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²àâä³ñ´µ¡íìî¶·á¶ö¸¹º¸»º¼½¾»ºÇÉ¿ÀÁºÇÉÂÃÄ¹ÅÆÇÈÉóòÁ¡

ÊCC16Ë·Ì

[ àâäÍÎ ]

àâÏÐ Ñ· àâÏÐ Ñ·

96ÒÓÔÕÖÖ× 1 96ÒÓØÙ 4

ÚÛÜ 2 ÚÛÜÝÞÁ 1ß20mL

ãà 1 áâãäÁ 1ß20mL

ÜáåÁA 1ß120æL ÜáÝÞÁA 1ß12mL

ÜáåÁBÔPE-SA× 1ß120æL ÜáÝÞÁB 1ß12mL

çÁ 1ß10mL èéêÁÔ30ß× 1ß20mL

õñúùû 1

[ ëìíîïíðàâ ]

1ºLuminex MAGPIXñ¥Luminex 100ò¥Luminex

200ò¥ÅBio-Radñ,Bio-PlexñáâóÔôõóöõñ÷ø÷¯ù,úûüìÜýþÛ×

2ºèÿÅ�ÿç·�Áöð��

3ºÝÞ�ÜîEP�.

4º���Å	
ë�

5ºã��

6º
�éÁîÎö

7º0.01mol/LÔÅ1ß×��ãä� (PBS)¥pH=7.0-7.2

8º����ö

9º�ÚÓ��ö

[ àâäî��ð��° ]



1º ���îàâäô��àâ�!àâ"Ú#Ä�$%�Ì&'(¥)*àâä+&,-.ÚÛÜºÜáåÁA

ºÜáåÁB/ð96ÒÓ%�§-200C¥Æ1àâ&2§40C%�íñÌ

2º õñ+îàâäô31àâ4ë!5àâ"Ú#�$î67%�Ì

'(ô

àâäÍ�Ú89:;¥!<=ë>9á�?õñ@õñ+î31àâäôõAB?<=+1CDÍõñEFÌG

ÜH°IJ/äëÄîÚ#KÛ¥%L°Í��¼áMN%OP¶îÌ

[ Ú²îQRS%� ]

¸¹ô.)R§¸¹á
�ÊîT¸Ú²AU6�22VIÅ40CHW¥X+1,000ßg
ì20áY¥ZÄ¹[9¥

.Ä¹2§-200CÅ-800C%�¥\]^_`aÌ

¸»ôñEDTAÅbcdKµeâQRÚ²¥ú.Ú²AQR+î30áYÍ§2-80C 1,000ßg
ì15áY¥ZÄ¹

[9Üá¥Å.Ä¹2§-200CÅ-800C%�¥\]^_`aÌ

¼½¾»ô¦fghî¼½ií¾»îjîk��¦f

1×Zï·¼½l¥A¯mPBSÔ0.01mol/L¥ pH=7.0-7.2×Ê¹é	n¸Á¥¾»÷oÐpÌ

2×.¼½qrVl¥�¾î�s�2AtÄîu�vw¿ÀãäÁ(xyIS007¥±z{|ÚÑÖî}ÇÉ¶~�

Ä¦fghîãäÁ)îÅÇ�LöÊÔçVî¼½ÉÑÖÜ×ÌÔL·¡áà=1:20-1:50¥âÖô1mL¿Àã

äÁÊäs20-50mg¼½�²Ì×

3×.ã*îåçÁéHèêëíìî¹Ì

4×.iíüî¾»Á10,000ßg
ì5áY¥ïñó¥Ä¹[9ñ§ÜáÅ2§-200Cò%�Ì

ÇÉ¿ÀÁôAáâà=ô÷¥ÇÉëöñ/òjîëíô

1×õúÇÉ±ùñmPBSûû¹é¥X+ñüÑÖ� ¡¥§1,000ßg
ì5áY+)RÌÔå¢ÇÉ9£

H
ì¤¥)R×Ì

2×.)R*îÇÉñmPBSé3?@

3×.ÇÉñvw¿ÀãäÁpåì¦7K107CÇÉ/§¨¥Ö©ëÑ¥ÇÉ9/ª«èê¬ëíìåÁî¹Ì

4×.Ú²§2-80C 1,500ßg
ì10áY¥ïñó¥Ä¹[9ñ§ÜáÅ2§-200Cò%�Ì

ÇÉÂÃÄ¹ÅÆÇóòÚ²ô&1,000ßg
ì20áY¥ZÄ¹[9Üá¥Å.Ä¹2§-200CÅ-800C%�¥

\]^_`aÌ

'(ô

1º/ÄÚ²�ë¦�%�¥40C%�V§1­¥-200C¦èH1CD¥-800C¦èH2CDÌ

2ºÚ²®¯å¸k°±²+Üá³©¥êÜå¸Ú²¦´ª«ÜµÜáÌ

3ºÚ²õñ÷±ã¶�·ìU6¥¦±äùõôaÀÌ

4º¸§¹·ÜáÑ{¥º»¼½õñ¸¹¾¦O¸»dK�²ª«ÜáÌ

[ Luminex200 áâó ]

1.áâ¡áô50uL@

2.çéghôãàMagPlex;

3.¿ãà·ô50À/Á;

4.MFIÂôMedian.

[ àâÛí ]

1ºõñ÷.��îàâýÚ²ã¶�·ìU6Ô18-250C×¥Ö©ùàâäA­ÃIJÍ¦Äõñ¥&üZ®²

?à=�ëî�Ú8ýàâ¥ú.31î�Ú8ðàâ!Å¶8Æ%�Ì



2ºÚÛÜ(`ÇÜ)ôÈ"ÚÛÜäsÚÛÜÝÞÁ0.5mL¥Éü+U6Ê2¹Ë10áY¥fIûûÌÍÔ\]Î

Ï×¥Æè7K10.0ng/mLÌÛí7CÝÞÚÛÜîEP�¥ÈCEP�Êäs300ÐLîÚÛÜÝÞÁ¥ÖÑ�$z

?ÒàÝÞr10.0ng/mL, 2.5ng/mL, 0.62ng/mL, 0.16ng/mL, 0.04ng/mL, 0.01ng/mL, 0.0ng/mL¥ÚÛÜÝÞ

Á(0ng/mL)¤¥dKÕÖÒÌK%Ó<=³©��å¥È?<=&õñvîÚÛÜåÁÌ

item 1 2 3 4 5 6 7 Tube

CC16 10.0 2.5 0.62 0.16 0.04 0.01 0 ng/mL

3ºÜáåÁAðÜáåÁBôDetection A ðDetection BAõñ÷&ñÔÕÖòÅ×Ø
ìëí¥/õÙÚA�

úÅ"ÉîÁ¡ñá*�ÛÌ¨ñ÷áÜ/ÜáÝÞÁAÅB 1:100ÝÞ(Öô10ÐLÜáåÁA/990ÐLÜáÝÞ

ÁA)¥ÝáÞ¾¥ÝÞ÷ß{¯oàáüîÈ?<=�ëî¿·âi(100ÐL/Ò)¥<ãâiI±�âi0.1-0.

2mLÌ

4ºèéêÁô580mL���Å	
ë�äs20mLéêÁÔ30ß×ÝÞì600mLìädÁè7Ì

'(ô

1ºÚÛÜîÝÞ¦Ä¤¥AÓÊª«Ì

2ºÚÛÜ&§¨ñ÷15áYÍâiÌùÚÛÜåÄõñ­?Ì

3ºÚÛÜºÜáåÁAädÁºÜáåÁBädÁ&õñÈ±îÝÞÁâi¥ÝÞÁ¦ÄÞñÌñ�Áæûûçè

ÝáÞ¾¥\]ÎÏÌK%Ó<=³©îÛNå&õñç·��¥úþÛç·�ÁöÌ&z{�ëî·éNâ

i¥,·¦Ñõñç·âiîjîÔÖ�ZÜáåÁAI¥­?¦ÑV§10ÐL×¥/\]êrè7ëìÌ

4º&íp_õñîéÝÞHîÚÛÜºÜáåÁAädÁýÜáåÁBädÁÌ

5ºéêÁÔ30x×ÊÖ�³ïâ®¥&o6ðìU6¥ûûÞ¾¥ì*³ïETåÀñª«âiÌ

6ºàâäÊòáàâK��Á¥óôëâ2rädÁ+õñ¥Aâ2HõÊ9ÄêKö÷�L·ìÅ�Løù¥

/ð<=Ê�ñúûü÷7ì¥êr<=³©¦ÛN¥ýìETþëÌ&õñ´��â2Ì

[ Ú²ëí ]

1º²ÿ�å�àâä²���¥¦�êõñùàâä�êrî�² ú��¥&õñ�õñ÷Ýá��*�²î

9Äõñ·¥¯�Ý	î�²Ì

2º<=÷±o¯á�²Ê
áòè7Ì�è7¦AÚÛ�
î��ÍI¥ñô��N¶Æ�¶<=î²��ÜÝ

ÞÒÑÌÖ©�ÜÊ
áòè7H�ÅH�¥&��²ûï�îÝÞÅè�Ì�²ÝÞëñPBSÌ

3º��Ü�²¦�ËAúùû���²ôÊ¥ôõª«¯<==ÓÆ��å¥ú'(���²Ì

4ºõñ¡�¿ÀÁiíî¼½¾»ÅÇÉøZÁ9Äk�§��¡�òLî�s�!<=³©"ìÌ

5º��²KÇÉÂÃÄ¹¥êKùg�²Ç#êc$�¥ÖôÇÉ%&ºÇÉÑ·ºQ�IJ'¥�/9Ä�A

Üá¦®î()Ì

6º��*XÑÖÅp¼ÑÖ¥�+,-ð.-p¼ÑÖ¥9ÄêKS²GÜ�õñîÜáµ¡ð/0µ¡¦1â

¥¾¦ÖÜá®Ì

7ºôõõñvw�²¥%�IJH29ÄkêÑÖ3ÀÅ4å¾�!<=³©"ìÌ

[ 5d67 ]

1º.<=ÓîÈÒÍäs200uláâãäÁñ/¯8¥�9+A�ÚÓ��öÄU6:�10áY¥ô+ÕÇÒÍ

Á¡¥[9ñ§ä�5dÌ

2ºä�ôáÜïÚÛÒº
á�ÜÒºÕÖÒÌïÚÛÒ7Ò¥z?äs100ÐL¦fè7îÚÛÜÔ;àâÛí2

×ÌÕÖÒä100ÐLÚÛÜÝÞÁÔ;àâÛí¬<6²+­�×¥1Òä
á�ÜÔÅÝÞ+î�Ü×100Ð

L¥ÈÒä10ulãà¥�ÚÓäÄØÙ¥370C�ÚÓ��ö6ð1.5VI¥�Í=>ï2K800rpm¥�?2-4mm

¥@Aãàñ3Ì



3ºÄã��¥2áY+ï	Á¡¥ã�%Bî%&òÕÇ¥¦ñéêÌ

4ºÈÒäÜáåÁAädÁ100ÐLÔ¨ñ÷âi×¥�ÚÓØÙ¥370C�ÚÓ��ö6ð1VI¥�Í=>ï2

K800rpm¥�?2-4mm¥@Aãàñ3Ì

5ºÄã��¥2áY+ï	Á¡¥ÈÒñ200ÐLîéêÁéê¥CÏ1-2áY¥ï	ÒÍ��Á¡Ìp_éÓ3?

Ì²+­?éê+¥�ZÅD®31îéêãäÁ¥.�ÚÓDEA��FÄ¥.G�AÒÍîÁ¡Tò�Ç

ÌÜHõÉ9ìÍã�éÓHIErÌ

6º	nã�¥ÈÒäÜáåÁBädÁÔ¨ñ÷âi×100ÐL¥�ÚÓØÙ¥370C�ÚÓ��ö630áY¥�Í

=>ï2K800rpm¥�?2-4mm¥@Aãàñ3Ì

7ºÄã��¥2áY+ï	Á¡¥ÈÒñ200ÐLîéêÁéê¥CÏ1-2áY¥ï	ÒÍ��Á¡ÌéÓ3?¥j

îf675Ì

8º	nã�¥ÈÒäçÁ150ÐL¥��:�2áY¥õçéJå¢%&¥[9ÄHKÑÌ

'(ô

1ºàâÛíôÛí­?<=�ëÑî�Ú8¥ÆÇî9LçÒÓÄ:ò¥¦�¥!5úùûÑ>%�¥/íò?

õñÌ

2ºä�ô<=5dÊ&õñ­?åîMN��¥\]øùÌä�I'(¦Ñ�OÏGó¥.�Üä§�ÚÓÛò

¥,·¦PðÒú¥ûûQÍÞ¾ÌS^±àâäs­�¥ä�HõÊ¬­CÒS²+­CÒä�IJJR,

·VÔ­STiA10áY/Í×¥Ö©U¹¥.k�!¦fîV¯6ðWIJ¥L¾ùXY°±*á·ÂîÛ

Nåðp_åÌKZáÂîÛNå¥¼½ï2_Òª«<=Ì

3º6ðôK@A�Ü�[¥<=I&.äÄÉÅØÙî�ÚÓ2§8äÍ¥/\]Á¡�[¥éÓ+±,-ª«

ò65d¥\]I^M±\]�ÚÓë§Ç_%&¥fI±`abcd¶î6ðIJý67Ì

4ºéêôÝáéêefpÑ¥AÈ?éêHõÊ¥MÑ.éêÁETÕÇÌÖ©õñìÍéÓH¥&Aghõñ

+ññ§ij<=HõÊÌ

5ºÖ©<=UÍ87�§60%¥¼½õñä8öø�87�kÌ

[ <=,í ]

.CC16µ¡�Ö§ãåçélm¥irnÈo¡¥pçéÊáÜäsÚÛÜÅÚ²¥ÆÊCC16Sq¥§nÈo¡

Äîµ¡³r¥X+äsóòc¡îCC16µ¡¥A.�³rîóòc¡µ¡é÷+¥äsPEÚsîtýc¥PEÖ

u[+¥ß{MFIÂÔMedian Fluorescence Intensity×î¹Vý�ÜÊîCC16è7JiÈÉÌñLuminexáâó

á¶¥àá�Üè7Ì

[ àá ]

vÚÛÜð�²MFIÂEnÕÖÒMFIÂ+dÑÔwxÑ×¥Öï2_Ò¥y±ZÆk�ÂàáÌ/ÚÛÜîè7

Kz{ÚÔÅ�Ñ{Ú×¥MFIÂK|{ÚÔÅ�Ñ{Ú×¥}®ÚÛ�
Ô²�jõj±z~�jõàáîR2Â

I¶¥/R2ÂÄÅÇ§1Kü×Ì¼½õñÉÑid�
ÖÆª«áâ¥Öcurve expert 1.30¥ß{�ÜMFIÂ¥

�ÚÛ�
Ü®È±îè7¥á/ÝÞÒÑ@ÅñÚÛòîè7SMFIÂàá®ÚÛ�
î~�jõj¥.�Üî

MFIÂàsjõj¥àá®�Üè7¥ñá/ÝÞÒÑ¥[K�Üî<ãè7Ì

[ âhÑ{ ]

KZä§àá¥,�è7Kì4·¾MFIÂKê4·¥º»}ÑI4QñÚÛÜîMFIÂdK|{ÚÔXã×¥ÚÛ

Üîè7Kz{ÚÔYã×ÌfIKZà=³©î¤åå¥ÑÊø îO,çÑ{¾e�ÑÂÌ¼½õñ�ÑÂô

éÚÛ�
ÑÌ�§<=5d8Æî¦fÔÖ5d�º�ÁèêºéÓèêý678Æ'×¥ÚÛ�
îMFIÂk

��ìëÌ�ø îÚÛ�
ü í�¥<=�ëÑß{ìîî<=ôéÚÛ�
Ì



(ÄÅÅÇÉÑÖ16)ÜáàâäÚÛ�


[ Üá�� ]

0.01-10ng/mL.

[ ²�Üáì ]

ÜÂK20CÕÖ�ÜÔ[ÚÛÜÝÞÁ×á¶îk�Âä<ÒÚÛì��±îè7Ì

[ �ëå ]

²àâäñ§ÜáCC16¥éÜáSÆÇÈîòLïùXñó^±Ì

�§ò*èêð�²Iôîìi¥¦9ÄEr��ÈÉÅÈîòLñó^±Üá¥êÜ²àâä�9ÄS�éÜ

áîÆÇòL�ñó^±Ì

[ é¦7 ]

é¦7ñ�Üá¶Âî4ëöÑCVl$ÌCVÔ%× = SD/meanß100

õÍìôZfõ?àâä��ºÊº�Â¶Â�²ª«¶·Üá¥Èú�²qùá¶20

?¥áÜàá¦fè7�²îk�ÂðSDÂÌ

õJìô�Z3C¦fõ?îàâäáÜ��ºÊº�Â¶Â�²ª«¶·á¶¥ÈC�²õñf­àâäp_á

¶8?¥áÜàá¦fè7�²îk�ÂðSDÂÌ

õÍìô CV<10%

õJìô CV<12%

[ P¶å ]

éá¶¥àâäA��°Íû�!¼½67%�¥üå3�>.V§5%Ì

K V¢òêc�àâä¡¢÷+ÜáÂî°±¥<=Uî£¤8Æë,·%B­!¥¥ÆO<=UÍ67º8

7ð6ð8ÆÌÆ?�f­<=¦Iª«5d9 §öKëìÌ

[ <=¨õ ]

1º<=÷ÚÛÜºàâð�²Ûí@

2ºä�ÔÚÛÜÅ�²×100ÐL¥äãà¥370C�ÚÓ��ö©ð1.5VI@

3ºã�ÕÇ¥äÜáåÁA100ÐL¥370C�ÚÓ��ö©ð1VI@



4ºã�éÓ3?@

5ºäÜáåÁB100ÐL¥370C�Í©ð30áY@

6ºã�éÓ3?@

7ºäçÁ150ÐL¥��:�2áY+KÑÌ

[ úù ]

1º�§¯�8Æðª�èê�k«¦Ä� x¬ø î����,­ª«Tmî®¶Sáâ¥²GÜ9Ä�A­

¶îL·èê¯°Ì

2º²±î<=³©Sàâî��åº<=�îÈÉ5d/ð<=£¤¦qÈÉ¥&û�ÛíÝ	îÚ²íúÌ

3º¦fõ?îf­GÜ9Äk�§²ìÜ¥ÖôÜáìº³´7¥&z{àâäÍúùûª«<=5d¥µ¶·

ë®úùûüdí�Ì

4º²àâäâ¸àâ��â¸õñ¥¦ÄÞñÆ¹iê¬îGÜÌå�`abc²àâäî<=úùºkã*²

�îÜá³©Ì

5ºA��ð6ðHõÊ\].àâ»¼A½¾ÊÌ��àâ"É�É¿/@A�[ýçóòøù¥êKÑÖ�À

�îÇ#.�!áÂ¦ÛNÌ

6ºÀ�Áî�ÂÓÓÒÊ9Äk�§²��òL¥ÜKif¯Ã¥¦k�<=³©êr\]°±Ì�ÚÓAõñ

IL�uÄÅZ®¥&íø÷Z®Ì

7º�§5d�¦ghº5dÆëÅþë�ñKÑóõÇ'M�9Ä�!þë³©îGóÌ<=÷&ÈÇÉKúù

ûúÊàóöÌ

8ºA�²ií/ð5dîÈCHõÊî4¡M9Ä�!¦fî<=³©¥�/KZø�<=³©î9p_å¥<

=îÈ­65dMëÑ`aTiÌ

9ºàâäA®Ë÷�éH`aLÜ¥Ì�§³Í8Æðv<=U8Æìë¥9Äkêr<=³©S®Ë³©¦­

!Å¦fõ?àâäõJìÎ¹î()Ì

10º²àâä�SÆ¹ËÏfgàâäÅ¦fjîÜáf­|îòîGÜû�à¥�/¦ÐnÜá³©¦­!î

()Ì

11ºñ§iíàâäÊµ¡î]Ñ,£fKp¼ÑÖ¥Ì�§íp¼ÑÖ��ZîÒÃºlÓöÔºö¡jj'

v�¦f¥�/º»ïî%Óùàâä9ñ§Æ¹ÿ�p¼ÑÖîÜá¥£fº»É¦ôõõñàâäÜáp

¼ÑÖÌ

12º&¯Õ�ÜÊ
áòîè7¥Å�ïà¯<=N¶�ÜÜáè7ÌÖ�îëí9/@A�²Ê
ÜòË·è

®àâäÜá��Ì

13ºùàâä9Ä¦ïñ§­�<=²���å¦N¶î�×<=�ÜîÜá¥âÖ¥¸êØn<='Ì

14º²5dúùf�ïñ§48TàâäÌ

15ºùàâäü £¤õñ¥Ö.Æñ§¨©ª«Å\]Æ¹ñÙ¥ºÿ�.¦�êÜGóîÚÛ��¥Ü¦Ý

Þ\]îß�\Ì

[ ÚÛÀà ]

ÚÛ 9Ä,ê Àájâ

ÚÛ�
ì

ÚÛÜÛí¦iN ª«iNîÚÛÜã7ÝÞ

�Zðéê¦Ýá Ýáî�Zðéê

�Á¦éN ÜÜýþi�Áö



é¦7�

ãàéê¦Ýá !úùûÑ>Ýá:�éêýCÏ

Þ¾¦Ýáý�Zàâ¦	 ÝáÞ¾ý�Zàâ

p_öñ��ºÎöýØÙ
õñä�öÑäåvî��ºõñ

vîÎöýØÙ

ä�¦éN ÜÜýþi�Áö

MFIÂ�

ÈÒäîàâ·¦éN þi�Áö¥éNäsàâ

6ðIJ¦iN %ÓÝ	î6ðIJ

6ð67¦iN
àâÑk·ìU6ú%ÓÛNî6

ð67

PEÚsòÆ� äåàâ

PEÚsòÝÞÒÑ¦� !5úùû<=5d

è®KÑIJKÑ Aúùû¼½îKÑIJÍKÑ

�²Â

¦iNî�²��jj
iN���²¥õñvw�²ª«

<=

¦iNî�²)Rýëíjî QZiNî�²)Rýëíjî


áòLA�²ÊË·� õñvw�²¥p_<=


