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1. 5’mqﬂi$aﬁﬁﬂlaﬁmi%ﬂaau(purpose of examination)

=

iialddmsunisnmiameesiuu hCG iungtheuazieliunndiladanisasnssa

2. wdnMIwAZIENsYeUnaUlddmSunsagaY (principle and method of procedure
used for examinations)

ymsmareUiansanTieTzimeesluy hCG Womsnmanseuuuieuwsysnilngends
nann138uAlulasu AN W (Immunochromatography assay) GﬁquuﬂamaaLLsJuluImLszaqiaaﬁU%nm
NAdaU (Test region) 9zn3413078 anti-hCG antibody ﬂﬁﬁ%mﬁﬁm’m antibody-antigen complex
JUAY anti-hCG antibody MlAaLauduSiiunaday

MsnITeTgRiEdufensfuRunaaeuludsdinsIamnludsdinsaaiisosluu hCG Adumeiu
asAeunRdsAnaansensaasedliasihu s e T uRnduasussnoudefeunaindeudilumuusiu
lulnsiwaglaarmeTsn1sgudiu (asunlansil) gusnamageulasUsInAIUANANNERY

yonaaouiilfifivsukunaaeunnaeuiivioufiauviniulisiduseddiedosdiolumansameesluy
hCG annsnsuraldeaUailung 5 uivhiasdmnafungausonimaaeulduntiaans

3. anuaENIsUsEANSAN (performance characteristics)
YAN1INAaeUlaTansIInTeimgesiuy hCG laluseauanudududans 25 miu/ml w3e
1A

4. ¥UnA19819 (type of sample)

Yaanzidu First morning urine %39 randomly collected urine

= Y . .

5. msmsﬂmgﬂw (eatlent preparation)

5.1 lalfpalin139ntnaneng

52 nswisendidnsa : nulaanglunvuzsessunlnluazarern aunsaldiudaanizifuas

v ) A . . . a a I3 .

wsnlupaumaInInNAuwey (First moming urine) vselaaniziduiiu (randomly collected urine)
windaanzgumsiilviunewinismageu mnldansavhnisnageuldviudl awnsaiiuiegned
gamndl 2 - 8 esmwadua lauu 48 F3lue mnFBIn1sNUAEINTIIUUNTINY AISAUT -20 BaFn
wadea iy 15 Ju neunisnaaeuainindsdinsiansl ingaumgiiviesneurinisvasaey

6. UTELANVDINIBUSLAZEIILAULGS (type of container and additives)
nszyniiullaanziazerniinidn

T. Lﬂ%‘laﬁﬁaa“tlﬂii\i‘ﬁﬁ?’lLfluLLazmiLﬂﬁ(required equipment and reagents)
7.1 4nn 339 WH Accu Test One Step Pregnancy Test
7.2 gailedmiunTialsa
7.3 aaiudaany
7.4 UIRNNUNEAN
7.5 fhegnmuauiaansilinauinuagnaay
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8. ?iﬂLwﬂé’auLLaxmsmUQummﬂaaﬂﬁ'ﬂ (Environmental and safety controls)
mMeUfiRnufvasdmnmnvin naenuyaveaaeuiililunismsalinsgsimensluu hCG
fUATRuRssAnate T Asdsnamaniusiesdinshadonienslmiansindeld fafusosfos
muszidguliRnsdesiudunneannisufinnuegrauniina
8.1 anunaileuasdenilusswitnimadey
8.2 gunsaifianansminduinflmllddosihunssndofivansan dwgunsaifithndusnldlnd
Lildmstinmsvhanefungauduiu
8.3 fhiinmmnnasiutesdsdmmamsinidede i ivzay
8.4 vuldngedsdingia
8.5 usuusymuemsiazesiy Iiasosdiens guyns nasnsunsldreuunaaudluuiim
UfjuRau

9. YunBUNITABULNIBU(Calibration procedures)

Laidl

10. IUADUVBINTZUIUSU (Procedural steps)
10.1 MIHZEUNMINAZDY
10.1.1 emgilelviinlanausummesgeu
o w ' A2 o oaa g v & 2 vyd a v
10.1.2 thdegnmmaniiuiuiivsainuliludidunnsasns ingamgivies

10.1.3 vBuusiuvaaeUoenInwesegiiloumesdmuiuiuiifonis
10.1.4 yhmsmaaeuilgumgiivies msvinismageuiuiegnauinuazay (Positive and
Negative control) aauglusig
10.2 M3NARY
10.2.1 fuusiunaaevlunuugiussyliaans Tngliduusiunageuiiu Mark line Aidivualy

Useanal 15 3w

10.2.2 erunanmsnaaeunigluiaiuszana 5 uii
10.2.3 vmmageuigumngiivies

11. wmaumiﬂ'mﬂuﬂmmw (Quality control procedures)

111 maaaaumsmmamaqLmumum ‘Nﬂ’]‘ﬁLﬂﬂﬁV]LLOUF]’J‘UﬂNﬁ]”%’JEJEJUEJU’J’lGnaEJNLWEJQ‘WE]LL&’“’JS
maaugﬂmmmah ‘W‘L!‘MﬁﬂLLNu‘Vl@EﬁEJ‘U‘VlQﬂmmﬁ]%m@ﬁiﬁuaﬂumﬁ

11.2 9579 BIO-RAD 435X Liquicheck™ Unianalysis Control Control (Negative/Positive)lag ¥

duamiaz 1 ATaneuNITIBUNanTIAfIRE Y vieegwtey 1 asdlutunidaltiendedin
11.3 fman15911 1QC Tshunaaiaannlvinisiiasigianms siimsuily wasduiinlilunuy
uitnudinisudlunsalna 1QC ldeglunasiunnsgiueesusunanm(FM-LAB-020)
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12. ‘?J”uﬂaumiwgallLﬁﬁmiwd'}\iﬁmﬂﬁﬁami(lnterlaboratory comparisons)
1458UN15%11 EQA/PT sample
12.1 Wihamnsmageum g samMaiesUjiRnsiuganssrumansaadndadalag
AUGUTZIIUANAIMNTNTINAT TR MTUTRIU URN smeTiansunmg audusnmsivnadl
Msunndaaiin Auzmedanswmg uinendododul awd 2 afeAl
12.2 dlonauszfiulidulumunasidedhmnefirivun dufinuasnseile/ddosiu Tukuy

Tuitnuuinisunlunsalna EQA aglunaeininsgiugausunmnn (FM-LAB-020)

13. #95Unun1snagaau( Interferences )
13.1 LL@@ﬂ@ﬁ@é@?ﬂﬁNai‘Uﬂ?ﬂﬂ’ﬁ@lﬂ‘ﬂ"jmi’]mﬁ lﬁﬂﬁiwﬂﬁﬁ)u%ﬁﬂ‘ﬂ’]ﬂamLLE]aﬂ’eJSEJé

14. $ANN1SVBIVUNDUANLIND I LANAANS S2uT19A1AN UHLLLBUYDINITINVBINITNAFDULTS
Usuau ( Principle of procedure for calculating result including,whererelevant,the
measurement uncertainty of measured quantity values )

Laid]

15. 929A191989M9Tn nIaAIN1sAnaulaniepatin (Biological reference intervals or clinical
decision values )

1aid]
16. 439A1318UNANIINAGDU (Reportable interval of examination results )
1aid]
17. Auuzii dwunsiansaradeusunaudionalildagludaeanisda (nstructions for

determining quantitative results when a result is not within the measurement interval )

17.1 Twpany3ana HCG geunnnda 300 1U/ml endlvikaauuaeuls (Prozone) ynasdydndanssa

1M.3997198989m5299 28U Ua I UERIIEIU 1:1 LAZYINNITNAABUT1DNAT

18. f-iﬁﬂqa/ﬁ']LL%’QLﬁau/ﬁmmzau (Alert/critical values, where appropriate)
1aid]

19. nsuwlanan1enatinvaiasufjuinis ( Laboratory clinical interpretation )
ANILTREBlAYDINTNAEDY

dewdunstiuduin mavnaeuldufiResnagnBuasamnaaoutuseusuld uaiuau (Control
line) AI59EABIUTINYUUUNUNAFBUYNNTNATOU

msliusngéuauauaely (Intemal Control line) arsanindunanisnaaeuilsisonsu uazdei
ASNAROUT)
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JodrAgudunisnageu (Test line) MUsngdangliduiivgiuimanisnageuduuin uazaisyiinis
vagouiuAusely

1133184 1UHA

19.1 wauan iaudud 2 ursuounasauuazuaualugy (Anaduvesdiiuaunaseuulsiunseiu
Ui B-heG detudfiandliuvanalunauan)

19.2 HAAU IiRETuAUAIUANLHBILAULAEY

19.3 liisansauvanalddlifiuaudviaifauauieafiuaunagay

1 B Positive

Negative

Talanunsowdanale

20. uvasfinnvasruUsUsufienaifiadiy (Potential sources of variation)

20.1 ﬁz;mvmaaumié?&miﬁ WH Accu Test One Step Pregnancy Test Junsmsransesviinndly
srpruIngesluu hCG oraifiuuSinaludnmiinisliinufisoseyemaaouiddasagui
flailddansas

20.2 YWMAABUNIIRIATIS WH Accu Test One Step Pregnancy Test fiqnsjswinaiflennaeudiag il
lifinsdenahiudsiimadenssegneunimedey

20.3 ganpaauNRanTs WH Accu Test One Step Pregnancy Test annsnufiuliléfigamadi 2 - 30
aswadualiasliyanaaeundinunune1gwad

20.4 nsdliiliiannsavihnisnaseuldviufiannsaiuiaanizl igamgl 2-8 ssmwaldealduu a8
FluswsimndesnmafuuuniiuliAvinuniigungs 20 sswadealduu 15 Yu

20.5 founnsnageuastdsdwmsiannansl inaumall 15- 30 e waldeanounmegey

21. 1BN&E1581994 (References)
21.1 I‘ULLmﬂﬁﬂUﬂﬁqﬁwmaaumi@fﬂﬂﬁﬁ WH Accu Test One Step Pregnancy Test (PI-LAB-051)
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22, ANANUIN

22.1 aANUIN 1 I‘ULwliﬂﬁ’lEﬂ‘t;mmaaumiéfﬂmsﬁ WH Accu Test One Step Pregnancy Test
(PI-LAB-051)

WH Accu Test™

Human Chorionic Gonadotrophin (HCG) Diagnostic Test Kit
(Colloid gold immunochromatographic assay)
(For Self Testing and In-Vitro Diagnostic Use Only)
Do not use after the expiry date printed on the foil pouch.
Store sealed in a dry place at 4-30°C or 40-86°F.
For self testing and in vitro diagnostic use only. Not to be taken inte. dlly.
Model: F1-D05: size 5mm.Strip 100 Tests/Box ‘
OQ€L £1.D03: size 3mm Strip 100 Tesls/Box

INTRODUCTION AND PRINCIPLE
Human chorionic gonadotrophin (hCG) is a glycoprotein hormone secreted by the developing placenta shortly after fertilization. The
WH Accu Test™ Pregnancy Test is rapid qualitative one step assay for the detection of hCG in urine. In less than 5 minutes, level of
hCG as low as 25mlU/ml can be detected.

HOW TO USE THE TEST

1. Urinate into a clean, dry cup or container.

2. Remove the test strip from the foil pouch.

3. With arrows pointing toward the urine, dip the test strip vertically in the
urine specimen for at least 15 seconds. Do not pass the “Max” line on the
test strip when dipping the strip into the urine specimen. See the
illustration below.

4. Remove the test strip from the urine specimen, place it on a
non-absorbent flat surface and begin timing.

5. As the test begins to work, you may notice a light red flow moving
across the test region (T) and control region (C) on the test strip. Read
the results at 5 minutes. DO NOT INTERPRET RESULT AFTER 5

C € oo

= &

MINUTES. LIMITATIONS
1. Alcohol may interfere with the test result. It is not
HOW TO READ THE RESULTS recommended using the test after drinking.
PREGNANT 2. A very early pregnancy containing an extremely
The presence of two red lines, one in the test region low concentration of HCG can give a negative result
o BN (T) and one in the control region (C), means you are In this case, another specimen should be obtained at
T = probably pregnant. One line may be lighter than the least 48 hours later and tested.
other: they do not have to match. 3. In cases where very high levels of HCG are
_ present (>500iU/mi) a false negative result can occur
i NOT PREGNANT due to a “Prozone” effect. If pregnancy is still
(ol The presence of one red line in the control region (C) suspected, simply dilute specimen 1:1 with deionised
T means you are probably not pregnant. water and refest. y !
4. As is true with any diagnostic procedure, the user
San INVALID RESUL should evaluate data obtained by the use of this kit in
2 == The result is invalid if no red line appears in the light of other clinical information and consult to the
é (o] control region (C) and test region (T), or even if a line physicians for the final diagnosis of pregnancy before
2y appears in the test region (T). You should repeat the making any decision of medical relevance.
2 test with a new test strip. .
B Effective Date: 04/12/2018
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13, Aasunmunsvaaeu(  Interferences )
Witegoy 13.1 wilvanldd Ju weanssed
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wdetes 17.1  udlvarnlddl Wy lwead
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