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ÌREG4Í·Î

[ âäãÏÐ ]

âäÑÒ Ó· âäÑÒ Ó·

96ÔÕÖ×ÜØÙ 1 96ÔÕÚÛ 4

ÜÝÞ 2 ÜÝÞßàÃ 1á20mL

åâ 1 ãäåæÃ 1á20mL

áàçÃA 1á120èL áàßàÃA 1á12mL

áàçÃBÖPE-SAÙ 1á120èL áàßàÃB 1á12mL

éÃ 1á10mL êëìÃÖ30áÙ 1á20mL

õóúùû 1

[ íîïðñïòâä ]

1ºLuminex MAGPIXó¥Luminex 100ô¥Luminex

200ô¥ÇBio-Radó,Bio-PlexóãäõÖö÷õøõóùúù¯û,üýþîáÿ�ÝÙ

2ºê�Ç��é·�Ãøò��

3ºßà�ÞðEP�.

4º�	
Ç��í


5ºå�

6º��ëÃðÐø

7º0.01mol/LÖÇ1áÙ��åæ� (PBS)¥pH=7.0-7.2

8º����ø

9º�ÜÕ��ø

[ âäãð��ò��° ]



1º ���ðâäãô!�âä"#âä$Ü%Æ!&'�Î()*¥+,âäã-(./0ÜÝÞºáàçÃA

ºáàçÃB1ò96ÔÕ'�§-202C¥È3âä(4§42C'�ïóÎ

2º õó-ðâäãô53âä6í#7âä$Ü%!&ð89'�Î

)*ô

âäãÏ�Ü:;<=¥#>?í@;ã�AõóBõó-ð53âäãö÷CDA>?-1EFÏõóGHÎI

ÞJ°KL1ãíÆðÜ%MÝ¥'N°Ï!�¼ãOP'QR¶ðÎ

[ Ü²ðSTU'� ]

¸¹ô0+T§¸¹ã��ÌðV¸Ü²CW8�42XKÇ42CJY¥Z-1,000ág�î20ã[¥\Æ¹];¥

0Æ¹4§-202CÇ-802C'�¥^_`abcÎ

¸»ôóEDTAÇdefMµgäSTÜ²¥ü0Ü²CST-ð30ã[Ï§2-82C 1,000ág�î15ã[¥\Æ¹

];áà¥Ç0Æ¹4§-202CÇ-802C'�¥^_`abcÎ

¼½¾»ô¦hijð¼½kï¾»ðlïm�!¦h

1Ù\ñ·¼½n¥C¯oPBSÖ0.01mol/L¥ pH=7.0-7.2ÙÌ¹ë�p¸Ã¥¾»ùqÒrÎ

2Ù0¼½stXn¥"¾ð�u�4CvÆðw�xyÁÂåæÃ(z{IS007¥±|}~ÜÖÜð�¿À¶ÄÅ

Ç¦hijðåæÃ)ðÉÑ"NøÌÖéXð¼½ÖÜáàÙÎÖN·¡âä=1:20-1:50¥ãáô1mLÁÂå

æÃÌåu20-50mg¼½�²ÎÙ

3Ù0ç,ðéèÃêJëíìîïñ¹Î

4Ù0kïþð¾»Ã10,000ág�î5ã[¥óòô¥Æ¹];ó§áàÇ4§-202Cö'�Î

¿ÀÄÅÆ¹ÇÈÉÅòÜ²ô(1,000ág�î20ã[¥\Æ¹];áà¥Ç0Æ¹4§-202CÇ-802C'�¥

^_`abcÎ

)*ô

1º1ÆÜ²"íõ�'�¥42C'�X§1ú¥-202C¦ëJ1EF¥-802C¦ëJ2EFÎ

2ºÜ²ùûç¸mü ¡-áà¢£¥ëàç¸Ü²¦¤¥¦à§áàÎ

3ºÜ²õóù±å¨"©ïW8¥¦±åûõªcÂÎ

4º«§¬·áàÓ}¥®¯°õó¸¹±¦Q¸»fM�²¥¦áàÎ

[ Luminex200 ãäõ ]

1.ãä¡âô50uLB

2.éèijôåâMagPlex;

3.²åâ·ô50³/´;

4.MFIµôMedian.

[ âäÝï ]

1ºõóù0!�ðâäÿÜ²å¨"©ïW8Ö18-252CÙ¥á£¶âäãC·KLÏ¦¸õó¥(ü\ù²

Aâ?!íð�Ü:ÿâä¥ü053ð�Ü:òâä#¹¶:º'�Î

2ºÜÝÞ(b»Þ)ô¼$ÜÝÞåuÜÝÞßàÃ0.5mL¥½þ-W8¾4¬¿10ã[¥hKÀÀÁÂÖ^_Ã

ÄÙ¥Èê9M10.0ng/mLÎÝï7EßàÜÝÞðEP�¥¼EEP�Ìåu300ÅLðÜÝÞßàÃ¥áÆ!&|

AÇäßàt10.0ng/mL, 2.5ng/mL, 0.62ng/mL, 0.16ng/mL, 0.04ng/mL, 0.01ng/mL, 0.0ng/mL¥ÜÝÞßà

Ã(0ng/mL)ÈÉfM×ÜÔÎM'Ê>?¢£��ç¥¼A>?(õóxðÜÝÞçÃÎ

item 1 2 3 4 5 6 7 Tube

REG4 10.0 2.5 0.62 0.16 0.04 0.01 0 ng/mL



3ºáàçÃAòáàçÃBôDetection A òDetection BCõóù(óËÌÍöÇÎÏ�îìî¥1õÐÑC�

ÒÇ$½ðÃ¡òâ,�ÓÎ¨óùãÔ1áàßàÃAÇB 1:100ßà(áô10ÅLáàçÃA/990ÅLáàßà

ÃA)¥ÕãÖ¾¥ßàù×}¯qØÙþð¼A>?!íð²·Úk(100ÅL/Ô)¥>ÛÚkK±�Úk0.1-0.

2mLÎ

4ºêëìÃô580mL�	
Ç��í
åu20mLëìÃÖ30áÙßàï600mLïÜfÃê9Î

)*ô

1ºÜÝÞðßà¦¸ÈÉCÕÌ¥¦Î

2ºÜÝÞ(§¨óù15ã[ÏÚkÎ¶ÜÝÞÝ¸õóAÎ

3ºÜÝÞºáàçÃAÜfÃºáàçÃBÜfÃ(õóÊ±ðßàÃÚk¥ßàÃ¦¸ÖóÎó�ÃÞÀÀßà

ÕãÖ¾¥^_ÃÄÎM'Ê>?¢£ðÝPç(õóé·��¥ü�Ýé·�ÃøÎ(|}!íð·áPÚ

k¥.·¦Üõóé·ÚkðlïÖá�\áàçÃAK¥A¦ÜX§10ÅLÙ¥1^_âtê9ãäÎ

4º(åraõóæêßàJðÜÝÞºáàçÃAÜfÃÿáàçÃBÜfÃÎ

5ºëìÃÖ30xÙÌá�¢çäù¥(q8èïW8¥ÀÀÖ¾¥ï,¢çGVçÂÄ¥¦ÚkÎ

6ºâäãÌéãâäM��Ã¥êëíÚ4tÜfÃ-õó¥CÚ4JìÌ;¸ëMíî
N·äÇ
Nïð¥

1ò>?Ì!óñòóî9ä¥ât>?¢£¦ÝP¥ôïGVõãÎ(õó´�
Ú4Î

[ Ü²ìî ]

1º²ö÷Ýøâäã²ùúû¥¦øëõó¶âäã!âtð�²üñúû¥(õóýõóùÕãþÿ,�²ð

;¸õó·¥¯�Õ�ð�²Î

2º>?ù±q¯à�²Ì�àòê9Î�ê9¦CÜÝ��ð��ÏK¥óë�	P¶È
¶>?ð¡��Þß

àÇÓÎá£�ÞÌ�àòê9J�ÇJ¥(ø�²ýñ�ðßàÇê�Î�²ßàíóPBSÎ

3º�!á�²¦�ÍCúùû!��²ªÌ¥ö÷¥¦¯>??ÊÈ��ç¥ü)*���²Î

4ºõó��ÁÂÃkïð¼½¾»Ç¿Àú\Ã;¸m�§����òNð�u��>?¢£�äÎ

5º��²M¿ÀÄÅÆ¹¥ëM¶i�²»�ëe��¥áô¿À��º¿ÀÓ·ºS�KL�¥!1;¸�C

áà¦ùð!"Î

6º��#ZÖÜÇr¼ÖÜ¥�$%&ò'&r¼ÖÜ¥;¸ëMU²IÞ!õóðáàµ¡ò()µ¡¦*Ú

¥±¦ØáàùÎ

7ºö÷õóxy�²¥'�KLJ+;¸mëÖÜ,ÂÇ-ç±��>?¢£�äÎ

[ .f/0 ]

1º0>?Õð¼ÔÏåu200ulãäåæÃó1¯1¥�2-C�ÜÕ��øÆW83�10ã[¥ª-Ì»ÔÏ

Ã¡¥];ó§å�.fÎ

2ºå�ôãÔñÜÝÔº�à�ÞÔº×ÜÔÎñÜÝÔ7Ô¥|Aåu100ÅL¦hê9ðÜÝÞÖ4âäÝï2

ÙÎ×ÜÔå100ÅLÜÝÞßàÃÖ4âäÝï¬5/¡-�Ù¥3Ôå�à�ÞÖÇßà-ð�ÞÙ100Å

L¥¼Ôå10ulåâ¥�ÜÕåÆÚÛ¥372C�ÜÕ��ø8è1.5XK¥�Â67ñ4M800rpm¥�82-4mm

¥9:åâò,Î

3ºÆå�¥2ã[-ó�Ã¡¥å';ð��öÌ»¥¦óëìÎ

4º¼ÔåáàçÃAÜfÃ100ÅLÖ¨óùÚkÙ¥�ÜÕÚÛ¥372C�ÜÕ��ø8è1XK¥�Â67ñ4

M800rpm¥�82-4mm¥9:åâò,Î

5ºÆå�¥2ã[-ó�Ã¡¥¼Ôó200ÅLðëìÃëì¥<Ä1-2ã[¥ó�ÔÏ!�Ã¡ÎraëÕ3A

Î¡-Aëì-¥�\Ç=ù53ðëìåæÃ¥0�ÜÕ=>C�
?Æ¥0@�CÔÏðÃ¡Vé�»

ÎàJìÖ;îÂåëÕABGtÎ



6º�på¥¼ÔåáàçÃBÜfÃÖ¨óùÚkÙ100ÅL¥�ÜÕÚÛ¥372C�ÜÕ��ø830ã[¥�Â

67ñ4M800rpm¥�82-4mm¥9:åâò,Î

7ºÆå�¥2ã[-ó�Ã¡¥¼Ôó200ÅLðëìÃëì¥<Ä1-2ã[¥ó�ÔÏ!�Ã¡ÎëÕ3A¥l

ïh/05Î

8º�på¥¼ÔåéÃ150ÅL¥��3�2ã[¥õéèCéD��¥];ÆAEÓÎ

)*ô

1ºâäÝïôÝïA>?!íÜð�Ü:¥ÈÉð;FéÔÕÆ<ö¥õ�¥#7úùûÜ@'�¥1ïöA

õóÎ

2ºå�ô>?.fÌ(õóAçðGH��¥^_ïðÎå�K)*¦Ü�IÄIÅ¥0�Þå§�ÜÕÓé

¥.·¦JòÔÒ¥ÀÀKÂÖ¾ÎU`±âäåu�¥å�JìÌ¬EÔU¡-EÔå�KLLL.

·XÖMNkC10ã[1ÏÙ¥á£O¬¥0m��¦hðP¯8èQKL¥F±ùRSü ,à·µðÝ

PçòraçÎMTàµðÝPç¥¯°ñ4aÔ¥¦>?Î

3º8èôM9:�Þ�U¥>?K(0åÆ½ÇÚÛð�ÜÕ4§1ãÏ¥1^_Ã¡�U¥ëÕ-±./¥¦

ö/.f¥VWKXO±^_�ÜÕì§»Y��¥hK±Z[\]^¶ð8èKLÿ89Î

4ºëìôÕãëì_`rÜ¥C¼AëìJìÌ¥OÜ0ëìÃGVÌ»Îá£õóîÂëÕA¥(Cabõó

-Äó§cd>?JìÌÎ

5ºá£>?WÏ19§60%¥¯°õóå1øú�19
eÎ

[ >?%î ]

0REG4µ¡�Ø§åçéèfg¥kthÊi¡¥jéèÌãÔåuÜÝÞÇÜ²¥ÈÌREG4UkÉ§hÊi¡

Æðµ¡¢l¥Z-åuÅòe�ðREG4µ¡¥C0�¢lðÅòe�µ¡ëî-¥åuPEÜmðnÿe¥PEØ

oU-¥×}MFIµÖMedian Fluorescence IntensityÙð¬Xÿ�ÞÌðREG4ê9CcÊËÎóLuminexãäõ

à¶¥ØÙ�Þê9Î

[ ØÙ ]

pÜÝÞò�²MFIµ>p×ÜÔMFIµ-fÆÖqrÆÙ¥áñ4aÔ¥s±\Èe"µØÙÎ1ÜÝÞðê9

MtuÜÖÇøÓuÜÙ¥MFIµMvuÜÖÇøÓuÜÙ¥wùÜÝ��Ö¡�lìd±|xylìØÙðR2µ

B¶¥1R2µz{|§1MþÙÎ¯°õó}~kf���º¥¦ãä¥ácurve expert 1.30¥×}�ÞMFIµ¥

�ÜÝ��ÄùÊ±ðê9¥Å1ßàÇÓBÇóÜÝòðê9UMFIµØÙùÜÝ��ðxylìd¥0�Þð

MFIµÇulìd¥ØÙù�Þê9¥ÄÅ1ßàÇÓ¥]M�Þð>Ûê9Î

[ ÉjÓ} ]

MTÑ§ØÙ¥.�ê9Mî-·±MFIµMë-·¥®wÆK6SóÜÝÞðMFIµfMvuÜÖXÖÙ¥ÜÝ

Þðê9MtuÜÖYÖÙÎhKMTâ?¢£ðÈÜç¥ÆÌú ðQ%áÓ}±_øÓµÎ¯°õóøÓµö

àÜÝ��ÆÎ�§>?.f:ºð¦hÖá.fýº�ÃâäºëÕâäÿ89:º�Ù¥ÜÝ��ðMFIµm

�!äãÎ!ú ðÜÝ��ü åþ¥>?ýíÜ×}îæð>?öàÜÝ��Î



(ÄÅÇÉÑÅÖÜ4)áàâäãÜÝ��

[ áà�� ]

0.01-10ng/mL.

[ ¡áàç ]

àµM20E×Ü�ÞÖ]ÜÝÞßàÃÙà¶ðe"µå5ÇÜÝä!ø±ðê9Î

[ 
ãç ]

²âäãó§áàREG4¥êáàUÈÉÊéòNèùRêë`±Î

�§í,âäò�²Bìðçk¥¦;¸Gt!�ÊËÇÊéòNêë`±áà¥ëà²âäã�;¸U�êá

àðÈÉòN�êë`±Î

[ áõ9 ]

áõ9ó�Þà¶µð-ãîÓCVf&ÎCVÖ%Ù = SD/meaná100

ïÏäô\hïAâäãøºÌº�µ¶µ�²¥¦¶·áà¥¼ñ�²kóà¶20

A¥ãÔØÙ¦hê9�²ðe"µòSDµÎ

ïLäôÅ\3E¦hïAðâäããÔøºÌº�µ¶µ�²¥¦¶·à¶¥¼E�²õóhâäãraà

¶8A¥ãÔØÙ¦hê9�²ðe"µòSDµÎ

ïÏäô CV<10%

ïLäô CV<12%

[ R¶ç ]

êà¶¥âäãC��°Ïò�#¯°89'�¥ôç,70X§5%Î

MöX¢éëeøâäãõúù-áàµðü ¥>?Wðùû:ºí.·';�¥üÈQ>?WÏ89º1

9ò8è:ºÎÈA�h>? B¥¦.f;ö¡öMãäÎ

[ >?¢ì ]

1º>?ùÜÝÞºâäò�²ÝïB

2ºå�ÖÜÝÞÇ�²Ù100ÅL¥ååâ¥372C�ÜÕ��ø£è1.5XKB

3ºå�Ì»¥åáàçÃA100ÅL¥372C�ÜÕ��ø£è1XKB



4ºå�ëÕ3AB

5ºåáàçÃB100ÅL¥372C�Â£è30ã[B

6ºå�ëÕ3AB

7ºåéÃ150ÅL¥��3�2ã[-EÓÎ

[ úù ]

1º�§û�:ºò¤�âä
e¥¦¸ø z¦ú ð!�!�%§¥¦Vgð¨¶Uãä¥²IÞ;¸�C

¶ðN·âä©ªÎ

2º¡«ð>?¢£Uâäð��çº>?ýðÊË.f1ò>?ùûõsÊË¥(ò�ÝïÕ�ðÜ²ïñÎ

3º¦hïAðhIÞ;¸m�¡¬äÔ¥áôáàçº®9¥(|}âäãÏúùû¥¦>?.f¥¯°±

í®úùûüfåþÎ

4º²âäãÚ²âä�	Ú²õó¥¦¸ÖóÈ³kâ¦ðIÞÎÝ�Z[\]²âäãð>?úù´mç,¡

�ðáà¢£Î

5ºC��ò8èJìÌ^_0âäµ¶C·¸ÌÎ!�âä$½	½¹19:�UÿéÅòïð¥ëMÖÜ
Â

�ð»�0��àµ¦ÝPÎ

6ºº�»ð�¼ÕÕÔÌ;¸m�¡¬
�òN¥àMc`û½¥¦mø>?¢£âtVWü Î�ÜÕCõó

KF�w¾¿\ù¥(åúù\ùÎ

7º�§.fý¦abº.fÀãÇõãÅóEÓõìÁ�O�;¸��õã¢£ðIÅÎ>?ù(Â¿ÃEúù

ûüÄâõøÎ

8ºC�²kï1ò.fð¼EJìÌð-�O;¸��¦hð>?¢£¥!1MTú�>?¢£ð;raç¥>

?ð¼/.fOíÜZ[NkÎ

9ºâäãCùÅù"êJZ[Ná¥Æ�§³Ç:ºòp>?W:ºäã¥;¸mât>?¢£UùÅ¢£¦

�Ç¦hïAâäãïLäÈ¬ð!"Î

10º²âäã�UÈ³ÅÉhiâäãÇ¦hlïáàh~ðòðIÞýøä¥!1¦Êpáà¢£¦�ð

!"Î

11ºó§kïâäãÌµ¡ð_Ë%Ì`Mr¼ÖÜ¥Æ�§ïr¼ÖÜ!Å\ðÍ·ºfÎîÏºí�ld�

p�¦h¥!1®èï'Ê¶âäã;ó§È³ö÷r¼ÖÜðáà¥Ì`®Ö¦ö÷õóâäãáàr

¼ÖÜÎ

12º(¯Ð�ÞÌ�àòðê9¥ÇýñØ¯>?P¶�Þáàê9ÎÑ�ðìî;19:�²Ì�áòÍ·ë

ùâäãáà��Î

13º¶âäã;¸¦ñó§�>?²ù��ç¦P¶ð
Ò>?�Þðáà¥ãá¥«ëÓp>?�Î

14º².fúùh�ñó§48TâäãÎ

15º¶âäãü £¤õó¥á0Èó§¨©ª«ÇVWÈ³óÔ¥ö÷0¦øëàIÅðÕÖúû¥×¦Ø

ÙVWïÚûVÎ

[ ÕÖÂÛ ]

ÕÖ ;¸%ë ÂÜlÝ

ÜÝ��ä

ÜÝÞÝï¦cP ¥¦cPðÜÝÞÞ9ßà

�\òëì¦Õã Õãð�\òëì

�Ã¦áP áÄÿ�c�Ãø



áõ9

åâëì¦Õã #úùûÜ@Õã3�ëìÿ<Ä

Ö¾¦Õãÿ�\âä¦� ÕãÖ¾ÿ�\âä

raßó��ºÐøÿÚÛ
õóå�øÜàáxð��ºõó

xðÐøÿÚÛ

å�¦áP áÄÿ�c�Ãø

MFIµ

¼Ôåðâä·¦áP �c�Ãø¥áPåuâä

8èKL¦cP 'ÊÕ�ð8èKL

8è89¦cP
âäÜe©ïW8ü'ÊÝPð8

è89

PEÜmòÀ� àáâä

PEÜmòßàÇÓ¦ø #7úùû>?.f

ëùEÓKLEÓ Cúùû¯°ðEÓKLÏEÓ

�²µ

¦cPð�²��ld
cP���²¥õóxy�²¥¦

>?

¦cPð�²+Tÿìîlï S\cPð�²+Tÿìîlï

�àòNC�²ÌÍ· õóxy�²¥ra>?


