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3) AHAA
7h BAH7EA(EE)
) BAH7|EA A e P AR B Fol=
o E2AA AF BAVIEA = AADSTFELAASANA Ctgt == HA5(copy

number) 5o 2 A3t}

n}, ZZA(Strain reactivity)
D YukAre;
7h AAAFo| HEste nF4AAA oA FE, EAHY, oFF Fol AT, ol o

A7kslof g,

'1

el AE FsBAE 7
- 2B} B ojicrlolgl AE AET & b AT 4G TR BE P9 okl T
B1E FAA,

o) ATCC NO. VR-2018, Rotavirus_Wa, ATCC NO. VR-930, 931, Adenovirus, =vijuto]&| 2
FEdT

- 7] wlolH 2 HAF AFe] A$ 478 @71(DENV-1, DENV-2, DENV-3, DENV-4) &%
e BF AE7bsd AlFolztd old tiste] 25 By Fdsfof dth

- MIP complex E= 18] G A4 AFe] A2 thee] we Eaksiel Brjehs

5 45 =gy H7} 7%
M tuberculesis, M bovis, M bovis BCG,

Al A= AF | 2 FHMIB-complex) A=

M africanum, M microti, M caprae
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I AMNHKNM tuberculosiy 3% | M. tuberculosis,

A AMHM  tuberculosis)

FBANTFM bovidZE

M tuberculosis, M. bovis

L)

MTB-complex, M. intracellulare, M.
avium, M. abscessus, M. chelonae,
M fortuitum, M kansasi, M szujgal,
nto] Fute|glo} & AZIE | M malmoense, M scrofulaceum,
M narnum M ulcerans, M nmassiliense,
M. marinum, M. terrae complex, M

ANF FY/EE o] mucogenicurn, M triviale, M gordonae

M. avium complex MAC | M avium, M intracellulare, M.

complex) A= avium sp. paratuberculosis

A A= AlE M intracelllare M avium M abscessus,
M chelonae, M. fortuitum, M.
kansasi, M szulgal, M. malmoense,
HIA S ikt HEA9F M sadfilaceun; M nanmum M ulcerars,
M. massiliense, M. marinum, M.

terrae complex, M. mucogenicum,

M triviale, M. gordonae
- LEdto]2g A 3 FF ol GIFH Hlud HEEol =2 G2, GII.3, G4,

GII6, GII13 5°] 2= = Ze ddIdTh

#7% ¥ 2% FF
Genogroup 1 GL1, Gl.2, GL3, GL4, GL5, GL6, GL7, GL8
Genogroup 1l GIL1-10, GIL12, GIL13, GIL.14, GIL15, GIL16, GIL.17
Genogroup IV GIV.1

W) A e g9, €39, ofF 5= L e AAE 7Y dde BRItk

th AlFo] /MEEE ARl AdA 73 2 B ARe sl Uk e ol tid Hrt

.é_g_?ﬂ- 11;]_
2) AEEH
h AR EF 28 FAN A, NEe F ZAAS, BHELY BE, FES
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7} W 2pdk-3(Cross-Reactivity)

3F

o} whegloh= 10° cfu/mLo)y;

S

7}

S

o] Hlo]# 2 = Al o)

11
Ho

%

) ofetaoz o

Hhol# & 10° pfu/mLol el =

) NEed
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B
o

Leptospira interrogans
Cytomegalovirus (CMV)
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Borrelia hermsii

Dengue

Borrelia burgdorferi

Epstein—Barr virus (EBV)

@v- Group A ~E#ANEFA X A% Lz}

Streptococcus Group B, C, G, F

Enterococcus faecium

Streptococcus salivarius

Neisseria’ lactamica

Haemophilus parainluenzae

Staphylococcus haemolyticus

Neirsseria subflava

Streptococcus oralis

Arcanobacterium haemonyticumn

Escherichia cor

Haemophilus influenzae

Nersseria meningitides

Proteus vulgaris

Yersinia enterocolitica

Bordetella pertussis

Streptococcus pneumoniae

Klebsiella pIneumoniae

Fusobacteriumn necrophorum

Pseudomonas aeruginosa

Neisseria mucosa

Candida albicans

Streptococcus sandguis

Moraxella catarrhalis

Haelophilus parahaemolyticus

Serratia marcescens

Nersseria sicca

Streptococcus angnosus

Streptococcus mitis

Coynebacterium.diphtheae

Enterococcus faecalis

Moraxella lacunata

Neisseria gonorrhoeae

Staphylococcus aureus

Staphylococcus eprdermidis

Streptococcus mutans

@ ZEMfol ] A A|E wApEES

Adenovirus type 1

Adenovirus type 2

Adenovirus type 3

Adenovirus type 31

Adenovirus type 40

Adenovirus type 41

Poliovirus type 1

Poliovirus type 2

Poliovirus type 3

Coxsackie virus type B—4

Echovirus type 9

Echovirus type 25

Reovirus type 1

Reovirus type 2

Bacteroides melaninogenicus

Staphylococcus aureus

Fubacterium lentum

Lactobacillus catenaforme

Bifidobacterium dentium

Enterococcus faecalis

Staphylococcus epidermidrs

Serratia marcescens

FProvidencia rettgerr

Escherichia coli O157:H7

Clostridium ramosum

Salmonella enteritidis

Verllonella parvuia

Citrobacter freundii
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Shigella dysenteriae

Clostridium difficile

Proteus mirabilis

Candida albicans

Aeromonas hydrophilia

Klebsiella pneumoniae

Yersinia enterocolitica

Enterobacter cloacae

Bacteroides fragilis

Campylobacter coli

Campylobacter jejuni

Vibrio parahemolyticus

Bacteroides thetaiotamicron

Pseudomonas aeruginosa

Acinetobacter calcoaceticus

Peptostreptococcus anaerobius

@—" old|:-nlol e A~ A|EF wxH-E

Poliovirus type 1

Poliovirus type 2

Poliovirus type 3

Coxsackie virus type B—4

Echovirus type 9

Echovirus type 25

Reovirus type 1

Reovirus type 2

Bacteroides melaninogenicus

Staphylococcus aureus

Eubacterium lentum

Lactobacillus catenaforme

Bifidobacterium dentium

Enterococcus faecalis

Staphylococcus epidermidrs

Serratia marcescens

Providencia rettgeri

Escherichia coli O157:H7

Clostridium ramosum

Salmonella enteritidis

Verllonella parvula

Citrobacter freundii

Shigella dysenteriae

Clostridium difficile

Proteus mirabilis

Candida albicans

Aeromonas hydrophilia

Klebsiella pneumoniae

Morganella morganii

Clostridium perfringens

Yersinia enterocolitica

Enterobacter cloacae

Bacteroides fragilis

Campylobacter coli

Campylobacter jejuni

Vibrio parahemolyticus

Bacteroides thetaiotamicron

Pseudomonas aeruginosa

Acinetobacter calcoaceticus

Peptostreptococcus anaerobius

Ca

Sl F=ulo] 2] ~(HPV) A¥E .z}t

=]

R

Kol
o

=
Z ¥

H 1

Lactobacillus acidophilus
Staphylococcus
epidermidis

Staphylococcus aureus

All non—targeted alpha—HPV genotypes.

Alpha—HPV genotypes include the following: HPV
16, 18, 26, 30, 31, 33, 34, 35, 39, 45, 51, 52, 53,
56, 58, 59, 66, 67, 68, 69, 70, 73, 82, 85
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Streptococcus faecalis

HPV 6, 11

Streptococcus pyogens
Streptococcus agalactiae

Corynebacterium spp.

Any non—targeted genital—-HPV genotypes that are

likely to cross—react with your assay based on

probe—homology analysis

results)

(such as blast search

Chlamydia trachomatis, Neisseria gonorrhoeae, Escherichia coli, Enterococcus

spp., Clostridium spp., Peptostreptococcus spp., Klebsiella spp., Enterobacter

spp. Proteus spp., Pseudomonas spp., Bacteroids spp., Bifidobacterium spp.

Fusobacterium spp., Gardnerella vaginalis, Mycoplasma hominis, Ureaplasma

urealyticum

Adenovirus, Cytomegalovirus, Epstein Barr virus, Herpes simplex virus 1

Herpes simplex virus 2

Candida albicans, Trichomonas vaginalis

Q@ zetelol AE A

KN
S

Borrelia burgdorferis

Babesia microti

Trypanosoma cruzi

Trypanosoma rangeli

leptosporosis

Leishmania sp.

Leptospira sp.

Treponema pallidum

M. tuberculosis

Schistosoma sp.

Toxoplasma gondii

Brucella sp.

Cytomegalovirus (CMV) Dengue
Epstein—Barr virus (EBV)

Qo 28 2 wge FNF AF wANS
M. tuberculosis+ M. bovis* M. massiliense
M. abscessus M. gordonae M. scrofulaceum
M. asiaticum M. intracellulare M. simiae
M. avium M. kansasii M. smegmatis
M. celatum M. kumamotonense M. szulgai
M. chelonae M. leprae M. terrae complex
M. flavescens M. malmoense M. thermoresistibile
M. forturtum M. marinum M. triviale
M. gastri M. mucogenicum M. xenopi
Candida albicans Candida parapsilosis Histoplasma capsulatum
Candida glabrata Candida tropicalis Penicillium spp.
Candida kruser Aspergilius fumigatus Rhizopus spp.
Cryptococcus neoformans | Blastomyces dermatitidis | Scedosporium spp.
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Adenovirus

Rhinovirus

Mumps Virus

Human Immunodeficiency
Virus

Rubella Virus

Varicella Zoster Virus

Human Influenza
Virus(Types A and B)

Human Metapneumovirus

Respiratory Syncytial
Virus

Rubeola Virus

Human Parainfluenza Virus

(Types 1,2,3,4)

Actinomyces israelii

Haemophilus influenzae

Proteus vulgaris

. .. | Haemophilus Staphylococcus
Acinetobacter baumannii parainfluenzae epidermidis
Acinetobacter Haemophilus Staphylococcus
calcoaceticus parahemolyticus haemolyticus

Bacteroides fragilis

Kingella kingae

Staphylococcus aureus

Bacillus cereus

Klebsiella pneumoniae

Pseudomonas aeruginosa

Bacillus subtilis

Klebsiella oxytoca

Serratia marcescens

Burkholderia cepacia

Lactobacillus spp.

Streptococcus equi

Chlamydophila (Chlamydia) Corynebacterium Staphylococcus
pneumoniae diptheriae lugdunensis

. .. . . . Streptococcus
Citrobacter freundii Legionella  micdader preumoniae

Clostridium spp.

Leuconostoc spp.

Streptococcus pyogenes

Legionella pneumophiia

Listeria monocytogenes

Streptococcus agalactiae

Corynebacterium jeikeium

Moraxella catarrhalis

Streptococcus salivarius

Corynebacterium
pseudodiptheriticum

Mycoplasma
pneumoniae

Stenotrophomonas
maltophilia

Eikemella corrodens

Neisseria sicca

Streptomyces anulatus

Enterobacter aerogenes

Nersseria meningitidis

Verllonella spp.

Enterobacteriaceae
(including ESBL and
KPC producers)

Nocardria otitidiscaviarum

Viridans Group
Streptococcus
(a minimum of 5
different species)

Enterobacter cloacae

Neisseria mucosa

Neisseria gonorrheae

Enterococcus faecalis

Neisseria lactamica

Yersinia enterocolitica

Enterococcus faecium

Pediococcus spp.

Nocardia farcinica

Escherichia coli

Peptostreptococcus spp.

Nocardia brasiliensis

Fusobacterium spp

Proteus mirabilis

Rhodococcus equi

% NTM A=71E9] 4% MTBE wxpHbg

Q@ ezl AE LA

B4R 37}

Acinetobacter [woffii

Salmonella bongori

Aeromonas caviae complex

Salmonella enterica

Aeromonas hydrophila complex

Serratia proteamaculans (liqguefaciens)

Campylobacter coli

Shigella flexneri

Campylobacter jejuni

Shigella sonnei
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Citrobacter freundii

Toxin—producing
aureus (food poisoning)

Staphylococcus

Clostridium difficile  toxin

producers

A/B Streptococcus agalactiae

Clostridium sordellii

Streptococcus dysgalactiae

Enterobacter cloacae

Vibrio cholerae

Enterococcus faecalis

Vibrio parahaemolyticus

Enterococcus faecium

Viridans Streptococci

Escherichia. coli O157'H7 Yersinia enterocolitica
Escherichia. coli 026 Astrovirus

Escherichia. coli 045 Adenovirus
Escherichia. coli 0103 Coxsackie

Escherichia. coli O111 Echovirus

Escherichia. coli 0121 Rotavirus

Escherichia. coli O145 Helicobacter pylori
Escherichia hermannii Lactococcus lactis

Listeria monocytogenes

Sapovirus

Morganella morganii

Bacillus cereus toxin

Plersiomonas shigelloides

Blastocystis hominis

FProteus mirabilis

Candida albicans

FProteus vulgaris

Cryptosporidium parvum

Providencia stuartii

Entamoeba histolytica

Pseudomonas aeruginosa

Giardia lamblia

Pseudomonas fluorescens

Shigatoxin STX1

Pseudomonas putida

Shigatoxin STXZ2

Salmonella agona

Qo o)vlole s AE wAS
West Nile virus Leptospirosis
Japanese encephalitis virus Cytomegalovirus

Saint Louis encephalitis virus

Rheumatoid Factor

Yellow fever virus

Anti—Nuclear Antibodies

Hepatitis A virus

FEastern equine encephalitis virus

Hepatitis B virus

Chikungunya virus

Hepatitis C virus

Influenza A and B virus

Epstein Barr virus

Measles virus

Borrelia burgdorferi

ol

A A=,

2t

-
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4) AFA A
7h 2R Gk ARS8 FAEE e FR/(strain, type, subtype 5), FEE AAFT

WP mAe Bde) RO ¥E, AD/E DRSS RS AAI,

1. 7+ (nterference)

1) d¥kALE)
7h A4 AFE ARSSHAA YERE ¢ e el tiste] 2EF 02 AYS dlfof gt
W A o] 2AE W 7P FHobe] ARS adste] AA W el EAE F e

M Ee Rl NPT e A

1t

3

o

2 Ng=a
M) 24 thadel B A BaEE 71d AAE o §FT

) CLSI EP07, EP37 A& Farste] Hdede AAS <+ Uth

Th HEAE Al EASHe i 6210] B S5 Qa9 8919 S glow], ZAupe) njet
cpstEE Aol meh Avte] 9% A ZoE Az thed de Bdo)

thate] 1M BrbE AR AR AARAIES] A AR R EZHuman genomic

DNA)l| gk 57}

il
b
11?1'4
p'h
rr
P
o
)
o)
r
kv

© BA7} 44

N

Fed B4 ¢ oobE, & e, $4 5

@ A Al H7te £4 0 BEA, $BA, F&A F

Qo ~EaEz37~ AN AE G B

AA FF Al
4 =g A (blood (= 60%), H, HH (mucus), Vaginal products,
treatment and contraceptives , X|& Al o]&3dl= =AY
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(hemorrhoid cream), W& (1x10° cellsml) , Y Z==

(intravaginal hormones)

ZH g9y (blood) (=1%) , A , Y (mucus), A, WA,
L= ZE (deodorant sprays and powders), &2 (hormones),
WS ok REAIE (K1 mg/ml), 4Hd 4% (pH 4.0) , ¢718] &W
(pH 9.0), &) FH e =793 Add vy E
1% =t 7F= (mouthwashes), =4 = ¢F (lozenges), & 23 o]

(throat sprays), 713 Al'geF (cough syrups)

2D 2

5 A

oA A 713 A4 Lidocaine

oA, A4

Tobramycin, Amoxicillin, Levofloxacin

A, Hl-E A Mupirocin

73l o [soniazid, leampm, Pyrazinamide, Ethambutol,
Streptomycin

guto) 2 2 Zanamivir

e

71 A| 2 A

Ephedrine hydrochloride, Epinephrine, Theophylline

22k A A

il

dHEr] &3t WA

Stinging Nettle, Goldenseal, Butterbur, Tea Tree
Oil

Arg DNA

Y 71EA A

Albuterol sulfate, Formoterol, Budesonide

JEFIE AT =aA npoja|

Live influenza virus vaccine

Eucalyptol, Methyl, Salicylate, Thymol,
Cetylpyridinium Chloride, Denatured Alcohol

Mucin: Bovine
gland, type I-S

submaxillary | o, o4 i protein

Beclomethasone, Dexamethasone, Flunisolide,

Nasal corticosteroids Triamcinolone, Budesonide, Mometasone,
Fluticasone
Nasal gel (homeopathic) Luffa opperculata, Sulfur

Nasal sprays or drops

Phenylephrine, Oxymetazoline, Sodium chloride
with preservatives

Nebulizing  solution
saline)

(hypertonic |\ ~13-5%)

Oral anesthetic/and

Analgesic Benzocain, Menthol

Oral Expectorant

Guaifenesin

Physiologic Saline

NaCl(0.9%)

Pneumocystis jiroveci medications | Pentamidein

Specimen Processing Reagents

Cetylpyridinium Chloride (CPC), Oxalic Acid,
Neutralization Buffer
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Nicotin

A Wl 4(White Blood Cells)

Qo c2uolg s A4 AE HEA
148D % ER il

Mucin

Bovine submaxillary gland

Purified mucin protein

Mucin type I -S

Hemoglobin and plasma proteins

Human blood

Contrast medium

Barium sulfate

Active ingredient in  Imodium

anti-diarrheal drugs

and several

Loperamide

Active ingredient
anti-diarrheal drugs

in  Pepto-Bismol

and several
Bismuth subsalicylate

Stearic acid/Palmitic acid(1:1)(fatty acids)

Commonly used antibiotic

Amoxicillin, Metronidazole

Commonly used analgesic

Acetaminophen, Ibuprofen

Commonly used artificial sweetener

Aspartame

3 A FEH

7h
)

AGAFE ARE2 7=

NEo F, e

e ERE AR AdHow
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s Al o

7} BN B U 7 B 9T W] s thest 2o 4 Fejel HES
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- BNEY PYAR + 3R

- BHEA SHAE RHIEE 89
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DB FEE YY AAGNA BY £ e AsEng e 3Rt HES S,
42D 9 2 240 B A 2AZ S AN
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il oo
Hh= 9= (HAEAL 55 e gdIFs Br] 9Jshe] &3F-1H-g-7 Aldose-response

tesHhE AA| T}
op CLSI EP7 HAl Aol mela AFE AS A4S

4) AIA A

3 Ad=

7} A4 U »E=(Within-Laboratory Precision) % ®¥HE-43(Within-Run Precision/Reapeatability)
D YukALe;

7D B AnE AH7IZE F wE

- =1

J[}lr

x%]- A3

iy

il

BAgle] AUE 222 A Esc)

WP B BB Wl WA ASE Bl AEDh

W Wk s BAE AW Aol Al %A AVE AR thed BrE
st Sk

) NdEed

7H Aol AREE Al #Ha M) odelofol s, BAH7IEX(Cut-off) <A F=2] AAE
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4 A4

7D AR A =(intra-assay), AARE A =(inter-assay), ZEZF A =(inter-lot) AHRE A A3
. 28a 7+ A =/ 3 A (Between-Laboratory Precision/Reproducibility)

D gurrret

7D Y ARE IAH7IZT B vHE S35 AAE A5 AUE A8E A&t

W) A@AEL o] 7]l A AAG AE B8t AlEdith

o ®7} 38713 BrEE Aldsh] Aol AARC sdixE AlZIE AR vl BUFE

TS =E St
2) N4

Ha 7| oldolofof st WHAH7|EX(Cut-off) A T ARE

il
rr

7h Aol ARE= Al

) AR AdEE S AR, sAUIEEE, EE oA B AEE Y AAD)
3 NI

BRG 5 AT ARPEL AN,

AN

b AR FF AR S,
WP 2 ZEE olgstel 2300 FARIAZA A 221 olde] AL 19 23] o), 5Y

obde A, IH AF AAle 23] wh&sh= e A%t

tlo
r
o
o
kv

th CLSI EP05-A2, CLSI EP12-A2, CLSI EP15-A2 A3 -& #ast= A
4 NFaxt
7h 2t A HE RbEA A3E 7R .
W 2E AAR A9E &3 whEA A aKreproducibility) 2} HAF 713 IHbetween-site) A=
A AR,
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3) AFAA
7h BR7EA(EE)

W) A7) E=X o Ao A4 vigds 2

v}, &4 (Strain reactivity)
D YukAba
7h A AFel HAEshe @A o2 FE, EHE, o Sol A, ol o
skl HE7Hs3A HrtsfoF itk
- ZE} & oplimHlolB A8 HET ¢ A AFY A o 22 F9 ofF el dis)
B7+E TR

o)) ATCC NO. VR-2018, Rotavirus_Wa, ATCC NO. VR-930, 931, Adenovirus, =W8}o]z] 2

BEFF
- 7] wlolgl 2 AAF AEe] A9 4714 ©7)(DENV-1, DENV-2, DENV-3, DENV-4) &382

B AE7bse AlFelsd ol tiste] B5F HIHE Aol it
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- MIP complex ZE+

A gabd A4 AES Al deel #EE ielel Wolse

N
SATh AHEE A 2 G 4F
) M tuberculasis, M bovis, M bovis BOG,
AN HMIB-complex) &
M africanum, M microti, M. caprae
A3 AZ Al JNFEINAM tuberaulosis A= | M. tuberculoss,

O

N2 M

2 FBANTM bovidA=

tuberculosis)

M. tuberculosis, M. bovis

wlo]satE|e]o} & AE7E

MTB-complex, M. intracellulare, M.
avium, M. abscessus, M. chelonae,
M fortuitum, M kansasi, M szulgal,
M malmoense, M. scrofulaceum,
M nammum M ucerans M nossiliense
M. marinum, M. terrae complex, M

mucogenicurn, M triviale, M gordonae

M. avium complex (MAC

complex) &

M avium, M intracellulare, M

avium sp. paratuberculosis

M intracellulare, M avium M abscessus,
M chelonae, M. fortuitum, M.
kansasi, M. szulgal, M. malmoense,
M sadlacaun M nmanmm M ucaars,
M. massiliense, M. marinum, M.

terrae complex, M. mucogenicum,

M. triviale, M. gordonae

- =Ento]ly 29 A g FF/ o Gl FH ¥

AZEo] =2 GII.2, GII.3, G4,

GlI6, GII13 o] 3= = AL A}

IR Y 4% #F
Genogroup | GL1, GL2, GL3, Gl4, GL5, GL6, GL7, GL8
Genogroup 1l GI.1-10, Gll.12, GIL13, GII.14, GIL.15, GI.16, GIL.17
Genogroup IV GIV.1

W Aol e ¥, @4, old 5& st 3

h AlFo] e ARl AhA 73 2 A e aelsle] FUkE g Sl Wi Bt
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- DI EA FAAA AFL] nARES HIF A A= 7R DA AlFel 7ed
W83 FLstH, Agtgnlelgl 2 A HARA ekoll Tk AT F71E AT
- A S AASHE AE2] 7%, Rheumatoid factor, Antinuclear antibodies (ANA), human

anti-mouse Ab (HAMA), o]&29] WY Z2Ed 5o gt HrlE E3s= 2S dA-3sh

G Agranlole 2~ A AAAF mauke B

Cytomegalovirus IgG Varicella zoster virus
Cytomegalovirus 1gM Toxoplasmosis
anti-Epstein Barr Virus rheumatoid factor
anti-Hepatitis B virus Antinuclear antibodies (ANA)
anti-Hepatitis C virus human anti-mouse Ab (HAMA)
anti-Rubella virus 5% IgG
Mumps virus I1E%E IgM
Herpes simplex virus IgG anti-HIV 1 positive

b WAS B FF, 5 AR TR, DA P TAL AN AR Ao w7
Uk oPEAS FAE AA B, BARAe] B5 2 A5t Sl tislel A )Ew),
- B ALgSI] AR AT A5 Aol et ARE W S

Had 33) WE AGske] BlsE 2 ARB,

oo
rlr

W) wxpksHErE AR
4) AIFA A
7h kg Hrte] ARRH ok B o] FH(strain, type, subtype §), =S AAE)

DA G RE A A3},

olo
il
"
o
of\
=il
1o
off
i
>,
o2
N
A

) wahu

1}, 7+ (Interference)
D) Qe
7D AAAEL AHESHEA YERE § e Mol tiste] xZA 02 AH-S o St

W) 2H 2ol EAT W sbg Hoke] AR weElsted A W) ERA] EAT & U
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sl 74 H7FE BA3IT)E Biotin-Streptoavidine] ®hg-o] Z3hE A2 7-$- Biotinell
gk ZHE S

(o
ol
N
-
=)
O
and
o

-

O &27F A 7Hed 4 0 oo, < HIE, 54 F

@ A Al H7te £4 0 BEA, $BA, F&A F

AA F57 A
} gH (blood) (= 60%), FH, A (mucus), Vaginal products,
treatment and contraceptives

, AF A o]&st= AH
(hemorrhoid cream), =& (1x10° cellsml) , FY 3Z=ZE
(intravaginal hormones)

2 A (blood) (=<1%) , AH , A (mucus), FdAl, FFA, O
QL =ZE (deodorant sprays and powders), &=+ (hormones),
MY AR (K1 mg/mb), 2Hd &AW (pH 4.0) , €718 &
H (pH 9.0), ¥e|FW 2 =704y A3d vAE
AF = 7b2  (mouthwashes), =oi¥= ¢F (lozenges), & =g o]

-

(throat sprays), 713 Ak (cough syrups)

Qo 2oz 2 was Faw 1y 232

HHERA 9 BEF oA
oH A (7] A Lidocaine
}tA), 24 /\l A Tobramycin, Amoxicillin, Levofloxacin
FAA, B8 Aar Mupirocin
sl o} Isoniazid, Rifampin, Pyrazinamide, Ethambutol,
Streptomycin
glulo] 2 24 Zanamivir
At g
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Ephedrine hydrochloride, Epinephrine, Theophylline

4k

ot 2] okah QWA %tillngmg Nettle, Goldenseal, Butterbur, Tea Tree

A= DNA

T 71HA A Albuterol sulfate, Formoterol, Budesonide

JEZGUE JAEFAA vlojgf 2~ | . . : .

A A (FluMist®) Live influenza virus vaccine

Sz Eucalyptol, Methyl, Salicylate, Thymol,
= Cetylpyridinium Chloride, Denatured Alcohol

Mucin: Bovine  submaxillary

gland, type I-S

Purified mucin protein

Nasal corticosteroids

Beclomethasone, Dexamethasone, Flunisolide,
Triamcinolone, Budesonide, Mometasone,
Fluticasone

Nasal gel (homeopathic)

Luffa opperculata, Sulfur

Nasal sprays or drops

Phenylephrine, Oxymetazoline, Sodium chloride
with preservatives

Nebulizing solution (hypertonic

saline)

NaCl(3-5%)

Oral anesthetic/and Analgesic

Benzocain, Menthol

Oral Expectorant Guaifenesin
Physiologic Saline NaCl(0.9%)
Pneumocystis jiroveci medications | Pentamidein

Specimen Processing Reagents

Cetylpyridinium Chloride (CPO),
Neutralization Buffer

Oxalic Acid,

Nicotin

A W 1(White Blood Cells)

Q@ wmnolg s A4 AFE HER

TAHEL R EF

A

Mucin

Bovine submaxillary gland

Purified mucin protein

Mucin type I -S

Hemoglobin and plasma proteins

Human blood

Contrast medium

Barium sulfate

Active ingredient in Imodium and
several anti-diarrheal drugs

Loperamide

Active ingredient in
several

Pepto-Bismol and

anti-diarrheal drugs

Bismuth subsalicylate

Stearic acid/Palmitic acid(1:D(fatty

acids)

Commonly used antibiotic

Amoxicillin, Metronidazole

Commonly used analgesic

Acetaminophen, Ibuprofen
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Aspartame

artificial

used

Commonly

sweetener

A AAF Al

13

zregutole) 2

(€]

A

G

Al

IAEHEYEYAS), A €

X J5 ok,
2] ¥ HulEo)t 21z ANA(anti-nuclear

1=
5,

o}
=

%]

antibody), 1'% IgG T+ IgM, HAMA(Human anti-mouse

antibody) 5
Aol o ®E=A S(EDTA, heparin, citrate 5)

Gl
=
ﬁ B
e mo
= o
.mlﬁ—.__.._:._ ‘umo ‘umo
,@ > oy
= iy o

Ta
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PR

3) Al

7h AARAF AHEEA 71" AA, A 1Y

i

3 FAa

A

wj

I ot 22 47FA Feje] Al

3]

B7¥st7] ¢

[e)
=

s},

e

|

=Z
TR

o

K

Al

T

ke 5

ol
=

SHA

o ol HHE A

AHdose-response

o whehA AlE

&

o) CLSI EP7-A2 A

_57_



4) AIA A

stel AR ANT 5

3. AHx=

7} AdA W) A =(Within-Laboratory Precision) 2 ¥H2-

_58_

7h LS FH A5 IHEES TR &2 A8 AAgs AAGT
) Hgol glE 4o Ay FAA sxet A xolE 7lsdth
oh IH=E gk EAEZS Aol Aol It ARS Vletith(d, =2 w59 4
X B4=49 A34& AR
2} FEHOE MHEES 7IAT AT, I AF 23E AR T S FrletaA g
/3 E(active ingredien) ¥} F4i2] FEE AlAIgTH
t}. Class Eo]%(Class specificity)
7h &4
D &A AAL AZFo] IgMF IgGE B3] T8t HEE o A=A ERlsk] AT Aotk
) A8 H ALPHS
1) = &A(total antibody) AN AZFolAY AEske AYEZE™ 7o) Zol7) gle Aol
g AN de ThstA] ote Hrh
2) 4 AeAE Al IgG H IgMell thgk EAdo] s WEXl HAE AHETH
AN@e FhsHA ote Hoh
th Al
D IgM#} IgGell thelk M3 BRIY A= AEE 22 57l o) ARgste] 7Rt
2) 2t AA F 23| NrEAES TPt
3) IgM¥} IgG7F &3+d A Aol DTT(Dithiothreito)S 23k ¥ IgM¥} IgGe] 23 WH3ls #z-

AJ(Within-Run Precision/Reapeatability)



7h L ARE A7 T HkE AR AYE E4ste] AEE ARE AETH
L HHEA 2 dd7| A WollA AR ASE Yt Aleddth

h H7F 718 B7FE Ash] Aol AARH SssiAle AZIE AR vl B7E

2 AYEA
D ABell AHEEE AR A 47 oPdololok shul, BRAEACU-of) 2AH SO HAS
EYES Fek
W AST ABZAE WAL, PATER, SHTER, TEE 54 9 AT Y AR
3) M@y
h ARS FR AR PP, SIS 5 P AYPES Ak
WP ZE AEOE 19 23], 59 ol AP 18] AF A 2 HAE 23] WHEA P
AAsHE 21 AR
4 N@Az}

7P A A =(intra-assay), AARE A =(inter-assay), ZEZF AW =(inter-lot) AL=S AAISc]

U AgA 7+ A /A E A (Between-Laboratory Precision/Reproducibility)
D LurAret
7h L ARE AV ¢ v ST A3E At AHE ARE A=t
W) ABELS o] 7ol A AAR AE 245k A&ttt
) Bt 7R FrHE Adsk] Mol AP s A AZIE AR tael Bk
T =S It
2 NEg=2

7H Al AREE AMEs A Il oldelofor stH, BA7IEX(Cut-off) <A F=2] AERE

=g Bk

ke

W AHE T ARZAL AT, SAtER, TEE S48 2 AFE P AR
3) AR
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GRECIES SRR b

e

B35 5 AT NBES AN

WP 22ES olg3te] 230) APIAZA EFeIA 221 ole] AL 19 28] o, 59 ob
A, 1 A% AAE 28 wMEss AL AR,

th CLSI EP05-A2, CLSI EP12-A2, CLSI EP15-A2 A& #Hasle AS AAS

4 AdEt

W 2E HAR Aas &3k whEA A Kreproducibility) 2} HAF 713 IHbetween-site) A=
A A gk
4 A=
7L Al EE
D #2254, sAZEE T 540l BAEHY e =do] EAY Afode olF AT As
ARk
L AR

D 2524, SAEEE 5 5A0] WAEC e 2o SAT Aols olE AREsie] 71 e

o} AAA]
D #F=4dY 5% Ade} 45 d34E AN
2) Aok mF3Kstandardization)E 918 AHEE WHS 7| &gt

3) BAEH(calibraton ] AAHE%E, AFA(traceability)ol]l thal 7]<&3ic})

5. Carry-over$} nLx}2 H(Cross-contamination)
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7). LAk

D BHE ARgste] ofg] e HAE APt AlFel ¢ Carry-overst wake ol thske]

o A

D 71718 Aeell w2t Fd3 =4 Ae= APt

2) G Amol o4 ARE ol 7w Ha 53 wE APAT
2. AsAA
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3 94A A5ARel B A8 24

SRR FN AR AAH AR B A2 8d9 5

4 9 A3

o
2
[ o
e
D)
n

L AR7E 3 A&
7h A w3 A B Al

D AR A A4 9 Aer|Es Hgs] A g

- ke HAE AHED Arolx HAAE ATste A thidAkel tigk A 2 AL7|Ee

AAete Ae AT

o

- A" WA ARAE ALEAT BE BE 5S¢ SAR sl Agan,
Qi 19717 AeEAT A"t HA 1

ABA S AgEAC] “MAL B TEZ} U BAA mEnolgse] FAAES
WA FAAZEROE A AT olehd, YHH AP A A g
AL B TET Q9 BAE A3

L AA A 8 AleTE

D AAe) AA 8 AerEe B3] AR

-

- AA T AA AN, A, 2y, 2a7I3t Sl tid BEE 2o &

2) ZARAE AR A AR Aldlle AAVE v 21S WESshe Al ERIgith
- Y IAHATE A AFNAM Bkt ke tide thed ¢
- FRE AT TR AT SRt Ae wEE 7 s UE S8 7o #
ANA e HARJA

- AAE AT Bje) QA Aele] B AT} A

- A7} AE] 24 89 ol 2T BEFo] YA
- AAE Yo AT 5 Y vloloj2bias)7t HasHEo] YEA
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2) vpolg| = P vlwste] AFe| dGA Hs B TE

Q] wzE QA Eox
AE JAZFAx} 90% ©]%+ 95% ©]%+
aho] 2 (95% #1277 3 80% o) | (95% LTI SHF 90% o4
BE <QIZFdA}; 80% ©]% 95% ©]%+
aho] 2 (95% A2 T7E 3 0% o)) | O5% LTI SHF 90% o4
2. HIV - HBV - HCV - HTLV ®SAANAES] Q42 A58 712e v 2ot
D P A
oA Py A A ARG | aaE ags A=
“Hggy  A9gAe
TEAA L A0 eor w s Al
Audog | @PAnA © 100% (HBsAg A 2).
HBsAg ABAN, | GIEe sy CHY A wE A
Anti=HCY g7/ 27}, S A% A G A
Anti-HIV=1/22) set AggEe | 104 | shefor Bhd).
AnE-HILVAID g an | s spsa g dwe  AAe
SEREED HBsAg 71317} A1
A1) 3 5% o4
Anti-HBs kA 7| 200 74
Anti-HBc IgM ETRE]
Anti-HBe By X =7 A =95.0%
HBeAg CEELE I
Anti-HBc -5 A=A

a) HIV-19+ Z3tEojA= oF HH, 17} 7163 HeolA HIV-2, non-B subtype, HIV-1 subtypeo] F#H
HE IFEEE gfof gt

b) HTLV-13} HTLV-IIV} 2% X3EEE gt

o HIV g3z Al(seroconversion HIV samples)@ p243-d 2 HIV RNA <FAlo]lar, HIV A AEAA S
¥ HARE SFHAHA = ER)S FHolAY AL + Aok

d Anti-HIV-1/29} p2432-& FA0l A= A G F71E p24ad oA AA e HIV-1 ofd 2 HIV-2
5 EFS AzujeF Aol i) A AAE BHAS Fsiof gt ol 2 507 o] e e A

AE A-gsfioF ok
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d&2 Eol=
A ‘= A A :
71&
HBsAg Dzl AR A 5,000 7}
AI.l’[i—HCV AN L o1 3=} AA| >99.5%
Anti-HIV-1/2 A2 ALa) (S 71 oA 200 70
Anti-HTLV-1/I 23
HBsAg wzrol HE A AA 1,000 7
@t1—HCV = 19l 3z} AA] =>99.0%
Anti-HIV-1/2 | 21&-§ AAMD) (LS 71 FolA A 100 7
Anti-HTLV-1/I z3h
Anti-HBs B 2o 3=} AA| 200 7
Anti-HBc IgM _
371 - _ 0,
Anti-HBe B TZ_PH 919 3z} 74741 .298.01; 0
Anti-HBc 5 e
29l A} AA| 200 7W
HBsAg
Anti-HCV | shijmagap | 98 A (SR 28 200 71 Lo
Anti-HIV-1/2 o) w2pks ks Al ’
Anti-HTLV-I/I (T2 &2 ZHAboA m2AH 50 71
A3 A 23
a FE& EFog Hx AEA ) ALEE A
b) FEF FHA FJE APANA Y A S D] 5] AREE Aok
0 AEHAL o] Fol A AEHA AAE G fete] AHEEHT Sol=rt T we ASEHA WEe
HEe AoKIA, o8 AAE AT FAHsed A

7k A" Ak ATehA, dA 546 e nde =

G gmEEP 4%

Aol A olry,

D dgo] A=< 13 FEEUHE =4 F5FE &7 d& AldEHE & 7HA

Qo gerelol AN 23

ey

[e)
ks

NI

ko2

ut

vl=T @ H(thin smean)dy =5

EE

(thick smear)
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A},

A
@ Az &4

Az} 54

g
2

PCR

@ 7] g8tz AAAF =
_ ELISAZ o] &%

- AT $3 A|(hemogglutination inhibition, HAI

)

g A9 ok Al@A(bi-lateral sequencing) 0.2 w7

&

* RT-PCRES A}

o}

<)

B8 o

o] Axtz gld 95% A=+

k=i
=

2) YA

za= Aol

) AAFA 2k} HIV - HBV - HCV - HTLV A9 AAAZ & 7|F0 2 AA

jlje
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