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Yoanifyvaawasuuiansaulne : YR8 Allopurinol (Real-time PCR kit for detecting
gene associated Allopurinol-induced SJS-TEN)

Fomamsiwasraauuianssulne : YR 3I98UUNET Allopurinol (GeneEx™ HLA-B*58:01
Genotyping Real-time PCR Kit)
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‘qmjéﬁm GeneEx™ HLA-B*58:01 Genotyping Real-time PCR L'f]unmf’lmm’smm HLA-B*58:01
FEmdnnis Real-time PCR iitongaadansosiaelsani vie filnnensngings nouazisuiuendalangauea
(Allopurinol) 91ndesianan1sIemenisunngnudn HLA-8*58:01 iHuledeidesmaiugnssusonisuien
Allopurinol Bsfffifigada HLA-B*58:01 fiennuidsdlunisuionannningilifisadatisdonin dadu n1sUssdiu
mmLﬁEJﬂm'am3LLWEJ’1‘V|Nﬂmﬁwﬁm‘gutLiﬁ (severe cutaneous adverse reactions; SCARs) ﬁ’am;mj’]m GenekEx™
HLA-B*58:01 Genotyping Real-time PCR ﬂsﬁ?ﬂﬁ%ﬂ‘ﬁ@lﬂﬁLﬁ@ﬂixﬂ@Uﬂﬁ’J’NLLNuﬂﬁ%Jﬂ‘H’VUENLLWV]‘EJEGIIEJQ’ﬂ’JE’J
fifidada HLA-B*58:01 Taeldusznaunisiiansanlinanidesnisiden Allopurinol warUszneunisdaidensn
diemssnugtesioly

drulsznourentien awnsavinisnaaauls 50 reactions/kit 3015719

GeneEx™ HLA-B*58:01 Genotyping Real-time PCR Kit

No. of | Volume
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*58:01 Pre-Mix 1 100 Amplification and detection reagent
Nuclease-Free water | Nuclease-Free water 1 100 Ultrapure quality, PCR-grade
PC B*58:01 Positive Control 1 20 HLA-B*58:01 Positive
NC B*58:01 Negative Control 1 20 HLA-B*58:01 Negative
IFU Instruction for use
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FIATILY LAz UananIINAaaUTaIYntne19eia1sanlean Ct Y0durayvyoIdnyny IuasiLanid

Furdnune Teeazudanarduuan (Positive) vl A1 Ct < 30 way Internal control @aalinarduulIntaus
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#W913041A1 Cycle Threshold (Ct) vasusiazdasdyainuas (Fluorophore) wansdaumazdurdvng

(Target gene) WAAIFAIAITI

Analyte Fluorophores Ct value Result
< 30 Detected (+)
HLA-B*58:01 FAM
> 30 Not Detected (-)
TIMP1 < 30 Detected (+)
Cy5
(Internal Control) > 30 Not Detected (-)
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N199189UNA IR T189UNAN1TASIANULABR15001AN Ct vpsunarduid1mune (Target gene)
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Analyte Interpretation

Target gene

HLA-B*58:01 TIMP1

Sa

+ + HLA-B*58:01 Detected
- + HLA-B*58:01 Not Detected

mple
P + - Invalid

- - Invalid
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For in vitro diagnostic use only
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15.1A384 Real-time PCR ﬁmumiwmaaumﬂ%muﬁ'wquwmu Ao 1309 CFX 96 Real-time PCR
System (Bio-rad)
16. n3ailfines Real-time PCR sinsBvieviegu Snududodinsmasoumanmefivinga (optimization)
Snada
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1. iugahenilédmiunsamdaia HLA-B*58:01 #1878 Real-time PCR
2. ‘qm‘fﬂmﬁmimwguﬂmmw Internal control %t Endogenous IC mmmmuquﬂmmwléf
G‘?ﬂLLG]'ﬂi%U%uﬂﬁﬂﬂiﬁﬁjﬂﬁﬁ‘ﬁuaﬁiiu 1560383 PCR Set-up WagN159i191uY8 A3 0
Real-time PCR

3. YANYIANTANTIIN HLA-B*58:01 Uae Internal control lalu 1 viaeaujizen

Ea

‘qmﬁgﬂmﬂizﬂauﬁwﬁfﬂm 2X Real-time ready mix, Pre-Mix B*58:01, Nuclease-free water,
Positive control ey Negative control

mﬁwm%’mﬁuﬁqmmﬁ -20 29 LYALTY A
qu?wmwﬁmmalﬁmmgmmnaﬁmmﬁmmiﬂmmwmam‘i“aqﬁauwmﬂ (ISO 13485)
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9. yave1i ldHun1IaaauYsEAnEnmsauiuaT 09 CFX 96 Real-time PCR (Bio-rad)
Fauurihlildoumgaihenddmiunios CFX 96 Real-time PCR (Bio-rad) @slddintsseylilu
Package Insert %wgmﬂj'lm

10. gathenfinnsvadeulszanininuesyeiine neisuiisunansnaaeuiuiaegefilasy

N1901593 HLA-B typing AaetnAila Bead-based hybridization (WAKFlow@ HLA-B Typing Kit,

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

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