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ÀÙÁÔËÅÑ§: Hepatitis C virus à»ç¹ÊÒàËµØÊÓ¤Ñ­¢Í§กÒÃàกỐ µÑºÍÑกàÊºäÁèãªèª¹Ố àÍáÅÐäÁèãªèª¹Ố ºÕÀÒÂËÅÑ§¨ÒกกÒÃÃÑºâÅËÔµ
กÒÃµÃÇ¨â´ÂÇÔ¸Õ ELISA ¹ÔÂÁãªéã¹ËéÍ§»¯ÔºÑµÔกÒÃ·ÑèÇä» áµèËéÍ§»¯ÔºÑµÔกÒÃ¹Ñé¹µéÍ§ÁÕà¤Ã×èÍ§Á×ÍáÅÐ»ÃÐÊºกÒÃ³ì
¢Í§¹Ñกà·¤¹Ô¤กÒÃá¾·Âì   ¹éÓÂÒÊÓàÃç̈ ÃÙ» Serodia  -HCV áÅÐ DETECT-HCVTM ä é́¶Ùก¾Ñ²¹ÒÁÒà¾×èÍãªéµÃÇ¨¤Ñ́ กÃÍ§
กÒÃµỐ àª×éÍäÇÃÑÊµÑºÍÑกàÊºª¹Ố «Õ â´ÂÁÕËÅÑกกÒÃ¢Í§กÒÃ·´ÊÍºà»ç¹ passive agglutination áÅÐ ELISA µÒÁÅÓ Ñ́º
ÇÑµ¶Ø»ÃÐÊ§¤ì: à¾×èÍÈÖกÉÒ¤ÇÒÁäÇáÅÐ¤ÇÒÁ¨Óà¾ÒÐ¢Í§ªǾ ¹éÓÂÒ Serodia  -HCV áÅÐ DETECT-HCVTM à»ÃÕÂºà·ÕÂº
กÑºªǾ ¹éÓÂÒ Abbott IMx HCV
ÇÑÊ ǾáÅÐÇÔ̧ ÕกÒÃ: «ÕÃÑÁ¨Òก¼ÙéµỐ ÂÒàÊ¾µỐ à¾ÈªÒÂ 95 ¤¹·Õèà¢éÒกÒÃÃÑกÉÒ·ÕèÈÙ¹ÂìºÓºÑ́ ÂÒàÊ¾µỐ ÀÒ¤àË¹×Í ̈ Ñ§ËÇÑ́ àªÕÂ§ãËÁè
áÅÐ«ÕÃÑÁ¢Í§Ë­Ô§·ÕèÁÒ½Òก¤ÃÃÀì·ÕèâÃ§¾ÂÒºÒÅáÁèáÅÐà ḉก ÈÙ¹ÂìÊè§àÊÃÔÁÊØ¢ÀÒ¾à¢µ 10 àªÕÂ§ãËÁè 69 ¤¹ ¹ÓÁÒµÃÇ¨ËÒ
anti-HCV â´ÂãªéªǾ ¹éÓÂÒ Serodia  -HCV áÅÐ DETECT-HCVTM à»ÃÕÂºà·ÕÂºกÑº¼ÅกÒÃµÃÇ¨ËÒ anti-HCV ́ éÇÂªǾ ¹éÓÂÒ
Abbott IMx HCV ·ÕèãËéà»ç¹ standard test ¤Ó¹Ç³ËÒ¤ÇÒÁäÇáÅÐ¤ÇÒÁ¨Óà¾ÒÐ¢Í§ªǾ ¹éÓÂÒ Serodia -HCV áÅÐ DE-
TECT-HCVTM

¼ÅกÒÃÈÖกÉÒ: ¨Òก«ÕÃÑÁµÑÇÍÂèÒ§ 164 ÃÒÂ µÃÇ¨¾º anti-HCV â´ÂãªéªǾ ¹éÓÂÒ Abbott IMx HCV, Serodia  -HCV áÅÐ
DETECT-HCVTM ã¹¨Ó¹Ç¹ 67, 67 áÅÐ 64 µÒÁÅÓ´Ñº â´ÂªØ´¹éÓÂÒªØ´ DETECT-HCVTM äÁèÊÒÁÒÃ¶µÃÇ¨ËÒ
áÍ¹µÔºÍ ṌµèÍàª×éÍäÇÃÑÊµÑºÍÑกàÊº«Ṏ Òก¼ÙéµỐ ÂÒàÊ¾µỐ  3 ¤¹¹éÓÂÒ Serodia  -HCV ãËé¼ÅกÒÃµÃÇ¨ÊÍ´¤ÅéÍ§กÑºªǾ ¹éÓÂÒ
Abbott IMx HCV
ÊÃØ»¼Å: ¤ÇÒÁäÇáÅÐ¤ÇÒÁ¨Óà¾ÒÐ¢Í§ªØ´¹éÓÂÒ Serodia  -HCVÁÕ¤èÒ 100% áÅÐ100% µÒÁÅÓ´Ñº ÊèÇ¹¤ÇÒÁäÇ
áÅÐ¤ÇÒÁ¨Óà¾ÒÐ¢Í§ªǾ ¹éÓÂÒ DETECT-HCVTM ÁÕ¤èÒ 95.6% áÅÐ 100% µÒÁÅÓ Ñ́º àÁ×èÍà»ÃÕÂºà·ÕÂºกÑº Abbott IMx
HCV ¨ÒกกÒÃÈÖกÉÒ¹ÕéáÊ´§ãËéàËç¹ÇèÒªǾ ¹éÓÂÒµÃÇ¨ Serodia  -HCV ÁÕ¤ÇÒÁàËÁÒÐÊÁà·èÒกÑºªǾ ¹éÓÂÒ Abbott IMx HCV
áÅÐàËÁÒÐÊÁกÑºËéÍ§» Ô̄ºÑµÔกÒÃ¢¹Ò´àÅçก·ÕèÁÕµÑÇÍÂèÒ§äÁèÁÒก  ÇÒÃÊÒÃà·¤¹Ô¤กÒÃá¾·ÂìàªÕÂ§ãËÁè 2553; 43: 63-69.

กÒÃà»ÃÕÂºà·ÕÂº¼ÅกÒÃÈÖกÉÒ¼ÅกÒÃµÃÇ¨ anti-HCV é́ÇÂªǾ ¹éÓÂÒ
Abbott IMx HCV, Serodia   -HCV áÅÐ DETECT-HCVTM

¹ÔÊÒÃÑµ¹ì ÍÀÔªÒµÔ»ÔÂกØÅ1 ªÑªÇÒÅÂì ÍÀÔªÒµÔ»ÔÂกØÅ2

¤ÓÃËÑÊ: anti-HCV, Abbott  IMx HCV, Serodia -HCV , DETECT-HCVTM

1 Ë¹èÇÂ¨ØÅªÕÇÇÔ·ÂÒ §Ò¹»¯ÔºÑµÔกÒÃกÅÒ§ âÃ§¾ÂÒºÒÅÁËÒÃÒª¹¤ÃàªÕÂ§ãËÁè ¤³Ðá¾·ÂÈÒÊµÃì ÁËÒÇÔ·ÂÒÅÑÂàªÕÂ§ãËÁè
2 ÀÒ¤ÇÔªÒ¨ØÅªÕÇÇÔ·ÂÒ ¤³Ðá¾·ÂÈÒÊµÃì ÁËÒÇÔ·ÂÒÅÑÂàªÕÂ§ãËÁè

ÇÒÃÊÒÃà·¤¹Ô¤กÒÃá¾·ÂìàªÕÂ§ãËÁè »Õ·Õè 43  ©ºÑº·Õè  1  ÁกÃÒ¤Á 2553

63



1 Microbiology Unit, Central Laboratory, Faculty of Medicine, CMU
2 Department of Microbiology, Faculty of Medicine, CMU

Background: Hepatitis C virus (HCV) has been known to be a major etiologic agent of post �transfusion as well
as sporadic non-A, non-B hepatitis worldwide. The ELISA testing is the routine assay for detecting HCV
antibodies. But it requires equipment and technical skill. Serodia -HCV áÅÐ DETECT-HCVTM are test kits
developed for the detection of anti-HCV. The principle of the test is passive haemagglutination and ELISA
respectively.
Objective: To compare the sensitivity and specificity of both test kits with Abbott IMx HCV.
Method: Sera from 95 drug addict users who attended for treatment at Northern Drug Dependent Treatment
Center of Chiang Mai and 69 pregnant women admitted at Mother and Child Hospital, Chiang Mai, are enrolled
in this study. All sera samples are tested for anti-HCV by Serodia  -HCV and DETECT-HCVTM, and compared
with Abbott IMx HCV as a standard test. Sensitivity and specificity were determined for both Serodia  -HCV and
DETECT-HCVTM.
Result: From serum sample 164 cases, anti-HCV was detected using Abbott IMx, Serodia -HCV and DETECT-
HCVTM as 67, 67 and 64 respectively. Three samples collected from drug addict patient could not be detected by
DETECT-HCVT. The Serodia -HCV showed complete concordance results with Abbott-IMx HCV.
Conclusion: The sensitivity and specificity of Serodia -HCV were 100% and 100% respectively, and the
sensitivity and specificity of DETECT-HCVTM were 95.6% and 100% respectively. This study demonstrated that
Serodia  -HCV are comparable to Abbott IMx HCV and more practical testing in small laboratory where sample
size is small.  Bull Chiang Mai Assoc Med Sci 2010; 43: 63-69.

Keywords: anti-HCV, Abbott IMx HCV, Serodia  -HCV, DETECT-HCVTM

Abstract: Comparative studies in detection of anti-HCV antibodies using Abbott
IMx HCV, Serodia   -HCV and DETECT-HCVTM
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º·¹Ó
Hepatitis C virus ¨Ñ´ÍÂÙ èã¹กÅØ èÁäÇÃÑÊª¹Ô´

non-A, non-B (NANB) hepatitis «Öè§à»ç¹ÊÒàËµØÊÓ¤Ñ­¢Í§
กÒÃàกỐ µÑºÍÑกàÊºÀÒÂËÅÑ§¨ÒกกÒÃÃÑºâÅËÔµ1 ÍÒกÒÃ¢Í§
¼ÙéµÔ´àª× éÍªèÇ§áÃกäÁèÃØ¹áÃ§ àÁ× èÍà·ÕÂºกÑºกÒÃµÔ´àª× éÍ
äÇÃÑÊµÑºÍÑกàÊºª¹Ô´ºÕ ÀÒÂËÅÑ§กÒÃµÔ´àª× éÍ ¼Ù é»èÇÂ
ºÒ§ÊèÇ¹ÁÕกÒÃ¾Ñ²¹Ò¢Í§âÃ¤à»ç¹âÃ¤µÑºÍÑกàÊºàÃ×éÍÃÑ§ â´Â
20% ¢Í§¼Ùé»èÇÂµÑºÍÑกàÊºàÃ×éÍÃÑ§กÅÒÂà»ç¹âÃ¤µÑºá¢ç§
ËÃ×ÍÁÐàÃç§µÑº2 ã¹»Õ ¾.È. 2532 กÅØèÁ¹ÑกÇÔ·ÂÒÈÒÊµÃì¢Í§
ºÃÔÉÑ· Chiron ÊËÃÑ°ÍàÁÃÔกÒ ÊÒÁÒÃ¶àµÃÕÂÁ recombi-
nant  protein ¢Í§äÇÃÑÊµÑºÍÑกàÊºª¹Ô´«Õ áÅÐ¾Ñ²¹Ò
à»ç¹ªØ´¹éÓÂÒµÃÇ¨ËÒáÍ¹µÔºÍ´ÕµèÍÊèÇ¹¢Í§ NS4 áÅÐ
ºÒ§ÊèÇ¹¢Í§ NS3 (C100-3) ¢Í§àª×éÍäÇÃÑÊµÑºÍÑกàÊºª¹Ố
«Õà¾×èÍãªéÇÔ¹Ô¨©ÑÂกÒÃµÔ´àª×éÍäÇÃÑÊµÑºÍÑกàÊºª¹Ô´«Õâ´Â
ºÃÔÉÑ· Ortho diagnostic áÅÐºÃÔÉÑ· Chiron ä é́ÃèÇÁÁ×Í
¼ÅÔµªØ´¹éÓÂÒ¹Õé ÍÂèÒ§äÃกçµÒÁªØ´¹éÓÂÒÁÕ¤ÇÒÁäÇà¾ÕÂ§
67-85%3 ã¹»Õ ¾.È. 2535 ·Ò§ºÃÔÉÑ· Ortho diagnostic
ä é́à¾ÔèÁ recombinant antigen µèÍÊèÇ¹áก¹ (core, C22)
áÅÐ recombinant protein µèÍÊèÇ¹ non structural gene
ªÔé¹·Õè 3 áÅÐ 4 (C200) à»ç¹áÍ¹µÔà¨¹à¾ÔèÁàµÔÁ ·ÓãËé
ªØ´·´ÊÍºÁÕ¤ÇÒÁäÇà¾ÔèÁ¢Öé¹4 µèÍÁÒä´é¾Ñ²¹ÒªØ´¹éÓÂÒ
ÃØè¹·ÕèÊÒÁâ´ÂàµÔÁ recombinant protein µèÍÊèÇ¹ non struc-
tural gene ªÔé¹·Õè 5 (NS5) ·ÓãËéªǾ ·´ÊÍºÁÕ¤ÇÒÁáÁè¹ÂÓ
áÅÐ¶ÙกµéÍ§à¾ÔèÁ¢Öé¹5,6 ªèÇ§áÃก¢Í§กÒÃÈÖกÉÒÊÒÂ¾Ñ¹ Ø̧ì¢Í§
àª×éÍäÇÃÑÊµÑºÍÑกàÊº«Õ กÅØèÁ¢Í§ Simmonds P ä´éàÊ¹Í
กÒÃáºè§กÅØèÁà»ç¹ 6 ÊÒÂ¾Ñ¹ Ø̧ì (genotypes)7 áÅÐกÅØèÁ¢Í§
Okamoto ä´éàÊ¹ÍกÒÃáºè§กÅØèÁà»ç¹ 11 ÊÒÂ¾Ñ¹¸Øì8 ã¹
áµèÅÐÊÒÂ¾Ñ¹¸ìÂÑ§áºè§à»ç¹กÅØèÁÂèÍÂÍÕก ·ÓãËéàกÔ´¤ÇÒÁ
ÊÑºÊ¹ã¹กÒÃàÃÕÂกª× èÍÊÒÂ¾Ñ¹¸Ø ì ¹Íก¨Òก¹Õ éÂÑ§¾ºÇèÒ
ÊÒÂ¾Ñ¹¸Øì 7,8,9 áÅÐ 11 ÁÕกÒÃàÃÕÂ§µÑÇ¢Í§กÃ´ÍÐÁÔâ¹
¤ÅéÒÂÊÒÂ¾Ñ¹ Ø̧ì HCV 6  µèÍÁÒã¹»Õ ¾.È. 2548  Simmonds
P áÅÐ¤³Ðä´éàÊ¹ÍกÒÃàÃÕÂกª× èÍÊÒÂ¾Ñ¹¸Ø ì¢Í§äÇÃÑÊ
µÑºÍÑกàÊº«Õã¹กÒÃ»ÃÐªØÁ¤³ÐกÃÃÁÁÒ¸ÔกÒÃกÒÃ¨Ñ´กÅØèÁ
ª×èÍäÇÃÑÊ¤ÃÑé§·Õè 8 ÀÒÂãµé¢éÍÁÙÅ¢Í§กÅØèÁÇÔ̈ ÑÂ¢Í§ Profes-
sor Masashi Mizokami, Professor Gilbert Deleage
áÅÐกÅØèÁÇÔ¨ÑÂ¢Í§ Dr. Carla Kuiken ä´éàÊ¹Íáºè§à»ç¹
6 ÊÒÂ¾Ñ¹¸Øì (genotype) ã¹áµèÅÐÊÒÂ¾Ñ¹¸ØìÂÑ§áºè§à»ç¹

กÅØèÁÂèÍÂ µÑÇÍÂèÒ§àªè¹ ã¹ÊÒÂ¾Ñ¹ Ø̧ì 6 áºè§กÅØèÁÂèÍÂà»ç¹
HCV 6a, 6b, 6d, 6g, 6h, 6k à»ç¹µé¹9 ¤ÇÒÁªØก¢Í§
กÒÃµÔ´àª×éÍäÇÃÑÊµÑºÍÑกàÊºª¹Ô´«Õã¹¼ÙéºÃÔ¨Ò¤âÅËÔµ¾º
ÃéÍÂÅÐ 1.1-2.410-11 ã¹Ë­Ô§µÑé§¤ÃÃÀì¾º¤ÇÒÁªØกÃéÍÂÅÐ
1.5212 áµè¾ºÊÙ§ÃéÍÂÅÐ 90 ã¹¼Ù éµÔ´ÂÒàÊ¾ª¹Ô´©Õ´
à¢éÒàÊé¹13 ÊèÇ¹ÊÒÂ¾Ñ¹ Ø̧ìäÇÃÑÊ·Õè¾ºã¹¼ÙéºÃÔ̈ Ò¤ âÅËÔµã¹ä·Â
¾º HCV-3a ÃéÍÂÅÐ 30, HCV-1a ÃéÍÂÅÐ 21, HCV-1b
ÃéÍÂÅÐ 13, HCV-3b ÃéÍÂÅÐ 13 áÅÐ HCV-6a ÃéÍÂÅÐ 210

¨ÒกกÒÃÈÖกÉÒ¢Í§»ÃÐ¾Ñ¹¸ìáÅÐ¤³Ð ÊÒÂ¾Ñ¹¸ØìäÇÃÑÊã¹
¼ÙéºÃÔ̈ Ò¤âÅËÔµ¾º HCV-3a ÃéÍÂÅÐ 33 áÅÐ HCV-6 ÃéÍÂÅÐ
313  áµèã¹»ÃÐà·ÈÊËÃÑ°ÍàÁÃÔกÒ ÂØâÃ»áÅÐ­Õè»Øè¹ ÊèÇ¹ãË­è
¾ºÊÒÂ¾Ñ¹¸ì HCV-1b14 ¨Òก¤ÇÒÁáµกµèÒ§¢Í§กÒÃ
µÔ´àª×éÍáµèÅÐÊÒÂ¾Ñ¹¸Øìã¹»ÃÐà·ÈµèÒ§æ ¾ºÇèÒ»¯ÔกÔÃÔÂÒ
¢Í§áÍ¹µÔºÍ´Õ·Õ èàกÔ´¢Ö é¹µèÍáÍ¹µÔà¨¹¢Í§ªØ´¹éÓÂÒ
ÊÓàÃç̈ ÃÙ»ÍÒ¨ÁÕ¤ÇÒÁáµกµèÒ§กÑ¹ ̈ Óà»ç¹µéÍ§ÁÕกÒÃ·´ÊÍº
¤ÇÒÁäÇáÅÐ¤ÇÒÁ¨Óà¾ÒÐ¢Í§ªØ´¹éÓÂÒ·ÕèºÃÔÉÑ·ÊÑè§à¢éÒÁÒ
¨ÓË¹èÒÂ ã¹»Ñ̈ Ø̈ºÑ¹กÒÃµÃÇ¨กÃÍ§ anti-HCV antibody
ã¹àÅ×Í´ºÃÔ̈ Ò¤áÅÐ¼Ùé»èÇÂ·ÕèÊ§ÊÑÂกÒÃµỐ àª×éÍกÃÐ·Óà©¾ÒÐ
ã¹âÃ§¾ÂÒºÒÅãË­èæ ËÃ×ÍÈÙ¹ÂìºÃÔกÒÃâÅËÔµáËè§ªÒµÔ
à·èÒ¹Ñé¹ ã¹âÃ§¾ÂÒºÒÅ¨Ñ§ËÇÑ´ºÒ§áËè§áÅÐâÃ§¾ÂÒºÒÅ
ªØÁª¹ÂÑ§äÁèà»Ô´ãËéºÃÔกÒÃกÒÃµÃÇ¨ËÒáÍ¹µÔºÍ´ÕµèÍàª×éÍ
äÇÃÑÊ¹Õé ªǾ ¹éÓÂÒµÃÇ¨¤Ñ́ กÃÍ§¢Í§áÍ¹µÔºÍ ṌãªéËÅÑกกÒÃ
enzyme-linked immunosorbent assay ËÃ×Í micropar-
ticle EIA (MEA) àªè¹ Abbott IMx HCV version3
«Öè§à»ç¹ªØ´¹éÓÂÒÊÓàÃç¨ÃÙ» ÃØè¹·Õè 3 ãªéËÅÑกกÒÃ MEIA
â´Âà¤Å×Íº microparticle ´éÇÂ recombinant HCV
protein ã¹ÊèÇ¹¢Í§ core, NS3 (33c), NS4 (c-100),
NS3-4(c200) áÅÐ NS5 ÊèÇ¹¹éÓÂÒ DETECT-HCVTM

à»ç¹ªØ´¹éÓÂÒÊÓàÃç¨ÃÙ» ÃØè¹·ÕèÊÒÁ·ÕèãªéËÅÑกกÒÃ ELISA
â´Âà¤Å×Íº polystyrene plate é́ÇÂ synthetic epitope
·Õèà»ç¹ÊèÇ¹ immunodominant µèÍÊèÇ¹ core, NS3, NS4
áÅÐ NS5 ¹Íก¨Òก¹Õé ÂÑ§ÁÕªØ´¹éÓÂÒµÃÇ¨¤Ñ´กÃÍ§·Õèãªé
àÇÅÒ¹éÍÂã¹กÒÃµÃÇ¨ÊÍº àªè¹ Serodia -HCV à»ç¹
ªØ´¹éÓÂÒÊÓàÃç¨ÃÙ» ãªéËÅÑกกÒÃ passive haemagglu-
tination â´Âà¤Å×Íº gelatin particles é́ÇÂ recombinant
antigen µèÍÊèÇ¹ core (c22-3) áÅÐ C200 (NS3 áÅÐ NS4)
«Öè§àËÁÒÐกÑºâÃ§¾ÂÒºÒÅ·ÕèÁÕµÑÇÍÂèÒ§µÃÇ¨¨Ó¹Ç¹¹éÍÂ
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ÇÑµ¶Ø»ÃÐÊ§¤ì
à¾×èÍÈÖกÉÒ¤ÇÒÁäÇáÅÐ¤ÇÒÁ¨Óà¾ÒÐ¢Í§ªǾ ¹éÓÂÒ

µÃÇ¨áÍ¹µÔºÍ ṌµèÍàª×éÍäÇÃÑÊµÑºÍÑกàÊº ª¹Ố «Õã¹ªǾ ¹éÓÂÒ
Serodia  -HCV, DETECH-HCVTM à»ÃÕÂºà·ÕÂºกÑº
ªǾ ¹éÓÂÒÁÒµÃ°Ò¹ Abbott-EIA ·ÕèËéÍ§» Ô̄ºÑµÔกÒÃ¹ÔÂÁãªé

ÇÑµ¶ØáÅÐÇÔ¸ÕกÒÃ
1. µÑÇÍÂèÒ§«ÕÃÑÁ: à¨ÒÐàÅ×Í´áÅÐáÂก«ÕÃÑÁ¨Òก

¼ÙéµÔ´ÂÒàÊ¾µÔ´à¾ÈªÒÂ 95 ÃÒÂ ·Õèà¢éÒÃÑºกÒÃÃÑกÉÒ·Õè
ÈÙ¹ÂìºÓºÑ́ ÂÒàÊ¾µỐ ÀÒ¤àË¹×Í ̈ Ñ§ËÇÑ́ àªÕÂ§ãËÁèáÅÐ«ÕÃÑÁ
áÅÐË­Ô§·Õ èÁÒ½Òก¤ÃÃÀì 69 ÃÒÂ ¨ÒกâÃ§¾ÂÒºÒÅ
áÁèáÅÐà ḉก ÈÙ¹ÂìÊè§àÊÃÔÁÊØ¢ÀÒ¾à¢µ 10 àªÕÂ§ãËÁè

2. ÇÔ̧ ÕกÒÃ  ªǾ ¹éÓÂÒ·ÕèãªéµÃÇ¨ »ÃÐกÍº é́ÇÂ
2.1 Abbott IMx HCV version 3.0 (3nd

Generation, Wiesbaden, Deikenhein, Germany)
à»ç¹ªǾ ¹éÓÂÒÊÓàÃç̈ ÃÙ»ãªéËÅÑกกÒÃ MEIA â´ÂáÍ¹µÔºÍ Ṍ
µèÍàª× éÍäÇÃÑÊµÑºÍÑกàÊºª¹Ô´«Õ¨ÑºáÍ¹µÔà¨¹·Õ èà¤Å×Íº
º¹ microparticle ËÅÑ§¨ÒกÅéÒ§ÊèÇ¹·ÕèäÁè¨Ñºº¹ glass
fiber matrix áÅÐàµÔÁ Goat anti-Human IgG Alkaline
Phosphatase à¾× èÍ¨ÑºáÍ¹µÔºÍ´Õº¹ microparticle
ÅéÒ§ÊèÇ¹·Õ èäÁè¨Ñº·Ô é§áÅÐàµÔÁ 4 Methylumbelliferyl
phosphate ¨ÐàกÔ´ÊÒÃàÃ×Í§áÊ§¢Í§ 4 Methylum-
belliferone à¤Ã×èÍ§¨ÐÇÑ́ áÅÐ¤Ó¹Ç¹¤èÒ ratio ¢Í§ sample
rate µèÍ cutoff rate (S/CO)  ËÒก¤èÒ S/CO ÁÕ¤èÒà·èÒกÑº
ËÃ×ÍÁÒกกÇèÒ 1 ãËé¤èÒºÇกáÊ´§¶Ö§กÒÃÁÕáÍ¹µÔºÍ´ÕµèÍ
äÇÃÑÊµÑºÍÑกàÊºª¹Ô´«Õ ËÒก¤èÒ S/CO ÁÕ¤èÒ¹éÍÂกÇèÒ 1
ãËé¤èÒÅº áÊ´§ÇèÒµÑÇÍÂèÒ§äÁèÁÕáÍ¹µÔºÍ´ÕµèÍäÇÃÑÊ
µÑºÍÑกàÊºª¹Ô´«Õ

2.2 Serodia -HCV (Fujirebio Inc, Japan)
à»ç¹ªǾ ¹éÓÂÒÊÓàÃç̈ ÃÙ» ãªéËÅÑกกÒÃ passive haemagglu-
tination â´Âãªé gelatin particles ·Õèà¤Å×Íº é́ÇÂ recom-
binant antigen µèÍÊèÇ¹ core (c22-3) áÅÐ C200 (NS3
áÅÐ NS4) «ÕÃÑÁ·Õèãªé·´ÊÍºµéÍ§¹ÓÁÒà ×̈Í¨Ò§·Õè 1:8 áÅÐ
1:16 â´Âã¹ËÅØÁ·Õèà¨×Í¨Ò§«ÕÃÑÁ·Õè 1:8 ËÂ´ gelatin
particles ·ÕèäÁèä´éà¤Å×Íº HCV recombinant antigen
ÊèÇ¹ËÅØÁ·Õèà¨×Í¨Ò§«ÕÃÑÁ·Õè 1:16 ËÂ´ gelatin particles
·Õèà¤Å×Íº´éÇÂ HCV recombinant antigen à¢ÂèÒàºÒæ
·Ôé§äÇé 2 ªÑ èÇâÁ§·ÕèÍØ³ËÀÙÁÔËéÍ§ กÒÃ»ÃÐàÁÔ¹¼ÅºÇก

¾ºกÒÃàกÒÐกÅØèÁá¼èàËç¹à»ç¹Ç§áËÇ¹·Õèกé¹ËÅØÁ ÁÕ¢Íº¤Á
äÁèªÑ´ ÊèÇ¹กÒÃ»ÃÐàÁÔ¹¼ÅÅº¨ÐàËç¹กÒÃµกµÐกÍ¹
ÃÇÁกÑ¹à»ç¹ Ǿ̈ ·Õèกé¹ËÅØÁ ÁÕ¢Íº¤ÁªÑ́

2.3 DETECT- HCVTM (Chem Immuno
Systems Inc, Canada) à»ç¹ªǾ ¹éÓÂÒÊÓàÃç̈ ÃÙ»ÃØè¹·ÕèÊÒÁ
·Õ èãªéËÅÑกกÒÃ¢Í§ ELISA â´Â polystyrene plate
à¤Å×Íº´éÇÂ synthetic epitope ·Õèà»ç¹ÊèÇ¹ immunodo-
minant µèÍÊèÇ¹ core áÅÐ NS3, NS4 NS5 ¹Ó«ÕÃÑÁ
·ÕèµéÍ§กÒÃµÃÇ¨·Ó» Ô̄กÔÃÔÂÒกÑº HCV antigen Íº·Õè 37°«
60 ¹Ò·Õ ÅéÒ§à¾Åµ 4 ¤ÃÑé§ àµÔÁ anti-human Ig ·ÕèµỐ ©ÅÒก
é́ÇÂ enzyme horse radish peroxidase Íº·Õè 37°« 30

¹Ò·Õ ÅéÒ§ÊèÇ¹·ÕèäÁè̈ ÑºÍÍก àµÔÁ TMB substrate ¹Ò¹ 30
¹Ò·Õà¾×èÍ´ÙกÒÃàกÔ´ÊÕáÅÐËÂØ´»¯ÔกÔÃÔÂÒ´éÇÂ 2N sulfuric
acid ÇÑ́ ¤èÒ absorbance ·Õè¤ÇÒÁÂÒÇ¤Å×è¹áÊ§ 450 nm
กÒÃ»ÃÐàÁÔ¹¼ÅºÇกµéÍ§ÁÕ¤èÒ optical density àกÔ¹¤èÒ
cut-off

3. ÇÔ¸ÕกÒÃÈÖกÉÒ ¹Ó«ÕÃÑÁ¨Òก¼ÙéµÔ´ÂÒàÊ¾µÔ´
95 ÃÒÂáÅÐ«ÕÃÑÁ¨ÒกË­Ô§µÑé§¤ÃÃÀì 69 ÃÒÂ ·´ÊÍº
กÑºªǾ ¹éÓÂÒ Abboott  IMx HCV, Serodia -HCV áÅÐ
DETECT- HCVTM ¾ÃéÍÁกÑ¹â´Â¹ÓµÑÇÍÂèÒ§«ÕÃÑÁ·Õèáªèá¢ç§
ÁÒ·ÓãËéÅÐÅÒÂ¤ÃÑ é§à´ ÕÂÇ ¹Ó¼ÅกÒÃ·´ÊÍº´éÇÂ
Serodia -HCV áÅÐ DETECT-HCVTM ÁÒà»ÃÕÂºà·ÕÂº
กÑº¼ÅºÇกáÅÐ¼ÅÅº¢Í§กÒÃµÃÇ¨ é́ÇÂÇÔ̧ Õ ABBOTT IMx
HCV ·Õèà»ç¹ÇÔ̧ ÕÁÒµÃ°Ò¹ (standard method) ¤Ó¹Ç³¤èÒ
¤ÇÒÁÊÍ´¤ÅéÍ§ (concordance) áÅÐ¤ÇÒÁäÁèÊÍ´¤ÅéÍ§
กÑ¹ (discordance) ¢Í§¼ÅกÒÃµÃÇ¨

¼ÅกÒÃÈÖกÉÒ
¨Òก«ÕÃ ÑÁ¼Ù éµ Ô´ÂÒàÊ¾µÔ´ 95 ÃÒÂ µÃÇ¨¾º

anti-HCV antibody â´ÂãªéªǾ ¹éÓÂÒ Abbott IMx HCV,
Serodia  -HCV, áÅÐ DETECT-HCVTM ã¹¨Ó¹Ç¹ 67,
67 áÅÐ 64 ÃÒÂµÒÁÅÓ´Ñº  ÊèÇ¹«ÕÃÑÁ·ÕèàËÅ×Í 28 ÃÒÂ
ãËé¼ÅÅº¨ÒกกÒÃµÃÇ¨â´ÂªǾ ¹éÓÂÒ·Ñé§ÊÒÁ â´ÂªǾ ¹éÓÂÒ
DETECT- HCVTM äÁèÊÒÁÒÃ¶µÃÇ¨ËÒáÍ¹µÔºÍ´ÕµèÍ
àª×éÍäÇÃÑÊµÑºÍÑกàÊºª¹Ố «Õã¹«ÕÃÑÁ¨Òก¼ÙéµỐ ÂÒàÊ¾µỐ  3 ÃÒÂ
ã¹¢³Ð·ÕèªǾ ¹éÓÂÒ Abbott IMx HCV áÅÐ Serodia -HCV
ÊÒÁÒÃ¶µÃÇ¨ä´é´Ñ§áÊ´§ã¹µÒÃÒ§·Õè 1 ÊèÇ¹ã¹«ÕÃÑÁ¢Í§
Ë­Ô§·ÕèÁÒ½Òก¤ÃÃÀì 69 ÃÒÂ µÃÇ¨¾ºáÍ¹µÔºÍ ṌµèÍàª×éÍ
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äÇÃÑÊµÑºÍÑกàÊºª¹Ô´«Õà¾ÕÂ§ 1 ÃÒÂáÅÐªØ´¹éÓÂÒ·Ñé§ÊÒÁ
áººÊÒÁÒÃ¶µÃÇ¨ä´é ÊèÇ¹«ÕÃÑÁ 68 ÃÒÂãËé¼ÅÅºกÑº
ªǾ ¹éÓÂÒ·Ñé§ÊÒÁ Ñ́§áÊ´§ã¹µÒÃÒ§·Õè 2 Ñ́§¹Ñé¹«ÕÃÑÁ·ÕèµÃÇ¨
164 ÃÒÂ ÊÒÁÒÃ¶µÃÇ¨¾ºáÍ¹µÔºÍ´ÕµèÍàª×éÍäÇÃÑÊ¹Õéã¹
ªØ´¹éÓÂÒ¢Í§ Abbott IMx HCV, Serodia -HCV áÅÐ

DETECT - HCVTM ¨Ó¹Ç¹ 68, 68 áÅÐ 65 µÒÁÅÓ Ñ́º
´Ñ§áÊ´§ã¹µÒÃÒ§·Õè 3 ªØ´¹éÓÂÒ Serodia -HCV áÅÐ
DETECT - HCVTM ÁÕ¤ÇÒÁäÇÃéÍÂÅÐ 100 áÅÐ 95.59
µÒÁÅÓ Ñ́º ÁÕ¤ÇÒÁ¨Óà¾ÒÐÃéÍÂÅÐ100 áÅÐ 100 µÒÁÅÓ Ñ́º

positive 67 0 64 3

negative 0 28 0 28

µÒÃÒ§·Õè 1 ¼ÅกÒÃµÃÇ¨ËÒ anti-HCV é́ÇÂªǾ ¹éÓÂÒ Abbott IMx HCV, Serodia   -HCV áÅÐ DETECT- HCVTM

ã¹«ÕÃÑÁ¼ÙéµÔ´ÂÒàÊ¾µÔ´à¾ÈªÒÂ

Serodia   -HCV DETECT- HCVTM

positive negative positive negative

Abbott IMx HCV

positive 1 0 1 0

negative 0 68 0 68

Serodia   -HCV DETECT- HCVTM

positive negative positive negative

Abbott IMx HCV

µÒÃÒ§·Õè 2 ¼ÅกÒÃµÃÇ¨ËÒ anti-HCV é́ÇÂªǾ ¹éÓÂÒ Abbott IMx HCV, Serodia   -HCV áÅÐ DETECT- HCVTM

ã¹«ÕÃÑÁ¢Í§Ë­Ô§·ÕèÁÒ½Òก¤ÃÃÀì

positive 68 0 65 3

negative 0 96 0 96

Serodia   -HCV DETECT- HCVTM

positive negative positive negative

Abbott IMx HCV

µÒÃÒ§·Õè 3 ¼ÅกÒÃµÃÇ¨ËÒ anti-HCV é́ÇÂªǾ ¹éÓÂÒ Abbott IMx HCV, Serodia   -HCV áÅÐ DETECT- HCVTM

ã¹«ÕÃÑÁ¼ÙéµỐ ÂÒàÊ¾µỐ à¾ÈªÒÂ áÅÐË­Ô§·ÕèÁÒ½Òก¤ÃÃÀì
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º·ÇÔ¨ÒÃ³ì
ã¹»Ñ¨¨ØºÑ¹ªØ´¹éÓÂÒ·ÕèãªéµÃÇ¨¤Ñ´กÃÍ§áÍ¹µÔºÍ´Õ

µèÍàª×éÍäÇÃÑÊµÑºÍÑกàÊºª¹Ố «ÕÁÕ·Ñé§ãªéËÅÑกกÒÃ ELISA áÅÐ
agglutination ËÒกµéÍ§กÒÃµÃÇ¨à¾× èÍÂ×¹ÂÑ¹¼ÅºÇก
ÁÑกµÃÇ¨ é́ÇÂ immunoblotting assay «Öè§¹ÔÂÁãªé recom-
binant immunoblotting assay (RIBA) ¨ÒกกÒÃÈÖกÉÒ
¤ÃÑé§¹Õé¾ºÇèÒ ¹éÓÂÒÊÓàÃç¨ÃÙ»ªØ´ Abbott IMx HCV áÅÐ
Serodia  HCV ãËé¼ÅกÒÃµÃÇ¨ÊÍ´¤ÅéÍ§กÑ¹ ÊèÇ¹ªØ´
¹éÓÂÒ DETECT- HCVTM äÁèÊÒÁÒÃ¶µÃÇ¨ËÒáÍ¹µÔºÍ Ṍ
µèÍàª×éÍäÇÃÑÊã¹«ÕÃÑÁ¢Í§¼ÙéµỐ ÂÒàÊ¾µỐ  3 ÃÒÂ áÁéÇèÒ¨ÐãËé
¼ÅºÇกกÑºÊÍ§ÇÔ¸ÕáÃก ¤ÇÒÁàª×èÍ¶×Íã¹»ÃÐÊÔ·¸ÔÀÒ¾¢Í§
ªØ´¹éÓÂÒÊÓàÃç¨ÃÙ»¢Í§ºÃÔÉÑ· Abbott ·Õ èãªéµÃÇ¨ËÒ
áÍ¹µÔºÍ´ÕµèÍàª× éÍäÇÃÑÊª¹Ô´¹Õ éÁÕÁÒกกÇèÒ à¹× èÍ§¨Òก
áÍ¹µÔà¨¹·Õ èãªéà¤Å×Íº¼ÔÇ¾ÅÒÊµÔกä´éÃÑºÅÔ¢ÊÔ·¸Ô ì¨Òก
ºÃÔÉÑ· Ortho diagnostic ¹Íก¨Òก¹ÕéºÃÔÉÑ· ä é́Í¹Ø­ÒµãËé
ºÃÔÉÑ· Fujirebio ¾Ñ²¹ÒáÍ¹µÔà¨¹·Õèãªéã¹ªǾ ¹éÓÂÒÃØè¹ÊÍ§
ÊÓËÃÑºµÃÇ¨áÍ¹µÔºÍ´ÕµèÍàª×éÍäÇÃÑÊµÑºÍÑกàÊº«Õ â´Âãªé
ËÅÑกกÒÃ agglutination assay (PA)

ÊÓËÃÑºâÃ§¾ÂÒºÒÅ¨Ñ§ËÇÑ´áÅÐâÃ§¾ÂÒºÒÅ
ªØÁª¹·ÕèÁÕµÑÇÍÂèÒ§«ÕÃÑÁäÁèÁÒก กÒÃãªéªǾ ¹éÓÂÒ Serodia -
HCV ÊÓËÃÑºµÃÇ¨ËÒáÍ¹µÔºÍ ṌµèÍäÇÃÑÊ¹èÒ¨ÐàËÁÒÐÊÁ
¹Íก¨Òก¹ÕéÂÑ§ÊÒÁÒÃ¶µÃÇ¨ä é́ã¹µÑÇÍÂèÒ§«ÕÃÑÁáÅÐ¾ÅÒÊÁèÒ
ËÃ×Í«ÕÃÑÁ·Õè¼èÒ¹กÒÃ inactivation â´ÂäÁèÁÕ¼ÅÃºกÇ¹กÒÃ
ÍèÒ¹¼Å ´Ñ§¹Ñé¹ªØ´¹éÓÂÒ Serodia -HCV ¨Ö§¹èÒ¨Ðà»ç¹
ªǾ ¹éÓÂÒ·Õèàª×èÍ¶×Íä é́ã¹กÒÃµÃÇ¨áÍ¹µÔºÍ ṌµèÍàª×éÍäÇÃÑÊ¹Õé
¼ÅกÒÃÈÖกÉÒ·Õèä é́ÊÍ´¤ÅéÍ§กÑº·ÕèÁÕÃÒÂ§Ò¹ÁÒกèÍ¹ã¹กÒÃ
»ÃÐàÁÔ¹ªǾ ¹éÓÂÒ Ñ́§กÅèÒÇ15-16 ã¹¢³Ð·ÕèªǾ ¹éÓÂÒ¢Í§ºÃÔÉÑ·
DETECT- HCVTM «Öè§à»ç¹¹éÓÂÒÃØè¹·Õè 3 ÁÕ¤ÇÒÁäÇã¹กÒÃ
µÃÇ¨ÊÍºà¾ÕÂ§ÃéÍÂÅÐ 95.59  àÁ× èÍà»ÃÕÂºà·ÕÂºกÑº
ªØ´¹éÓÂÒ Abbott-HCV EIA «×è§à»ç¹¹éÓÂÒà»ç¹ÁÒµÃ°Ò¹
áµèÁÕ¢éÍÊÑ§àกµã¹«ÕÃÑÁ¢Í§¼Ùé»èÇÂºÒ§ÃÒÂ (ÃéÍÂÅÐ 2)
·ÕèµÃÇ¨ é́ÇÂªǾ ¹éÓÂÒ Serodia -HCV ¾ºÇèÒ ã¹ËÅØÁ·ÕèËÂ´
unsensitized particle ¼ÊÁกÑº«ÕÃÑÁ·Õèà ×̈Í¨Ò§ 1:8 àกỐ  non-
specific agglutination ã¹ÃÐ Ñ́º 1+ áÅÐÀÒÂËÅÑ§¹ÓÁÒ
absorb é́ÇÂ unsensitized particle áÅéÇ non-specific
agglutination ËÒÂä»

ÊÃØ»¼ÅกÒÃÈÖกÉÒ
ËÒกãªé¹éÓÂÒÊÓàÃç¨ÃÙ» Serodia  -HCV ªèÇÂ

ÇÔ¹Ô¨©ÑÂกÒÃµÔ´àª× éÍäÇÃÑÊµÑºÍÑกàÊº«Õ ¤ÇÃÁÕá¹Ç·Ò§
ã¹กÒÃÂ×¹ÂÑ¹¼Åàªè¹à´ÕÂÇกÑºกÒÃµÃÇ¨â´ÂÇÔ¸Õ ELISA
กÅèÒÇ¤×ÍÂ×¹ÂÑ¹¼ÅกÒÃµÃÇ¨â´ÂÇÔ̧ Õ strip immuno assay
(Chiron RIBA HCV3.0, Chiron Corp)17 ËÃ×ÍµÃÇ¨â´ÂÇÔ̧ Õ
Nucleic acid test (NATs) àªè¹ AMPLICOR  HCV  ver-
sion 2.0 (Roche Molecular System)
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