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1.A2M%3j9%u"8 (Purpose)
wieltiduaiouiRulun1snsaa Urine Pregnancy Test ¢ieynnsia Saturn
Diagnostic Kit 1n&/351énn13 Immunochromatographic assay Tujjufeulvidamunimuag

WNTFIUAEITU troen9gneas

2.m5u Ul (Application)
2.1 Ilumitdademsnanssa

2.2 Tdnsunisnsiannegasiuy hCG Tudaane

3.L,9N&81991984 (Reference)
Laﬂmﬂmmumm'sa Urine Pregnancy Test 1Ay Saturn Diagnostic Kit U3¥ SK
MEDITECH CO.,LTD.

4.fiwunazAige (Terminology and abbreviation)
Urine Pregnancy Test Agia UPT

Human chorionic gonadotropin Anga hCG

5.%4ann15 (Principle)

1991539 Human chorionic gonadotropin (hCG) I@Bﬁ@mi’;ﬁ] Saturn diagnostic kit Ju

YANTIAANTBINSAIATIAUTaa1E Fegesluy Human chorionic gonadotropin (hCG) AgvaaLiiy

ATUFUANEDIVDINISHIATIA  zaTanuelulaany Tngandenann1s  Lateral flow

Y

chromatographic immunoassay a8 membrane egn Labeled 13978 Antibody-dye conjugate
gllduiu hCG lusnegratlaany Aadu antibody-antigen complex uaaluduifu anti-hCG

antibody uuUsukaunageu (T) Wediegslaansd hCG =25 miu/ml o1 hCG luifinseiitoy

v
Ia A=

nhusnasaunadey (1) glifedvy Uisenssluanusuuaunegeu (T) lWdufuwauaiuny

AN (C) ndduilansunaifivue
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6.19naN5NBI199 (Associated documents)
6.1 QP-LAB-001
6.2 QP-LAB-002

7.a71uUa9nAY (Safety)
7.1 YiRaulagdninadanisunngd
7.2 aagaile el (gown) wium uagnthmneunste destumsduitouvas
Ui U
7.3 Tushogallaanzanadafinnuansalunisiolsa feu Famsamsiisansiad
Tudadufmesindo
7.4 49n539 Urine Pregnancy Test a8 Saturn Diagnostic Kit lddmiunsiafanses

nsranssAnImann1sBuylulasnlan il vy

g.n3adlawndadly (Equipment and Supplies)
8.1 ¥mM339 Urine Pregnancy Test 1ag Saturn Diagnostic Kit
8.2 WIRN1IULIAN

8.3 nyztaafudaaniy

9.8131191531U (Standard)
9.1 Control UPT Negative
9.2 Control UPT Positive

10.35A1iun"3 (Procedure)
10.1 #T19aUTUNNADIYVBIYANTIV Ui IANYedDeN
10.2 Fuusunaaeua1unignas desliiiugn MAX adluludaaniy uiudssann 10
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10.3 1MURUNARDUUUNBULTILASEL DA
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Control Line I
e |

__TestLine

Mark Line g u u

Positive Negative Invalid

10.4 #9987 3-5 W9 BAIIIDIUNANTITNAADU 1AITB1UNANEIRIN 5 U

11.n15A1u88 (Calculation)

12.n13AUANAMATIN (Quality control)

n1sAIURNAMNINAI18TY
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13.m5Uuiindayauazianansinly (Data record and documentation)

Tuiinuaasly F-LAB-02.MS006 wazasluszuu LIS vaeieslfjiins lngszuuaziouse

Wngszuu HIS §nludl

14. n1997897UNA (Report of analysis)

Negative Test Positive Test
Results Results

Control Line i
Results Line et

Stop Line

Invalid Test
Results

— Control Line e
— Results Line e

Negative : l3isianssa
Positive : A3ATIA

Invalid : lausawlanala

15.5188288051 (Supplementary note)

15.1 @98903729 Random urine wag First morning urine AT First morning

. = Y v 1
urine s1gsUANUINIUYRY hCG ganan

15.2 lalanansaldnianusiegnefiiusunn hCG fosnin 25 miu/ml

15.3 #nwa Negative $2AU0IMTNNAAEN Lazleifn1ansiasnniy AsnTIalm

3n 48 4las

15.4 Tima positive TulsaBuiivili heG ’Qﬁ‘u 19 trophoblastic disease, certain

non-trophoblastic neoplasms, testicular tumors, prostate cancer, breast

cancer, lung Cancer

15.5 MaNusnwdsdnsia vl 2-8 esmwailoa wiu 48 9alus iuunulingamail

-20 DA LAY E

a
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15.6 Wugavaaeuiigamail 2-30 eereailusa
15.7 A nynn33adAuks 100%, AUTUNE 100% wazAImwiiug) 100%

15.8 YATNNANITNTIINUTDSIUW hCG 25-500,000 mIU/ml



