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áËErbB2Ì¶Í

[ äãåÎÏ ]

äãÐÑ Ò¶ äãÐÑ Ò¶

96ÓÔÕÖ×ØÙ 1 96ÓÔÚÛ 4

ÜÝÞ 2 ÜÝÞßàÂ 1á20mL

çâ 1 ãäåæÂ 1á20mL

àâçÂA 1á120èL àâßàÂA 1á12mL

àâçÂBÕPE-SAÙ 1á120èL àâßàÂB 1á12mL

éÂ 1á10mL êëìÂÕ30áÙ 1á20mL

õñúùû 1

[ íîïðñïòäã ]

1¹Luminex MAGPIXó¤Luminex 100ô¤Luminex

200ô¤ÆBio-Radó,Bio-PlexóãäõÕö÷õøõñùúù®û,üýþîàÿ�ÝÙ

2¹ë�Æ��è¶�Âøò��

3¹ßà�ÞðEP�.

4¹�	
Æ��Ö


5¹ç
�

6¹��ëÂðÏø

7¹0.01mol/LÕÆ1áÙ��åæ� (PBS)¤pH=7.0-7.2

8¹����ø

9¹�ÜÔ��ø

[ äãåð��ò��¯ ]



1¹ ���ðäãåò!�äã"#äã$Ü%Å!&'�Í()*¤+,äãå-(./0ÜÝÞ¹àâçÂA

¹àâçÂB1ò96ÓÔ'�¦-202C¤Ç3äã(4¦42C'�ïñÍ

2¹ õñ-ðäãåò53äã6í#7äã$Ü%!&ð89'�Í

)*ò

äãåÎ�Ü:;<=¤#>?í@;ã�AõñBõñ-ð53äãåö÷CDA>?-1EFÎõñGHÍI

ÞJ¯KL1åÖÅðÜ%MÝ¤'N¯Î!�»ãOP'QRµðÍ

[ Ü±ðSTU'� ]

·¸ò0+T¦·¸ã��ËðV·Ü±CW8�42ôKÆ42CJX¤Y-1,000ág�ì20ãZ¤[Å¸\;¤

0Å¸4¦-202CÆ-802C'�¤]^_`abÍ

·ºòñEDTAÆcdeM´fãSTÜ±¤ü0Ü±CST-ð30ãZÎ¦2-82C 1,000ág�ì15ãZ¤[Å¸

\;àâ¤Æ0Å¸4¦-202CÆ-802C'�¤]^_`abÍ

»¼½ºò¥ghið»¼jï½ºðkîl�!¥g

1Ù[ï¶»¼m¤C®nPBSÕ0.01mol/L¤ pH=7.0-7.2ÙË¸ë�o·Â¤½ºùpÑqÍ

2Ù0»¼rsôm¤"½ð�t�4CuÅðv�wxÀÁåæÂ(yzIS007¤°{|}Ü~×ð�¾¿µÄÅ

Ç¥ghiðåæÂ)ðÉÑ"NøËÕèôð»¼ÖÜáàÙÍÕN¶áâä=1:20-1:50¤ãáò1mLÀÁå

æÂËåt20-50mg»¼�±ÍÙ

3Ù0ç,ðéèÂêJëíìîïñ¸Í

4Ù0jïþð½ºÂ10,000ág�ì5ãZ¤óòô¤Å¸\;ñ¦àâÆ4¦-202Cö'�Í

¾¿ÃÄÅ¸ÆÇÈÇóÜ±ò(1,000ág�ì20ãZ¤[Å¸\;àâ¤Æ0Å¸4¦-202CÆ-802C'�¤

]^_`abÍ

)*ò

1¹1ÅÜ±"íõ�'�¤42C'�ô¦1ú¤-202C¥ëJ1EF¤-802C¥ëJ2EFÍ

2¹Ü±ùûç·lü ¡-àâ¢£¤Ñàç·Ü±¥¤¥¦à§àâÍ

3¹Ü±õñù°å¨"©ïW8¤¥°åûõªbÁÍ

4¹«¦¬¶àâÒ|¤­®¯°õñ·¸±¥Q·ºeM�±¥¦àâÍ

[ Luminex200 ãäõ ]

1.ãäáâò50uLB

2.èêhiòçâMagPlex;

3.²çâ¶ò50³/´;

4.MFIµòMedian.

[ äãÝï ]

1¹õñù0!�ðäãÿÜ±å¨"©ïW8Õ18-252CÙ¤á£¶äãåC¬·KLÎ¥¸õñ¤(ü[ù±

Aä?!íð�Ü:ÿäã¤ü053ð�Ü:òäã#¹µ:º'�Í

2¹ÜÝÞ(a»Þ)ò¼$ÜÝÞåtÜÝÞßàÂ0.5mL¤½þ-W8¾4¬¿10ãZ¤gKÀÀÁÂÕ]^Ã

ÄÙ¤Çê9M20.0ng/mLÍÝï7EßàÜÝÞðEP�¤¼EEP�Ëåt300ÅLðÜÝÞßàÂ¤áÆ!&{

AÇäßàs20.0ng/mL, 5.0ng/mL, 1.25ng/mL, 0.31ng/mL, 0.08ng/mL, 0.02ng/mL, 0.0ng/mL¤ÜÝÞßà

Â(0ng/mL)ÈÉeMÖ×ÓÍM'Ê>?¢£��é¤¼A>?(õñwðÜÝÞçÂÍ

item 1 2 3 4 5 6 7 Tube

ErbB2 20.0 5.0 1.25 0.31 0.08 0.02 0 ng/mL



3¹àâçÂAòàâçÂBòDetection A òDetection BCõñù(ñËÌÍöÆÎÏ�ììî¤1õÐÑC�

ÒÆ$½ðÂáòâ,�ÓÍ§ñùãÔ1àâßàÂAÆB 1:100ßà(áò10ÅLàâçÂA/990ÅLàâßà

ÂA)¤ÕãÖ½¤ßàù×|®pØÙþð¼A>?!íð²¶Új(100ÅL/Ó)¤>ÛÚjK°�Új0.1-0.

2mLÍ

4¹êëìÂò580mL�	
Æ��Ö
åt20mLëìÂÕ30áÙßàï600mLïÜeÂê9Í

)*ò

1¹ÜÝÞðßà¥¸ÈÉCÔË¥¦Í

2¹ÜÝÞ(¦§ñù15ãZÎÚjÍ¶ÜÝÞÝ¸õñ¬AÍ

3¹ÜÝÞ¹àâçÂAÜeÂ¹àâçÂBÜeÂ(õñÉ°ðßàÂÚj¤ßàÂ¥¸ÖñÍñ�ÂÞÀÀßà

ÕãÖ½¤]^ÃÄÍM'Ê>?¢£ðÝPé(õñè¶��¤ü�Ýè¶�ÂøÍ({|!íð¶áPÚ

j¤.¶¥Üõñè¶ÚjðkîÕá�[àâçÂAK¤¬A¥Üô¦10ÅLÙ¤1]^âsê9ãäÍ

4¹(åq`õñæêßàJðÜÝÞ¹àâçÂAÜeÂÿàâçÂBÜeÂÍ

5¹ëìÂÕ30xÙËá�¢çäù¤(p8èïW8¤ÀÀÖ½¤ï,¢çGVçÁé¥¦ÚjÍ

6¹äãåËêãäãM��Â¤ëìíÚ4sÜeÂ-õñ¤CÚ4JíË;¸ÑMîï
N¶äÆ
Nðñ¤

1ò>?Ë!ñòóôï9ä¤âs>?¢£¥ÝP¤õïGVöãÍ(õñ³�
Ú4Í

[ Ü±ìî ]

1¹±÷øÝùäãå±úûü¤¥ùÑõñ¶äãå!âsð�±ýòûü¤(õñþõñùÕãÿ�,�±ð

;¸õñ¶¤®�Õ�ð�±Í

2¹>?ù°p®â�±Ë�âóê9Í�ê9¥CÜÝ��ð��ÎK¤ñì	
PµÇ�µ>?ð¡��Þß

àÇÒÍá£�ÞË�âóê9J
ÆJ�¤(ù�±ýï�ðßàÆê�Í�±ßàíñPBSÍ

3¹�!à�±¥�ÌCúùû!��±ªË¤ö÷¥¦®>??ÊÇ��é¤ü)*���±Í

4¹õñ��ÀÁÂjïð»¼½ºÆ¾¿ú[Â;¸l�¦����óNð�t��>?¢£�äÍ

5¹��±M¾¿ÃÄÅ¸¤ÑM¶h�±»�Ñd��¤áò¾¿��¹¾¿Ò¶¹S�KL!¤!1;¸�C

àâ¥ùð"#Í

6¹��$Y~×Æq»~×¤�%&'ò('q»~×¤;¸ÑMU±IÞ!õñðàâ´áò)*´á¥+Ú

¤±¥ØàâùÍ

7¹ö÷õñwx�±¤'�KLJÉ;¸lÑ~×,ÁÆ-é±��>?¢£�äÍ

[ .e/0 ]

1¹0>?Ôð¼ÓÎåt200ulãäåæÂñ1®1¤�2-C�ÜÔ��øÅW83�10ãZ¤ª-Ì»ÓÎ

Âá¤\;ñ¦å�.eÍ

2¹å�òãÔñÜÝÓ¹�â�ÞÓ¹Ö×ÓÍñÜÝÓ7Ó¤{Aåt100ÅL¥gê9ðÜÝÞÕ4äãÝï2

ÙÍÖ×Óå100ÅLÜÝÞßàÂÕ4äãÝï«5/¡-¬�Ù¤3Óå�â�ÞÕÆßà-ð�ÞÙ100Å

L¤¼Óå10ulçâ¤�ÜÔåÅÚÛ¤372C�ÜÔ��ø8è1.5ôK¤�Â67ñ4M800rpm¤�82-4mm

¤9:çâò,Í

3¹Åç
�¤2ãZ-ó�Âá¤ç
';ð��öÌ»¤¥ñëìÍ

4¹¼ÓåàâçÂAÜeÂ100ÅLÕ§ñùÚjÙ¤�ÜÔÚÛ¤372C�ÜÔ��ø8è1ôK¤�Â67ñ4

M800rpm¤�82-4mm¤9:çâò,Í

5¹Åç
�¤2ãZ-ó�Âá¤¼Óñ200ÅLðëìÂëì¤<Ä1-2ãZ¤ó�ÓÎ!�ÂáÍq`ëÔ3A

Í¡-¬Aëì-¤�[Æ=ù53ðëìåæÂ¤0�ÜÔ=>C�
?Å¤0@�CÓÎðÂáVê�»

ÍàJíÖ;îÂç
ëÔABGsÍ



6¹�oç
¤¼ÓåàâçÂBÜeÂÕ§ñùÚjÙ100ÅL¤�ÜÔÚÛ¤372C�ÜÔ��ø830ãZ¤�Â

67ñ4M800rpm¤�82-4mm¤9:çâò,Í

7¹Åç
�¤2ãZ-ó�Âá¤¼Óñ200ÅLðëìÂëì¤<Ä1-2ãZ¤ó�ÓÎ!�ÂáÍëÔ3A¤k

îg/05Í

8¹�oç
¤¼ÓåéÂ150ÅL¤��3�2ãZ¤õèêCéD��¤\;ÅAEÒÍ

)*ò

1¹äãÝïòÝï¬A>?!íÜð�Ü:¤ÇÈð;FèÓÔÅ<ö¤õ�¤#7úùûÜ@'�¤1ïöA

õñÍ

2¹å�ò>?.eË(õñ¬AéðGH��¤]^ðñÍå�K)*¥Ü�IÄIÇ¤0�Þå¦�ÜÔÓê

¤.¶¥JòÓÒ¤ÀÀKÂÖ½ÍU_°äãåt¬�¤å�JíË«¬EÓU¡-¬EÓå�KLLL.

¶ôÕ¬MNjC10ãZ1ÎÙ¤á£O¬¤0l��¥gðP®8èQKL¤F±ùRSü ,â¶µðÝ

Péòq`éÍMTâµðÝPé¤¯°ñ4`Ó¥¦>?Í

3¹8èòM9:�Þ�U¤>?K(0åÅ½ÆÚÛð�ÜÔ4¦1åÎ¤1]^Âá�U¤ëÔ-°./¥¦

ö/.e¤VWKXO°]^�ÜÔì¦»Y��¤gK°Z[\]^µð8èKLÿ89Í

4¹ëìòÕãëì_`qÜ¤C¼AëìJíË¤OÜ0ëìÂGVÌ»Íá£õñîÂëÔA¤(Cabõñ

-éñ¦cd>?JíËÍ

5¹á£>?WÎ19�¦60%¤¯°õñå1øú
19
eÍ

[ >?&î ]

0ErbB2´á�Ø¦çéèêÄf¤jsgÉhá¤ièêËãÔåtÜÝÞÆÜ±¤ÇËErbB2UjÉ¦gÉh

áÅð´á¢k¤Y-åtÇód�ðErbB2´á¤C0�¢kðÇód�´áëï-¤åtPEÜlðmÿd¤PE

ØnU-¤×|MFIµÕMedian Fluorescence IntensityÙð¬ôÿ�ÞËðErbB2ê9CcÉÊÍñLuminexã

äõâµ¤ØÙ�Þê9Í

[ ØÙ ]

oÜÝÞò�±MFIµ>oÖ×ÓMFIµ-eÆÕpqÆÙ¤áñ4`Ó¤r°[Çe"µØÙÍ1ÜÝÞðê9

MstÜÕÆùÒtÜÙ¤MFIµMutÜÕÆùÒtÜÙ¤vùÜÝ��Õ¡�kíd°{wxkíØÙðR2µ

Bµ¤1R2µyz{¦1MþÙÍ¯°õñ|}je��~º¥¦ãä¤ácurve expert 1.30¤×|�ÞMFIµ¤

�ÜÝ���ùÉ°ðê9¤Ä1ßàÇÒBÆñÜÝóðê9UMFIµØÙùÜÝ��ðwxkíd¤0�Þð

MFIµÅtkíd¤ØÙù�Þê9¤éÄ1ßàÇÒ¤\M�Þð>Ûê9Í

[ ÇiÒ| ]

MTÉ¦ØÙ¤.�ê9Mî-¶±MFIµMÑ-¶¤­®vÆK6SñÜÝÞðMFIµeMutÜÕXÑÙ¤ÜÝ

Þðê9MstÜÕYÑÙÍgKMTä?¢£ðÈÖé¤ÆËú ðQ&ÜÒ|±_ùÒµÍ¯°õñùÒµö

áÜÝ��ÆÍ�¦>?.e:ºð¥gÕá.eþ¹�Âàâ¹ëÔàâÿ89:º!Ù¤ÜÝ��ðMFIµl

�!ääÍ!ú ðÜÝ��ü ãÿ¤>?þíÜ×|îæð>?öáÜÝ��Í



(ÄÅÇÉÑÖÜá2)àâäãåÜÝ��

[ àâ�� ]

0.02-20ng/mL.

[ ¡�àâå ]

àµM20EÖ×�ÞÕ\ÜÝÞßàÂÙâµðe"µå5ÇÜÝä!ù°ðê9Í

[ �äé ]

±äãåñ¦àâErbB2¤êàâUÇÈÉçóNéùRèê_°Í

�¦Ü,àâò�±Bëðåj¤¥;¸Gs!�ÉÊÆÉçóNèê_°àâ¤Ñà±äãå�;¸U�êà

âðÇÈóN�èê_°Í

[ áõ9 ]

áõ9ñ�Þâµµð-äíÒCVÄ&ÍCVÕ%Ù = SD/meaná100

ìÎäò[gìAäãåù�¹Ë¹
µµµ�±¥¦µ¶àâ¤¼î�±jïâµ20

A¤ãÔØÙ¥gê9�±ðe"µòSDµÍ

ìLäòÅ[3E¥gìAðäãåãÔù�¹Ë¹
µµµ�±¥¦µ¶âµ¤¼E�±õñg¬äãåq`â

µ8A¤ãÔØÙ¥gê9�±ðe"µòSDµÍ

ìÎäò CV<10%

ìLäò CV<12%

[ Rµé ]

êâµ¤äãåC��¯Îñ	#¯°89'�¤óé,�70ô¦5%Í

Mòô¡êÑdùäãåôöù-àâµðü ¤>?Wðõú:ºí.¶';¬�¤ùÇQ>?WÎ89¹1

9ò8è:ºÍÇA�g¬>?ûB¥¦.e;òü MãäÍ

[ >?¡í ]

1¹>?ùÜÝÞ¹äãò�±ÝïB

2¹å�ÕÜÝÞÆ�±Ù100ÅL¤åçâ¤37



4¹ç�ëÔ3AB

5¹åàâçÂB100ÅL¤372C�Â¢è30ãZB

6¹ç�ëÔ3AB

7¹åéÂ150ÅL¤��3�2ãZ-EÒÍ

[ úù ]

1¹�¦û�:ºò£�àâ
e¤¥¸ù y¥ú ð!�!�&¦¥¦Vfð§µUãä¤±IÞ;¸�C¬

µðN¶àâ¨©Í

2¹¡ªð>?¢£Uäãð��é¹>?þðÉÊ.e1ò>?õúõrÉÊ¤(ñ	ÝïÕ�ðÜ±ïîÍ

3¹¥gìAðg¬IÞ;¸l�ü«äÔ¤áòàâå¹¬­9¤({|äãåÎúùû¥¦>?.e¤®¯°

Ö­úùûüeãÿÍ

4¹±äãåÚ±äã	
Ú±õñ¤¥¸ÖñÇ²jâ¥ðIÞÍÝ�Z[\]±äãåð>?úù³lç,¡

�ðàâ¢£Í

5¹C��ò8èJíË]^0äã´µC¶·ËÍ!�äã$½
½¸19:�UÿèÇóðñ¤ÑM~×
Á

�ð»�0��âµ¥ÝPÍ

6¹¹�ºð�»ÔÔÓË;¸l�ü«
�óN¤àMc`û¼¤¥lù>?¢£âsVWü Í�ÜÔCõñ

KF�v½¾[ù¤(åúù[ùÍ

7¹�¦.eþ¥ab¹.e¿ãÆöãÅñEÒõíÀ!O�;¸��öã¢£ðIÇÍ>?ù(Á¾ÂEúù

ûüÃäõøÍ

8¹C�±jï1ò.eð¼EJíËð-�O;¸��¥gð>?¢£¤!1MTú
>?¢£ð;q`é¤>

?ð¼¬/.eOíÜZ[NjÍ

9¹äãåCùÄù"êJZ[Nà¤Å�¦²Æ:ºòo>?W:ºää¤;¸lâs>?¢£UùÄ¢£¥¬

�Æ¥gìAäãåìLäÇ¬ð"#Í

10¹±äãå�UÇ²ÄÈghäãåÆ¥gkîàâg¬}ðóðIÞýùä¤!1¥Éoàâ¢£¥¬�ð

"#Í

11¹ñ¦jïäãåË´áð^Ê&Ë`Mq»~×¤Å�¦ïq»~×!Å[ðÌ·¹ÄÍíÎ¹î�kd!

o�¥g¤!1­®éî'Ê¶äãå;ñ¦Ç²÷øq»~×ðàâ¤Ë`­®Ö¥ö÷õñäãåàâq

»~×Í

12¹(®Ï�ÞË�âóðê9¤ÆþñØ®>?Pµ�Þàâê9ÍÐ�ðìî;19:�±Ë�àóÌ¶ë

ùäãåàâ��Í

13¹¶äãå;¸¥ïñ¦¬�>?±ú��é¥Pµð�Ñ>?�Þðàâ¤ãá¤«ÑÒo>?!Í

14¹±.eúùg�ïñ¦48TäãåÍ

15¹¶äãåü ¢£õñ¤á0Çñ¦§¨©ªÆVWÇ²ñÓ¤­÷ø0¥ùÑàIÇðÔÕûü¤Ö¥×

ØVWîÙüVÍ

[ ÔÕÁÚ ]

ÔÕ ;¸&Ñ ÁÛkÜ

ÜÝ��ä

ÜÝÞÝï¥cP ¥¦cPðÜÝÞÝ9ßà

�[òëì¥Õã Õãð�[òëì

�Â¥áP à�ÿ�c�Âø



áõ9�

çâëì¥Õã #úùûÜ@Õã3�ëìÿ<Ä

Ö½¥Õãÿ�[äã¥� ÕãÖ½ÿ�[äã

q`Þñ��¹ÏøÿÚÛ
õñå�øÜßàwð��¹õñ

wðÏøÿÚÛ

å�¥áP à�ÿ�c�Âø

MFIµ�

¼Óåðäã¶¥áP �c�Âø¤áPåtäã

8èKL¥cP 'ÊÕ�ð8èKL

8è89¥cP
äãÜe©ïW8ü'ÊÝPð8

è89

PEÜló¿� ßàäã

PEÜlóßàÇÒ¥ù #7úùû>?.e

ëùEÒKLEÒ Cúùû¯°ðEÒKLÎEÒ

�±µ

¥cPð�±��kd
cP���±¤õñwx�±¥¦

>?

¥cPð�±+Tÿìîkî S[cPð�±+Tÿìîkî

�âóNC�±ËÌ¶� õñwx�±¤q`>?


