidunazdesindsouissadufufutsnnsiléiduiunuresdiaias
frdnws Tned¥mgusvassnisldusléndad
1) Wusesgriumsdszgndldauunsidnanaiidungyuaiiontsseydsineg wu s1en1sdud
figemhensvuds uazningau udy
2) yhlanunseudeyadidnvseiindegsdnludflinngaludwnanewwu
3) Wuszuuiiiinsiamiegiane lesnszuvuisldandiamisaldanulimlan wazdy
FLUURULENTIEBU (check digit) Jasriuanuiinnainainnissruwiauslanianain 39

fl¥u1nnnan 1,000,000 UsENly 150 Uszmehlan
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IDENTIFY: G51 standards for Identification

GLN Global Lesation Mumber  GTIMN® Global Trade g Mumber  S55CC Serial Shippirg Contaires Code  GEAN Global Sendor Relation Numbsr

[Cen] |dnu||d.'rm I e ] o] [om] [ow] [Ceem]
et e [ o @ B~ 5o
= B Wi ]
MAMBACTURER  1TEM PALLET DUSTRIALTOR PALLET CSTRIBLTOR oS M HEALTHCRAE PATIERT
WHDUESALER CEwTRE PROVIDER CIREGIVER
CAPTURE: 651 Standards for Automatic Identification & Data Capture
G571 BARCODES G571 EPC/RFID
EAN/UPC G51-128 TE-14 G51 DataBar G51 DataMatrix ERC HF Passive ERC LIMF Passive

1101 1% mﬂ'
SHARE: 651 Standards for Automated Data Exchange

MASTER DATA GLM Registry for Healthcare®, Global Data Synchronization Network™ (GDSH*] TRANSACTIONAL DATA =Com (EDN)  EVENT DATA EFC Information Services [EPCIS)

i INTEF-Q PEHABILIT‘I’ 3
: i
ITEM MASTER DATA LOCATION DATA TEM TRACKING ORDERTD CASH TRACEABILITY PRODUCT
Purchase Drder. Despatch [Track & Tracs, Pedigres, FECALL/WITHDRAWAL
Advice, Invaice] Austhenticatian)
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ANSY9IUVBITLUUUNS AN

= ! £4 o i3 ! & A & A ! < C

insessuunslanagyaulaguenanun s isiuniiauasiunainsesnunlusiadiiay
IBUAIRINIATEIBIUUITIANNINTENUUISIARLUANYUEINNIAYIN wasaziouiloananiduiinae
4 ' = v & A ! < ! Y ¥ 4 - Y (Y dl'
WegniuasnagyiousonINiuiiadng  iasessruuislanvsulasiasasviouiilusvaludanies
ARLTIMBsTSBIATENlDIALAUTDLALUUNAN
a Y aa o Y a ° L.
fuslAnuuuLniinisnsRdeumNgndeasnslan Tnelin1sAulnaunsivaey (Check digit
Calculation) wawansm1tug u1Wievesdeyanauld wWuulslanluluu UPC/EAN uagni15enu
USIANITLANINATNIN1T81UUNAKAEHAYDINTUTHULTIEUVBINITATIFABUUISLAR kazillany
ToRanaInvastayatuiiuIslan nsesemuslaanselusunsunldiuiuislansuanstornnain
Aananieanin weviinisuily wazlhniseuunsiaavsenuiunsldanlmidnass vislanluusiag
wuudzunuuresdnuazwisunslanuaw iyl linsduruavesuiauslan dnwaznisdneng
fdnus/fuar  I8nstuiindeya N1305IadRUANENARIURIUISIARLAZBUY  uilnendluua?
Aldeuinagaulanaandinisldauminnindeyaniumedavesunsiantug

. . ¥, ¥ ;
RN TAUA LAY FATLUMAS L
AR LA LLR FATUMA .‘T."IS‘E'.’U.Y‘J’:

(Light Source) (Detector) (Decode (Data)

t .
wiiasveunau

123456

u15lAa 1 3R (1 Dimension Barcode)
vsldn 1 SAddnwadunauiszneudmedudmaduividudn Idunusiadiavnse
fdnuslaganansaussateyalsvsyana 20 fidnws msldauunsldndnldsmiugudeyarelo
gruuslénuaraonsiauds nduihsaillfiondoyanngiudeyadnsdonts v1slén 1 SAfvane
0 19U UPC EAN-13 30 ISBN fagudl 1 10usfu eundlén 1 Sfwmardannsonuldnmuauditily
TumUosunsiia visevnsassnadudn
I

23456

(JAN/EAN, UPC)

4 7912345 678904‘ 0 1|z_4..' b RIII‘“'? A l] 25 0 ‘]

(CODE39) (STF) (NW-7)

5
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Tasead1aaunanaunslAnuInsgIu GS1 system

1) GTIN-12 (UPC-A Barcode) Wuiauneuiilanildluaudnlan

2) GTIN-13 (EAN-13 Barcode) (utavmneunslanildlusuduan

3) GTIN-14 (TF14) \fuavvaneunslaniildlusdds

1) GS1-128 (EAN/UCC-128) iuundlaniiiudoyaldaiauan uagisnes 1lunuuddud

1)

2)

GTIN-12 %39 UPC-A Barcode (Universal Product Code) wuunnlugsianmuanves
UssinAanigolini uay uaue siaunildedildifunuy 12 nén wdnil 1 ({Duvdndissy
Ussiandudn uazsil 12 10undndiuansfaildnsaaeunugniowosunilan  sia
U15LAAKUU UPC Inuasa1u Uniform Council [UCC] ﬁﬁy’aagﬁg OHIO UsginAanigawsnd
Jugaualunisannzdeuuisldn

0"%¥21234"56789'"3

uPC

GTIN-13 %39 EAN-13 Barcode (European Article Numbering international retail
product code) Huwuuursidadilasumseansuinniigalulan laeuislanUssiavilazd
ANYUZIANIZVBIYAMILAYIIUNIU 13 YaN Fadlanununedsil

3 NANLIN AL iﬁmmﬂizL%ﬁﬁﬁ’mumﬁumLﬁ@iﬁ@mémwﬁwmaaqmﬁaulﬁﬁqmm%smn
Usinelnu

4 wdndnan Ao sWalssuiings

5 UANSANN AB SHAYBIEUAN

suavlundnaaving azduduavnsisdeuanugniesasuislan (Check digit)

wiiusTAnLUU EAN-13 azlasumseeusulumilan udluanigewsniuazuauumdudiu

AAAUISIAALUU UPC-A  §9A9dn15T9unsianLuuLay uTudl 1 uns1ad A.A. 2005 %AUI897U

Uniform Code Council lsszmalildusTanuuy EAN-13 Tundous fiu UPC-A #ildogiin nnsoon

Usgmaluaseilvilvindnidesnisdeeandualudeansy awsnuazuauinidedldurslaans 2 wuy

UURERS 0
NMSAUINAILAYNTIVADUANIUYNABIVBIUISIAAWUU EAN-13 (Check digit Calculation)

davlusumviag (ndnl 2,4,6,8,10,12 )uns3iu WaiauaIe 3
Pranavlunwnued (wani 1,3,5,7,9,11 )Ju1siunu
PINAANTINTD 1 way 2 U15IUNU

dwaansnlaainde 3 i1n1s MOD e 10 aglamdudian (Check digit ) Niazmasuansly
nanil 13 ‘

4 1711234 8!

EAN-13
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3) GTIN-14 38 ITF14 (Interleaved to of Five) gndrinvauiunnisly ielduunslandnsu
Ut Lausmneuuiuaun tien1ssudedua dlalddmsunisuneldn dyanvalaginung
dwsU MIuiasuunsEa¥gnin

48 mm {_19n) 10,2 mm (.19 in)

| dl 122,428 mm (4.82 in) I

414 mm (1,63 )
31.8 mm {1.25 in)

1 88 51234 56789 51:{‘;2."“:!:.13“1}

d2 152 400 mm (6,00 in)

4) GS1-128 w3a EAN/UCC-128 \duundlénillisttoyaduinlunisuimsdnnsidoss
naNUAY LU Ladahng dnnanelwy n1nsIvEeudeunau (Traceability) AREUAT wag
nansgnedum  1udu é?faizwmﬁﬁmfmmmiﬁﬁEJazLﬁam%gaﬁuﬁﬂﬁwmﬂwma@
10 19U WeTan19e) 91U Tuhoud winelay Batch/Lot Munglave9198InIsvuas dau
fife Hudy

endnwaives GS1-128 fo visldndifieTesmney () fifu Savmnefudnisussendld vio

vaneLay Al (Application Identifier) agnnelu () Tihwihyadoyasiavvdosnusidosnisimun

ANAvIng ansadgadeyamartunisestenulaludydnuaiurilAnuaudediu vieealiinnnd

1 au
(01)98831234567891(3103)018750

deuanwal EAN/UCC-128 (GS1-128) a@nunsafiunle Tuauianndavenesening 25% o9 100%

o

o w PN

% < 1 v d' v [l 1 1 [ [ '3 o v 1 a
AIsTUUIAMaEIen  50% 1Wuedisdey  wieliiudladn  mseudydnwal  azvilaetned
Usgdngnm lunnanmwindendasiulune mssudyanualuuaeniugidesdum

FTUUVINUIEUTIAU (Packaging Level)
USUNLAaLUSENTNTNNTURAYIUADNISANVUATHAAUAT FLADILAMUTALAUIN SHAFUALS
Ay avldsva GTIN wieeswalfeninty  enfegrady  auaimieriuduluinasdudusvie
WeruTINAy Gusiuuinedduiesiuiu) wsedumasriaduesiuiu Wusen1sauangng
v &l = | a 1Y) = & a v a ~ A Y A
ponll  leeilinguszasanazunadumbeieniu  Naslududsnsenisvilsiagdodisia  GTIN
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savnnuenaanty Wiedudgndnluiiuviedmiunisuie sia GTIN Neguudiduaty aiaauwanse
Mnsaurslaaiuiuuiuvielu

Each item SAME GTIN

Each pack DIFFERENT GTIN

1 =)

WieagluszAuuTsainmnLANg1eiY 19U YdIgveuTIiameUan mihevesussadueiamds v3e
Wieves Pallet fpilsia GTIN Aumns1aiy

Lowest level Box of 8 products Pallet of 8 boxes
3007319010206 13007319 010206 23007319 010206
GTIN-13 GTIN-14 GTIN-14

[y & o & £ =

WedinsidsunUasiuimdui wunsiinidernaluniwidu) isivasuuussadue 3uduseed
e GTIN UeNINFUAIGILAL
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1A59a319LAVUNIBUINTFIUENAIZUY GTIN-12
GTIN 12 - duA1 A1Uan US/CAN

GTIN-12 Identification Number
Manufacturer ID number Itemn Number Check digit
6 2 1 2 0 0 0 0 0 0 1 2

123457678905

o

Iﬂi\‘iﬁ%’]\‘ﬂa‘u%u'}EJSJ’WI’ig’]‘L!ﬁ']ﬂaSS‘U‘U GTIN-13
GTIN 13 - #uA1 A1UAN EAN-13

GTIN-13 Identification Number
GS1 Country GS1 System Participant Product number Check

Prefix number digit

8 8 5 1 2 3

1"2345677890128

GS1 Global nMuuashaUsznd

svwaUssna Fouszine

200-299 e fldneluniaey
300-379 AR
400-440 LTIy
460-469 Fanae
540-549 wadeu/dndiandsn
90-695 u

880 \NALA

885 Ty

893 NYAUY

977 215815 (ISSN)
978-979 9o (ISBN)
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1A59a319LAVUNIBUINTFIUENAITUY GTIN-14
GTIN 14 - &ufn Ads ITF-14 (Interleaved 2 of 5)
GTIN-14 Identification Number
GTIN-13 Identification Number
LV Country Prefix Company Number Product Number Check
digit
1 2 3 4 5 0 0 0 1 4

1 76 12345 67890 7

TAS983198UNUBUINTFIUEINATIUU GS1-128 Hlassasraavvaunesuinssiularalanuy
dudnwal 1 GTIN + AI(17)

deydnwad 2 GTIN + Al(17) + AI(10) of 4 numeric & 6 alpha

[

Snwal 3 GTIN + Al(17) + Al(10) of 8 numeric & 12 alpha + Al(21) of 13 numeric & 1 alpha

[

gy

—‘,,7

EAN Unit and Transport ‘
|H“H !0“2‘

d Yan!
ayton, Ohio 45459

B-
541234550127501 ’
EANNo  BATCH
5412345 12345 3 4512XA
S 5412345 123456789 2 L1296
4 - IH ”l ’I‘H"l‘l”l\ll‘mmmlmll.“

4444444444444444444444444444444

Label
E

3

1111111111111111111111111

33333333333333333333333333333
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andnuazvanitldlunsustimeftuguaiw (Healthcare)
GS1 Application Identifiers Iwuuae Wrnlglu Healthcare Sector

Application Identifiers (Al) Description
00 SSCC (Serial Shipping Container Code)
01 GTIN (Global Trade Item Number)
10 Batch or Lot Number
17 Expiration Date (YYMMDD)
21 Serial Number
7003 Expiration Date + Time (YYMMDD HHMM)
8003 GRAI (Global Returnable Assets Identifier)
8004 GIAI (Global Individual Assets Identifier)
8008 Date and Time Production (YYMMDD HHMMSS)

SSCC (Serial Shipping Container Code)

sscC Wumvmneanasguaina bigdeu (uildnlatu uasldldfugéseduitilan 344
dmSulsdmheauditenisuuds was/vse MsdaLiu vaelienia Logistics Unit Aelunazsening
anednnanery wagdsanunsaldsiiussuunenianeslaegsiiuse@nsne

(00) 0 0123456 000000001 8
1 t t

Application GS1 Company Serial Number Check Digit
Indentifier Prefix

Extension GS1 Prefix or
Digit Serial Number based on

length of GS1

Company Prefix
1) Application Identifier’s for Logistics
Al Data Field Format
00 Serial Shipping Container Code (SSCC) N2+N18
AINNIBEIIUNITIUES (SSCO)  Lluninetasnnsguldlunisusiimulsladaingd wu wian, 4y,

L3 [ ¥
ADULNULUDS LUURAU

Format of the Element String

SSCC (Serial Shipping Container Code)

Application | Extension GS1 Company Prefix Serial Reference : Check

Identifier Digit . > . Digit
00 Ny Na N3 Ng Ns Ng N7 Ng Ng Nio N1 Ni2 Niz Nig Nis Nig Ni7 Nig

2-84
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2) Application Identifier’s for Item Identification

Al Data Field Format
01 GTIN of Trade Item N2+N14
02 GTIN of goods contained N2+N14
Format of the Element String
Application Global Trade ltem Number (GTIN)
Identifier . Check
GS1-8 Prefix or GS1 Company Prefix Item reference - Digit
—_—
(GTIN-8) 01 0 0 0 O 0 0 Ny N2 Na Ng Ns Ng N7 Ng
(GTIN-12) 01 0 0 Ny Nz N3 Ng Ns Ng N7 Ng Ny Ny Nyy Nz
(GTIN-13) 01 0 Ny N N; Ng Ns Ng Ny Ng Nog Ngg Nyg Ngg @ Ny
(GTIN-14) 01 Ny Nz N3 Ng N5 Ng Ny Ng N Nig Nig Niz Ny Ny
Format of the Element String
Application GTIN of the Contained Trade Items : Check
Identifier ¢ Digit
02 Ni Nz Nz Ng Ns Ns Ny Nag Ng Ny Ny Nz Nya Mig
3) Application Identifier’s for Quantity
Al Data Field Format
37 Quantity N2+N8

Format of the Element String

Application Count of Trade ltems
|dentifier
37 N1 ——— variable length —— Ns

4) Application Identifier’s for Asset

I 1 dyq [ & 1A v 1 c’l’ [ '3 & 1 | A ) [y
Jumnewaeusdduningnaunsoderiula 1lunsuussydue viemhevudinaunsadinduan
Toluadle wu wvan, dades, dewia visedananasn

Al Data Field Format
8003 Global Returnable Asset Identifier (GRAI) NA+N14+X..16

Format of the Element String

Application -
|dentifier Global Returnable Asset Identifier (GRAI)
GS1 Company Prefix Asset Type Check Serial Number
. . Digit (Optional)

8003 0 Ny Nz N3y Ny Ng Ng N7 Ng Ng Nyg Nyq Ny Nys X4 variable X
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5) Application Identifier’s for Traceability numbers

Al Data Field Format
10 Batch or Lot number N2+X..20
Format of the Element String
Application Batch or Lot Number
Identifier
10 Xi variablelength —__, Xx
|| ” | " ‘ 885 = sausuwndlne
‘ t| 8'851264"567899 12645 = iﬁﬁ‘ﬂ@ﬂﬁmam%‘%aﬁ%aﬁmw&ﬁau
] 6789 = SWaaAuA
9 = SWANTIVEABY
- vil)ahBls (100 = Al szydiedoua Batch/Lot
abcl24 = Si’faida Batch/Lot

6) Application Identifier’s for Expiration Date

Al Data Field Format
17 Expiration Date (YYMMDD) N2+N6
Format of the Element String
Application Expiration Date
Identifier
Year Month Day
17 Ni Na Na Ny Ns Ne
01) = Al syydasviadua
0 = SPaRufy
885 = sWaUszmneAlng
12345 = S9aUTEN
3788 = sWaduen
4 = SWEANIIEDU
IR | -5 icone
(01) 0 8851234 53788 4 (17) 030930 (10) abc111 030930 = %a;gaﬂﬁau’hﬁ%mmq
(10) = Al szynadoya Batch/Lot
abclll= %’a‘;ﬂa Batch/Lot
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7) Application Identifier’s for Location numbers
Al Data Field Format
410 Ship to Delivery to Global Location Number (GLN) N3+N13

Format of the Element String

Application GS1 Company Prefix Location Reference Check
Identifier > ‘ Digit
410 Ny Na Nia Ns Ns Ne Ny Ng Ng¢ Nig Ny Ni2 Ni3

aunTnved GS1 lasuyaLay

1. GTIN 885 12345 xxxx C — SHAAUA

2. GLN 885 12345 9999 8 — 9aUTum

Al Data Field Format
421 Ship to Delivery to postal code with ISO country code N3+N3+X..9

Format of the Element String

Application | ISO Country Postal Code
Identifier Code
421 Ni N2 N3 X4 — variable length — X2

Y] | ~ |
f79819a1NN LY I UN1SYUES

ABC-Electric Company Mr A.N. Customer PAY TO: 5412345678908
45 Sunrise Drive REF NO.: ABC123

Electricity consumption for Cape Town, TX

period: 765444

1 January 2001
to
31 March 2001

e ||| I|||I| |||| ||”I||‘|| | ||||I ||||||”||| |I||||I||I
| 12.50 |

DUE DATE 25 April 2001

(12) 010425 (8020) ABC123

(415) Al 5¥Ufla Global Location Number (GLN)
541235678908 = Lauviing GLN

(3911) = Al 33145@ Applicable Amount Payable with ISO Currency

710 = szyfeussinAkansnle aussuvaina ISO 4217

125 = dnnuluidesthss 12.5 muanaiud 150 fmuald

(12) = Al 5zyfla Yuiifvuagds (Due Date) (YYMMDD)

010425 = AmuadsTui 25 ey 2001

(8020) = Al 53U U998 MANFIUNITT15EREU (Payment Slip Reference Number)
ABC123 = LAYDNBIMANFIUNTTTERY
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uslAauuudelia

uilénaesiifdumaluladivanfiuiuanuislén 1 57 lasoonuuuliussyoualdiily
uunRsiazuuueu Yinlvanansaussydeyaunldusvana 4,000 fdnusvieusvana 200 wihves
uisldn 1 SRluiuvihfurdodinnit degafiussganusaldnmdunenainasdinguld wu
awdu Fu viveinmd 1Judu wagurdldn 2 fRamsanonsials winmurldnurldnuisdand
arandeve gunsaifildeuuaznonstaunsldn 2 HAfRuwsiaiessuuULTTRvTeIATessLLUY
aaivilouturesunlén 1 03 sufvinsdwidiofeuuuindesdegulusdsindilusunsunonsa
15 Tudiudnuwazvesuislan 2 fadeguninemuviinvesuislin Wy 2anan dmdeudnia i
Awdvuiiudhadefuunslan 1 77 figuil 2 Hudu fegreurdldn 2 47 1dun PDFA17, MaxiCode,
Data Matrix ez QR Code

_

Data Matrix OR Code MaxiCode PDF417

vsldanuuniladifsesuazursldnuuusedia

Guiinsiui vislaauuy 1 adumseuunslfanuuuen fe suanszeziauazaiy
MUNYBI Tanmemveaunslanfazuusiunudnnuteya Aeteyadannuauuilinideen
9 Falaw 50 fhenvazsedldeueniunnnit 20 wu. wazidennuunslandeenlenasuiawaiaidl
gudlesnneiossruudogaldlivun  deduiflofmuinisvonaiessruuiiléngadu i
mnuamnsaauny  ludnuae Image  vi3agudnamiloundeiinea udunUsvananaiiiesua
ufldauuy 2 7 SuAntulnefuwnudiugstunyilidudeyalduniu doyafiuntuiifuqan
voau§lAnuuY 2 T zluvssgndfinisldaugatuls

Yaf Tun1suszandldeu
1. Tdayafiunntunifusinn
- SEYTUNER TunLnBTgY
- SEYLVAINER, ﬁasﬂi, washnse, wa, Lulus
- ManelaY Lot
2. Widayaiunntu mnlélusadng 1wy
- szwmmaﬂué’ﬁa, Supplier
- SEUAMUILY, H3URAYEY, 1W1U8Y
- szyvanelay Lot, ludsndn, anugianaziiiuin annsafiuseaziBoaifionansiinuuesingle
Tonauiu aoundudeyald ity iudsslovdsonisdnms destumnufionatn ananu
duan nadllussAnsiasiviudoudu
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UszinarFaaaiin Data Matrix unldlugmanvnssunianisunne

auiivszmadSuaaldonnngseieunmaaeudeunduisduldlvdlugnaivnssumig
nsunng ngszdeviiveduldnisadauazmsnainnieludsemadsnaa TnsUsemeadfaaaazi
s¥UU Data Matrix iihanldiileneuausingseifoulmld nsasiaaeudoundu (traceability) ves
wanSumitigaUsrasdilon1sUTuUssnnuUasnisvesnuld luflousnsian 2011 miisaiu French
Agency of Sanitary Safety and Health Products (AFSSAPS) lé’ﬁmmmmgmﬂmﬁﬂ"ﬁﬁa (coding
standard)  Tatudmiumainelulssimeniaea Tnsdwuslfennuiade sdiuisldauuy Data
Matrix fiuszneusedeya CIP 13 nén @5lu CIP 13 wdnagUsenause batch number waz iy
vupogenazdesiiviogaainsmnyda 9nmsdsa wuii yaludee 100 Tu aziludsen 1 Tud
Anesfisnainannsines Ssdadumamsaifiianarnmsnsunms 1-2 &1 adwiodlulsuina
ALE

uananiansjaningvesng sedeulndfefeanisufuussUssanianvesnisioniuyes
Batch 7iuAn Lileandafianainainnsdien drenmstrsziuiu wagiinanulusdlavewislagun
Tunsnszaiedudn Taoudnaind gudn fnszansdud SMumeeuaslsmeiunaasdomgninn
A0ULVDIFUANIYTTUY EDI

g 651 TudsemanSaes 1iieenstiissuu Data Matrix anldlugaanmnssumis
ASuINET s2UU Data Matrix Wussutiesenadhsadoyaiiuduieatusaud THiuduue
nsfiuidesudaunsaussydeyalauin (wnnda 3,000 A38nws) YreduIEAUaZAINIUNNT
fuiunisnsnasumedidnnsednddufluvilsgumuiielinisondu Batch vesdudmions
ATIIMHARSusiTIaegudn

Y A ¥ 1% a L
Jofvasnislimdunsndluleasiu
ToRATRINTUIMANUNING AoTruuaAuvsndauisaduninsiatoyauinduluguaiuing

<@ 1 [ aa 1 @ v a ¢ ¥ aa o & [ IJ % v
@nNIUISIAALUU 1 3@ og1elsna seuumaunsndgidussuuunslaaiuy 2 3@ deludndunsld
LASBIOTULUU image (image scanners) F9UDAYBILATOIDIULUU image AIENITaUIN T Y
swalaviy 1 SAuag 2 46

© 2D Code GS1 DataMatrix

O GS1 Application Identifier

0 04150123456782@>150101ABC1234567@)123456789012
NTIN Expiry Batch number Serial number
date

O protected GS1 symbology according
ISO/IEC 16022
(FNC1 character in first position)

O Direct part marking possible

) =3
- =
= 8=
E 8=
B
-— e
w 0
Ll =3

¥/®) ESSEX MERARZNEI

Fig. 4: GS1 DataMatrix

2-89
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Hadlun1sldia3aseu 20 Barcode Reader

dssuuuy 2 8 TudgtiufieidaruuiusigunsndunsdiesUsiaimuaudann
AAsgd uazdaannsns il 1 87 uag 2 87 VilFaunsoldnusuiuld anveaou wui ines
§7UlUU 2 3R (Image Barcode Scanner) Wietrluifisufuia3aseuuuy 1 iR (Laser Barcode
Scanner) WU 1A3BIE MUY 2 §17 vhldRniwaziifneningenin
uifuedossunuy 2 fAfsiaeg 250-350 Aoadviansy Ssumaninedoseunuy 1 97 ogfe 125%

Y
I
1 C%

LLasLﬁaﬁmﬁunuiumiﬂ%"uﬂqqmsémiﬁ’aféqﬁﬁﬂ%mﬂiiwdw 50,000-500,000 (¥3811nAINTU) Aoa
aniansyreasmsuandmiunsiun uwinelulafnsnensiavenaiessiuuuy 2 fRdiminid
\3oseuuU 1 37 fie mmsﬂaLmuiﬁﬁaéﬁuLLazQﬂé]’aqu’m%{u
nshsruuuddeurldiunelianusslosiunnang wu

- Ussudanauavanaitdanslunisudmsnuiagmsdanuienalsang 9

- andgmuazinanlunsdniuauAIAIAas

- Hszuugudeyanignaes

- anAuiiamann uillesnannsduiintoyaditeou
- faglsinsAntuuazuinsiivy
- Winlonanismsnann Fsagsilsiliusulunmsddugshamioguds
ANNITTNYIIUATANIVBY McKinsey S Strength in unity: The promise of global standards
in healthcare luwaunaiay 2012 wui nquiidulea-diude (Stakeholders) ynnguaglasu
Usglminnnisthsiaunnsgiu Gs1 fail
1) wausglevlsananianaunsainienisunmg (Manufacturer)
- Yrganfununinddu (Reduce Inventory assets) 15%
- gawandunumsiatetangunsaivenisunms (Reduce inventory financing and
holding cost) 15%
- FIansuvuNITIANSUedLEe (Reduce product waste due to obsolescence) 10%
- dwanduyumsFenAudud (Reduce cost of recalls) Ananduiuguslaaiiesisen
Aupnanad 50%
2) wausElevdsegnszeduauasyAnds (Distributors and Wholesalers)
- FrwandununInddu (Reduce Inventory assets) 10-15%
- ﬁu".;aamﬁunumﬁm%@fﬁ@qﬂﬂiﬂimqmswalé (Reduce inventory financing and
holding cost) 10-15%
3) wausylevisiodAuan (Retailer)
- YIwanfuvuNIssENAUANAT (Reduce recall processing cost) ANINNTAAYDIAUIY
AT 20-30%
- ILARAUNUNNIATIAABUANNYNABIVRITBYA (Reduce data cleansing cost) 30-50%
4) wavszlevusslsaneuia (Hospitals)
- YawandnumnnisainlifisUszasd (Reduce adverse drug events) 30-50% A2
AAnaInvNaEnanas 10% wazandnsnaiinianisalfilifielssasd 40%
- ﬁaaawﬁu’umaﬁlumi%’m%a (Reduce inventory levels) 15-30%
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- sli’JEJaméfunumﬁmga (Reduce cost of inventory financing and management) 15-
30% uazFuUAILIITanAT 20-25%

- YILANAUNUNITIANTTVBNEY (Reduce obsolescence) 50-75%

- FIganfuUNISSENANANA (Reduce recall processing costs) IAEAAIINAUNUAILTS
flanas 60-80%

- YIARRUYIUNNIATIAABUANNYNABIVBITLA (Reduce data cleansing cost) lagfin
NNAUNLALSITIanas 20-30%

2. 52UV Unique Device Identifier (UDI)

52UV UDI azUsznaudie 2 diuusznavddny fie Tudiuwsniidu Unique number d1uiu
NSAUNAUY GZJ\‘ﬂ,ﬂaLﬂENﬂ‘U SKU (Stock keeping unit) Imaimmmmuuaummmmimmau
wAnSurvendiusdniu maSenfutuegld Ul IumsLi&mﬂamamawmmi’jmmuuﬂ msﬁmmuun
Hasuszneuluse batch wie lot number awmma wazTuiinde fﬂ”aauuamﬂmmmammsﬂum

n’dd

nUszasAYRIsEUY UDI Ao il munsaiadesiiounmdnianmsnmzianzas (unique) uaz
anusaldldeg190173 (permanent) fuiatesiiounmdusiasiu Ssfoyaiidfnmenniosiiounmeus
avtutuazgnifiulilugiudeya Usslonifedielvinisdonduaudiaiesiiounnd (recall) 1Huly
o wilUsEAnEAm aansadamuanisaifilifaszasdainnisldiaTediold Jostunslasue

Uaay uavduasunsiunindeyarUrgliiianugnaeeusiug

111111 MZOOS 10 g2010 10

cf the Smiths Medical
1ark is registered in the U S.

Made in UK. smtths medwcal
UDI Bar Code l \
symbol
Device Identifier (DI) Production Identifier (PI)
“Static” portion “Dynamic” portion
GTIN (product identifier) Application Identifiers (e.g. serial, lot
number & expire date)

fidesairstoya UDI Ae fnan Tnedesihauiamfuidmini FOA Tneusznoushedeya DI
(Device identifier) Fufudayafisninziusuvasiud Taldeh uazdoya Pl (Product identifier) 3
Hudeyaieaiunisudnvesdudtu 6un vaneias lot/batch aneaaBidon Suilndn waztu
Aoy waziindeyana DI uay Pl asuuaain encode Wdumelulad ADC enmazidiu 10 vie
2D barcode Al#! wagdosiidoyadidusisnus (plain text) i
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US FDA lédinsuseneadnezain Unique code snfvunsiasiemsinsesiiownnditligniiu
weunsluiUsena lngazndnduiieliAademuaieifusiaunsgiuiiagldssuu UDl Hundn
draglunmsiiduazinuinudeya iﬁammgmﬁgﬂﬁmumﬁwf szfimnuduainauazazainee
msthludumlugiudeya aunsonmadeulsiuasldldiatosdowmdtutugnldtuiiaone
1o mMawanstannsguiazdeliamnsadonfuiudld lunsdieiesiowmdiAnanuiianuni
y3aifin Adverse event Jusn annsalfssuunisaunduiudsludanantivsuianaiin Adverse
event wagmuumanilylfegazmnuagsaiuiionulasadovenuld

3. san1ely (Internal code)
[ v o o X A 9v I3 ] | ° v I3 Y
Juunsldangnasnedu weldiedluesdnssieg ldanunsateenluldanguenasinsla wmse
Jusangnadrudieldlussdnsuasdanumngausenisaniununieluesinstug ldaunse
Woulvatoyaludesdnsdus la

= Y a Yy v A o ¢ A o @ ° o
nswIsuigudafnazdaidevassiananine lilan1muasianInsgIu (Standard code) dmsu
TanaunIalnanIsunng

SWENINTFIU Uof Jaide
GTIN (Global | 1) 1usaanafifamifudadnualianz | 1) 1deeld91e Tunsesnsviandnisiaina
Trade Item e Sewldfulugeamnssudneg | Tnefidnmaldiedudamadounsnidy
Number) (WU gAAIMNTINBINIT Uave) 8819 | wazderaundnseUvesanidusiaaina
LWSVANY (GS1) (3nwaztdndnsaldieiiiudy:

2) LAUNNIBUIIAINNITABAIIUNUNY http://gs1thailand.org/main/index.php)
annsnszyfnundnsasild  dyasiad | 2) arldsredu Wlddunsedodusznounis
WMUZANARIIENITAUAITINILLIN fuoldarusiamiity widdialdde

3) sesfunisldausuunateniadlu | @UnnuANENIIINTEIMNSHae1fslY
(Multisectoral) ansntrsva GTIN G 10 | lun1sdrmauazsiusmdeyaiiiotunld
vhaasnifiensuaussnsindimiels Usglevisionisvinudnime

4) 5% GTIN dmnuvaensie (Security and | 3) 59a GTIN aganglanismuauuazimm
Data Integrity) ilesannilszuuian | Iesaodusaaina (GS1) Fuduesdns
599d0U (Check digit) lanunsadusuld | aAwnvu
fufiuduldtuilasnisdun venand | 4) nsldewsia GTIN Tudagtuinain
fFaiiuladdmiunsaaeugiuzvesilin | anwadaslevesuszneunis nisldeu
voldusialivinmsiasudneig s GTIN fumsvanglutlagiiuiliinan

5) % GTIN 1Hudiunilsvesdeyaiifondn | ussdnduannnsuvstumanisidadu
DI (Device Identifier) sazgndmifiuiing | funsuanslugmanvnssuemsesisunn
grudeyaaina (GUDID)  #lusuiamay | luvmzifeiduiignannssuiaiesile
faudugiudeyanarsdiniuiag | wddeinussgslafiosndnsusia GTIN
gunsainensunndvedlan urld91u dirldswaainadliiagim

6) 59d GTIN  H99anuwallaniIgavnuny LNSUANNNTIAIS
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Y

SAENINTFIU Jon Jaide

(Uniqueness)  nnvuatauvangliduan
wiousnsiiisstuieaalanineiiay
nurgUsrrainaltunuiela (Non-
significant)  wiezduLilesfauedly
grudeyadannmieaaansoldanld
7) sWaaina GTIN dnaneuszianaiualu
wnzauweInsIdey wlaspanel
- GTIN 8 : syyviladuen
- GTIN 12 : S2UUUSEMENES wazyiln
Aun
- GTIN 13 izqﬂimmﬁﬁmimam
AuAN USUMEHER uazyindum
- GTIN : 14 : Uszwefidnisuandudn
USYNENER YUAFUA wavIEy
seiuturesuTTL g
- GS1 128 : vslAndildlunsladanind
mmaaLﬁusﬁam“alé’ﬁgqémamazé’ﬂm
WU MU TARILE) LAURNIYEIAUNIT
YUY LaInNY Batch/Lot Junaneny
LazanIUTIng
8) ffiithswa GTIN TUl4 anansadmumias
mnefilduain 6s1 Wiuaudvwde
U3n1svesnutaals vinlvgldanunsai
swaguAlUlduliuR a1nauauiRd
Bolviswa GTIN anansathandarunsign
wieszuUnTIendnwalfeAauing
awdsleBngae
9) Wustaannafinzausenisinaniau
Juswauinsgruiieldlunisdnng
auladafnduazsruunsduAudoundu
laeeneiiuszansnw
10) anAudsarinnshddnfuvesssuy
ABNTIIADT kavTsuuULUANTS
11) inAusIrensrUINNSiadaudie
AuALUUARaqn
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SENINTFIY

Y A
UVan

SRIGE)

UDI (Unique
Device
|dentifier)

1)

2)

3)

4)

5)

6)

7)

8)

9)

fn1sAvunilenunazn1sIunUszian
Y837anQUN TN TUNNE AN
98989ANS Global Harmonization Task
force (GHTF) Tu195g1u5995UTUN590
Fuundeienutidede
a1usadenlonavnunediniunisen
$ruunipiesdownndfifinauasi (O)
LarsIUTINTRYa DI W1asegIudeys
na19 (GUDID) witaliiAnnisideules
Foyauugrutoyaiieaiusilan

szuu UDI dszuugiudeyaidu UDID
(Unique Device Identifier Database)
annsaldgrudeya UDID WeulodliiAn
GUDID (Global Unique
Identifier Database) ¢

Device

Tutlagtugrudeyaaina (GUDID)  1Uu
srudeyanansiignadnduiteltiluszuu
seslunauglsy Useimmansgoiusnn
Uizmmjﬁu LazUsslnAnoaLnILaY
ssuu UDI WJuszuuignudndudu
Formuaiildfuegaana daaaudly
nsaeudeunaulinasnialdguniu
lusguu UDI edldiuvesdoya Device
identifier ~ (DI)
grudeyanans (GUDID) wleliAnns
Foulosdeyaszninsdszinaldogia
NI wazdiusednsaw

Feazgnimiuidig

iﬁaﬁgﬂﬁmummmzw uDl  Husia
Sndnwal (Unique code) fianunsaldly
agsnnsiuAIasiiounmdusiaziy

ToyadiAgreindndudazuiaiy
wuanny wazdniivlugiudeya (UDID)
FafldrugrelunsiSenAudud (Recall)
Tnwannsadonauauinl@ngennisnan
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