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3. | unaguifenfiuiaTesliounnd (Executive Summary)
3.1 N595UNEATUANITINVDIATIHBUNNY (overview) | |

voyailasnuiielfiuiaTeslaunnednwuzianizjuuuulng (any novel features) §3vayadinaiines

donmandnueNaNsANUASadialwve

3.2 Usedfnislisuandifnistunzideunseayyinlindnnineluiiosnaia wasdsedfnnsdmdelu | [ | O
Uszinania9 (list of regulatory approval or Marketing clearance obtained and commercial
marketing history)

O davirluguuuunnsia sisil

Registration Approval Distribution date
Country Intended use Indications Evidence
date (If Applicable)
a a . o X o '
3.3 INY[TLRYAVDINTIYNINNADU (withdrawal) mia‘igzy’mwsawumL‘u&m’luﬂizmﬂmaq D D
O davirluguuuumnsna disil
Reason for
Intended Date of
Country Indications rejection or
use withdrawal
withdrawal

O nsalludinisgnidinaeu nssyvennususesanawemwdaduminefilonun “hifivszifinsgniin

nauUN1TaUNY NI YUNITBUAINUTEMARN 97 1In1unNse

3.4 gorunInvesA1veTuniisunsesyyInesdierdndueilunatanidsfnsegvieeagluszudne | [ | [
afiunns (status of any pending request for market clearance)

O daviluguuuumsna el

Date of
Country Intended use Indications
Registration

v ag ¥ ¥ 9 ¥ a o % a & oMo X a = 4'
D ﬂimlﬂu SL'V‘33‘1.1?]aﬂ'J’]lITU3@\‘1R]’]ﬂLﬁnﬁua\iWamﬂm%lﬂaﬂLuaﬂj’]ﬂ]"l 13J3Jﬂ"|°ll€l‘llui’|$mEmﬁiaa’léiy']mwa

nedmhendndneilunaiandednsegnioagluszudnsaniunis” linmumes

3.5 dayadAgineaiuanulasadisuazaussauznsinauvaaiasiiownnd (important safety and performance

related information)

- M9uEAeTEumansalsulinsUszasdannnsldinestiounnd (AEs) R

O davinluguuuumnsna disil

Frequency of occurrence
Description of adverse event (number of reports / total units sold)

in the period of dd/mm/yyyy to dd/mm/yyyy

O nselladl nszyvemnususesanavesmdnianlaeiidonnunn “bifl AEs anmsldinsasdiounnd
founds 1 U audslagliu uazlifl Serious AEs fudnansinsisangnainautiadagiu” linumss

O nsdlfisnenu AEs nuuuienansszysieasidenvossenu AEs

- ANTNUEN9TI89U field safety corrective action (FSCAs) O] O]

O davinluguuuumsna disil

Countries where FSCA
Date of FSCA Reason for FSCA
was conducted

O nsalladl Insyyvemnudusesnnanvesnandunlaedidoninunn “lifl FSCAs dounds 1 U aufs

Uagliu uazlifi Open FSCAs Aawsndnfinsioangnainautistagtu” limunisn
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No. | vt i i
01 nsdifl AEs Aty nasiinisdash field safety corrective action (FSCAs) Tnsmnnlaidavmosssymana
O nsdlfisneau FSCAs “Lﬁl,t,u*uLaﬂmsizuiwaxLﬁsmamwu FSCAs
a. | neasBumeiosdiounnd TnedesdiswaziBeadsil
0.1 dnwagiluuagndnnisvau O O
4.2 imqﬂszaqﬁmﬂ% (intended use) O O
- Mﬁﬂinﬁﬁwﬁ”@aaamﬂgaaﬁ’uL@ﬂﬁﬁﬁﬁum?mimmmé
4.3 fuuzthnisle (instruction for use) J J
4.4 nahusnw 0| d
4.5 o1gnslyau 0| g
- uuuenansesuisengnisleruiudus fundnveseiastounndiduinuieu vie Jdaau nsasaes
Tudnne Real time stability report \u Shelf-life = 18 months from manufactured date
4.6 vosin (limitations)/vevinile ] ]
4.7 Aufiou (warnings) | |
4.8 Tom55E T (precautions) 0| O
1.9 SwaziBusesianilsnamvderiumulsznauveuaiosiounme (materials) uuuionans fail
O nsdlesosile gunsal / Analyzer
[ wnensuansenuszneuvaaieios o | O

[ wonensdu 9 fistl..

O nsalshenans 9

[ 1. wnansuanssensdauisznau g w“ia’i'a@ﬁwwaw%alﬂudqwixnawaaLﬂ‘if'aaﬁa!,twvné (st | [] ]
of raw materials and components)
Tuuansmenisaulszneu Tngau wietanilandavdoiduaulsenovvonndosounmeiianun Taglunes
LansgRsuasUTnaesasiduanudunansa vaimnanslafinaanifidu Hazardous substances vi3o
asuiniiviinadnaneveyanuaulaonde asmosuansgruarUInaesmIRing

[ 2. Material Safety Data Sheet (MSDS) %84 Finished product ] ]
- ﬂiﬁﬁﬂwamﬁadﬂﬂﬁ MSDS masvafmuaves EU Reach IﬁpgwﬁmLLu“uammnS%Lma%mamgwaiﬂziém

UfURauveimuadina1seyals

L wenensou o fiet O | O
4.10 Y nuALaNIZdU° AABITY (product specification) [

f9ee LU

Accuracy

Sensitivity

Specificity

Sterility

Stability
- Storage
- Transportation

- Packaging

“Imhveyalulenarsmiuinisdieunmeluiive Performance Characteristics swuu**
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b=}
—
=
2D

No. ‘ DRLin)

4.11 ﬁuamvaiwaztﬁaﬂgu 9 (Other Descriptive Information) ]

U

Y

- yndl Lancet wag/v3e Sterile swab i'magﬁaﬁaaaLLuumamiwmaaumﬁ
« Sterile Test
« Biocompatibility 151,&,5
« Cytotoxicity
* Sensitization
« Irritation

- HaM3AnwInealiveya Yo Useny sviaduAvie Model danmaasiuveyauuaainuagionansiiu

« 1l Alcohol pad i'smagjgwgadLLuUNamswmaaumm Ussmandnumiifiuoaneseaduusznouiiionn
L%@é’m%uwwé 07 waziadosilounme w.a. 2562 fail
« Sterile Test, Microbiological (ﬂ’J’la.la’lmialuﬂﬁ?hL%@)
« Biocompatibility Taun
« Cytotoxicity
« Sensitization
« Irritation
« Alcohol stability ([;aaezhL%yalo;lﬁﬁuqmﬁw&J“uaﬁwmmq)
. wamsﬁﬂwémﬁ‘gﬁlga #o Uszim saRuAvTe Model aamﬂgaaﬁ’u%a;&awamﬂLLasLaﬂmsﬁwﬁ'U

O wuuvdngrunmstuneifeuluussmelng

5. | nannasdrAgiiieafualiulasndenazaussausnisiieualoslionnnduazisnisuansfisarnudonndos

(Essential principles)

- Favienuuuurlasy ] ]
- Usngeindesilonnng aswuiinesnstunzifevlusweil

- Ao Identity of Specific Documents wa@ﬂa"ﬁaamﬂaym ﬂaamqmﬁummgmﬁﬁzuﬁluﬁm Method
of Conformity

- Ao Applicable to the device nagliszy “No” sosszyvipalnggonas

- nsdilalle ER, GSPR mosiluansdondnvin uagTuiflunisdasi

- 1953 IUARINTITUTENINE DOC uag EP lUsanumunsayalauininsgiu J uag version

6. | wnasuanstayanisuaaisesiiounnduioseazidenidnvesnansdnel (Manufacturing Process)

- 53y¥ Product name uansiniawdn iunszuiuniswdnveunseiounnedinan aumsesIenTs iterr O | O
1813
- kARITUABUNTSNARATETEUNTE WagTey Manufacturing site TuuaagdunauNITWER

- UUATUNNTIENSINUTTUNz ey

7. | wisdeusesszuuamnmnisudn (ISO 13485/GMP)

® 15013485 11#Fun155UT09A29ATOUAQN Scope ATUHIUAIWLA Design & Development, | [] ]
. . . d { X o
Manufacturing (Production) uag Distribution* ta3asdiaunndfifesn1sdunziou wazdenndosnu
da a £ a . .
ATUNNANINTIUVUIIINIY Manufacturing Process 1wu
1. A58} Product owner suluATNTTUR UM Design & Development, Manufacturing (Production) wag Distribution T
WUy 15013485 989 Product owner
2. n58] Product owner FiluAINTIILIEIY WU Design & Development &g Distribution au Physical Manufacturer

vuggufiufanssu Manufacturing (Production) Tuuu 15013485 va3via Product owner wag Physical Manufacturer

*Certified body Unswmsealymduiniiaumneludnwugifeniule
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=
%3

® Local GMP for Medical Devices

® 56l scope luasuaiu Twuwuu Audit report wislufiarsanlulsspufidlunsuniusenann

nilsdofusasinguszasanisld dousld n1sussy nilsdesusesaarnuazdnisldnuvesinianiadnvesndniue

(Declaration Letter)

- ANDNANTINULUUNBIUVDY Thai FDA ‘ ] ‘ ]

Declaration of conformity (DOC)

® Javitanans DOC muLuulesuvas Thai FDA

o syyfoirdasiiounonsy uazAsatUMNAELAZIIENS items
o syymudswssiuanuidssiitunadeululne
® M3IzYTIEazdun QMS
- 1‘1;3214 QMS 994 Product owner
- lavfionBslumssiuionansvoyassuuAMAT AI33EY Rev. IATUMIL
- QMS nunE
- Wsniuveyalmdulunuuuued laun...

O Wsniiiunsszydie Certification body

Quality Management System Certificate:

< [SO | Ceitification Body fand Certificate Number, issue date, expiry date>

O Wsaiunsszyevemnidosusesaann

Quality Management System Certificate:
Certification Bodly and Certificate Number, issue date, expiry date>

o shagaasguilylunisseyive Standard applied

- mmgwﬁizumaﬂﬂaaUﬂqmaffwumawwwawﬁmﬁm%{ lﬁ.ﬂ,“ﬁLﬁ'aﬂLﬁﬁmmmgﬂuiﬂmmgmﬁﬂ
aﬂﬁaaém‘du mmgmm%maau Analytical Performance, Clinical Performance, Stability test, Labelling
\Junu

- mmﬁmﬁizqc;aaﬂiuﬁy'mmuﬁﬂimglumsw Essential Principle

EN_1SO 18113 | In vitro diagnostic medical devicesInformation supplied by
1:2011 the manufacturer(labeling) Part 1: Terms, definitions and

general
EN62366-12015 | Medical devices —Part 1:Application of usability engincering
to medical devices

EN 13975:2003 Sampling procedures used for acceptance testing of in vitro
diagnostic medical devices—Statistical aspects

EN IS0  15223- | Medical devices -Symbols to be used with medical device
1:2016 labels, labelling and information to be supplied—Part 1

General

EN IS0 18113 | In vitro diagnostic medical devices —Information supplicd by

2:2011 the manufucturer(labeling) Part 2: In vitro diagnostic reagents
for onal use

EN 6236622016 | Medical devices —Part 2: Guidance on the application of

usability to medical devices

5 Performance evaluation of in vitro diagnostic medical

13612:2002/AC:2002 | devices

EN IS0 2364022015 | In viteo diagnostic medical devices —Evaluation of stability

of in vitro diagnostic reagents -

EN 136412002 Elimination or reduction of risk of infection related to in vitro

diagnostic reagent

* Jrpsnsgiuanunsanasunadle

(]

(]

10.

nilsdesusauaniuseiAnsviueg Auw. Yasnann3aidvasnansiug (Marketing History Declaration)

- favienansmuLuUNeIHYRd Thai FDA ‘ O ‘ O

11.

nisdesusauanianulasndievasiinanvisaidnvasnansiou (Safety Declaration)

- FAVILONANTHNULUUNDTUUDS Thai FDA

|

|
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https://medical.fda.moph.go.th/media.php?id=517227904938156032&name=F-IVD2-07_Safety%20Declaration%20Template.docx

w1 13 990 15

No. \ Wt g g

12. | wangaumseyInanviienunintifiuazduamnuauarun.lusieuseman oe.5uses (Product License)

9 & = ' 4Y a wa Yo wa & = -
D LL‘L!‘U'WﬁﬂﬁWUﬂWTUUWSJ’LUEJ‘UIU‘UizL‘Vlﬂm"lﬂ‘] ‘V]?JN@QIUGW?N"U33’Jmﬂ7ﬂ(ﬂiU@l§i~lﬁlﬂﬂTﬂuwzLUEJUVii’JB“L;lQJﬂG\ D D

Trsdmuneluveswan azdsziinisdmunslulssinanise

UszmaAninisvunziley ena1suangunsvunzlioy

Therapeutic Goods Administration (TGA) Device Registration License Way
O Australia Australian Manufacturer’s Declaration of Conformity
Erseasdeniiuiuniiden shorturlat/sg2dz)

[ self-declared C E

- EC Declaration of conformity (EC DoC)

[ Notified Body C€xox -
O eu vop > EC Certificate waz EC DoC

*xxxx UNNBE9 11N8LaY notified body snfmpenawu CEon

v

nsdldudriiluiduvuasiguasziinisdestgwsediduvisunrudu VDR Tkuuu

Confirmation letter from NB

[ Class A (non-sterile)
—> EU Declaration of Conformity (IVDR)

[ Class A (sterile)/Class B/Class C

—> EU Declaration of Conformity (IVDR)

2> e Quality Management System Certificate (IVDR) **
[ eu ivor **|ana15eaning Notified body

[ class B/C for Near-Patient Testing, Self-Testing and Companion Diagnostics/ Class D
> EU Declaration of Conformity (IVDR)

—> EU Quality Management System Certificate (IVDR) **

—> EU Technical Documentation Assessment Certificate (IVDR) **

**ignansaanlag Notified body

[ canada Health Canada (HC) Device Registration License
Japanese registered certification 911 MHLW %5 @ Registered Certified body (RCB)
wauANsel

O sapan *nadindngrumssunsitsudumudiu Wuaenaadunwsngulnemissanuladi

16 widundhdasasuuiusasnnugnias

- Tnedl Application form uaz Annex fitieadas

- 510K clearance
O usa - Premarket approval (PMA)

ansouuulaviouilueugn vie amaumadaduniaiesdiounneainmiy

13, Letter of Authorization (LOA)

- §avienans LOA auuuuneasuvas Thai FDA O O
- S3YTRLATDWBUNMNEATU LAZASITUNNAITELAZIIBNIS items
14, | lunsainfienansduasnenisasastiounndnlasumsansidsuwuusiunguniasiounnd Tiguanans 0| O

o ' v ° < v v
AINAIINIDNANVINIUITIANUINY (3)
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nsalinsasdiounndfll Artificial Intelligence/Machine Learning (Al/ML) fasdisneazidaaiuiiuasnalull

valvidnvinenansasudaya - mniidayaagluonansdus) MuuuLUEE1IIATU

v

dayalvid g 1w doya..egluenans...ni....

No. Wiade 4 | udlv swazdsanisuily

1 daya input data O O szqiwazlﬁamyaﬁmumLawwﬁwi"ugmgaﬁ%ijau
T T Tl ST A P TulvenlaumisUszanana
avaulUlnmonnuasuszanana »x ypanduaraunsnd vsveyalviiamund 1wy

oya.. oglulenans... ...,
2 | yndoya Dataset Alvlunszuaunsiaun Al O [0 | szuswwasidenumasiian S1udu wazdnuazves
oBunBUmasTin $1uau Lmzé’ﬂwmmamm%ﬁ]aﬂa Training Data, Tuning Data (Validation Data),
Fameluil Testing Data
1. Training Data = yanfuanaimtsnd vseyaluiamund gy
2. Tuning Data (Validation Data) voya.. oglulenans...mun....
3. Testing Data

wienlnmanalud ospuissmanagaiiy

WanyaLTeYRTeLa (dataset) Tdonly

3 | deyalunavidesanediiuiiliay O [0 | szuneazifenvedlunaniedanediiniidenly
(Al Model/algorithm) Tnadad
osupwanduavatlnaniesanodfiuiidonly wseulmmgualunisdonly wagnszviunislunis
JGEESE Anien Al/ML Model
wsoslmvamaluniadonly uaznszuiunislunis s ynflumristusteyaluile wu ogluenans...
AnLien Al/ML Model ...

4 %’ayjaammuwm Al [\ accuracy, sensitivity, O O 8, “Llyaigja Performance Criteria [L%'u accuracy,
specificity] sensitivity, specificity]

o dnrsminuatnunluniseousy s ynflumristusteyalule wu ogluenans...
(Performance Criteria) ¥5 8N 1M un win....
ﬂqmﬁﬂ‘tﬂmz%ﬂuammuz (Performance WU Test Protocol uag Test Report Tunsuseidiu
Specification) UseAn5n1mY0967 Al model

¢} ﬁﬂ]layja Test Protocol iag Test Report
TumsmugeuLazATIvABUNTEHALIT
aussournufimualvdely

5 daya Clinical Workflow O O wuﬁyaga Clinical Workflow
finsuanuaresuiaieinsthuaiilanneeniagg
Uly saufsesursnduneulanesdausiieives
wazieivessziule

6 %’aga%’umauﬁmmums re-training model (81 O O FEYRNUNIT re-training model
D)
finsuansgisnamiosoulunssnanvouanis
38u3 (Training dataset) lunsdlfifnisiivuoya
n&991n7ith Al model 11y uaznasiveya
ananulalunns re-training model

7 | Buq O [0 |1y udndudul Typevos Al Tuuvulng

- Locked Type Algorithm (ﬁﬁﬂaaﬂq'mmmmmzﬁ

maiiveyaunlufinszuiunis Training Al lFesq
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No.

el Y uily Tgazean1suily

avigaara19zdl Anunla dmsunis Re-training
model) #30

- Continuous Type Algorithm (ﬁmﬂﬁu%mﬁmaz
Training Al l‘dlf%'aafmmﬁzjyagaﬁwmaawé’aaamjmam
TUuan)

Revision History

asanwAluluwdazl

(Revision. No-Year)

seazdea1srdfgyn1suTunily viauiudeyanisusadiu
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1Lienansaannizasiiounnd

1.1 unlowuamensnss wu msluilanstaduaseandonluiuneunsn
12 U%’Usuyagamwmﬂﬁaamayaqﬁ’wizmmmzmwmﬁﬁmqmL?IEN
wanna 33015 waziieulunisuansaainuazienaisifuiadsadounne
W.A. 2568

1.3 faddunisasaussdiilnduinasguieatuaniy

2 anasmiuAzasiounnd (IFU)

2.1 unlyuwmamsnsan wy msriianstaiueseazdealuduneuusn
2.2 ‘U%’myaagjamWmﬂwyaa@ﬂayaqﬁ’uﬂizmmizmwmﬁﬁmqmL‘%‘aa
wdnnaa 33015 waziisulunisuansaainuazienaisinfuiadsadounne
W.A. 2568

2.3 dadrumsnnavsadulndunasguientunniy

3. 5788z unn30sdounnd

3.1 YSuunluvermuslugaunisuuy List of raw material Tudaiaudau
4.Essential Principle (EP)

4.1 Lﬁummaaﬂﬂgaqmaquﬂmsgwuizwiﬁa EP uay DOC

5. M19HTUTBITTUUAMAN

5.1 LﬁmLmeﬂﬁmi"Uﬂiaj;;ﬁ%%%ﬂuﬁwmmﬁmﬁmsﬁ (Product owner) u#
lailafinsventsdesusasssuunmam 1wy 1SO 13485 u3a Local GMP

6. Declaration of conformity auuuunasy

6.1 USuihvegeud miunisseusigasidun QMS Tudaauunngsdu
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