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WURUR (Work Instruction) Tssne1u1adadn
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1.a2733j9%u"18 (Purpose)
wielfiluaiioufuRculunisnsia Urine Pregnancy Test ieynnsia One step HCG
Blue CROSS 1ng3avidnn1s Immunochromatographic assay WifuRaulsinauninuay

WNSFIUALITU tegegnaes

2.m5u Uy (Application)
2.1 1N TI9ANNTBINTTAIATTALUE

2.2 \an 5393 1adeM AR s SAluEmaNnEnA I

3.19n&1391984 (Reference)
nanslukuuYnns33 Urine Pregnancy Test 1agnn 33 One step HCG Blue CROSS
U3¥N Blue CROSS Bio-Medical (Beijing) CO.,LTD.

4.UgunazAnge (Terminology and abbreviation)
Urine Pregnancy Test Anga UPT

Human chorionic gonadotropin AN8a hCG

5.4ann15 (Principle)
One step HCG Urine Pregnancy Test Ao NMINAdOU immunochromatographic Tuns

7573 Human chorionic gonadotropin (hCG) ugansiadnnsainisasnssdlulaans Feeeosluy

[
= [

Human chorionic gonadotropin (hCG) VAWNNFUUFUAIMUINVDINITAIATIA LATIINURDIY
Uganz 1y g membrane 2ggn Labeled L3y Antibody-dye conjugate aglufufiu hCG
antigen lufiegralaany Ay hCG gold conjugate complex udluduiu  anti-hCG

monoclonal antibody uuUsnaaunagey (T) Wesied1stlaanedl hCG antigen  >25

¥
Ira A=

mIU/ml. 61 hCG antigen Wifivisedideuninusnauwaunaaau (T) agkiifndvu Ufisenssivaciuniy

waunegey (T) lduiuuauauauaanm (O Wndluillansunaiimue
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WURUR (Work Instruction) Tssne1u1adadn
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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 e (gown) wiusn uagnthmneunfetlesiunmsudeume
Ui U
7.3 Tushogallaanzanadafinnuansalunisiolsa feu Famsamsiisansiad
Tudadufmesindo
7.4 99n539 Urine Pregnancy Test 1ngyan533 One step HCG Blue CROSS ladnsu

ATIRAANTBINITAIATIANIMANNTBULIUTATU AN Lintdu

g.n3adlawndadly (Equipment and Supplies)
8.1 Y¥AM539 Urine Pregnancy Test 1Ay One step HCG Blue CROSS
8.2 WIRN1IULIAN

8.3 nyztaafudaaniy

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

10.3501un15 (Procedure)
10.1 A5I90UTUNUARILVBIYANTIV UAIANTDIDEN

10.2 JuuHuvageusunignas detliiuge MAX aslululaany uudssann 5 i

10.3 MBHUNAADUUUNYULTILAIEL DA
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10.4 3UA 5 U9 WAIIBIUNANITNAEDU MIAITANUNANAIAN 30 W

11.n15A1u88 (Calculation)

12.n13AUANAMATIN (Quality control)

n1sAuRuAMNINA18TY
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13.n150uiindeyauaziana1snld (Data record and documentation)
Tuiinuaadly F-LAB-02.MS006 wazaslussuu LIS vewinslfjininis lnessuvasivouse

Wngszuu HIS §nlull




WUJURNL:

WURUR (Work Instruction)
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14. n1551897uURa (Report of analysis)

Negative Test Positive Test
Results Results
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15579825805 (Supplementary note)

15.1 @3d99929 Random urine wag First morning urine ASLY First morning urine

WSIEANUNTUYDY hCG gandn

15.2 lalanansaldnsianusegnefisusunn hCG fosnin 25 miu/ml

15.3 wnwa Negative 52AUDINTNNAREN kazUsziAnIsnTIsNnY AnTIalng

8n a8 Fala

15.4 l9ia positive Tulsdufiviili hcG g9 1Y trophoblastic disease, certain

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

cancer, [Uﬂg cancer

15.5 sgaugesiuy hCG >500,000 miU/ml. 81alvina Negative LAAUfATe1 “Prozon

effect” whlulngi@aansnagallaaiziu deionized water 1:10 WaINSIIL b

15.6 N3LAUSNYAEINTI9 U7 2-8 ssrwalded wiu 48 Falue vyl ineamgd
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