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1.A2M%3j9%u"8 (Purpose)
wWelfilualeuiRamlun1sngin Fecal occult blood feynms3a Satum diagnostic
kit e 35916nn15 Immunochromatography assay tUfURnulvdiaunmuazuInsgIu

Wty lnegagnees

2.m5u Ul (Application)

2.1 tiennamidenusldlugansziazdilunsnmadansosasAnn AL UL ved
Tsa w30 nssnwvesnng Toun uzisedild ulcer, colitis Wudu Felduansonnsarnnsdaunale
fgnUan

2.2 WerunlsaugSaaldlvglussozusnuazseos neuduuziSeiadin innlsaugSeanld
ey wazynsuiln (Colorectal cancer)
2.3 anannnsosuzissaldvauazldnsadesduiieldlunmsiansandweneitnsdes

naes colonoscopy

3.19N815919949 (Reference)
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4.9g1unazAnga (Terminology and abbreviation)

mMamsravidenurslugaansy (Fecal Occult Blood) Aie Mansiagaansiiievifinidon
unafionafineutouey vieidunisasamidenunaies Mueylugaanse (Occult Blood) fiues
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5.%8nn15 (Principle)
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immunochromatographic sandwich method 1a& membrane 9% pre-coated A28 anti-
human hemoglobin  81#7981984952981  Human hemoglobin 9zvhufAzewaAnL T
anti- human hemoglobin  —colloid gold conjugate complex \MADUNTU membrane An

Hunaud Aisums T (Test line) wag C (Control line)

6.Lana'm7|"l,f“1'a'a°i|'a~1 (Associated documents)
6.1 QP-LAB-001
6.2 QP-LAB-002

7.a1uUanny (Safety)
7.1 UfuRanulaetnmaian sunme
7.2 aanaiie WHontd (gown) wium waznthmneundfodastumsdutouvas
Ui U
7.3 ludhetsgannsvenadsiiauannsalunisrelsa fafu Ssmsdansisgnnsiafild

wanadb UYL RnLTe

g.in3adlaindadly (Equipment and Supplies)
8.1 ¥An 373 One step Fecal Occult Blood Imasqﬂmaa] Saturn diagnostic kit
8.2 nsxyniiugaansy

8.3 WIRNITIULIAN

9.813119331U (Standard)
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10.33AL1UN13 (Procedure)
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12.n15AUANAMATIN (Quality control)
n1sAuAuAanINN1eTY

£% [

- N13AUANAMNNAIEIUYRIYANAFRUL AD N1THLAUFNILAWUATIFTILTL AU

AuAx (C) Bmwneha fmegmsaladnisindeuiiogauysal wazlwetenansagauil

5]
N15AIUANANININAIEUDN

- WrsduAudIng1mansn1sunngn 2 Aualan LHUN1INAFEUANTIUIYNIS

vV a wva aa aa = 5
nOIUUANTIINEITINYIRAUN Uag 2 AT

13.n50uiindeyauasiena1snld (Data record and documentation)
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14. n1551897uURa (Report of analysis)
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15.5188288051 (Supplementary note)

15.1 Asdem579 Stool

15.2 waau 019529 kinuiiesaInsedu Human hemoglobin Tudaeg19s
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UasadeainugiSealdlng 100% wselsaluszruumaduemislag wuzilinduandnnsesdn 2 U

wioasnsalulszdmny

15.4 \denfivusenuiugldtszorinainatvndunlilyidensenludldlvgvie

NSNUN WU SAAA9115 Jaanziduden venzAu@eanseinize1nis

15.5. denvzasanineglugannselaliifu 4 43lus femsifiudiegnsgaansyadluin

g nAUAIDg19IUT

15.6 e1Ndgn3szAeLA e oLloLdoo19vinliiln1zlaoneanluszuunIuAUe IS

AatupInanAInewNUgasTag ey 7 Tu

15.7 vandemsiiuineluninfionm

nfldwiy 30 peA WA d

Y

15.8 Qmmwmmwﬁmmb 95.8% WAYAIIUIINE 98.2%




