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(2) InqUszasAnisld (Intended Use)

¥ IS4
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(3) AUEIN5I9U (Instruction of Use)

(4) nstiusnen (Storage condition)

(5) @19n13l4 (Shelf life)

“*Gaauans shelf-life lJuTIUAoU Yse Udalau
Ingazdedlidnee Real time stability report
**IiJsmLLuULaﬂmsa%manqmﬂ%’muﬁfué?aLwi"j’uwﬁmaam%m
Hounndiduduuieu w3 Utnau wu Shelf-life = 18

months from manufactured date

(6) Yaanm (Limitations)

(7) ALdau (Warning)

(8) Yam255¢39 (Precautions)
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1. 419374 IMDRF ATUAIA shorturl.at/cqsPT i1 22/54
Tumaauil Heading 1399 Material Specifications %30

2. TR-02: Contents of a Product Registration Submission
for In Vitro Diagnostic Medical Devices using the ASEAN
CSDT mua9A bit.ly/3iYsFbb
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(Material specifications) ¥4 Critical %39 Active

Ingredients/components IRNAAAIAUA LHU LOURUDA
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LAURLIU TanAIUAN @15ReRUNlinTIIMIULATeN Antigen-
antibody complexes Wagingmaaay
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(Non-lonizing or lonizing) (9731) [ lodide-131
Mluesdusznouluynns193ns18ne Radioimmunoassay,
Phosphorus-32 iinaa1nuukauAlouelun1snsiaiinsen

Southern blots]
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() Wuuwudayaiiferfivasiduig
W39a13AUANANNNY LY (673)

(191 Buprenorphine Tuganagaugania)

() LoNA1TU ) (3)

[

nsfitA3aslie gunsal/Analyzer TUsauuULENE1S A9l

(n) LONATUANIEIUUTENOUVDILATON

(¥) LOAA1TDU ° (073

(13) daA1nUARNIZIY 9 MN829a9

(Other Relevant Specifications)

- specification of investigation devices (final prototype)
F0ENYU

- Accuracy

- Sensitivity

- Specificity

- Sterility

- Stability

- Storage

- Transportation
 Tsmhdeyalutenansiiuedesdiounngluride

Performance Characteristics 1y

L1 Wsaidoyalu IFU
Twida Performance

Characteristics {LLUU

(14) YoyaswaziBunduy

(Other Descriptive Information)

#ndl Lancet / Alcohol pad / Sterile swab WHudu
T0gAY

- FRIRUUNANTANYIAMA LN IULAEANUABAS Y

UAIUASNBEUEUDINARAUY 13U Biocompatibility, Sterility
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- LEAASTDANY
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[

“lalun15338indu (For research use only) %3
“laflun1s3dennsadiinivintiu (For clinical investigation only)
** 9ARTIIRITENBUDNT NN INGUTEEA for research

use only (RUO) laidaduasesiiounnd

LONEISAINULATDIIDLNNE

d11un 1SO 13485/GMP Certificate of Physical

Manufacturer/Product Owner

** |a3psdounngidenendtndeaduy initial production
lots/batches BUN8AINNIN LATBILBLNNEITENIIARTN

RosgnuanluanuindnnIilounndindaiiouy

LAZHANAINNTZUIUNISHANDIINALNANNDUY
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lendsuansauUannse
HAZANTIUZNNSNUVBIATDINBUNNY (Design

Verification)

(1) Product name (a@uén) Product code (swadudn) Lot/Batch
(@UguUNIHER)

(2) Purpose (IngUswase)

(3) Reference Standard

(4) Method/Protocol/Acceptable criteria (B3n1IMAdOURATINAITTILY)

(5) Results (nan15nagdau)

[

1. BUUSIHUKANSNAFDUNARIVOASUIU AIT
VUL
1. A2aLUU Raw data Tunsalsaludl

*%

Lifiusgifnstunsideulumhsauniiniinuazdmnamiugi

[

SIUHAN AN YWY
1liATUAN performance
characteristics ﬁﬂi’]ﬂgiu
IFU

[]
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wivelinsuiiu

[ doyananisfinu lainss

audeazuiwanlily IFU
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2. voldnviarsUaonans
wazlglavinanisAnuiigenadosiudsil Claim sy IFU
isguine

iepuanysaiuazsInslunsUssdunsosdiounnd

(N) NTALATDINBLNNTFINSUNISINIRNYNYUBNIIINEY

Analytical performance

a. AMULILBIIATIEY (Analytical sensitivity)

b. AMUTNWIZLTIIATIZN (Analytical specificity)

wagdesunIuUfn3en (Interference)

c. ANuLiugn (Precision) (AUNIUG LS

(Repeatability)/ﬂ’;'mﬁ’lszyig’ﬂﬁ (Reproducibliity)

d. 919 InaasuMdudunsy/A9nIale (Yaensieenu)

(Linearity/Assay’s measuring (reportable) range)

e. NMIUABUIIUNGU (Traceability) LazAINAINKIS

(Expected values) ﬁiﬁmmﬂfﬂﬂmuqu (Controls)

o al

Janaouwiau (Calibrators) kazisn153ATIEY (Methods)

9

f. ALNEUTARAUNAUIN (Cut-off value)

g. A3 (Trueness)

h. AUAIMUYBILIEN (Stability of reagent)

. AUAIUVDIAIAINTIV (Specimen stability)

() nslLATR9D

AMANBAILYDIFNTIOULNITNNULALANUUADANYYBILATY

118 (Performance and safety characteristics for

instrument) (81)

a. ANYNABY (Accuracy)

b. AKIUEY/A1591e (Precision/Reproducibility)
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c. Pransnaaeuidudunss (Linearity)

d. naa1n@Ing9UnaLALg (Carryover)

e. @155UNuUfnsen (Interfering substances)

f. mqmﬂ%’muﬁmmmiﬂi (Projected useful life)

g. HANTNIUADUUALATIADUAINYNADIVBIYONALIF

(Software verification and validation)

h.
namuUanadenelninazanudduldussaunuLlinaniy

1 (Electrical safety and electromagnetic compibility)

i. Anusiuaeslalues (Cybersecurity)

(p) Transportation Test

- ASTM D4169:2016 Testing of Shipping Containers and

Systems

- ASTM D5276:2009 Drop Test of Loaded Containers by

Free Fall

- ASTM D999:2008 Vibration Testing of Shipping Containers

- ASTM D642:2015 Determining Compressive Resistance of
Shipping Containers

11

Risk Management Files

- Risk Management Plan fiaausenausiedoyanwioluil

* 99Uln8 (Scope) T¥UBIATRBLNNEITNeATIN

* 1R 3FIUNT989

* gazdnnIosllannnduasinguszasnnisly (Product

description and Intended use)

* SrUIAINNITIANIIAUENMADAIRTTIN (Product

Life cycle)

* AQUZYINNIUIANITAIALAEN (Risk Management Team)

* MsUszliuAudssnvaamvisagluningiu (Overall

1. nsaldu Medical devices
utilizing animal tissues and
their derivatives
é}’aﬁmmiﬂ’nmgmmmmm
37U 15O 22442-1, 1SO
22442-2, 15O 22442-3
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residual Risk Evaluation)

* Production and Post- Production activities

- Risk Management Report fasUsznaumedoyanioluil

T
A

* spyTeLAsolounndiTevnandln

* NTAATITAALELS (risk analysis)

* fansUSELIUANULAYA (risk evaluation)

* N13AIUANAIIULEE (risk control)

* NANNFUTHIUAINENS TAIATUNITAIUANAIUEYS

* MsUszilluAnudganvaavisaglunmsiu (Overall

residual Risk Evaluation)

* Production and post-production activities
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o £ = = .
RANZIUNIIVUNSLUBULATIIUDLULNTN Eﬂu reference agencies

(TGA Australia, Health Canada, PMDA, EU, USFDA) (813)
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