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ﬁgmmaa@uuﬁm Abacavir (Real-time PCR kit for
detecting gene associated Abacavir-induced
Hypersensitivity)

YR 3I98ULNEN Abacavir (GeneEx ™ HLA-B*57:01
Genotyping Real-time PCR Kit)
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¥n1e81 GeneEx™ HLA-B*57:01 Genotyping Real-time PCR 1l ugnie1as7an1 HLA-B*57:01

Faeudnnns Real-time PCR LilonsradansawfUisfiaziiuiuiesuinied (Abacavin) dedinisldludfnde
Human immunodeficiency virus (HIV) 91ndesananisisemsnisunmdnuin HLA-B*57:01 uifadeideema
ftugnasusantsuien Abacavir Tneffiiisada HLA-B*57:01 Slenmundedlunisuiennnnigilifsadatininfenii
faifu msUsziiuanudssdonisuiemnaimilsdagunsdisyaiien Genebx™ HLA-B*57:01 Genotyping
Real-time PCR 9¢1111% 3oy atil sUsznoUNIIIAUKUNITS IR IunmE s o UeT fidada HLAB*57:01

Ingldusznaunisiiansanlvindnideanislien Abacavir uarUszneunisandonsiitenissnwdUlesely

drulsznourentien aunsavinisnaaauls 50 reactions/kit 3015719

GeneEx™ HLA-B*57:01 Genotyping Real-time PCR Kit
No. of | Volume o
Symbol Content Description
tube (uL)
) - Amplification and detection reagent
2X Real-time ready
2X ) 1 300 - DNA polymerase
mix
- Buffer containing dNTPs
Pre-Mix B*57:01 Pre-Mix 1 100 Amplification and detection reagent
Nuclease-Free water | Nuclease-Free water 1 100 Ultrapure quality, PCR-grade
PC B*57:01 Positive Control 1 20 HLA-B*57:01 Positive
NC B*57:01 Negative Control 1 20 HLA-B*57:01 Negative
IFU Instruction for use

Ya1eHiuN1IAaeuUsEANEnmMNTsITLluN1sn5I9TATIEY IneleSed CFX 96 Real-time PCR

(Bio-rad) T¥aanlunisnaaeuwaziinsizsing 1 42l 30 w1v IneUssunas m1u protocol vasyauaisyylily

Instruction For Use Way Package Insert “U@ﬂﬂgmﬂﬁm




A1

FIATIENUALLUANANTNAFOUVDIYAUNIEIITNANTUNLTAT Ct VouAavYoIdyayIuasiuanddie

Furdnune Teeazudanarduuan (Positive) vl A1 Ct < 30 way Internal control @aalinarduulIntaus

Jaaunsanvananisnaaaule

n1

n1

SAATITHHANTTNATDU Uazn1SWUANANISNINEDU

SAATICHHNANISNAFDU

#W913041A1 Cycle Threshold (Ct) vadusiazdasdyainuas (Fluorophore) ansdaumazdurdivng

(Target gene) WAAIFAIAITI

Analyte Fluorophores Ct value Result
< 30 Detected (+)
HLA-B*57:01 FAM
> 30 Not Detected (-)
TIMP1 < 30 Detected (+)
Cy5
(Internal Control) > 30 Not Detected (-)
AsuwlananImagaay
N199189UNA IR T189UNAN1TASIANULABR15001AN Ct vpsunarduid1mune (Target gene)

mnnan1sveaeulianunsauanals (invalid) msinisiujisen PCR Tnidnass

Analyte Interpretation

Target gene

HLA-B*57:01 TIMP1

Sa

+ + HLA-B*57:01 Detected
- + HLA-B*57:01 Not Detected

mple
P + - Invalid

- - Invalid

AN
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2.
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10.
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12
13

wuzihuastansseislunisldau
For in vitro diagnostic use only
Ynte (Reagent kit) oalinisdmiulifigamgil 20 esrwaided
WeiinsUaldeuasalsnaisuen Positive control Way Negative control 80na1n Reagent kit
< oo a =
waztiuligaumall -20 ssradea
AITUURMNTUABUTTNIIATITIATIE DL 1ATIATA
Yn1e1illainig validate fudsdinsiaviinionnsudiu (Whole Blood) intiu
ansugnIsufiadalavndiegsdmiulifigamal < -20 ssruwadea aundnazinisvadey
wazszrinaheenumaaaumsdbivuiuds
A o o o 3 = a v va X o ' )
Wiedimsldauaisviazane (thaw) yaueigumgivies wasnadlviduilledeineunsldanu
n13 freeze / thaw fiaeg13uee 9 nsansiudiegrndusseziaaiuiu enavilbianulives
nsnegeuanadle
mTUasuglennATIaIINIURsUNUAN Y viTeduguilsviuiiieiinsuueu
wedunstesiunsvudewresnhanduasiugnssufiaialasiutis PCR product uag Positive
control wugthlild filter tip lun1sUuRamumn 9 Juneou
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.AsdgUnsaling q Ussdiuinisinuluusdazai lnsweniuegnsdniu
navinsnanietunges
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14, puzi N waealfAS e main19n5193taszvlun1vus A e Uadataluias post-PCR

Manelagldisniswn viutily autoclave
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15. 1384 Real-time PCR ﬁmumiwmaaumﬂ%muﬁ'wquwmu Ao 1A3ea CFX 96 Real-time PCR
System (Bio-rad)
16. n3ailfines Real-time PCR sinsBvievidegu Sududosdinmsmasoumanmefivinga (optimization)
Bnada
AMANWMZIANY
1. iugahenilédmiunsamsaia HLA-B*57:01 ¢85 Real-time PCR
2. ‘qm‘fﬂmﬁmimwguﬂmmw Internal control %t Endogenous IC mmmmuquﬂmmwléf
G‘?ﬂLmlﬂiz‘ln‘uﬂ’ﬁﬂﬁaﬁﬂﬁ’]i‘ﬁuﬁqﬂiiu M15LATEL PCR Set-up LAZNITHITUTBILAT B
Real-time PCR
3. ‘quwmmmsmmaam HLA-B*57:01 wae Internal control lalu 1 viaenujizen

Ea

qwﬁgﬁmﬂisﬂavﬁ’wﬂ;ﬂm 2X Real-time ready mix, Pre-Mix B*57:01, Nuclease-free water,
Positive control ey Negative control

mﬁwm%’mﬁuﬁqmmﬁ -20 2 LYALTY A
qu?wmwﬁmmalﬁmmgmmnaﬁmmﬁmmiﬂmmwmam‘i“aqﬁauwmﬂ (ISO 13485)
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9. yauendl ldHunITAAaUYTEANE A MT N LA B9 CFX 96 Real-time PCR (Bio-rad)
Fauurihlildeugmienisamiuaios CFX 96 Real-time PCR (Bio-rad) @dldinTsssylilu
Package Insert %wgmﬂj'lm

10. gothenfinmsvaaeudsyansnmuesyaine Tasisufisunansnaaeuiudaeg ez

N199929 HLA-B typing A181AilA Bead-based hybridization (WAKFlow@ HLA-B Typing Kit,

Wakunaka Pharmaceutical Co., Ltd., Hiroshima, Japan) dan Sensitivity = 100%, Specificity =

100% waz Accuracy = 100% 3siinsszylilu Package Insert vasyAti Y
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