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“Substrate reagent, please refer to the Instructions for Use (IFU) for detailed information and
intended use.”
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2 | vedwAnseUszmAuazaauNnNEn O O
3¥UATITU Physical manufacturer a1y DOC
3 Identifier O O
svysadua (REF w3 Model number 38 Product code) u3edsau 4 fiusinguuaanvomanias
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*nsihveyainnsenlutesdesuisesausznaulu IVD Cluster vasunazstens Tunudaaonyssnvdi
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dm3unsal Qualitative
[ Analytical Sensitivity or Limited of detection (LOD)
(WaruAnse)
O Analytical Specificity
O Interference substance
O  Cross reactivity (WauANSal)
O Clinical performance

O Hook Effect (wanuansal)

dm3unsdl Quantitative
O precision (Repeatability, Reproducibility)
[ Accuracy or trueness or method comparison (LLgﬁLLﬁiﬂiiﬁ)
[ Limit of detection (LOD)
O Measuring range
O Linearity test (waaumnse)
O Analytical Specificity
O Interference substance
O  Cross reactivity (Laauansal)

[ Reference interval or cut off value (Wauansel)

dm3unsal Semi-Quantitative
[ Analytical Sensitivity or Limited of detection (LOD)
O precision (Repeatability, Reproducibility)
O Accuracy or trueness or method comparison or clinical performance (LLgULLGiﬂiaj)
O Analytical Specificity
O Interference substance
O  Cross reactivity (Laauansal)

[ Reference interval or cut off value study

Analytical Performance

- n36l Qualitative Wav@ Analytical sensitivity (Limit of detection - LoD) @1 LoD faslansn1fidniau
wdu luanunsonanadurit < <, >, =2 1 setulnunlunisuansveyaluenaisidunasivniuniuaey
voyaty VAV

a . . ' L ! ¥ ' lﬁ‘ = ¥ v %,

- n38) Quantitative A1 LoD AU LoQ lwannsalvnisseauanduadewmne > v3e > la luunlunis
wanweyaluenansiiuuaglumumuasuveyaly VAV

- Analytical Specificity ABILEAIANULUNVUVD LT N LUNAFDU WavdonAaIiyU summary verificaiton

and validation

o Clinical Performance?
nsdl Qualitative Tsndulunssnasgiu CLSI EP12 feil

- mavnaa Clinical Performance nadluifisufuyansralussiuiioatu aosasunansmadeuiioy
UABHMsEIU (Gold standard)

- WWsnasu uazwans Clinical Performance Tuguiuu 2x2 Contingency table
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- #1379 2x2 Contingency table »833¥YI5 Reference method ndoawalondnniserls wu RT-
PCR 1ng Method %ma\‘iisﬂuﬁﬂwu lﬁizq Contrast reagent , Hospital Examination, Commercial kit vJu

2%

Ffa81s 2x2 Contingency table

Comparative test results
Candidate test results Positive Negative Totall
Positive [ a | b at+b
Negative | c | d c+d
Total a+c b+d n

- TUsans29@eu Clinical Performance Tnaennassiunisnadeuluiive Summary Verffication &

Validation

nsed Professional use
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o 1 i

yanvautudunminenseniwdingy (Glossary of symbols) laluaannuietenansiiunsesdounye

) N

g

v
=1 =

viell nsdiduguuuy Electronic azmesiinsuansdinisindweya

n3gl Home use

v o v A a - v y 4 aa
e saauuenasiiuAsediownnenardauazatun s ineidulymuussnmafiieves
e enasmiunwivgasnesulalvasuniumaenarsifiuainguan eswnluuavesninalaendie
vayafiuanshimuenasfiuanygudn dureyafigndanunisiasznaudss (Risk analysis) Mziiatu
1A Fsladinnsdaviveyanaissluasunguilon

a P % ¥ :.ll . ‘o I3 g ! dl ! = Ay

o nsiliduyansraiilylasis Home use waw Professional use wadn1siiudaeensiluluidonsnvaneis,
nasal swab, Jaa13z 83915 U1a1e vseisn1sifiudiessfineiulagyaainsnisnsunmeniyuasaedl
mMssdneyarseRfounsiiuieenddanesiilagyaainsnianisunmewniuniesuulafiaansaiviag
yanallla

‘ DT I R 2y
wu yaravilulmiuiessanuanetiamiy

unaguiieafiuiaTasliounnd (Executive Summary)

3.1 MI93ULATUNNTINVBIATINMBUNNE (overview)

v o v v

voyailasnuiielfuiaTesdaunnednwuzianizjukuulng (any novel features) §3v8yafinaiines

danmandnuenaNsANNUASaIsalwme

v P e Z P—— PRI P v .
3.2 1Jsmmms‘l,ﬂifuaqummﬂlum:wﬂuwsaaqzymlmwmmuw‘luwammﬂ wazuszdanisamunely
Uszinaana9 (list of regulatory approval or Marketing clearance obtained and commercial
marketing history)

O daviluguuuumsns deil

Registration Approval Distribution date
Country Intended use Indications Evidence
date (If Applicable)

£

O nsdlfinmstunsifoulu EU Tugduuu Self-declared Tuuuienanswdngiu sl

§ £ a 1 £ a
Uszmaniinisvunzileou LRNEITUANGIUNTIVUNSLUYY

[ self-declared c E
- EC Declaration of conformity (EC DoC)

O eu voo

= - z ;
3.3 S18azdenvaIn1santiinaay (withdrawal) n1sausaunsadunziieuluussmasng
Y 9 v

O daviluguuuumsna sl

Reason for
Intended Date of
Country Indications rejection or
use withdrawal
withdrawal
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v v P

O nsdllusinsgniiinasu Tnssyvemususesanavesmdndunlaeiileninu “hifivsz3nisgnidin

aauMIBRInnIatunzdsuaInUszmanig 97 1inumsna

aa = Y < Y oA 9 = = wa =
D ATUVIRAINUNITLERAATYanwed CE mark ﬁ]5ﬁ]'eNiJﬂﬂii%u%ayﬂa'ﬂaﬂEWUﬂﬂﬁJumzLUUULL@%U?%?WﬂWi’U

veidoures EU Tumsisuazwuunangiunistunsidewiieveluaiuiliiuiy

3.4 gorunnvesA1vaTuniisunsesuyIned iendndueilunatandsfnsegvieagluszudn | [ | [
aiunns (status of any pending request for market clearance)

O davirluguuuumnsna disil

Date of
Country Intended use Indications
Registration

O nsallud Inszyveanususesannawemdndumineiiioninunn “lifidvetunsilounsoaygyiniie

nedmhendndueilunaiandedinsegnioagluszudtsaniiunis” lanumss

3.5 dayadAgineaiuanulasaisuazaussauznsinauvaazasiiownnd (important safety and performance

related information)

- MuEAsTEUmansaldulinsUszasdannnsldinesiiounnd (AEs) 0| d

O davirluguuuumnsna 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

Ay 'aq ¥ ¥ ) ¥ a o “ a & LMo y o a ¢
O nsdludl nszyvemususesanmvemandunlaeiiloninaa “Lifl AEs arnnsldinsesiiounnd
dounds 1 U audstagiu” linumsna

Sa ¥ a
I:l ATRUNT189U AEs SL‘ViLL‘lJ‘UL?Jﬂﬁ’ﬁi%‘Uﬁ?EJa%L?JEJWUENiWEN']U AEs

- A319LEN9I51897U field safety corrective action (FSCAs) | O

O davinluguuuumnsna disil

Countries where FSCA
Date of FSCA Reason for FSCA
was conducted

L nsdlludl nsyyveaususesnnivendndunlaediloninunn “lifl FSCAs dounds 1 U aufls
Tagtu” lanumsna
L1 nsdlil AEs \iinTu mesiinnsdmin field safety corrective action (FSCAs) Tngvnnladainesssymana

L nsdifisnesnu FSCAs Tuuuienansseyseazidenuossneaiu FSCAs

4, swazdeainiaflounnd Tnedesisneazdondil

0.1 dnwagiiluuagndnnisvau O O

4.2 Yaquszasanisly (intended use) o g
- mjﬂua?ﬁmgmaaﬂﬂa”mﬁuLaﬂmiﬁwﬁmﬂ?aﬂﬁauwwé

4.3 fuuzhmsly (instruction for use) ] ]

4.4 msiAusnw 0| o

4.5 91g3lyau Ol O
- uuuenansesuisengnisleruiudus fundnveseiesdounneidudiuouieu vie Jdaau lnsasaes

Tudne Real time stability report \u Shelf-life = 18 months from manufactured date

4.6 vasnfin (imitationsy/vewaly ] ]

4.7 Afiau (warnings) ] |
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4.8 v9A133839 (precautions) ] ]

4.9 Mwazdunvestaniilndnvioiduaiulsznovreaniasdliounve (materials) Luuionans fail

O nstieesilo gunsas / Analyzer

O wnansuansenuussnavvoseses 0| O

L] wnansdu « éidil...............

O nsalshenans g

[ 1. wnansuanssenisdaulsznau Ay M%ai'ﬁqﬁwwamw?avf]ud'mﬂsznawmm‘s’lmﬁmmwé (st | [ ]
of raw materials and components)
Tnuansmenisaulszney Tngau wietanilandavdoiduaulsenovvenndosdiownmeianun laglunes
LLamquLaxﬂ%mmmaaawsﬁtﬂummé’umqmsgﬁ ﬁ"’qﬁmnmﬂmﬁ@mamﬁalﬂu Hazardous substances %30
awamwﬁmﬁﬂ%mmﬁwaﬁaﬁagaaﬂummUaaﬂﬁU %t;adLLamqmiLLazﬁmmmadmiﬁmén LAzABITEYITAS
Tondu Key, Active, Main ingredient

O 2. wwnansuansquautanianienin uaziafivesingiu wazSanitldndaviadudulssnevves | [ | [
winsiiounnd (Material specifications) 484 Critical %38 Active ingredients/components Viﬁwa(ﬂ

Arun A9l

O r3esdounnesinsloidulnadunsiey wu Probe, Primer Tugnnsa9 wazuien

AMTURTIINTUGNTIN AITTEYaUIavSenIneslilun e

N a o Sl A @ & & A a a ! ¥ !

O nsdindnsamidnislalsansewed ulafiarursafanelaiduarudsznauly
ATYUIUNITHAR F¥MBILERY Process validation ABuduINAsEUIUAISHARTY lnan
dl = g - 4 d‘ ' . .
AuLd sanafanwlnindousafiqa Ly Lonaisuans process validation Tu

N3 Inactivate

O dvuusznavuiain Biological origin %13® Recombinant myaaizmma'qﬁ'muaz
seazdealuniswanme Tneswazden loun aewugueshia mewuguegaaily
wneidedhia srviunsathndsnuaznsneriluiiifeaves was Molunssuiunsudnves
Viral lysate ﬂszmumiwﬁmLLas5&Lﬂﬁw:ﬁiﬂiau1ﬁu%qw§ﬁqﬁgu *audszneulafiidu
Antigen %38 AntibodyIUE@LLaﬂﬂﬂyayjaLﬁuLﬁmiﬂﬂﬂ’lii%q Source, % Purity Lag

Purification method 193011511 % AINA17

[ 3. Material Safety Data Sheet (MSDS) %84 Finished product ] ]
- nsifiyrAnuanlul MSDS meverfimuaves EU Reach TugnBnuuuasmneduasesunemapaniunes

UfURamuveimuadina1seyals

[ wonensdu 9 fisth... N
4.10 vofuuALNIZdYY MABIve3 (product specification) O

“Imhvayalulenansmiuinisdieunmeluiive Performance Characteristics suwuu**

4.11 sua;gaiwaslﬁm?iu 9 (Other Descriptive Information) ] ]
I:I ndl Lancet waz/v3a Sterile swab ‘J’JﬁJE]QJ;GT’J?J(;IIENLLU‘UTWN’MFHi%ﬂﬂauﬁ’ﬁﬁ
[ sterile Test
O Biocompatibility oun
O Cytotoxicity
[ sensitization
O irritation

0 wansAnwimesfiveya T Ussian swiedumuse Model dennassiuvayauuamnuaziona1siiy

L wuuvdngrunstunsidoululsemelne (@i
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O smnil Alcohol pad saegmenesuuussnunsageuny Uszniandaduniilueanageadiuysznay

Wieenadmiunysy d0) uagiATesilonnng w.e. 2562 il

[ sterile Test, Microbiological (mmmmialumsszhl,%a)
O Biocompatibility 1GTLLﬁ
O Cytotoxicity
O sensitization
O irritation
[ Alcohol stability (ﬁTawhL%aiﬁﬁﬁuajmﬁwU%adi’wmmq)
a wamiﬁﬂmgaaﬁﬁaga #o Useum sauAviEe Model aamﬂayaaﬁu%aagawamﬂLLaxLaﬂmiﬁﬁu

L% g a > a
O wuuwdngrumstunsdeuludszmelve @)

o o v o d o o ° a a
5. ﬁaﬂnﬁiﬁ'lﬂty‘lﬂLﬂEJ’Jﬂ‘Uﬂ’?’l&lﬂaﬂﬂﬂEJLLasﬁ&liiﬂuﬁﬂ’liVI’TQﬁulﬂiaﬂﬁﬂLLW‘VIEjLLa5"3%ﬂ"litLﬁﬂ€5€ﬂ')’1&lﬁﬂﬁﬂ5‘ﬂQ

(Essential principles)

- Favhanuuuunes 0| O
- UningPewiasiiouwnns assmuiinesnistunsdedlusved

- podu Identity of Specific Documents ixul,aﬂmsaammyaq ﬂaawwquﬁummgmﬁixﬂ'ﬁuﬁm Method
of Conformity

- ol Applicable to the device nagliszy “No” Aosszyvapalnggonis

- nsdilale ER, GSPR GTaaﬁLLam%apgﬁﬂﬁw wazTuilunsaavi

o '

- 1INTFIUABINTIUTEMIN DOC wae EP Tsanumuviaveyaiaviisnnsgi J uag version

6. | @NETETUNIINIUFDULAZNITATIVEBUANMUYNABIVDINITBBNUUY (Summary Verification & Validation)

N5UsEEUANYNABIADAAABIYRLENATTINIVINITINR WG 3 fUszipumdn ] O

1. Insea$19vaenanisane

2. AANUATUAIUYBHANSANE

3. ﬂ’J"IllgﬂI;IIBQLM&J’]ZE&W]’]«?%“U"Iﬂ']i‘UE]\iNﬁﬂ’]‘Sﬁm&}’]

lAseas19vanan1sAnen

- padimsdavhansUayonans Nszyuivenisageundn uazivesoenulasiaseseny wseulslavwa | [ ]
n1sfnwfidenmasiuded Claim saenaismidulmievses ieanuauysa wazsandilunisuseidu
winalaunme ynludnvhveyaaiuiingluaunsonsivaeuveyale owinveyavgsyymudonnas iy

sy daaulula faiy velidavinanstigyaudasgnededneil (§1989013 IMDRF/RPS WG/N13Final:2024

(Edition 4))
and report
Content
1. Analytical Parformance report O ACCBPIANCE CHBAA. ...........ooviiiriiiiiiiaiios s esssssssssessssen e 90
1.1 ADSIYHCE] SENSIIVIY. ...............ooooeooooeooeoeesemreoeoene s oo eeeeene 1 O Resulls......... 91
® Product name 1
o C P ——— —
®  Pupose. 2
& Referonce standard . S 1 1.8 Gravity Effect Study... 9
* M, el O Product name. -
® Acceptance Criteria s o
* Results 510
®  Conclusions. " o
1.2 Anaiytical Specificity . . 12 o
® Product name..... R . . . 3 o A
* Pupose. "
®  Reference standard - .18 o
® Mothod. 1% o
@ Acceptance Criene. " 2.Clinical performance report _ 101
® Results . . - A
® Conclusons 19 @ ProduCt NBME. .........oocuiueueietiseiessss s s s 102
L]
I Substance. - PUIPOSE. ........ooeiimiemiiscssssse sttt esssssssn s s sasas s sassas s s sssas s s saes 103
® Product name. 2 L standard 104
® Ppons. = ® Method
®  Reference standard k2]
® Method. ... 24 ® Acceplance Criteria
®  Acceptance Criteria 25 ® Results 107
* Results 2
® Conch 2 * Conclusions, 108
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T P
Aa o

« 57897 Full Reoirt 3gmasiilaseadresrauiiivesagasuniuvseimveduiiisuiadle fadl

1. Product name (0auAn) Product code (s1a@unn) Lot or
batch (Lméumimém)

2. Purpose

3. Reference Standard *

4. Method / Protocol / Acceptable criteria (38n1svngauuas
\neun7ile)

5. Results (Nan13nAgaU)

6. Conclusion

7. Discussion (adUsiera) (ani)

- nsahdueSesiawnmeniuseniAanizs wu HIV TUSALUURANSNAE0UINNTUING Y Lviaiy

* 190 References Standard (1a5g1uaNa#ilye1edsluniseanwuu Protocol N15ANY)

- wunsszyIasguluaenaaeiiun1sfinn Reference Standard avumuIzaunINNSANYILAREIIVEYN
e taeluanadnly CLSI wie ISOnunetavnia wWunasgiuluniseenwuu protocol n1sfinw Anwn

"8 19119 5514 Wi uifulanan httpsy//medicalfda.moph.go.th/ivd-head/category/ivd-std-pre-clinic

« Clinical Performance

Jouludmdunisuuu Clinical Report A3l IMDRF (GHTF/SG5/N8:2012)

[ nsdl Class 2 IﬁLLum‘ﬁEN Summary of study the protocol , results and conclusion

O asedl Class 3 Inwuuidu Full report anailassasiananisding

O asédl Class 4 Wnwuuidu Full report + Raw data aalAssasnawanisanen

e NnszduAIdBen1sAnuazmead Reference standard ua deanaesiuTayaUUIONANSRITY

iseailawnve (IFU) w@ue

A2UATUSAUVBNANISAN®Y (WU Full Report) O O

(anewe ¥9nsa9 1 Yansda anaiidedsldusanmsulananinnds 1 uwuuld waswansfneanadesdilinsudauniy

AU FUVDILARZYANTIR)

0 nsdliBsnmunin (Qualitative) Hasfidayadisil U |

1. Analytical Sensitivity or Limit of Detection (LoD) O
2. Hook effect or Prozone effect (anil) (1
3. Analytical Specificity O
3.1 Cross reactivity ns@insi9idonsoanstanm aseniniionailassasisnaneiu 01
3.2 Interference substance [
4. Robustness %39 Flex study O
4.1 Reading time O
4.2 Sample volume O
5. Precision [
6. Stability test O
6.1 Real time stability report O
6.2 Accelerated stability report (5ﬁﬁ) O
6.3 In use stability report or onboard stability report (5’11,?1'8’;%8&) O
6.4 Transportation stability or stimulated stability or shipping stability report O

6.5 Specimen stability report (5%’583‘5@&) O
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7. Other test (a1d)
7.1 Method comparison nsdiifiegesmagu [
7.2 Assessment of Equivalence or Suitability of Specimen Types O
7.3 pH Effect lawg UA TEST [
7.4 Gravity Effect \amz UA TEST [
8. Clinical performance O
9. Usability test Report (5t Home use) O
10. Software validation (gﬂﬁ Software) T IEC 62304 Certification [J
11. mmgwummﬂaaﬂﬁamﬂw% O
- nsdinanduedu wdedy i uuusieaunisfne safety electrical equipment report ANyl
1103574 IEC 61010 wag IVD EMC Report m1asnasgiu EN 61326

19

O nsdlyansaau3unm (Quantitative) fasiidayadsll

1.Stability test L1
1.1 Real time stability report O
1.2 Accelerated stability report (f‘ﬁﬁ) O
1.3 In use stability report or onboard stability report (gﬂLﬁEJ’JslTEN) O
1.4 Transportation stability or stimulated stability or shipping stability report O
1.5 Specimen stability report (5’1Lﬁ&J’J‘lTEN) O

. Precision (Repeatability, Reproducibility) O

. Accuracy or trueness or method comparison O

. Linearity test O

. Limit of blank (LoB) [

. Limit of detection (LoD) [

. Limit of Quantitation (LOQ) [J

. Measuring Range O

o 00 ~N O U B~ WN

. Analytical Specificity O
8.1 Interference substance [
8.2 Cross reactivity nsdliinaneideuazuasaneiug wiearsdanm asiandndionailaseass
panefty 1
9. Other test (5ﬂﬁ)
9.1 Assessment of Equivalence or Suitability of Specimen Types O
9.2 Method comparison ﬂiiﬁﬁméa&mﬁ;u O
10. Usability test Report (N6l Home use) O
11. Software validation (ﬁyﬂﬁ Software) 1y Certification i IEC 62304 [
12. mmﬁﬁummﬂﬁ@mﬁﬂm&lﬂﬁﬁ ([l
- nsdinandamdu wiedelnnin Wuuusiesunsfne safety electrical equipment report ANl
Wmsg1u IEC 61010 wag IVD EMC Report auanmsgu EN 61326

13. Reference interval (5ﬁﬁ) O

P
a

a a d - . . . Y Ay o
L nsdlyansaaidsnsuiuna (Semi-quantitative) dosidoyadsil

1.Stability test O
1.1 Real time stability report O

1.2 Accelerated stability report (ﬁyﬁﬁ) O
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1.3 In use stability report or onboard stability report (5’11,?'1'51’;65@@) O
1.4 Transportation stability or stimulated stability or shipping stability report O
1.5 Specimen stability report (5%5&13“17@&) O
2. Precision (Repeatability, Reproducibility) O
3. Accuracy or trueness or method comparison O
4. Linearity test (013 O]
5. Limit of detection (LoD) L1
6. Cut-off study or Reference interval O
7. Analytical Specificity O
7.1 Interference substance [
7.2 Cross reactivity n3tifinarsifouagnanganeiug vioa1sianm arsaniniionadlaseasis
paneity O
8. Other test (a11))
8.1 Assessment of Equivalence or Suitability of Specimen Types O
8.2 Method comparison ﬂiiﬁilﬂ%‘laﬂﬁwéu O
9. Clinical performance O (LLay%LLmlﬂiﬂ)
10. Usability test Report (3¢l Home use) O
11. Software validation (ﬁyﬂﬁ Software) Wy Certification i IEC 62304 [
12. mmﬁﬂumwwaa@ﬁﬂmﬂw“ﬁw ([l
- nsdinandamdu wiedelnnn Wuuusiesunsfne safety electrical equipment report AN
Wmsg1u IEC 61010 wag IVD EMC Report auanmsgnu EN 61326

¥

[ aséidu Control or calibration Reagent ﬁ'aﬁﬁ%’agaﬁﬂﬁ

1.Stability test O
1.1 Real time stability report O
1.2 Accelerated stability report (onih O
1.3 In use stability report or onboard stability report (571,5'&13“5@&) O
1.4 Transportation stability or stimulated stability or shipping stability report O
2. Precision (Repeatability, Reproducibility) (ayﬁﬁ) O
3. Accuracy or trueness (ayﬁﬁ) O
4. Traceability Test O
5. Homogeneity Aaduiioweaiu (@il O
O nsahdu Coagulation Reagent/Analyzer ﬁ'a&ﬁ%’a%aﬁd‘ﬁ
1.Stability test O
1.1 Real time stability report O
1.2 Accelerated stability report (enih O
1.3 In use stability report or onboard stability report O
1.4 Transportation stability or stimulated stability or shipping stability report O
1.5 Specimen stability report O
2. Precision (Repeatability, Reproducibility) O

3. Accuracy or trueness O

IVD_MDCD CL FU :Rev.01 25.5.2569
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4. Reference Interval, reference range Measured values of normal plasma O
5. Analytical Specificity O

5.1 Interference substance [
6. NSNAEDU INR WLag International Sensitivity Index (ISI) O

dm3U Prothrombin Time (PT) Aaduansmuazn1sAuInlydaau ensulananismesufifinismies

PT zasibhe (
INR = = 3

sunid) \
PT aruAu (

U)
7. Usability test Report (N6l Home use) O
8. Software validation (91§ Software) 1 Certification aal IEC 62304 [
9.1 Electromagnetic Compatibility (Should meet the requirements of EN61326-1:2013 and EN
61326-2-6:2013) &5ULASDS Analyzer
9.2 Assessment of Equivalence or Suitability of Specimen Types nsdidregrnduidon waden

nngeuiiosguuuulawuunis O

[ nsaidu Reference Cell 13u Panel cell , O cell etc. §5Uau Blood Bank in Analytical process
Fasiidayadail
(#ad) Laisudetinen Antibodies #1499 19U Anti-A, Anti-B etc.)
1.Stability test O
1.1 Real time stability report O
1.2 Accelerated stability report (onih O
1.3 In use stability report or onboard stability report O
1.4 Transportation stability or stimulated stability or shipping stability report O
2. Analytical Sensitivity (Detection Capability) O
3. Antigen Phenotype Accuracy (Dual Testing) O
(Hu ”ummgﬂﬁuawaﬂﬂslw&l,auawu‘[,mwiazﬁam Imaszq’iﬂ% Anti-serum 91n9874U8Y 2 WATlUN19ATIY
Budi)
4. Precision / Reproducibility O
5. Methodological Agreement (Comparative Study) O
(nansadeuIUIeUIiEURUABIRSEIY (Reference Method) LitoBudurnanfamlnnaiignassusugn
WFTFILENG (19U AABB / 21 CFR 660))
6. Analytical Specificity O

O wnledu q 668

O aruasmaaunaniesingrdans (Scientific Validity) (¥ Juamsvgansaaudanssu / Novel or
Emerging Biomarkers) Usznaume

O 1. pesiinmsesuismnuduiusvesansinsz (Analyte) flugn1gnamdiln (Clinical condition) 3
a3inenesnsdnian

2. ﬁfmﬁm3LLumTayaw'%awé’ﬂgmaﬂ’uayummaumaamamﬁwmmamgaejwﬂiuﬁau (wy Literature
review, Consensus statement MAFUIANIBITN, UnAATeRlaUNSARLmN)

O s. é’ﬂﬁuwmﬁagaaﬁuaw Scientific Validity vieudngruiiwuuingsluiiomenonisigauaudiiusmis
Aaln

RUBLHA (919999 UM IMDRF GHTF/SG5/N6:2012)
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MsiAsaNANLEIYTUYDIYRYaNI19AGLn (Clinical Evidence) dwiunisusuiiiunausengmann (Pre-market
conformity assessment) W a15847LaW1e Scientific Validity, Analytical Performance wag Clinical
Performance it ludndunssduveyafiisivesiu Clinical Utility TuuSunateuen (wu a3uauaAIng

v

\ATYFAANTAN5130UAY (Health Economics), WHun1sian1selelaesiy, vieanunseuvaseniny)

mmgné’aamm:aumﬁmmwmwamiﬁnm

0
0

» Analytical performance
- Analytical sensitivity or LOD d%3u Qualitative
- apsfimsszyanuavuiilrlunsmeaey snnu namadevtulufasinasguinsua Ty
winouansasedy Titer o
- posfinismedeuiidnisuans Estimated LOD wag Confirmation LOD (20 %1 3 lot) Fiau
- Conclusion g@ﬂﬁ?ﬂﬁ’l LOD ATIANUNANIINAZDUIT
« LOB, LOD way LOQ &115U Quantitative
- Conclusion naslaagy LOD, LOQ Tnsludnydnual > v » wmzasshivlunsuveuiusesiadiin
nemvindanveuaiesdiownny
« Analytical Specificity é?ansz‘qmmL%u“gumad?iaﬁiﬁgwﬂaauiﬁ%ﬂLﬁm
« Linearity test ABIUARINTTHUARIAIIFTLS (Linearity Plot) #30 AslAMNLANANY (Residual Plot or
Difference Plot) Lﬁ@iﬁlﬁ?ﬁaga 1)?161‘1]16336 (Data Points) fIiiunan1TIAvoMARESEAUATIINTY 2) LU
Aun130ARee (Best-fit Line): Aaidunssiianuugnveyarianunlafiign (Linear Regression) Wionvanans
AUNTAUATY (y=mx+C) wavmduUsyavdandiunius (R) uax L‘ﬁa@LLu'ﬂﬂjﬂmasamﬁwamswmaauLﬂuLa”uma

w3aly wazan R? masdiewilng 1.0 1niign (wu > 0.99)

. “Ja;gamamsﬁﬂwwmmwamuﬁLLuUgaqmﬁqmwﬂyaagﬂ'ﬁLLamﬁmmLaﬂmsﬁﬁum%f'aaﬁauwwé
- gosuansmivnaeulavde Raw data uasundeensiifing 1wy mndleuu molecular test Aosswy
A1 Ct vidomnifieusu ELISA Alvuansan S/Co. veunazsaosns Wuau (awiznsdlaua Class 4)

+ M1919 2x2 Contingency table ﬁaasz'uﬁ% Reference method ndmaualandnnisesls wu RT-PCR
Ima%gaﬂlﬁiw Contrast reagent , Hospital Examination Lﬁué’u

+ NsnAdoU Clinical Performance ﬁuauﬁuwmmmmgm CLSI EP12 (Qualitative Test) Tusanuniu
unly feil

- nM3nAday Clinical Performance aasliifisuiugansaalussiuiioatu fufu Tusauuunanis
nadeUBuiUIENInSgIU (Gold standard)

- lumsnedeunssiinisedung Fos MsfwamsEiRatITUS LT esUINLarfoesauitly

vaaou Midulunumsnnssuamseifesdls islumssunamninasgiuanala (leaums sample
size anlaia)
(lunsdiiifidnuhesisuan uazfessausaunossay 30 TulU aunsaluuwanmoyaduiln pudousnd
szj”amﬁamﬁmﬂﬁmaimima%a;gaﬁmﬁmaw
*mm/ia"nmsﬁwmmuazmmgwﬁ;Ewémgwﬁﬂaﬂﬁgﬂumm3§wuszﬁumﬂa ﬁﬂﬁuaﬁmaéﬂﬁéﬁmﬂmzymauaﬂ
Uszidiu

- WWsnasy uazwans Clinical Performance Tuguiuu 2x2 Contingency table

#8879 2x2 Contingency table

Comparative test results
Candidate test results Positive Negative Total
Positive \ a [ b | atb
Negative \ C | d | c+d
Total atc b+d n
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7. 1BNFNFFBNUNTIANTAIANEE THuianamnsgu 1SO 14971 (Risk management file)

- WY Risk Management File aUu Full Report Ing Scope nasszydainsasdounveiinosmstunedeow | [ | [
Faau waziuanenansaluladiuniiseanainduatu
-Tnvazmasiivensnsues fell [ uwwunisdianisenudes

- MIENTIUER PN Risk acceptance criteria TIMERAZABEIN TN UNE

‘oo = ! )
HNEUANNNIVUN AINUDURSAIINTULIN (SxP) Tuwrazszau

Severity

n Risk acceptance criteria

Measure

Fad 5 ot acceptaie w ridk ceducing
meas.ses st Do taken immediately.

ASCaws the reed for he

Introduction of riskred.cng measses.

Probability

tes acceptable risk.

O swrumsdamsemnudes - Ussnoumsfanssunsianisauideds
vhAsumusLLELN s I sAmRes anudesdivaaiesglassis (overall
resiclual risk) agluinamiisensule SssuunisnussreyaidunszIuns
NERLLAZNIBMEINTEUIUNINAR (production and postproduction

information)

I:‘ A1TNNTIANITAALEES

8. | wnasuanstayanisuaaisesiiounnduioseazidenidnvesnansinel (Manufacturing Process)

= o ! a A A ‘o !
- 5%ye Product name wanadniawan Wunsyuiunsnanvesasesliounvedings Aun1319518n13 Iter | g
78013
- kARITUABUNTSHARNLATBEUNTE UWagsey Manufacturing site TulAasTUABUNTHER

- WUUASUNN TN SINuTTunziley

aa o o g v = o da X o v v
9. BNEN5I5NTVNAE NSV IRRUEN N YiFan15vanvaRdeiiinTun1eanaInis iy (a1%)

YalumTdaulenasiiuAsdisunnevewaniuniniunein1stunsilounitsnsiaiea wisely 0O O
- nillwduenansidvunuuusaylelansvelniseuses
- wnludlusesiuu

- nosuansayadIuiingdl Home use (luaanuagienansiiv)
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10. | wilsdeiusasszuuamnInnITuEn (ISO 13485/GMP)

© 15013485 NlA5UN1955Us09f0IATaUAAN Scope ATURIUAILA Design & Development, | [] | [
. . I . o A < £ o o
Manufacturing (Production) waz Distribution* La3asllaunndfifesn1sdunziieu wazdenndaenu
da a x ) .
FAIUNNANINTIUVUITINIU Manufacturing Process 1wu
1. N8l Product owner ﬁ’lLﬁuﬁﬂﬂiim’T’ﬁLLﬁi Design & Development, Manufacturing (Production) wag Distribution n
U 15013485 984 Product owner
2. nsdl Product owner #LuR AN55UU9E Y LW U Design & Development waw Distribution @21 Physical
Manufacturer Lﬁuﬁsﬁf’uﬁuﬁﬂﬂiiu Manufacturing (Production) 19U 1013485 vaavia Product owner uae

Physical Manufacturer

*Certified body Unswmsealymduniiaumneludnwugifeniula

739

® Local GMP for Medical Devices

® 56l scope luasuaiu Tuuy Audit report wislufiansaunlulsspundalunsuniuienan

O nsdlyuandu Product owner ualaladinmsventiidosuseszuunmnin www 1SO 13485 13 Local

GMP endlsfinu muuseniAnsznged yannzdeuaaulsznaunisthiaiesdeunmeuagySuayging
A A ¢ v a wa ¥ a o ¥ 4 A <

wisesilownne nesUun lnglveuauuazguanisusznauianisiiiuvieneinsesiounmey

Y wEnnaNLaISNITAuN SIS oUEATesllaunme (GDP) #etiu w8l Product owner eanwiiade

FUsBINMUSUNT VLA ALUJURRY “Usen1ANTensNaIsITNEY 1589 SEUUANNTNITINIVERUY

LASBIOLNNY W.A.2566”

11. Declaration of conformity (DOC)

o daviuenans DOC muuuUlesaues Thai FDA O | O
o szyfaintosilounvidnsy uazassfunndiue aain uags1enTs items
o syyaudsmsstuanudssiunsdeululne
® N1338YTLAzdun QMS
- 1‘1;5314 QMS 483 Product owner
- awilenddilumssiuienansveyaszuuamnn AIssEy Rev. luAsunu
- QMS ViR
- Wsniuveyalmdulunuuuued laun...

O Wsniiunsszyie Certification body

Quality Management System Certificate:

<[SO ......| Certification Bodyfand Certificate Number, issue date, expiry date>

L WsaiunnsszyBovesmisdesusesnmunin

Quality Management System Certificate:

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

o shagnauasguilylunisszyiive Standard applied
- 11asgIuTisryneInasuRguuanualantzeendaduy lulvideniswnasgiulauinsgiuis
YARIDE1TY mmﬁ’mm%w@aau Analytical Performance, Clinical Performance, Stability test, Labelling

rumu

- WINIFIUNTEUNDIATUNIUALTIUTINGLURN519 Essential Principle
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EN ISO
1:2011

18113-

In vitro diagr medical devi
the labeling) Part 1: Terms,
general

supplicd by
ons and

EN 62366-1:2015

‘Medical devices —Part 1:Application of usability cngincering
to medical devices

EN 13975:2003

Sampling procedures used for acceptance testing of in vitro
di: ic medical devices—Statistical aspects

labels, labelling and information to be supplied—Part 1:
General requirements

EN ISO  15223-| Medical devices -Symbols to be used with medical device
1:2016

EN IS0
2:2011

18113- | In vitro di: medical devi

for use

ion supplied by
the manufacturer(labeling) Part 2: In vitro diagnostic reagents

EN 62366-2:2016 Medical devices —Part 2: Guidance on the application of
usability engineering to medical devices
EN Performance evaluation of in vitro diagnostic medical

13612:2002/AC:2002 | devices

EN 150 236402015
of in vitro diagnostic reagents

In vitro diagnostic medical devices—Evaluation of stability

EN 13641:2002

diagnostic reagents

Elimination or reduction of risk of infection related to in vitro

* Jypaunasgiuannsasdeuntadle

BN 136412002

EN 136
EN1SO
150 152

FNISO 18113-12011
1S0 1811312009

EN SO 1811322011
150 18113:22000

ENISO 181133201
1S0 18113-3:2009

EN 180 236402015
1S0 236402011
EN 13975:2003

ENISO 17511:2003
150 17511:2008

| 150 80000-12009

EN IS0 15194:2009.
150 15194:2009

Information mupplied by
Terms, definitions and

| gencral requirements
In vitro diagnostic medical devices — Information supplicd by

In vitro diagnostic

12. | Letter of Authorization (LOA)

- §avhionans LOA susuunlasuuas Thai FDA ] ]
- syyeirdosiounnensy wasnsatunuAIYe aan warSIENS items
13. ’Lunm‘iﬁﬁl,ana'ﬁ%lmswmim?mﬁame‘i‘i‘ﬂé’%’umsawmﬁ&lmmununq’um?faeﬁmmwé Tduenans O | O
ssnanamdeudvamuassaviedae (i)
nsdinSaslounmeiifl Artificial Intelligence/Machine Learning (Al/ML) FoliswazBuniiuiudssoluil
voldarinenansagudoya - mniiteyaegluenasdug wuvuudrsansedvsdoyalidwing wu deya..agluenars...udn...
No. Wiade 8 | udlv swazdsanisuily

1 daya input data O O 3xuiwazlﬁamjyaﬁmumLawwzéw%’ugagaﬁawjau
osueTwasSunuarteuuAEN T dmEUToYAT TulwwonnuasUsziiana
avtaulUlnmenauasuszanana o ypandualausnd vsveyalviamund wy

voya...agluonans...uun...
2 | yndoya Dataset #ilvlunszuaunsiaun Al O [0 | szuswazidenunasiinn $1uu uazdnuazves
oS UNETIBUMATIN S1uIU LLasﬁﬂwmx‘UEN‘quayja Training Data, Tuning Data (Validation Data),
Famoluil Testing Data
1. Training Data s ynfiuanaimnsnd vsveyaluiamund gy
2. Tuning Data (Validation Data) voya.. oglulenans... ...,
3. Testing Data

wionlnimanaluld ospuissmeanagaiiy

WanyaTeyRTaLa (dataset) Tdonly

3 | deyalunavidedanediiuiiliay O R | ssymwazifenvedlunaniesanediiuiidenly
(Al Model/algorithm) Tnedaud
oS neandunvadlunaviosanoafiuiidonly wseulmngualunisdonly wagnszvaunislunis
JGEESE Anien Al/ML Model
wsoslmvamaluniadonly uaznszuiunislunis o ynflumristusteyaluile wu ogluenans...
AnLian Al/ML Model ...

4 %’agaammuwm Al [19u accuracy, sensitivity, O O 8, ﬂuymia Performance Criteria [L%'u accuracy,
specificity] sensitivity, specificity]

o farsnmuatnasluniseeusy o ynflumristuseyalnile wu ogluenans...
(Performance Criteria) %45 8% U A W...
Qmé’ﬂwmsﬁwuammw (Performance WUU Test Protocol lag Test Report Tunsuseidiu
Specification) UseAn5n1mY0967 Al model
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No.

v Y
®IVd

b=

wily

Tgazean1suily

¢} ﬁsua:ga Test Protocol iag Test Report
TumsmuasuuasasIvaeuNTeNnLISH

A o Y N '
aussaugmufsualwsely

‘ﬁ'aga Clinical Workflow

= a a ° v ¥ < <
fnsuanstazesuneiginsinaflaainvenauls
ly swdfsesuigndunsulanesiiauuiienves

a ¥ Y
waginevesszauln

Feyveya Clinical Workflow

v 1 e~ . . Y,

VIYAVUABUNIDLHNUNIT re-training model (a1
)

fnsuaniviamieseulunsdnanueyanis

p=))

\Fu3 (Training dataset) Tunsdififinsidvveya
#&931n711 Al model lUlwa1u uagnosirvoya

fananaulaliunis re-training model

FEYRNUNIT re-training model

U

Ty udnduduin Typevos AlLfunuulnu
- Locked Type Algorithm (Ma“aaaﬂq'mawmawa]ﬂzﬁ
miLﬁU‘J@ﬁg}aLL@iﬁiﬁﬂizU’Juﬂ’li Training Al l3e8q
svfivaanazdl fmualidmiunis Re-training
model) %38

- Continuous Type Algorithm (ﬁmﬂﬁu&gaaﬂauaz
Training Al 11JL%‘laaﬂmﬂ{agaﬁwmawé’aaaﬂﬁmmm
TUuan)
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Revision History

asanwAluluwiazl

(Revision. No-Year)

sgazidena1szafyn1suTunily viiauiudayanisusadiu
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1.1 uAllIMNISATI9 1Y mﬂﬁﬁmsﬁ’msﬁmmsJazLﬁsm"LusﬁgumauLLiﬂ

1.2 U%’Usuyayjamimmiﬁlaamﬂayaaﬁ’uﬂizmﬂﬂszm’ma’mimqmL%”'aa
wdnnae 35ms wazideulunisuansaainuazionansiiuiassailownme
W.A. 2568

13 é’]’mé”]ﬁumﬁmi’;wimﬁﬂﬁﬂumm@mamﬁ’umm%u

2 nansmiuesasiiawnmg (IFU)

2.1 W lIUYININSATID LU mﬂﬂ;ﬁmﬁﬁ’zﬁmaiw861&5&1@114%%%%
2.2 ‘U%’myayjamWmﬂ‘myaamﬂayaqﬁ’uﬂizmmizmwmﬁﬁmqmL%f'aa
wdnnae 355 wavideulunisuansaainuazionansiiuiaseeilownme
W.A. 2568

2.3 1fius1vavidea Performance Characteristic ﬁs?a«mm AN NWULNT
ATINVRIYANAGRU

2.4 Fadrumsanavsadulndunasguientunnty

3 sneaziBuaasosdonnng

3.1 YSuunles ofmunlugiunisuuy List of raw material uae Material
Specification Tndnaudeiu

4.Essential Principle (EP)

a.1 Lﬁum’maamﬂgawaﬂmmg’miwdw EP wag DOC

5.Summary Verification and Validation

5.1 wnlIUYIINSATID LU ﬂ’lﬂ%ﬁaﬁﬁzyf?lmiwazLﬁamiu%’jummm
5.2 Iﬁﬁmiﬂ’mn‘famLLazﬁ’aﬂTaﬂWiwmaaumwmLmem IMDRF (819899131
IMDRF/RPS WG/N13Final:2024 (Edition 4)

5.3 unlademsnaaoulviiuannaunndu

5.4 1 ULUIMNINISUUUTTeN1SIAdeUdmMSUNsEl Reference Cell Wail Ty
52018 Antibodies 11 Anti-A , Anti-B Liuay

5.5 Lﬁlwﬂlazﬂammaumaamamﬁwmmam% (Scientific Validity) fingauuy
dufndmsunsainiesdlounmeuimnssy IVD (Innovative VD) AILLUINIS

IMDRF (GHTF/SG5/N6:2012)
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asanwAluluwiazl

(Revision. No-Year)

seazdeasrafgyn1sUTundly viiauiudayanisusadiv

5.6 UMaNNUNNISLUU Clinical performance ANUSEAUAMULE BUNDLIN
A0AAABINULLINI IMDRF (GHTF/SG5/N8:2012)
5.7 windoulunisszyanuiuswues LOD wu Titer dwiunsdl Antibodies

Y v

NlufiansunIgIuNNIIUANUULVLRULOY

6. LENEITINYIIUNITIANITANEYS THUJURNIUNIATFIY 1SO 14971
(Risk management file)
6.1 Winveyadieetluunaziivefdndudmsu Risk management file 1n

IALAUTU

7.M19H5UTBITTUUAMNAN
7.1 Winwwimsdmsunsalndnynduaivesdadum (Product owner) e

Lulainsveniadesusesseuunnnin wu 1SO 13485 %ise Local GMP

8. Declaration of conformity AuLUUNDI

8.1 USurwegeudmiun1sseyseasiden QMS Indniauungady
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