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Joaoass:=3v (Precaution)

uananaluawisalala
Home use medical device

Bamsunmisaansavtloodiu dooduguma

nokooUQUdNMsSuazunng

It is intended for preliminary screening only; results must
be confirmed by labeoratory testing and a qualified
physician.

asookamwilulasdayiusoludaano:

[uawrsnmlusdudula
The test is designed to detect urinary microalbumin only

and cannot identify other proteins.

swuglonould

Read the instructions carefully before use.
Wasooudaldnui Blaikeonsoides Kl
&1 BwlBrInKuao1gKSaUSSONUNEISa
Use the test immediately after opening the pouch. It is for
single use only; do not reuse. Do not use if the test has
expired or if the packaging is damaged.
A252108QASIOUURUSIU KIUIBEIKSD

1nAoudius:k3olBou
Place the test device on a flat surface; do not tilt or move

it during operation.
FIuduwausionukeadoagionazusionu

laaona
Avoid contact with the sample application area and the

result window.

KoadooE1v 3-4 Kea (KuthaWavoine)
Judougidaiwanduuuug Uazuuaio
wawalula

Apply 3-4 drops of specimen (ensuring no air bubbles).
Follow the instructions precisely to ensure accuracy;
otherwise, results may be invalid.

B4 1KSUNSAS03U0A8NIYUDNSIOMY
(IVD) inhdu

For in vitro diagnostic (IVD) use only.

swsndauluaainuazionansmnu
1nsooiounngnauld
Notice the warnings on the label
and accompanying documents before use

fuouryraluvruniasin uw. 2560/2569

saasoomlulasdayibunuuaau
Microalbumin rapid test cassette (AL-Strip)

lasusen 1n.luls [s15us 5o (K. Bio Sciences Co., Ltd.)

launlusundosiemsazidua (Certificate of Notified
Medical Device number) : 67-1-2-1-0000241

Dwoowacnun (Product Owner) :
auawluinalulagukomd
SunoruncuudInemacsuazinalulagusouid

National Nanotechnology Center

National Science and Technology Development Agency

9 111 gnenudnesmaass:inalng
n.wKaluBu o. naookly 9.nAa00Ka0 0.UNus

Inséwn 0 2564 7100

ua:nnuin[UlBus:losdosoudn
lasthenoaalk 3 usdnionsu A

The technology has been implemented and transferred for
practical use to three companies, as follows :

Dwovwaantun (Product Owner) :

usun dulusa $10a (Innozus Co., Ltd.)
yacasoo Kitnee

launlusuidosisnisasidea : 67-1-2-1-0000023
(Certificate of Notified Medical Device number)

usan waluledu $1na (Medbiosyn Co., Ltd.)
yaasoo RenAcc

launRlusuLdvsIBMsazldaa - 67-1-2-1-0000582
(Certificate of Notified Medical Device number)

uson lolad 1wan s1na (Hylife Health Co., Ltd.)
gaasoo KidnyCheck
launlusutdosivnisasidea : 67-1-2-1-0000912

(Certificate of Notified Medical Device number)
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Microalbumin rapid test
cassette

[salaiSoso (Chronic kidney disease)
fo mosnlarioiuancas 1Bu msAouquauqa
thuazussig msmdavovlds o1 uazaisnuy
soufiomskaveasluu Waladouo:asoonwu
[aonddasimsnsevvoclanmaund Kol
acuRaundueasla u mswulds@udayiu
(albumin) $aludaano: do1dudrynyitu
[suduzaomsidouvavla

doliu msasoomidayiuludaaro=godu

kioludodsadanylumsaansaslsala

IWasvuwusSnunauncuulldlaoie
[3050s:8:50My

Chronic kidney disease (CKD) is a condition characterized
by a progressive decline in renal function, including the
regulation of fluid and electrolyte balance, the excretion

of metabolic waste, drugs, and toxins, as well as
endocrine functions. Renal impairment can be identified
by abnormalities in the glomerular filtration rate (GFR) or
by structural or functional abnormalities of the kidneys.
One such abnormality is the presence of albumin
(albuminuria) in the urine, which serves as an early
indicator of kidney damage.

Therefore, urinary albumin testing is one of the key
marker for the early screening of kidney disease, enabling
timely diagnosis and intervention to delay or prevent
progression to end-stage kidney disease (ESKD).



C nsudawa
(Interpretation of results)

' 381Aucoag1odaano: :
(Sample collection and preparation) wauon (Positive) :
saassolulAs3aubuluudsy » fiudaaolumsuzazorauazasoonui logly Gunuduaon C-line 1WBounuIGe?

E095 K E S - dookyuisdsouazlinuzuinlildaisiuya Kin 18003 asoowululasdaybu
IGUIQSO\)UOHWHUHTHSUﬂOﬂSOOOaUUUU?UUHH']D: T e R e e 2 o . A single red line appears at the C-line only, indicating the presence
InoUYBAWRaUNGYavlas:8z3udu Brans asoolulamelu 1 oluo Wugidun 4°C (I of microalbumin.

Competitive Immunochromatography inu 2 D_U)_lla:mﬂaUEJ_QmHQUHQOHOUUSDO waau (Negative) :
. . . -[ . T._ e Collect urine in a clean container and test immediately. . . < . 3
awisnguwadosseidar ldeo@insaodo Centrifugation is not required, and the use of preservatives gunuduaonv T-line ua: C-line

TEwasoaiEomelu 5 uiii Bowudhe is not recommended. If testing cannot be performed within uaaod luwululasdauidu

o . 1 hour, store the specimen at 4°C (for no longer than 2 days) Red i t both th T"{. d Ciline. indicating the ab
1a=d=adncamsWnI and allow it to return to room temperature prior to analysis. o?mi?riil%%ﬁir atbo & I-ne and L-ing, incicating the absence
Microalbumin rapid test cassette is a medical device - 2 Jina-q- A E NE NI ; _— i
designed for screening of urinary albumin to indicate glsaunwu-?rﬁuuaha-moawHsumuuoamo uwlawalula (Invalid):
early—stagel renqt abnormalities. It is based on the principle ddno: . . . Grawi= T-line H-S"(-)-[UEJ'Uﬁ\)HO\)llDU
of competitive immunochromatography and allows results Prepare a new, clean container for urine collection. . . - ,
to be interpreted visually without the need for instrumentation. o . . L uaaod1 lianwisnuwlawald aosnaaaulki
The test provides rapid results within 5 minutes and is user- » Frousorusaurnaldaard=assina=ona (Ll Only the T-line appears, or neither line appears, indicating that the
friendly and convenient for portable use. au) result is invalid, and the test should be repeated.

nazigalEuko

o e + Clean the periurethral area with clean water (do not use Au=ur (Recommendations)
f—’n[[uhUNﬂS?Zj soap) and dry thoroughly. — . = AN
(Instruction fOF use) X ~ n_smwau:)n > Adsdaacdodnmungiula
= Jaaro:zgoousnnolanta® o1nuuliudaalo: INDCSOD8UgULazSUMLU=UN
zioonam[oaldr«aomslna ua:dﬂdnoaauﬁuﬁ Positive result : Individuals should contact a healthcare facility for
ﬁuuaumsm%un’aumsnoaau Disc_(ajrctj the initial _portion_t%f thte_ utrme s;reartnH thﬂen colledct conﬁimatory testing anij hfalthcare?piifeﬁfna{ advice. oL
- - . a midstream specimen without interrupting the flow, an NnstuWaau : KINYoUDTNISIKSUUSNUILIWNYKSO
(Preparation prior to teStlng) proceed to testing immediately. -
uaainsnomsiuing
= Jrwomaduaonaio ua:nfso?ﬁuﬁo Negative result : If symptoms persist, prompt consultation with a

RoulRuEI9E19 Z‘JL_UCIOUFHSHOHE)U healthcare professional is recommended.
Wash hands thoroughly and dry them prior to (Test procedure) duaounisidviu gaasolulasdaybunuuady —

specimen collection.
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= asoogauaunsnilundavonugiio

Verify the contents of the test kit against the
instructions provided.

(VAN e[S AMIER R A VAL

Carefully open the test kit pouch, avoiding contact with the
sample well and the result window.

» uddomsldousgivazidsa 2

. owoaomsoouuv‘iuswuua:a:mo
Read the user manual carefully before use. y

Place the test device on a clean, flat surface.

Tindsdumatiiu 15 Ui
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govussy _ [ulsinaWavo 1A saduwa 5 uifi na=liaos e (o) rantee: e @ |k
Check the expiration date of the test kit on the . _ . : g’}
packaging. guwatiu 15 uii [ St vt
Apply 3-4 drops of urine onto the test cassette, ensuring B K8/ oo Rukeortusioshs
o o e that no air bubbles are introduced. Allow the result to
o e ee . develop for 5 minutes, and do not interpret the result after
e o o . o & 15minutes
L L R R I R R 3 4



	Slide 1
	Slide 2

