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Y

A/ML Tisiusansanavula Inen1susudidlumanisiinisimuawnuvsoseunsusuuslunali

Fanunseusulsadlofinnud i
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S18ALLDYALUININITIANBNEITVDILAALAIVD

1. RanwAaiiawnng

KUININITIAYN

1. wuvaaInanguansi1sUsema (nsdiiid) uazaainiiaenadosmuuszniensensi
a51504gY 1309 ndninae 38013 wazleulunsuanmainuazionasiiiuiiesiiowme na. 2563

2. dmumeniuag (software) filailddndsluguuuy physical form AAdusiasles Tuuuan
wiin9eiLaned onaziiesTu (version) vaswansuag i ola1unsausd (Identification) wazdy
douUnau (Traceability) 1o

3. Indnmazdesanunsaorutennuladalaumisniilan

# checklist 1%15UMN5798U71 2aMNVBESI8AZLIDENASUAIUATNUTENIANS D b

aaNLAIaaLNNg
(§19999UUTENIANTENTIIAISITUEGY 1309 AN T5M15 wazaulunsuanaInuee

LBAEISAINULATBIUDUNNG W.A. 2563)

Professional use: davinlunwilnevdenwdanguiieladdaau [ ves LI No

Home use: Saviduntwinefisulddmau T yes L No

¥
v =

UVdUANUEAAIVULAN WAL

L] Jondnseua

[] sreaziBeanaanuirsesiiownndwing
dulu wu drudsznauddty wann1svineu

YU

[1 Saquszasanmsidviedousld mnliuansuuaain Wkansliluenansiiu

[ $ruau Yunaunisussguseusunai

AU1IOUTIY WaIUANTH

[1 38514 minlduansuuaain Wiansliluenansiiu

[ Feuazfogvasanuiindnuseundi winuanslivuaain lddesuansduenansmiu
14 1 S <V v

wauAn Il e

Tunsals iy ILanIadan1uiNgs 1109 way

Y

=1

USLNANNANADY %38
LANITD L9 USLNAINUDINANN WAL

UssineAgnannl

[ waaiiluaygyin Tufundesenisaziden LR ludAuNRAINANIZIAY 12 vidn

3D IUSUIALA Tunsau 29, Inelidaaansdannuniiu
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dayaniuaniuuaan NUNELS

v

N XX=X=X=X=XXXXXXX /

L] %s Neduaznunalnsdndt wsavamianis | minluiuansuuaain tnansliluienasmiu

Y

fnfanaursannnale lulsemalne

[ wnviivsesnusuansnsedingn vioguiinga | uanaluntwsinguiseddeniudanguild

LR GLFFORIGEDN (14 home use Wag professional use)
[ \deudlviselifeulindnusonunany Tne Home use : Aesdiamidailuntuingiiv
uansUAaeaatay 4 wan Professional use : filogilfarivonsodaantyal

o w

v Tneuanaduntwidsnguiiomnde

% o v
A8INgule
aco < 7 1 v o -]
L1 38nsifiudnen mnldwanauuaain Msanaliluenansiinu
L] aviou ol wsadandsseis mnlukansuurain Wkanebiluenansiniu

[ 3uq Winszy:

** Professional use: a10l4AE0N1¥183NNTd AN BAIAAULVUTEAIIN ABIBSUIEAINILIEY

U A PR = o = o w A N v
ﬂ@ﬂm?ﬂ@ﬂi@aﬁqjaﬂUWUULUUﬂqﬂqlmﬂﬁiaﬂqwqaﬂﬂq@ljﬂuaaqﬂﬁsal@ﬂaqsﬂqﬂULﬂs@ﬁll@LLWVlEJ@I'JEJ

2. LNEISAINULATBILNNE

KUINNNTINYI
1. wuutenaisifuini esdeunngd e nans1sUszine (nseldudn) uaglenarsniiiy
LR3I BLNNENINUTTNIAANTENTIESITUFY 1383 NANLNNI T8N15 waviaulunisuansaainiag

LNANSANNULATDITDLNNE W.A. 2563

] [
[y o

2. NASANAULATDILDLNNEININYINA BT LD TLENIS18aLDEAATUAIUAINUTENIAY 281N

LALLDNANTANAULASDILDLNNE

v [

3. nasmiiunsesilownndaisssydoyanwaluillvdamuielvgliaunsaldeu

Y

\nTesilounmdlFognamnya

- Saquszasansldauuazdeudivesedosiiounnd (intended use & indication)

- fldinTesilounmed (intended users) yanafildneuiuiniosilownme (u nsldau
yi3on1sdnns) InsuansnuantRvesly sudedaiglddesdnuviedadlisunis
Anousuisify

- anMIngeNNTleu (use environment) wu ldluanuneuia Tduen
anumeuIavSeltnthugtae sanfedermunduniaasasde (security) TiglY

Aosdiieinuiauiuasaensiy
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- UszansfUaenguidivune (Patient population) 1w win flue] 818 e Wsin
duge visenquethelany sudsternuly (Contraindication) visetainrialunisld
(Limitation)

- wann13UURMU (operating principle) 35n153tadevisonissnwilaglduenauns
Id = = 1 v a
WurIessiomslunisingula

- UsganSnnnisvinauueaniosdiannmg (Performance) LWy sensitivity, specificity,
accuracy, precision

nsfiwandulindasartulunanuasfinnslaedldonu feaanideyaivledvsefiogvaslig

Y

A lidondrlunndlvan sudanstunounisadlvantazaibuzirlunisinsdswondus

(Installation guide)

o -4 L = s ¥ =

nsaliiduy1ussivg (AD) ndaelunisitadensasnw Aesiin1sseylatniaud Al vimind

Y

o a

= = = =~ | v o ° A v ! ¢ 1 o v
LUULWUQLW?aﬂll@%381%?’”LLu%u’]‘Vii@‘U@HaLLﬂuﬁﬁaqﬂiﬂqﬁﬂqiLLWWﬂL‘V]']‘Llu ﬂ@maml@f\ﬂﬂ Al

Y

Idudesendaypainsnienmsunndiiinnnug anuderglusuiug Sufasaiesndulainoe

gouTutoyau vively

#2 checklist @1%15UNS2988U71 LONEITAINULAS D9 B NN U51882LD 8AATUAIUAINUSLANA

wsaly

LBNEISAINULAT BN NNG

¥

(81989MUUTENIANTENTIATITUEY 1309 vianinawet 35M13 uazRoulunisuansaainiagienans

[y

ANULASDILDLNNE W.A.2563)

Professional use: agistioesasiiionansrifunudsnguiietulddaan [ ves O No

Home use: davindunmwilnedienulédaau O ves O No
sUuuumsdndaenansiduedesiiounmd [ Hardcopy [ Electronic IFU [ Published on
website [ Electronic data storage device (e.g. CD/DVD/USB) [ Embedded in the device

[ other, please specify .............

¥
v =

Uayaiiuansuuanasiy NUELYS

L] Jondnsdeua

] sheazdaanaaduiasasiiownndisndu wu

dauusenaudifgy wann15919U vila

[1 Saquszasalunisldy
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dayanuansuuenasiiu NUBLNR

[ $ruau Yananisussgusedsunaiianunsa

U39 WauAnIal

(5) Youariogvasanruindavizatndt ududnsal | mnuandhivuaan lidewanduenansmiu

Tunsale iy ILan9aan1uiNgs 1109 way Algr

[

=

USLNANNANAEY %38
LANITD LiD9 USTALINUDINARN MaazUTENA

Y a b4
NNENNIY

u

} 724 ) Y ad Y o o }74
L1 dausld 551514 dwuzinnasld
] 35asuiusnen nkandlivuaan lidswandluenansniny

Alst

o = k74 L% k74 =) k74 o/
D Afau Teruld wiadan135299

[] \deudifiesnviseudlunssangavasanaismiiu

insasdiaunndnzasianluquanasiilulagiu

[ 3uq Winszy:

VIELE) NI TaMINkanstanuuLaaInlinsuaiuwad eniiuhsulnesnuisuilunsiananves

wnansfiuesesdiownndvsesianiunuenasiiulagiu Wuteildsunmseniuldsesi IFU

3. unaguinenfiunsasiiounnd (Executive Summary)

Uszneuseienansiate dedeluil

3.1 mia%mUagﬂmwmmaﬂLﬂ%ﬂﬁmmwé (overview)

3.2 YsefAmsldsueyiifnistunadeuiesygalinssmineluiiomaiauagUse Yinng
Truuslulszinan 1y 9 (list of regulatory approval or marketing clearance obtained and
commercial marketing history)

3.3 M1319Nsg ALnaeuNITILIANS et unziBunInUszmanig « desiinisuansdeya
W%@NLMQNaIuﬂﬂiLﬁﬂﬂ@u (the information of rejected or withdrawn regulatory approval)

3.4 anunmvessvetunsilounieaygnifionssmiendedasllusaeiiddinseguie

agﬂuizijﬁnﬁumi (status of any pending request for market clearance)

o o a

3.5 YayadAgiiednuaulasnisuarauIsausnIsnuYeLaATeilewnng (important
safety and performance related information)
n. asunenuvgnsalduliiisUssasiannisidinIastiownnd (adverse event : AEs)

. HITNANIT1897U field safety corrective action (FSCAs)
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3.6 uanesgazBuaAIaslounvd Tunsaldwaluil wad WeabenIeauiusvesuyudnse
dnifigniilvlddTin (rendered non-viable), Hiwad wilalie n39aYRUTYRIRAUNTE (microbial)

A a A ¢ W Y . L. a o ' o . L.
NIVVAUNTYAAUAINUGNTIN (recombinant origin), Ha@1UUsznaunN Uaewys9d (irradiating

component) ¥flauaniidudesu vierdaliuandududesu

Y a

LONE15A 89N LAgLI1voINanA 9 (Product owner/Legal Manufacturer) #3aiWan (Physical

Y

Manufacturer) 33aa58aniananslagnauien wazdninluniwsange eniunsailuduinly

Uszindalneaunsaidanlddndesnissavindunielne visen1wdangy
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3.1 M523 UEATUNTNIINVBILATRLBUNNE (overview)

LUINIINITIANN

ofviedeyail osduAatuing esliounnd 19y 1808 sanandasl (introductory
descriptive information) TngUszasAuazdaualy (intended use and indications) anwagianIe
suskuulvl (any novel features) LLazLﬁamﬂmaawﬁmLaﬂmiﬁ%’mm?&m (synopsis of the content
of the CSDT) Fedayadenaidenseiuidesivazidonaaieadlaunns (Device Description) Tu
onansiiuiedesdiounnd saimniadosdiounndusznausesuuuulnl Wy sensuasvdeln
winnssulvy \Wusu asfaseiureeasidendie
3.2 Uszdansldsvoudanstunaifounivoygalianssmitslutesnatn uazusedanas

mUrelulszinane 9 (list of regulatory approval or marketing clearance obtained and

commercial marketing history)

LUINIINITIANN

- Tlun s suIRa NN N1 TRANTUIAIV A D98 IR LT UYL DU TZL UL NI TUARS

Y

ANUUABANULAZALTIAULNITVINTUYDILAT DL DLINNE

[

- davinlusuiuumsnd IngeSulgsigazidendeya fall 1) Yeuseina 2) TnguseaeAnisly

Y

3) Yaudld 4) Tu ey U Nlasusudinistunsideunsoaygnliinedmuie 5) 1u ey U M3y

Jmning 6) enansiilddunangu nfeunuundngrudiuluiusewsendideuaninisiuliungidau

= v ° | A A 1 Ay a Y
ﬁi@@umqﬁiﬁjqﬂﬂqﬁuqﬂLﬂs@ﬂN@LLWVIEﬂUﬂigLVIﬁWWQ l W@qﬁ@ﬁlumqiqﬂﬂjﬁ

SULLUUATSY
Launch date: Sz Tyt Evidence: s¥y¥ aLanaisuazlavi
Intended use/Indications: izqmqﬂizmmmm SRR ﬁlmwﬁmmfﬂ,uﬁmmmﬂ LonansT L uwﬁﬂgﬁuﬂﬁilﬁ§u

munlesuaygnlusenaina i

UM WU EC Certificate No. XXXX

\4 \ 4

Reference Intended Indications

agency use

Date of Launch Evidence
approval or date
marketing
clearance

?

?

Reference agency/Country: iz‘uﬁ 2UTEINANST 0% 8NUIBIU
miuguaas salawnnglulseinanieg Alasueygyinliang
T11U181A3 8edlaunNg LU Notified Body (EU countries), TGA

(Australia)

Date of Approval or marketing clearance:

seyTuiilasueudfnistunsifow/eun1nliing

]

° | a v a9 v &
IUUNYATNIT maqmqmmaﬂmimimﬂu

nansnuluyase Evidence
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5%

TrlslarisnenisiasasiiaunndNIunsidoulinsudiu

Uszmaninisvunsieu

L@NENINANFIUNTVUNEL T Y

Australia

Therapeutic Goods Administration (TGA) Device Registration License

European Union (EU)

Self-declared C€ = EC Declaration of conformity (EC DoC)

Notified Body C€xx * = EC Certificate wae EC DoC

*o0cx NUNEE M3NeLa notified body ensaagnagu C€ozs

Canada Health Canada (HC) Device Registration License

Japanese registered certification %38 WUUAMAUWINARS LIRS D TowNNE
Japan NUUITU PMDA

- 510K clearance
USA

- Premarket approval (PMA)

3.3 ANTNUEAITIEAZIDIAVIINITONLNNDBUNTOUYINVT VLN TEUINUTEWARAIN 9 Aaeling

uansdayanion analun1siinaau (the information of rejected or withdrawn regulatory

approval) (813)

LUINIINITAATIN

Fnvitugduuy

11319 lngaSuiesngazidentaya aell 1) Ussine 2) Taguszasdanisly

Y

3) Pauald 4) JudeuTNaninaay 5) wanalunsiinaou
Y 9

- nsallsifinsgniinaau Tiseydn N/A

- nsaliinsgaiiinaaunIsayIavisadunsiiouanuszmanng q Wuansdoyalunisng

niouszywmnalunsiiinoeulagasiden

uuumg Aadn1shanavapaly
Msiiinneulngaziden

Reference Intended use Indications Date of Reason for

agency withdrawal rejection or

withdrawal
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3.4 MaudnsEnIUNwTsAvatunsfsuniaaygailansdwtnenaafuelunanaiigedig
9830ag lusEnINeAIUNIT (status of any pending request for market clearance) (§13)
KUINNN5INTIN

farhlugtiuuniss Tasesuiemeandoadoya dail 1) Usswa 2) Taguszasdnsld 3) dousdd
4) Yuieudiiiudve

- nsadlaisinsgniinaau Trissyan N/A

- nsaliinnvavunsideunsoayy e eInitenandue lunaiandednsagusoaglu

sendneaniiunis Wuanstoyalunisa

SULUUATSIY
Date of registration: 5¥U7u ifiou Uiy
guAveayyvisevunsideululseinai
A\ 4
Reference Intended use Indications Date of registration
agency

]
=

3.5 Yoy ad1Agyii e uAINUAAA BLATENTIAULAITIIIUVIUAT BN aUNNY (important
safety and performance related information)

Usenaumey  n. asusisaungnisalduliisssasaainnisldiaiostiounnd (Adverse Event : AEs)
9. 11nd AEs \iaTu fesidinisdnyi Field Safety Corrective Actions (FSCAs) mnl

InvFeaTsymgNa sy

WUININITININ
¢ v 12 ¢ y A A ¢

n. snguman1saldulinauszasaainnisldiniasiiannng

davilugUuuunsne Ingesutesigazidentaya fadl 1) 1gastdenvaunnnisalouliis
Uszasrannisldinsesiiounnd 2) arudveamanisalduliiieussasdainnisly (F1uiuseaw/
IuunTeraven) Turss Jwaseuw/Ad @sundmiie) fs Juasiew/d Uagtu)

aa ¢ @ | = 3 Yy o ¢ 9 v
- nealiseauuanisaldulansuszasaainaisidiniasliounnd Tiwuuienaissey

NURLLYAUDY AE
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A %

- nsadlifisngaumanisaldulinsdszasAannnisldinsasliounnd uinnioidnves

2 6

nanduafadliAnSusesdn “vesuseriliineaumsnmsaliduliislszasinnmsldinediounnd

[
U a =

pawsafnaudetagtu” Wunwdingy (esvyteniuiusedivinenis)

Juuunsng
Frequency of occurrence: izqﬁ’M’Jm’mmu/
FIUIUNTIMENINUA) YA TEUAUATY
Description of adverse event: 53‘1_!5']853[58@%@3 AE L'%Iugjf]‘v]ﬁ']gﬂ’uﬁ@qmaq@muﬁq{quﬁu
Description of adverse event Frequency of occurrence

(number of reports / total units sold)
in the period of dd/mm/yyyy to
dd/mm/yyyy

¥. MIUEAI1897U field safety corrective action (FSCAs) Tiluulanansszyseazidenvas

31897U FSCAs

2 '
v

Fnvilugduuunisis lnsaSuiesisazidentoya aedl 1) Juiiaulnyin FSCAs 2) 13

Y

Asunsuilunsaumanaysenaun1svin FSCAs 3) Usenaniinsvin FSCAs

- n3AIE FSCA TrikuuLanansssysasidenyadsneany FSCAs

- n3allaidl FSCAs Juanviioidnveanansineiaedidiiusesdn “vasusesitllil FSCAs A

afnaufstlogiu” \Wunwdingy (@1vszydeninususealivinenisn)

FJUuuun199

Date of FSCA Reason for FSCA Countries where
FSCA was conducted
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3.6 WAANIIUALLIUAVDILATIHAUNNY
Iisgyvazdenvesasasiiounng Tunsalawelul:

" fad eldonseounusvesuywdniadningnyililiiddde (rendered non-viable)

'
a

fegradu dunilaans nuduwnasiinfigngevaaialusienie (catgut sutures)

Y

=

= fioad oo neoyusuesqdunid (microbial) n3eqdunIddaudaiugnssy
(recombinant origin) feghaiy nansaueifidausindadmsuldlunssuiunisiadaanfifidiuneay
409 hyaluronic acid fildarnnszuiunmsuinvenuaiise

" Jduuseneuiivaessdsd (radiating component) aflauanddudeosu wu Xray nie
wilaliunndidudenu WY Lawes sansIenIn

wnludl Tidsuiteudissy N/A

4. 79az1duaLA3aIlaunng (Device Description)

UsENaUMELBNaISIIToe08 nasalul

1. &nwaeialy uaendnnisviaiu (Device description and features)

1.1 Snwaizvenaiosdlownng (Complete description)

1.2 Bann13vinumnsenalnnisi1eu (Principle of operation and mode of action)

1.3 szynguiai ssilounmdnuninudes (Risk class) uazndninusinisdnnguiaieaile
winEnuAdes (Classification rule) AUUTZNIANTENTIEADITUEY

1.4 Mwazidenvesgunsaiiatu ndesdlounndduasnansneidunliliedesilownnd Fq
finsldnusuiuirdesiiounnd (Description of accessories)

1.5 518az88A093UNTI JUS19 09AUIENOU funndnsiuveaaissilounmdAdudve
AU NVTERIITIEAZIBYA (Description of various configurations/variants)

1.6 95U TIwazREnTRsdulTENaUdIAY (Key functional elements)

1.7 anwauziamzgUuuulugd (Novel features)
. IgUsasAnsly (Intended use)
. 7ol (Indications)

ALUzUINISLY (Instructions for use)

2

3

q

5. msiiusnw (Storage condition)
6. 918N5ka1U (Shelf life)

7. enwld (Contraindications)

8. Anmau (Warnings)

9. 99A73535¢39 (Precautions)

10. wasulifisUszasnaInnshy (Potential adverse effects)
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11. M33N¥IMENILaendU (13) (Alternative therapy)
12. yavideanazauifvesianilindniedudiuusenauvonniasiounnd (Materials)
13. TomuuaLlanIzdu ¢ MA1989 (other relevant specifications)

14. %’aaalai’mazlﬁsm%u 9 (other descriptive information)

bBAATTLLUY

e anansiidasdnvinlagidnvesnansine (Product owner/Legal Manufacturer) #3aiHan
(Physical Manufacturer) Jspisoanenaslagimuiem uazdavindunwsnge sniunsdl

I Y a I~ Y v v o 9« =] Y
Lﬂuﬂmﬁ@IUﬂizL‘VIﬂlVIEJﬁ']@J’]iﬂLﬁ@ﬂl@’)’]@]@\‘iﬂ’]i‘ﬂ@l‘ﬂ?LUUﬂ’]‘HWI‘VIEJ NIBNTWBING Y

]
¥

® ENAITANANAANIBLT1VRINANNMI WIalena1TWAlAG T UNARTMIlLAT o liauNng Ny

v Y

Junzidouaiaslaunndluussnadue foduieiitet1sdu (1-14) TnsdavnarsUayiate

\eN&15138 Bookmark Tignsias Asuiiu

(1) anweauznild wazudnn159191u (Device description and features)

KUINNTINYIN
= v 1 dy

wanIseazdenninalull

1.1 Complete description: 93UNYANYULUDILATOILDUNNE

1.2 Principle of operation and mode of action: 88U1EMANNNSTYINIUKIONALNAITTIIIU

1.3 Risk class and classification rule: 58 YUseLANLAT 090 OWNNE A1UAULE 89 WAy
NANNUNNITIAUTLLNNAT DATBUNNENIUAIUFLININUTENIANTENTIATITUAY TINDavsHaly
NSIAUTLANMUVANNUINAINGAT (the device classification rational)

1.4 Description of Accessories: 85U18518a2188A0IQUNIAILATY LATBINDUNNEDULAY

& =

wansnursuiililvindestounnd Jafinisldmuuiuniosdounnsd

1.5 Description of various Configurations/Variants: 85 U185 8az188a893UNT 3UT9
p3AUTENEU Tuansaduveda saleunndidumuseyganieudsssaziden Tngoradnvinlu
FULUUAITY

1.6 Key Functional Elements: 85 U185189a210 uaU03d1UUTENOUAA DY 19U FONALIS
(software)) wazmiiadi (function) shadi 01985 ureTaenisldn nusenou WU wuuaw (diagrams)
ANENeVEEN A (drawings) MuAMEEnzaiielFasadlaldRTy

1.7 Novel Features: a5unednvagianizguwuulul wu gonduislvl weluladiv {Wusuy
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(2) InquseaeAnIsld (intended use)
WUININITIAIN

osuemsldnued ssdleunmdnmumns snevesitveswansd amidsszyeyluduuzthnsld
wazAUEINTaluM e nedesiewnmd (functional capability)
(3) Yausld (Indications)
WUININITININ

oSuewaziBunvaslsanionnzvedlsa deldiadealeunnddmivitdeds vida deeiu
$nw videusan warramfenguithedminedededddnuedosdounmd
(4) Anuziinisly (Instructions for use)
WUININTTAAT

oS ueteyaduduii sadudunou (procedures) 35015 (methods) A11uf lun1sld
(frequency) szezaa1lun1sld (duration) USunas (quantity) wazdSn1sisey (preparation) Litel
annsoldiadosdourmely
(5) nsiusnen (Storage condition)
WUININTTINTN

n3aldl physical form lriesuneteyadnduinfuannzanzinnzasdmsunsiiuinm
winaffounmdifiodestunisdevannainuas Ay guugivieannzdug feosdinnsdung
waztufinaasaivengas
(6) @1gn13ld9u (Shelf life)
WUININITIATIN

dosnedosdiounmduensuaslid shelf life fedulsiszyengmisldon (life time) sy
g w57 Insimunegnslday uieUszununisszeznatiivenliuiSeadddaule Wy

Y a

Pszognaiivemieinanazgualiverdufiuats TUszdnsaiw uazanuasafoniuis
gl Wudu
(7) 9a9nulY (Contraindications)
LUINIINTTINNN

nsdifisidovuldniedesiialunisldeu Weduiesuazidoad ovulinsedosinnisld
goru7ililnastdlunisidade Uatn ussim viednw wideruldifuieulrinlinisldiededle
wndmsziianudssosunsefiinanmsldunnninysslenifierldsuegemay
(8) Afiau (Warnings)
LUINIINNTINYN

Yo &

sdunedeyamsudasioudiiludunse (Hazard) PElddndudemsuneumsldirsediounnd
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(9) Yam255¢39 (Precautions)
LUINIINITIANN

a a

osuetoyansiouliflissdnss TadufimlunsldnuiiomuuasnsouazUssavsualy
nsltiesesilouwnmd safsnsnsevinflevanidssnasediaoviedlinudealifnadundinnie
vinduieusauidieligldseinse s uvonandorasufimadadeulvigldnsuiwadulafia
Uszasdanmisldnueiesiiownmdviensldauiieisvieltiiainguszasd (misuse) uagdidudos
guadufimuilondnidomadulifislszasddsndn
(10) wadulinuszasnannnisly (Potential adverse effects)
WUINNITININ

oSungnasulifisUTsouiIonss (Wu ae viadu vieemssulifasrasdiionsy
fienainfugthevieliony vdonatrudssanmsltiedoslownmdnelinnznisldnulna
(11) ns¥nundnemadendu (@13 (Alternative therapy)
WUININITIATIN

a%mEJmaﬂﬁﬁ'ﬁw%’aﬁfumaumiﬂﬁﬂ’aﬁL‘TJWNLﬁaﬂﬁluﬁa{wmaﬁm%’umﬁﬁﬂé’a Y1Un
UsT vie3nw lsavidennzveslsauideaiuiniosdlounms
(12) MeazBunuazauifvesianiilinanviodudiuusznauvauaiasiownmd (Materials)
WUININITIANN

- naadlaidl Wiseydn Ll

- nyalil Wazymvasidunuazauifvesianilindnviodudulsznovveeiosounmd
(13) Yt muaemizvanaiasiiownngd (product specifications)
WUINNITINIIN

oSurewazBunteiivualinafu Product specification @ dldogalABifudnuazves
wAnsaue 91afinMTsEYIRTIIU wariSMmaaeuesusazterimun Tnetdudeimusanzifeii
AudnuazMITLLazaNssausMamaiinveandesiiounmd naonumLgNFes (accuracy) AN
19 (sensitivity) AU (specificity) Audwdade (reliability) an1nuandeou Jasedus 7
Reates uasderimunamzaug suvedermun
(13) %’agasﬂaaztﬁﬂﬂﬁu % (other descriptive information)
WUININITIANN

[

afueTuazBuanuanyMrd1Ayd YT wenuiloainteyaiana1ilidieiu iiouanads

v A

ANUABAAABINUNANNNSANALMNEITD4

o

3. LPNEASLEAIVNANNITAIAULNENUANUADANEKALANTIAUZNITNI9IUVD LA DI BNV AL

Aonshuansfisnuaanndad (Essential principles of safety and performance of medical

devices and method used to demonstrate conformity)




LUINIINITIANN

[ A
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WulenansianandnnisaAmNed T uANNUaaA S ULaEaNTIOULNITYINIIUYD AT D LIS

o

aa = = v = Y
LLAZITNNTNELENIDIAITUADNAD D "?N‘Uigﬂa‘Ulﬂ@'JEJ

- General Requirements: Yarvuailylafiuinseseunndynyiin

) %

- Design & Manufacturing Requirements: UaMMUANENGANTBLINYDINENTUINADINTIUIN

YarmualuNeITINUNAN A uve I

el vnuesgrunldensdeluilyuinsgiulanan 1

PEIE

a =) v

AU DIA 1V INARN UTLEAIAINY

' i P Y] o . ' a "
WANANRSERINRsgIUTLEeBeiutnasgudanan (Gap analysis) I1nswasuwlaslidmansgny

faANNUABAN BLASANITOULAITNIUIDUAS B aUNNEA 28819 Template #1519 Essential

principle

v o 9 vo o a o
ﬂmizq%aimmmu'm Lﬂutanm‘ma\mammwﬂﬂ

Product Name :

[ 7
Y

sllaansadulenans Essential Requirement ¢ Tuiideil

%94 Identity of Specific Documents: 5¥U%8LONaA13

ANFIUAEIUNITUARIANUABAARDY AINAIENINELAY

1ONaN35 WU IEC 60601-1 test report no. xxxxxxx

Essential Principles Applicable to the Method of Conformity Identity of Specific
device Documents
1. Medical devices shall be designed and manufactured in such a way Yes ISO 13485:2016 Certificates No. Q1Nxxxx

that, when used under the conditions and for the purposes intended
and, where applicable, by virtue of the technical knowledge,
experience, education or training of intended users, they will not
compromise the clinical condition or the safety of patients, or the
safety and health of users or, where applicable, other persons, provided
that any risks which may be associated with the use of the medical
device for its intended purpose constitute acceptable risks when
weighed against the intended benefits to the patient and are

compatible with a high level of protection of health and safety.

Medical devices-Quality

management systems

asuEANAd Walade
nau YES/NO

‘ 9489 Method of Conformity: S¢y
U1AIFIUA A 81T 0aNT oY version

UBININIZU

%94 Applicable to the medical device?
- nsdlidenaouii “l4” sey “YES” vl “A”

- nadidenaeui “lily” szy “NO” wise “N/A” wienesuleimsna
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6. Laﬂﬁﬁiﬁiﬂﬂﬂiﬂ’éuﬁallLLagﬂﬂﬁﬂi’Jf\]ﬁ@Uﬂ’NNﬂﬂﬁ@\i‘U@\iﬂﬂiaaﬂLL‘U‘U (Summary of design
verification and validation documents)

WUININTTININ
LUULENATTIENUNMINAFDUKAZ N TUTLTUNARTUNIATFIUA 9
foyaduiiusznouds
1. nsAn¥InauUN1IINAawmeAalin (pre-clinical studies) 1ty
1.1 N1SNIUADULATATIVFDUANNYNA DIV IAaNA WIS (Software Verification and
Validation)

13 eadlsunmdwenliurfnslasuniseenuuulisulaleifinaugndos (Accuracy) Ay
Undedie (Reliability) maiieanss (Precision) Tandsfianuvasasouaranssousnisvhauduly
ningUszasinsldnuiiaaly

N13M379EUANYNABUTIINATIEN (Analytical Validation) 1Junszuiunislunisasi
nangudeszdndiiodudunulaonfevosuaraussouzvaniosdounndganduad uasiialv
duladwensuaifivantuansavnuleglinadnsiignionasideield Tasslunisasaaey
mnugndeadiinneiziudiunisluiesdinvesmaiamneeniuislunszuiunsmouaevuas
@75:7@ﬁ@ﬂ@?’}i/@ﬁ@?’@d?/@d%@?\/@ﬁﬁf (Software Verification and Validation)

o N1INIUEIUANNADIVBIBBNAUIS (Software Verification) AonNTEUIUNITNIUABY

eedusiivanntudulumunadnuasaadomnisldaurenduiiidmunliviel

« N130523HBUANUYNABIVBIYBNA WIS (Software Validation) 1Junszuiunis

p3RADUNAMIRATeNFL AR U S AT uANLFaInsva sl dnelal

FIYIUNANITNIUADULALATIVADUAIIUYNADIUDINTODNUUULALHAILIGONAUIT ADT
Usznaulualunanisniuasy (verification) N159M53388UAIUYNA 4 (validation) n1snaasulu
an1ufiudn (In-house) uagluaninuindoufiazinluldauass vieanmuandeud srassduun
iadlouaninundendiazldiuaieneudmiteeengnain udsmsuanménguidsUszdntiuand
Tiituingadnvuzanizyesesduag (Software specification) fifmunaenadeaiunudednis
voflduar ingUszasdnslin uazeensduasfinmutudulumudeimunaniy

Auuz

m'ﬁLLamm'gmaamé’mﬁ’Uﬁﬁafi”mumLa‘wwﬂmaﬂmiﬁé’ﬂmie‘i’wﬁ’fgﬁmﬁummﬂaamﬁaLLaz
aussaugmMainuveaesasiiaunng (Essential Principles) wugtlvufuRnunnnsgiuainadiiud
gousu o YU Wi 1msg1u IEC 62304 Jafimund niuianstinueanm simunweninas

FoRawanseq fnulunsmeaeurenduisuassvldldsunisudly (unresolved anomalies)

Aeaumumukazadunsuiluliissuses wndadlderanain (anomalies) widoaglumenduas

& a0 v =

nestungurvensanuvaraaumnauNalun1seausutanaln (Anomalies) Asnan (i)
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nsdifinestuvewondwaslussnunanismuasuLazAsIvasUANgFadliaenndas
funestuvosmendusisumvetunsdeou FowhnsUssudiouamuuansawesenduasiides
nefiu wieuuanungnaiiauvnaunalun1seeus AN TIAGRUR NG TatneaNduISTsaes
nestullaruunnsstuegedfituddyeisazdeihnismaaeugenduasiiiuduluduiivansiai
WIDULUUNANITNAADUAINET

goniuafins sadownndfiannsaldnulnedoudetuiniesiownmg viessuudugld daq

o =

Filsfsmavinusiufusswineendag wassruuiinaindaudeddateiionnietu wasded
wmsmadeliiilaiinmsteleuteyafuszuuiidendedsuiuinuiuaaenfonasiivssansnm
1.2 anuiiupsUasadenislaues (Cybersecurity)
wiesdlownndfifinnuaunsalunsideudetuszuudug (Wu msdeudeldats Sumnedide
vian1siliousioinIovne) desuanmdngiunisinwauiuaiasadelsuedvesnieadonnngd
Xateluil
121 wwsmslunisshwanusiunsasnsenisleues (Cybersecurity control
measures) fiuld fuanaasAdefianisdnuianuiuaslasademsle
WwesH s unIsenuuLaztmuLes ssileunnd Taedaliduinasnisd
annsasnwanaensvananuidsmndlauesiienniiaty
122  mavssduenadesiiumsinwenasiuasiasndsleues fesszyfisany
dosandeanaamaleiues saufsedlnisng q fenadwansenusionny
UaensipveaiisuarUszaniamuouns ealounnd uazdesinisaiuau
mudssiimingauielvianundssiivaest (Residual Risk) agluszdui
gousule
123 wwudniunisegisdeiiies nszuaunisvienalnluniniiseTs mansiaaey

wazdnnisnudvanatunslgivesilaegsiunisiildeddsanaiunialey

a

weiiiniu aaenrgmslfnuvenaiesdiouns lnaanzesrsbailonsia
nunaiirdslaglildfvoynyn viefvesiniiind undwmanfusieanlug
Vi09nan
124  wdngIuiiLanawanisnadeunioniuaeuUseavinmuesnslduasnisly

n1ssawrAul unslaenaenislagiuas (Cybersecurity control
measures) Inguansseazidendialuil

(n) 518a2188AIBTN1NAABY (test methods) NAN1INAFBY (results) wazazuna

(conclusions)

(@) N3 NTN1305I9d0 U oUNGU (traceability matrix) 7 kangA LTS

FENINAULE IR 1UAINUABAAY (security risks) U1BTN1TIUNITTNYIAIM
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Uaande (security controls) waznsnegeuieUszifiuussaniamueanisld

wasmslumsdnunanuvaenfomantu

() 4R35 1UNA 1981989 uazlonans SOPs wietenarsnisluuisnildidu

mmgm%’jumaumiﬂﬁﬂ’amu
wazBuadiuduietudetvuasuenuiunslasnsemnslaues (Cybersecurity) aunsaglalu
wadefl 8 - eusfupsUaendenisleiues (Cybersecurity)

1.3 msfuasasdayadiuynna (Personal Data Protection)
i3 ealeunndwonduaiidosnitoyadiuyana (Personal Data) 3adeyad dty

(Sensitive Information) ¥esgftaBsUszanaNA Fesdmiununsinnstoyadiuyana 1ty Data 7
SoAvpaylsthe Tasidu Data Controller, Data Process, Consent tudu Fesudnnisdosdaonadas

va ¥ U

auii ivualunsgsvdyaAnuasesdeyadiuyana wa. 2562 (Usznnald 1 8.8, 65) uaz
NIEIVUYRAUVANUNIYF WA, 2550

2. viangauneadiin (clinical evidence)

wuuenans clinical evaluation report wieuffu clinical data 74iea909 Fosuanandnns

o o a

Ay ifndesdmiunmsssifiunsedinvesadesiiownmd ngUszifiuan vssanynsuiilegud
wionUszaunsain1sldniandiin (Clinical experience) vea3asiiounvduinfiertuniondneiu
vi3elasn1sduaiumanaiin (Clinical investigation) il msfuaumandindudsinduiigadmiy
i3 esilounmeUsziananuidesgs vieia3esilounndiduszaunisalnnsldmandiniesvielsidl
Uszaunisalnislimnendiln
AUz
189910 Output AlFa1nLa3 e sunmdwenisiuifazeylusuuuuvesioya (information)
e Fauwnnsnsaniedesdiounmgdug nsuszdiuniandin (Clinical Evaluation) dusuipsesdle
unndgonduasiwosfiansuniiteyaduliaudungldvioll winguililunmsussdunisedin
yosransuasUsEnaudedeya duleluil
1. anuduiusnendiniigneas (Valid Clinical Association) 1un13Uszidudn Output
INFONAWIS (U WIAR (concept) ToagU (conclusion) Wsan1sAuaL (calculations))
duiusuanyneaisinevdeanngnanadniymnglivdelsl anuduiudsnan
Hulumumdninins vieduiivensulumenatinuield Tasenauszidiuanussanynsy
fiflegudn grudeyamednermanivieanmsinumisaddn 1Wusy
2. N13A9I9A0UAINYNA BT ITLATIE (Analytical Validation) 1 un1snsavaeu
anuansaveareiLaflunisaine Output Adesnisldediagnios wiudr uazidodio

Y a

1o a1ndeya Input Ndeudnly FelHEnan113an519a0UAINNYNABUTIINATILLARIN

Y
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N1TNIUADULALATITADUAINUY NA 83VDIWONH WIS (Software Verification and
Validation) TunsyuiunisesnuuukasimuIganiuIs

3. NIATIRARUAINGNABINIIAATN (Clinical Validation) Wunisasiageuanuaiunsaly
msliuadnéfigndes wiud1 uazBetiold assmuingusvasdiysmneliidevluldma
padnAuilhefidunguitmne guanfeamsiaaeuininguszasdmsldnuvowoniuag
U Madanses Aena videidadelsmiudiaumangay uasisyAvsnmmanatniae
msUszidiunaily (sensitivity) armd g (specificity) aruniazduiifieasidulsa
fuasailonisnsialiinauan (positive predictive values) Azt dudigaelalsndu
Tsatfuiiion1smsaalinailuay (negative predictive values) 1iudu Tnsdoyanis
M3IADUAIINYNABINIAGTNE1AU1INN5ANYIMNIeAATN (Clinical Studies) ©58370
unastoyadu

n15LaaNUIIAINYNIY (Use of existing bibliography)

PTULUA LT IIATeNTIUNTIY TeusTaunTy Jadhvesdniuslisdadeativayy
UszganSnmuazaraasade ussanynsuiltedemsiduussaynsuiamgianzasiiueieale
unmguazdmimudiuiia (Chronological order) msidenussanynsufimunzasuazifutiagdy
Tunsldiluenansdneda

m55%é’wﬁﬂgmmimmaawﬁsﬁm%mammaﬁﬂmaqm%qﬁauwméﬁ@ﬁLﬁumﬂuﬂium

[

V30A19U3 0A9UTENA F90719UUNINUNAUNIININTAT vy numuLaglasunIsARum

a

(Peerreviewed scientific literature) visillanansuanguaisusenaunie Tnguseasd I5adunis

aa

HANTSANYY AUTY UavasuransAnwInerdininnudauwasiieitesiunsesdiownnd

7. 1@NE15N159LASILANAULEES (Risk Analysis)

WUININITINYI

e lusuiuuvesneunsdnnisauides (Risk Management Report) IngufuRmunnsgiu

ISO 14971:2019 Medical Devices - Application of Risk management to Medical Devices l¢iin
7.1 WHUNITRNNSALLEES (risk management plan)

7.2 M159NN5IANITAINMLELS (risk evaluation)
7.3 S189°UN1TIANITAALEDS (risk management report)

(1) WHUNNTTANIIAMEEY UTENOUAIBYBULINYBINITIANTIIANNES0g T UnoUlAY01935TIn

(life cycle) voumTasliounnd TnguszasanisliduazsigasidennisvinauvedaIasiannmg nind
ANUTURAYOUVBITINIIUNITIANITAMULE LS nausilunisausuANEse w1y Tun135IuTIn
ToRalunIzuIUNITHAALALNIENEINTEUIUNITHA A (production and post- production

information)



Category Frequency Evaluation
Frequent Greater than 1in 10 devices or uses &
Probable i in 100 1 in 100 devices or Lses T
Occasgicnal ]I i 100 ko 1 in 1,000 devices or uses G
[1in 1,00010 1 in 10,000 devices o usss 5
Remote - -
|I in 100000 i 1 in 50,000 devices or uses 4
lln: 50,000 io 1 in 00000 desices of 3
5
Imgrabanle -
1 in 200,000 1o 1 & 1,000,000 devicas o 2
Incredible  fLess than 1in 1,000,000 desices of uses 1
Commen terms Possible description
Catastrophic Results in patient death
Critical Results in permanent impaiment or life-threatening
injury I
Sarious Results in injury or impaiment requiing professional
rrsadical intarvanticn
Minar Results in femporary injury or impairment not rlqulnngl
professional medical inarsanticn
Meghgibie Incenvenkence of lemporary discomfort

a
T
[
3
3
3
2
1

Category Frequency Evaluation
Frequent  [Greater than 1 in 10 devices or uses 8
Probable {1 in10to 1 in 100 devices or uses 7
Occasional  [1in 100 to 1n 1,000 devices or uses 6
1in 1,000 to 1 in 10,000 devices or uses 5
Remote
1/in 10,000 to 1 in 50,000 devices or uses 4
1 in 50,000 to 1 in 500,000 devices on 3
uses
Improbable
1 in 500,000 to 1 in 1,000,000 devices ol 9
uses
Incredible  Less then 1in 1,000,000 devices or uses 1

34
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(2) MINNTIANTANUEES UTLNBUAIEAITIATIHNANULEDS (risk analysis) N15UsEITUAMULEES

(risk evaluation) N13AIUANAIIULE 83 (risk control) ((1d) N15UsELTUAIUE el iauniooy
(residual risk evaluation) (013) NsUszIluAUdsNnauvieaglanesiu (overall residual risk

evaluation) (913)

Harm Hazard s P E Counter
measure(s)
H_1: Z_1: 3 2 ALARP
£ 2 3 4 NACC
Z_3: 3 3 NACC
H_2: Z_4: 3 2 ALARP

S: severity; P: probability; E: evaluation

(3) 5289IUNFIANTTANULE B UTENBUALAAINTIUNITIANITAMULELILAVINASUDIUATIL bEUNIT

Fansenandes anuidesiivaandesglnesa (overall residual risk) eeflunasifiseniuld 5 szuu
mi'ﬁmam%’aaﬂaﬁgﬂuﬂizmumﬁmﬁmLLazmsmé’mizU'mmﬁmam (production and postproduction
information)
8. nasuanstouasiinvasaauiinanniofiownmd uazdouanisnanniesiounnduie
S18AZLDUALINUDINANA
TWuuudeya manufacturing process #s8198msinlugunuuwsuia (flow chart) Insazdosiideya
Saseluil

- JoipSosdiownng

- suvenadesilounng (i

Y
Y

- %auazamuﬁmﬁuaqﬁmﬁm vniedesilounndndnananuindavaneu é}’aﬁzq%auaz
ﬁé?waqamuﬁwémml,ﬁwaqLwiazmsmummam

- Flow chart L@#AINTNSINVDINTTUIUAITHER N1TAIUAL N15UTENBY (assembly) N3
MAaev finished product N15U539 N13ANRAIN NISLAUTNY nsviliUTImande (@18) uay

NSEUIUMIAEITRN UarTgasidundoyanisuanluusaznszuiuns
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4
= o/ =

9. lnEsHERdEMIIane nsvhlgauanw wen1svsaveudefiiatunmevainisld (3
LUINIINTTINTIN

LuUENAsNNEHARE IR AN A AMTolenansiuleS ssileunne vde user manual
fiosuneiznsvhany msvildauan viensudavendeiiniuniondanisly

- nadlaidl Tiszydn N/A

£
= o

Adaa ° o § v = o a aa Y9 ¥ a
- AUUITNIINIAY ﬂ'ﬁV]'ﬂ‘V]auaﬂ']W ‘Vﬁ@ﬂ'ﬁ‘ﬂ‘ﬂ@l‘ﬂ@ﬂLﬁEJVlLﬂ@ISU‘Uﬂ']EJWa\Tﬂ']{L% IW@ﬁU']EJ

10. NU9EBSUTBITSUUAMAINAISNERN ISO/GMP

nsdidunsealeunndlulssmaindnvserdvamdnsdue Wuuudmisdeiusesnmunin
NSHEAR ISO 13485 1138 GMP iATesilounng
LANETTUUY

iFeTuTeITEUUANAIMNNTHERADN T1vatBnnwalUll

(1) TorNan UsenNou ¥3aUsTy wavan1uies

Y

a v )=

(2) VUL ULLAN NIDVRAVDUATDIDULNNINNANADITNITNEIDUATDILDLNNENADINT
Funeidou

(3) 218 veINITUTRITTUUAMAINNTNENT S dinaay Tunsalldiimuanaissyld wilsde

SuseIfaeaniwakiiiy 2 U duwsiufiesn



37

11. %9825 U589In0USEaIAN5 LY Taueld N15UTIY NU9Ee5UIaIRaN wazdsn15hdaIuvas

NNAAVSDLINUBINARNI (Declaration Letter)

LUINIINISIANN

[

Jovimtlsdesuseringusrasanslyd Jeusld nsussy mivdesusesaamnuazisnisldanuveudn

q

A

e momande Aneasdeaidemmuuuuesuveneasmuniniosdiownnd

- szyPeindesllounndwensiung (ufaneiduveswoniuiifdudive) uazgUnsallady
(accessories) muiiszylilunsnssients ITEM asuynsienns mafidesudosladesulvinsunn
518073

- nsdlgunsalialy (accessories) H518m 331U azdnvisenisiiuenaisuuunls lagli
52U MUBNEITHUU (see attachment)
A18819 Template nviafusasingussasAanisly Yauslyd n13ussy wilsdaiusesaainuas
ABn1slduvesininvzaidnvasndnium

Declaration Letter
[To be printed on Company Letterhead of Applicant]
Medical Devices Control Division
Thai Food and Drug Administration
Ministry of Public Health

[Date]

Dear Sir/Madam, FEUYOUDLANVDINEN

l, [name of Company], as the product owner of the medical device(s) stated below, hereby

to certified that;

@ ¢ U a

) o ) ) SEUTonAns ey STaaUA
[List containing product names medical devices] ——»

s s s
LAZLIASAUADINANGALLAS

All aspects of device quality including intended use, indication, packaging, labelling, instruction
for use, for supply in Thailand are identical as that approved by the reference agency.

Yours Sincerely,

[Signature] syynthsaui inii ey andnsasily
[Full Name and Title of Senior Company Official] AaUsEna 1y us Foa udu
[Company stamp]

wnlaifinsdminexdndneiniussmalame  aunsamaiulssleandudayanmudaiiaaisld
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12. 9d0sUTOEANIUTEIRNITIINUNY AUN. VBIHNANKSBLIVBINANAME] (Marketing History

Declaration Template)

KUINNTINGI
frhvidsdeuansusyiinissmung auw. vesnAnnIerdvewmansusifidssasiBendoniny
wuUHpSIvesNesmIUANIATBATTouIME WazsyyTonandnsinnseiuTenansias was accessories Tu
e ITEM Tiasunnsiens (5audessyaessuvesvensiuasigunve)

- wnlidasnsalddendnsarildasunnmenisluuuresu Wesndsensdudiuunnl
S3YTBANIIMUBNENTUUL (see attachment)

- mnilfudedlddesulsinsunnaens

o/ ]

f29819 Template #d05UTDEANIUTZIRNTTIIHLNY AN, VOIRHNAAKWSDLI1VBINANALN

Marketing History Declaration Template
[To be printed on Company Letterhead of Applicant]

Medical Devices Control Division

Thai Food and Drug Administration seyUssmaiiinisiunsidounioldsy
Ministry of Public Health o o edw X o

stry of Public Healt auRNanSgdIN UL deu
[Date]
Dear Sir/Madam, JEUTOUDUANVDINEN D

l, [name of Company], as the product owner of the medical device(s) stated below, hereby
declare that the medical devices have been marketed in the two independent reference
regulatory agencies’ jurisdictions for at least one year. The first dates of market introduction

in [jurisdiction/country] and [jurisdiction/country] were [mm/y¥yy] and [mm/yyyyl

respectively

@

seudiawA NNsTUN Deunselasuau AR nansunzideu

This declaration shall apply to the foltowing medical devicets):

[List containing product names of medical devices]

l, the applicant, am aware that making a declaration which | know to be false is an offence
under the Medical Device Act (B.E.2008), Medical Device Act (2" edition B.E.2562) and other
applicable laws that may be in forced. | acknowledge that any non-compliance with any
registration condition issued by the Thai Food and Drug Administration in relation to medical
devices registered with the Medical Device Control Division may result in the suspension or
cancellation of the medical devices registration.

Yours Sincerely,

[Signature]

[Full Name and Title of Senior Company Official]

[Company stamp]
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13. BUIE05UTDIUEANIANNUADAN I VD IN HA NS DL 1UDINAAA U9 (Safety Declaration
Template)

WUININTTININ
Favimilsdesusesuantauiaondovesniansoid1vomandueif fseazifoad onianu
LuuWefiveINeInUANIATBTToumE uasEyTenandusiinssuTonansiam uay accessories Tu
wis1em3 ITEM Tkasunnanens (sadessynessuvesaensiu5iduave)

- mnllannsaladendnsiasildasunnsenslunuunesy iesaniisonsidudiauannly
SeyYTeANUIIANILBNATSTILU (see attachment)

- yndlqudiedlddesulyinsunnenis
79819 Template wiiidasusaILanIANUADATYDIINENNTOIINVDINEAS U

Safety Declaration Template
[To be printed on Company Letterhead of Applicant]

Medical Devices Control Division

Thai Food and Drug Administration

Ministry of Public Health . .
[Date] JoyanuAuUaonfsu AR U A pIN15TUNEI DY

Dear Sir/Madam,
, [name of Company], as the product owngr of the medical device(s) stated below, hereby declare that there are

LY A ~ aa < £ 1Y 12 3
ixmu/mau/ﬂ '1/|llﬂ’]il,ﬂU‘U@ﬁgjﬁ@’]ﬂ’]i@ﬂlm‘l’\l\‘iﬂizﬁﬂﬂLLaS

no safety issues globally associated with the use of the medical device(s) when used as intended by the Product
Owner, in the last one year from [dd/mm/yyyy]:

(egrauiasomnglutosini ) No reported deaths;

( aEhﬁmﬁLﬂ%@mmﬂu‘daﬂ’mﬁ) No reported serious deterioration in the state of health! of any person; and
(egrauiatesmnelutesii ) No open field safety corrective actions (including recalls) at the point of submission
of this application.

This declaration is made with respect to the following medical device(s).

[List containing product names of medical devices]

|, the applicant, am aware that making a declaration which | know to be false is an offence under the Medical Device
Act (B.E.2008), Medical Device Act (2" edition B.E.2562) and other applicable laws that may be in forced. |
acknowledge that any non- compliance with any registration condition issued by the Thai Food and Drug
Administration in relation to medical devices registered with the Medical Device Control Division may result in the
suspension or cancellation of the medical devices registration.

Yours Sincerely,

[Signature]

[Full Name and Title of Senior Company Official]

[Company stamp]

! Serious deterioration in the state of health, in relation to a person means: (a) a life-threatening illness or injury
suffered by that person; (b) a permanent impairment of a bodily function of that person; (c) any permanent damage
to any part of that person’s body; or (d) a condition requiring medical or surgical intervention to prevent any such

permanent impairment or damage.
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14. BUNH5UTDIA2NUADAAABIVDINANNUNINNEKNARVSBLINVBINEANN N (Declaration of
conformity)

WUININITININ

§a%i Declaration of conformity #iis1wazidenienimuuuunesy Declaration of conformity
Template ¥83naInUANLATDsTloUImME WazszyTenaniag way accessories Tuminsenis ITEM
ThAsunns1ons (sadeszynestuveswaniiuIsidunve)

- ynllannsolddendnsausildasunnaenslusuuesy esnisenisdudiununnli
J¥UTALINNLLBNAITHUY (see attachment)
- mnilfudedlddeiulinsunnens
- mﬂLﬂuwﬁmﬁm%ﬁlﬂumémﬁmsﬁﬂduLﬁsrsﬁ’uuaﬂ%mmgﬂmﬁmﬁ’u auns0TEyYede
NARA UMY INAadlU Declaration of conformity 1 atula
18819 Template Declaration of conformity

DECLARATION OF CONFORMITY
[To be printed on Company Letterhead of Product Owner or Physical Manufacturer]
We, [name of Product Owner or Physical Manufacturer], as the [Product Owner or Physical Manufacturer],
hereby declare that the below mentioned devices have been classified according to the classification rules
and conform to the Essential Principles for Safety and Performance as laid out in the Medical Device
Regulations in Thailand according to the Medical Device Act B.E. 2551 (2008) and the amended Medical
Device Act B.E. 2562 (2019), 2nd edition.

Name and Address of Product Owner:

< Product Owner who is responsible for medical device according to the definition of ASEAN Agreement
on Medlical Device Directive >

Name and Address of Physical Manufacturer:

< Physical Manufacturer who performs the activity of manufacture >
Name and Address of Authorized Representative:

< Local authorized representative responsible for placing the medical device on the markeg of Thailand>
Medical Device(s):

< e.g. product name and model number>
Risk Classification: e.g. Class ..., rule .... Manufacturer 484 main product

QMS flassrysIeazidenves Physical

< Class of Device according to the classification rule, and the rule used to determine the classification>

Quality Management System Certificate: (for Physical Manufacturer) <

< Certification Body and Certificate Number, issue date, expiry date>

Standards Applied: (for Medical Devices)

< International standards; OR Regional Standard; OR See Attached Schedule for multiple standards >
This declaration of conformity is valid from <Day Month Year>

Authorized Signatory:

Name, Position Date




o/ ]
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Aleg19nsgIunldlunisszyiiade Standard applied
1. 3wsgIunvisTUsBsnaeurqulai munnzvemEnsiae Wlvidenieanssgiulaunsgiuils

2. Yrounesguaninsanasunasle

3. 1NATUNTEYADIATURILINLTIUTING 1374 Essential Principle / Essential Requirement

[ fragranasguvasaiasdiownndussnnvanua ]
LAVUINTITU %E]&ﬂﬂiﬁ’l‘u
Medical devices -- Quality management systems -- Requirements for
ISO 13485
regulatory purposes
ISO 14971 Medical devices -- Application of risk management to medical devices
IEC 82304-1 Health software - Part 1: General requirements for product safety
IEC 62304 Medical device software - Software life cycle processes
Application of risk management for IT-networks incorporating medical
devices — Part 1: Safety, effectiveness and security in the
IEC 80001-1
implementation and use of connected medical devices or connected
health software
ISO 27001 Information security management
Information technology — Security techniques — Code of practice for
ISO 27017
information security controls
ISO 27018 Cloud privacy protection
EN 62304:2006 Medical device software — Software lifecycle processes
Medical devices — Application of usability engineering to medical
EN 62366
devices (IEC 62366:2007)
Clinical Investigation of Medical Devices for Human Subjects — Good
ISO 14155
Clinical Practices
EN 82304-1 Health Software — Part 1: General Requirements for Product Safety
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15. 1@ana15uansuseInn15unsiisulusn1sussing

WUINNTINIIN
- dwunlususeaws ondsdouaninsTud unsilouns sayg e iiinadimiiens sl ounng by

UsenAnge)
- wuunangulususesmsendsdonananissulungidsuniesuynliinedmuieini osile
wnngluuseimnanngg auiianaddunisnslseianistasueygialuiitaunasliniadle

Wnng (executive summary) 11lAATU

List of regulatory approval or marketing clearance obtained and commercial marketing history

Reference Intended Indications Date of Launch Evidence
agency use approval or date
marketing
clearance

Evidence: 53U% 8Lonanshazlavi
wna1si b dunangrunislasu

BULS WU EC Certificate No. XXXX
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16. Mi9E a1 UDIU1INLI1VBINA AN 9 LA uA U Tunsald uA1vauLTLAS aediawnng

(Letter of Authorization for Authorized Representatives)

LUINIINISIANN
IR Letter of authorization M1 45188 ¥L8 8AT L1 8NIMIULUUNBS U Letter of Authorization
Template U99N0IAIVANLATRINOUNNE LAz TEYToNAnTMIILa accessories TuntN318n15 ITEM

WiATUNNINENNT (FIUD9T7YLI0TTUYRIvONAUITTIEUAIYE)

- wnldannsaladenandnsildasunnsemslunuunesy esnisensdudmaunn
IisyytanuImIueNaI LU (see attachment)
- wndisusedddyesulinsunnsienis |
- _mnilundnduenidundeduringuiderduaglduinsgudety amnsnssysnede
nAnATNINnadly Letter of Authorization 1 atiula
f18e19 Template Letter of authorization

Letter of Authorization for Authorized Representatives
[To be printed on Company Letterhead of Product Owner]
Medical Device Control Division
Thai Food and Drug Administration

Ministry of Public Health

[Date] EEAT RN RN TGN
Dear Sir/Madam,

Subject: Letter of Authorization for [name of Registrant]

We, [name of Product Owner], as the Product Owner, hereby authorize [name of Registrant], as the Registrant to prepare and submit
applications for the evaluation and registration of medical devices to the Thai Food and Drug Administration on our behalf.

This authorization shall apply to the following medical devices:

[product names and model number of medical devices]

We also authorize [name of Registrant] to make declarations and to submit documents on our behalf, regarding the above medical
devices, in support of this application. These declarations and submissions are made pursuant to the requirements of the Medical Device
Act B.E. 2551 (2008), the amended Medical Device Act B.E. 2562 (2nd edition) and any other applicable laws that may also be in force.
This authorization shall remain in effect until our notification to the Thai Food and Drug Administration in writing that the authorization
is revoked.

We undertake to provide post-market support and assistance to the Registrant as may be required in relation to any matter involving
the above medical devices.

We acknowledge that any non-compliance with any registration condition issued by the Thai Food and Drug Administration in relation
to medical devices registered with the Medical Device Control Division may result in the suspension or cancellation of the medical device
registration.

We agree to assist the Thai Food and Drug Administration with any request for information on the above medical devices.

Yours Sincerely,

[Signature]

[Full Name and Title of Senior Company Official]

[Company stamp]
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17. 1BNEISHEAITI8N15HATDINBUNNENTIUNAN LAZTLIBNANAVDINITFINNAULATDIRBLNNEG
(813)

WUININTTININ
A1071509AVLNAITLANIIIENITATRILOUNNEN TIUNAY UASTUIANANATDINITTINNGULAT DD

wing (0nd) Tngn1snaRusyuY E-submission uenanilanunsatdeyaguiuunssiunguninigly

X = a o ea Y
SU‘UVWL‘UUuwamﬂmeﬂ‘mmqﬂﬂigLVlﬂiJ']LLUUVL@
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nstunzdeuaiosiounmdfiitdymnussivg

nannslunsiiuguaiaIesileunmd Nty useAug (A-MD) aziinnsiduguadnuas

iWentuiedesilounndeensiung udoraiidoyaannziidesiansanfisidy iy anwannsalunis

\Fougetaroiileq (continuous leaning) s¥A U513 WL WE (Human intervention)

msaeuliea MsUsuUgslea Jusu

AnssuiavuaiiiAsadestunisesnuuy mafaun msaouluing N13IMs1980U WaEN1TY

AML W msdiiunmsneldszuvuimsauganimieiosiownme 1SO 13485

ATWFIUNTSUIUNITHAILLATDINBUWNE Al/ML

Device Development Quzlity Management System

Training Dataset
Model Selection,
=) Training, Tuning and
Maintenance

Performance and
4 Clinical Evaluation

Labelling

Validation Dataset |

Data selection and Management

3 :
3 | i
._E - Al medical device -
» : deployed I
.% 1 1
] 1 1
p I 1
i\ | | .
| perf i
erformance
4w | Real world dat
I Monitoring and Tracking I alworld data
}
I

\ Process Control 1
I — ! )

Device Deployment and Implementation

nsallAI aediounnd N4 Artificial Intelligence/Machine Learning (AI/ML) @ a4ils518az1dan
iNsLANAssialUl
¢ ynTudanansoduloyaladn wu sgluenans.. ...

1. seazideadayailouliweniuisuszaana (input data)

4 )

SaMD Algorithm

SaMD inputs SaMD outputs
mgorithm, Inference engine,
o) Lo
(Lab results, Image > Model based logic, etc. outputs
medical device data, (Inform, Drive,
Physiological status, \ Diagnose, Treat)
Symptoms, etc.)

) AN

r

Reference data,

Knowledge base,

\_ ) e

\_ Criteria, etc.
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asueTgazduaLaztaimuaamzdmsuteya Input Nazdeululigenduisuseuiana
Woswn AYML Sndudeslddoyalunisuszanana Jeoyaoivegluguuuunanay (Lab results)

AIMNNITHINY (diagnostic images) FaYey1aN &I TING1V09519n18 (physiological signals) WHu

N

o

W RN eedinsivuananinaeilun1sAnEeNTaYa Input WU UTEwnvestaya AMAINYDS

'
=

ayaTvangay Wl AL aunsavinaulaegaivseansamanudmsnefimvug

e

nstiitoyatiudowinunsusyaianataya (Pre-processing) neunluly 1w image resizing
signal pre-processing fiata3unanszuIunIna1Ilitaau nioulinanaisnudndunseddnis

Uszuianadaya (Pre-processing) A9NE17

Mgy Toyanteuln wenduas Al dwiurieitdadelse lsavasnidenauesviiniionsanluaues
(Hemorrhagic Stroke) Avualidunndndisdnauiamesuesdiursee (Non-contrast CT

(NCCT)) wesifihaseny 20 Tuly sUuuulnd DICOM fmsifimesdwieluil

Orientation AXIAL
Slice spacing <5 mm
Matrix size 512 x 512
Slice thickness 5 mm

Number of slices 20 - 30
Kernels Soft tissue

e fedlildnmandisdrauiamesvediuaiveuasitae Traumatic Brain Injury (TBI)

2. srgazdenyadeyanldlunszulrunisimun Al

yatoya (Dataset) Mlwlunszuiunisimmn Allaun
1. ypvoyaiildlunisaeulua (Training Data)
2. yaveyanldlunisnsivaeuluna/Jsuuss laiaa (Validation Data/Tuning Data)

3. yavoyanildlunisneaauluaa (Testing Data) Wugadeyaildlunisnageuuszansam

vasluwnanauiilulgany

[ DATASET }
Training Dataset Validation Dataset Testing Dataset

\ \f
TRAIN I VALIDATION I TEST

l l l

Train Models Validate Models Evaluate Model

Y
—) —




ar

oSureTsunasitin $1udu uazdnuazvesyateyaldin Training data, Validation data
uaz Testing dada nexlnaualuil ssmnufivsneuazauimanzanvesyateya (dataset) 7
Heonld

oSuiewanduansruunslunmsinwioudeya Wy dndendeyaiifinuauifuaznanm
Hulupufidmue msszyUszianvestoya (Data Labelling) 1ol AVML ansnsasudanamane
vostoyaldegnagnies msudluvidedansesteyailigniessenly (Data Cleansing)
VUG
* yadeyaiiurldlunssuiumsiaun Al fesdilsisenfvestoya (Data Bias) Aesliiulaindoyad
AmNuvaINviany wagaseuagunnauUsznslagliioudedludingulangumils
* qpdoyaldlumavaasuluing (Testing Data) #ouduyndayaiilaidniu Training Dataset was

Validation Dataset wazaisiusunuvestoyafivanataiiielinsauaquingusyasdnisldeu

a

wazan1Ienepdtnagluly wu
- Seuvannvangvesteyalszanng Eunseasviounseldusunudoyareausyyins
naumuneg)
- dAnuvannviangveavunn Mmuvtsasuluuvessesln
- flanavannnaneves Protocol Aldlunsaenmfuteya [Wusdu
3. foyaluna AVML Tunaiithanlday
oS ueswazifunluina AVML Mhunld Testing Data wouuanavaualun1sidentd
Tuwaa A/ML fanana a3une Metrics Tdonldlunisussifiuluna (1@ classification accuracy,
confusion matrix, logarithmic loss, area under curve (AUQ)) saudenan1suseiiiuluing
4. %’a;&aammuwaa Al [\ accuracy, sensitivity, specificity]
swanBendoynausanures Al fesdidoyaduiolull
- NMsAvuANeluNISEeusU (Performance Criteria) ¥39MMUAAMEN YA TUANTIOUE
(Performance Specification)
- Yoya Test Protocol waw Test Report Tun1sniuaeulaznsiaaauIgondwIslaussnuy
paiidvualy
- M3Uszdiumeaddn (Clinical Evaluation) annussanynsudiflegudr wieaindszaunisal
nsldnnenddn (clinical experience) Taaadeosiiownmsvinifeatuniondiesy wielagnsine
N9AAn (clinical studies)
5. %’a;&a Clinical Workflow
oSuredunounsufvRnuiinusidmiunisldau A/ML dvmutu nsdmaildain

gonAwstuld el ldanunsaldnuniosownndliogiumingan siudauanslmiuinisiid
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[%
Y

sruveayuslunsmuaumsvitnuvienisindulazes AYML (human-in the-loop) I1dumeulad
Fostungudiduniedouasifstesziule
6. SayadunounIaUNUNTS re-training model (15
afurewnulunTUTUUTaluea (re-training model) Ingazdasuansdisiamiasouluns
Smanyateyaitlilunisaeulinna (Training Data)
mmmmwaauLaﬂmwé’ﬂgmﬂizﬂaumi?juﬁwalﬁmﬂ checklist full CST vwIulednes

AIUANLATOIN BNV
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4. wuIMeNIseNbulasunlag

annsafnuldnumdninusinisuiluudsuasmuimewnsludulednesmunuiaiesie
WWE S1uaztdeanu https://medical.fda.moph.go.th/product/rules-for-amendments

sefuresnaUAsunlas wundu 2 sefu

~ Major change w83n15udluiUasuntaswensuisfidnaneaussous Ussansnmuazaiy

Uaoady Tnguseasanislda deudd Faenvdeidetmgnisuenysediu laun

O uAlvdeusldnlaunisousiAuda vieo wmdudauddlnl ilesanvendurfinig
Wasuwas fdwasionalnnisemuaunisihaundnlunsu iR uasviedsuulasdnvuens
2ONUULTBNATDITOUNME L

e finsiUAsuLUa features w38 software application fidnasonsidads wens
Snwn

* fimaAsunasmendindiieusuly SaneTiufidwmasensitade wionisinm

* inmsdsuulamenduaslaofiurieanseuunsudafion Jsdmansenudonisinw
V83 JU3e

* fimswasunlaswenduifsufinauasuulasssuulfoanng dewisudisudu
software uneunthilaangzidoulivielsl

¢ fimsdsunlasmeninaiidmansynudenisanuauiadssiiounmdudanoliinnis
WasuuUasmandede wiesnu
LONEITHUUUIZNDUAIVD

o vdngunslauoyiAmafiuviousleteudd vewdnsarianmhsnudiiugua
\3osdiounmdlusiadsemne (i)

* aanuazenasituLes osilowngfifins wWasuuvamdey highlight ag aan
uaztenans mivuinsesileunndatiuaan (Tafu)

* Declaration of conformity (Eniin1siasuutas mmgmﬁiﬂumimaaumamﬁmsﬁ)
(LiveAv)

® Summary verification and validation L% 4 Summary of software changes,
Overview of all verification, validation, and testing, Summary all unresolved anomalies in the
release version of the software, Evidence to demonstrate that the software issue has been
resolved , Updated Clnical Evaluation Report Dusu

* Clinical Evidence (J3Av)

* MIsARTLIINTIWarDeAAsULUAY (@wasindin1silasunlasazlsdna)
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O wiluwvdsuwasdormusianzveaaiesilownndifinaiudsuiasuesgonlduag
dhuiendes
PNFITUUUUTENDUAYD

* aanuazenalsmiunisadownnsiiins wWasuulamsen highlight Wag aan
uaztenans miuisesileunmdatiuagn (Tafu)

* Device verification and validation 1 Summary of software changes, Overview
of all verification, validation, and testing, Summary all unresolved anomalies in the release
version of the software, Evidence to demonstrate that the software issue has been resolved

* Risk Analysis (U361U)

* Clinical Evidence (lddaAu)

* PafinuARNIZUBINERANT (Product specification) (T3AU)

* midetuaimsneandonUdounlar @wasirfinisisuwlaceslsthe)

Minor change gaensuiluldsunlaswenduisiliinasoaussaus Ussansamuazeiny

Uaansie Tnquszasdnisldanu Jeudld laun

O nswasuwdaswending LawzmsudlulasuwlaibinsgnuseUssansnmuazaany
Uaonduuaaaiasiiounne]
6 & d' 1 a' v d' ] 1 [ U
* gandiwIsinIsuAly error AluAn TN niTInsVinulwl Larlidswananiy
[y ) P [ Y a o wa Ql' ¥
Uaensie waziduluimehliianisiaununuaudfiemeiseyld
¢ saa a o 9 Y} ° e A g A A

* gavliuIsNINsIUisuLUaneITes Aumsvinenuvesgunsaldu q lilyieTesile
WNVE LT LATDINUN

* gadwIsTINITURuLUAY interface 71 Unngeerldlagliidwmasion1silads vie

o :s' =) & :’/ ) 2

nssnwIvsaATesiisungul Wusuy
LONETHUUUTZNBUAIVD

* wangIuNslasueudRnisiiuvsaunluteaudld vewmdndusinniisnuiiiiugua
1A309dle wnndlumsuseme (Gd)

o w al = cala a 14 . .

® 2aNLAZLINAITAINULATDILBLNNENUNIT bUagulUaInsay highlight wag aan
wazianans mMnuesesileunndatuaian (JeAu)

* Declaration of conformity (@ finmsnaetlas snasgunldlumsveaeurdnsio) (Lidedv)

* Device verification and validation %1 Summary of software changes, Overview
of all verification, validation, and testing, Summary all unresolved anomalies in the release

version of the software, Evidence to demonstrate that the software issue has been resolved

* JlsATLIINTIIPAzIDAAULUAY @wasindinisilasunlasazlsdnag)



O nswasuwdasmsdanga
® Family
® System
® Family of system
LPNENTHUUUITZNBUAIYD
* 2a7n (U3Av)
* NE1SAAY (T36U)
* JonmualanIzoINaniug (Product specification) (Livsfv)
® Declaration of conformity (U3AU)
® | etter of authorization (U3AU)

Y o

* ilsdeTuTEINAAIMNITNER 1SO 13485 w38 GMP wnasilaunnd(lidsdu)

Y

* 1JaFptLaInN1svardunUdsunlas (Fnasindinnsilasunlaseslstng)
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5. VANNMIILAZIZUUAMANEAUNNAALAZELYN

Aranedasloummdeniuifodlszuunsiansnunmiielishlslunsnmuazeuaiiaue
TuMInEn LPITIUESUTTUUAMNNNSHES B
1. 1SO 13485:2016 Medical devices — Quality management systems — Requirements for
regulatory purposes
2. MIHDSUTRIRUNNITEUUNINES (GMP)
hanssgudduiigranesedlawmdfidumeninidodddniumugumsdntond insltinanm
Tngszuunsdnnisnunin (QVS) fifiszans mwdmsuied esilounng 7 idumeviiuagasdl
vdnmaswieluil
anuudinuaclnseeieeedns
Duitugmesmsatuayumsdnmauarnsifuguanan i
NITUIUNTEUUAYUINRTTIANEAN
Fesamdsnisnausundndae (1suimannmdss msdaitenaisuaznisauausudin
NIANISHATAIVANNSINUAA MTIN MIAATIZY Wazn1sUTUUTE wagnsianisaneuen adsld
Aundninaoniaianssumsainwanduriaiosoundeansing
nszuruMsaEsanudeivliunEnfesi
fwulgvialuluuunmansasdinvesimnssumondng el
- MIMVUAAINABINTT
- N30BNWUULATAILI
- MIBUSULAENIINTIAABUAINYNGDS
- myusuldvzonisihlulgda
- MU HILAZNITUINNG
- Ms@nldanu
n1sAUALang1sLazUulin
Liflienans Aemslufindngiu mstuiinienanseraduguuuunseavniedidnnseindila
N13IANITUALAIUANNITAVIUAA
msdpvhununsinnismstmusaiiedanisuazmuausenisidvuasldegadussuy
(W vesaldn wnans nestumewns wisdlevenduid uazdu) naennnsiinvenesosiounndi
Hugerldnnsd adud sudui o¥nwienuany saluazanuannsalunisnsaaeudounduresns
fvuae e naomaasTimomdnsnst usnileliulairdimefadsfignieuasnmeranaiasde

unng N umeanALIsluaa 1 UNeIUNa
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n133A N15AATIER waEn1sUTUUR

UszAvBnmuesnszuumMTsTInteniuiuarierssismnslisumstssidumuduneu
fifmualidramiuil esusiuariinseid oyafvanzan 4 i sdoy afl ldsunnmadidamuuay
ATIVFDUNYNAINITINAAIN NITTUNNLAZRARINTDT0UToU T899 Ul 51897UTDUNNI B9
anlsidulumudoiivunvemdniuel ToyaaunsaUsudu 31a51ev wazdolaueuusiile
mMsUsudgs dndudesdmsdfunsudludenuvasadovesiiisuazuszansanvosgunsal
anad

N159ANTTIINABUBN

Tunsdlfinszuauns Aenssu videwdndasila q léfunmsyitdsanaeuen esdnsazsiosauny
nsEUIUMITNMEBUBNdIna Welimsiden 14 vidosiuwensdaiiBendad (COTS) Whituedoslo
i urendunag 1d1vesndnfusivenIsslounndiidurendiaiasfesiuinvousdan
UaensouazUszansnmnsvhauluiefian

NaNIUEFIHENT U

nsasrandndasiduwnunigly ; Aanssuvdnesesinsnussuun1sInNIsAMAIN (QMS)
Feldsumsaduayuainunuaieuen : §iuazedns uaznszuIunisiatuayuingdnsdin
MsUszfiuaudss melinesidunsie wasnsanaadssmsnueglunndunouresnisadng
windtue Weliullahaudssiomeldsunmsudlolnefiftanluisnsdin

n1sfivuatanivun

Formusiduiinl fazdosenndesiuimguszasinmsltnuvenaiedoummdmidusendund uay
aaaouliunladndly fuae wardeimuadungsufoudulumadotmun msfiasandudy
i ANy salvesdeya Imnssunisidau Anvaansalunsinusuiusasaadiulaiu
uwanes T oszUUUFURN T uANAaRY wagssuugosdy o voued aslaunndluszmined unou
Taimun

N15BNULUULATNAIUN

dufanssuil edmuaaantinenssy (Architecture) d2utsznou wazdumesinavesszuy
gowiiimumindoimsvesdld vdsmindurrgnudaifusensvenduag (s fladdu lausd)
wazsadriuesestoundfureninag nssermieraiinana uazanmuwandeumsldeuiichy
vioaouniifiagyiluldan sededldsunsfinsanlussriamaiann savsnisaneuids s
nsanfeAnAaUAIUaeAf UMY

N13A3REdURALNIINIU (Verification and Validation)

mansaeul muihilaiAenssuniseonuuuuasmsianluustastuneunsiauiuly
mudeimun luvugiinismuaeulieusiulasgvauvnaunaiiaiosdounmdiidusenduadngs

mudngusrasAnisidanunienuieansvewly Jeyanidesluiinlusenun1snsiaaeulasnIsniu
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AoUvRIWENALISUTENE UMY MnBlaunesTureinIivadey nasinstensuiiivun s1edensdl
viadey KansMAdey AsRaUnATIvEsey aumnsenBerdssuumsaseuidoudly uazdeasums
Ml Ty

nsusuldvsenisldau

Uszneudeianssudel msdsuou anidlvan mefnss mseen uasmatmuaadioliulai
gondsannsadndsldesniasafouazidetiold

n13UngednYILaTNITUINIg

Aanssufidunannianssy fuielud madsuuaseufesnmsvesld WesndeAnudiu
NgNAMI oMU UA uled esileunme i urenswas sun st edestunazudlumuiaundves
i sllaurmdmondng Aanssumathganumssnvimnuaiysalveaaiesaumeiidurensiuasloe
Usmanmaiiisenutasnde Usydvsnm Ussdvsnm uazdunsesumisdasadelml

nsianldany

AenssuilegAnisngsdnw msaduayu uaznisuandneins esilounmd i urenduasly

anvaieNin1sAIvAN MsaudeyaUiswastayaduduy sanangenduiiviegunsainasdnldanuy

'
= a

FaludsdaglunisannansenuregUlsuazenulasnieauasisagududunaannsdntda

dl =] sal & 3 1 2 v
wisastlaunndNilurendwislurdiadugneignisidan
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6. ianmsnsiaanawzdmsurenawsaslganusshvgiasadiaunme

mndeanislavangenduifniotyaussAusiieliussanvuiu 168y vionsudeninu
iieuszlovimanisd waglivanennusuienisdaaiunisviede fuszneunisdesueauan
TawanliiZeudesiwzamsalavaniunudonis Id

NsvgauyInlava 1 2 WU Ag

1. mMslawandoUszu vy
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	1. หลักเกณฑ์การวินิจฉัยซอฟต์แวร์และปัญญาประดิษฐ์ที่เข้าข่ายเครื่องมือแพทย์
	ให้ไฮไลท์รายการเครื่องมือแพทย์ที่ขึ้นทะเบียนให้ครบถ้วน
	ทั้งนี้สามารถยื่นเอกสาร Essential Requirement ได้ ในหัวข้อนี้
	หนังสือรับรองระบบคุณภาพการผลิตต้องมี รายละเอียดดังต่อไปนี้
	(1) ชื่อผู้ผลิต ประกอบ หรือบรรจุ และสถานที่ตั้ง
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	(3) อายุของการรับรองระบบคุณภาพการผลิตซึ่งยังมีผลอยู ในกรณีที่ไมมีกำหนดเวลาระบุไว หนังสือรับรองต้องออกมาแล้วไม่เกิน 2 ปี นับแต่วันที่ออก
	Declaration Letter
	หากไม่มีการจำหน่ายผลิตภัณฑ์ที่ประเทศใดเลย  สามารถเพิ่มเติมประโยคที่เป็นข้อมูลตามข้อเท็จจริงได้
	Marketing History Declaration Template
	ตัวอย่าง Template หนังสือรับรองแสดงความปลอดภัยของผู้ผลิตหรือเจ้าของผลิตภัณฑ์
	Safety Declaration Template
	DECLARATION OF CONFORMITY
	Name and Address of Product Owner:
	Name and Address of Physical Manufacturer:
	< Physical Manufacturer who performs the activity of manufacture >
	Name and Address of Authorized Representative:
	Medical Device(s):
	Risk Classification: e.g. Class ..., rule ....
	Quality Management System Certificate: (for Physical Manufacturer)
	< Certification Body and Certificate Number, issue date, expiry date>
	Standards Applied: (for Medical Devices)
	< International standards; OR Regional Standard; OR See Attached Schedule for multiple standards >
	This declaration of conformity is valid from <Day Month Year>
	Authorized Signatory:
	ตัวอย่างมาตรฐานที่ใช้ในการระบุหัวข้อ Standard applied
	Information technology — Security techniques — Code of practice for information security controls 
	แนวทางการจัดทำ
	ตัวอย่าง Template Letter of authorization
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	มีเอกสารหรือหลักฐานที่จะต้องแก้ไขหรือเพิ่มเติม ดังต่อไปนี้
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