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³äãå´óµ¶¢ìîï·¸â·¹º»¼½»¾½¿ÀÁ¾½ÂÃÄÅÆ½ÂÃÇÈÉ¼ÊËÌÍÎòôÆ

¢ÏPRKG2Ð¸Ñ

[ äãåÒÓ ]

äãÔÕ Ö¸ äãÔÕ Ö¸

96×ØÙÚÑÛÜ 1 96×ØÝÞ 4

ßàá 2 ßàáâãÆ 1ä20mL

çå 1 æçèéÆ 1ä20mL

àâêÆA 1ä120ëL àââãÆA 1ä12mL

àâêÆBÙPE-SAÜ 1ä120ëL àââãÆB 1ä12mL

ìÆ 1ä10mL íîïÆÙ30äÜ 1ä20mL

úóùûü 1

[ ðñòóôòõäã ]

1½Luminex MAGPIXö¦Luminex 100÷¦Luminex

200÷¦ÊBio-Radö,Bio-PlexöæçøÙùúøûúóüýü°þ,ÿ��ñà��àÜ

2½ê�Ê��é¸�Æûõ��

3½âã	áóEP
.

4½��
Ê��í


5½ç��

6½��îÆóÓû

7½0.01mol/LÙÊ1äÜ��èé� (PBS)¦pH=7.0-7.2

8½����û

9½ÜßØ��û

[ äãåó��õ��± ]



1½ �!"óäãåö#�äã$%äã&ß'É#()�Ñ*+,¦-.äãå/*012ßàá½àâêÆA

½àâêÆB3õ96×Ø)�¨-204C¦Ë5äã*6¨44C)�òóÑ

2½ úó/óäãåö75äã8ð%9äã&ß'#(ó:;)�Ñ

+,ö

äãåÒÜß<=>?¦%@AðB=æ�CúóDúó/ó75äãåùúEFC@A/1GHÒúóIJÑK

áL±MN3åíÉóß'Oà¦)P±Ò#�¿æQR)ST·óÑ

[ ß³óUVW)� ]

¿ÀÁ¾ö§XYZó¿À[òÁ¾ó\ï]�#§X

1Ü^ñ¸¿À_¦E°`PBSÙ0.01mol/L¦ pH=7.0-7.2ÜÏ¼î�a»Æ¦Á¾übÕcÑ

2Ü2¿Àde¹_¦$Áó�f�6EgÉóh�ijÄÅèéÆ(klIS007¦²ÄmnßÉÑóoÂÃ·pq

r§XYZóèéÆ)óst$PûÏÙé¹ó¿ÀuvwxÜÑÙP¸¢yz=1:20-1:50¦{wö1mLÄÅè

éÆÏ|f20-50mg¿À	³ÑÜ

3Ü2}.ó~�ÆÄLÅÇÉÑÖÜ¼Ñ

4Ü2[ò�óÁ¾Æ10,000äg�î5æá¦àâä¦É¼ã=ó¨àâÊ6¨-204Cå)�Ñ

ÂÃÄÅÆöEæçäAçü¦ÂÃðéó3å\ïÉÑö

1ÜèêÂÃ²ëó`PBSíí¼î¦ì/óîÉÑÜïñ¦¨1,000äg�î5æá/-VÑÙ~óÂÃ=ò

L�îôö-VÜÑ

2Ü2-V.óÂÃó`PBSî3CD

3Ü2ÂÃóijÄÅèéÆc~Öõ;O107GÂÃ/úù¦wûðv¦ÂÃ=3ü ÅÇ¡ÉÑÖêÆÜ¼Ñ

4Ü2ß³¨2-84C 1,500äg�î10æá¦àâä¦É¼ã=ó¨àâÊ6¨-204Cå)�Ñ

ÂÃÇÈÉ¼ÊËÌòôß³ö*1,000äg�î20æá¦^É¼ã=àâ¦Ê2É¼6¨-204CÊ-804C)�¦

¢£¤¥¦§Ñ

+,ö

1½3Éß³$ðõ")�¦44C)�¹¨1¨¦-204C§ÅL1GH¦-804C§ÅL2GHÑ

2½ß³©ªê»]«¬­/àâ®û¦ëxê»ß³§¯ü x°àâÑ

3½ß³úóü²è±$²Ö³:¦§²|þúç§ÅÑ

4½´¨µ¸àâÖm¦¶·¸¹úó»¼º§S»¾»O	³ü àâÑ

[ Luminex200 æçø ]

1.æç¢yö50uLD

2.éèYZöçåMagPlex;

3.¼çå¸ö50½/¾;

4.MFI¿öMedian.

[ äãàò ]

1½úóü2#�óäã�ß³è±$²Ö³:Ù18-254CÜ¦wûëäãåE®ÀMNÒ§Áúó¦* ^©³

CäA#ðóÜß<�äã¦ÿ275óÜß<õäã%Â·<Ã)�Ñ

2½ßàá(¦Äá)öÅ&ßàá|fßàáâãÆ0.5mL¦Æ�/³:Ç6µÈ10æá¦XMííÉÊÙ¢£Ë

ÌÜ¦Ëí;O20.0ng/mLÑàò7GâãßàáóEP
¦ÅGEP
Ï|f300ÍLóßàáâãÆ¦wÎ#(Ä

CÏzâãe20.0ng/mL, 5.0ng/mL, 1.25ng/mL, 0.31ng/mL, 0.08ng/mL, 0.02ng/mL, 0.0ng/mL¦ßàáâã

Æ(0ng/mL)ôö»OÚÑ×ÑO)Ð@A®û��Ç¦ÅC@A*úóióßàáêÆÑ



item 1 2 3 4 5 6 7 Tube

PRKG2 20.0 5.0 1.25 0.31 0.08 0.02 0 ng/mL

3½àâêÆAõàâêÆBöDetection A õDetection BEúóü*óÑÒÓåÊÔÕ�îÉÑ¦3úÖ×E


êÊ&ÆóÆ¢ây.
ØÑ©óüæÙ3àââãÆAÊB 1:100âã(wö10ÍLàâêÆA/990ÍLàââã

ÆA)¦ÚæÛÁ¦âãüÜm°bÝÞ�óÅC@A#ðó¼¸ß[(100ÍL/×)¦@àß[M²�ß[0.1-0.

2mLÑ

4½íîïÆö580mL��
Ê��í
|f20mLîïÆÙ30äÜâãÖ600mLÖá»Æí;Ñ

+,ö

1½ßàáóâã§ÁôöEØÏü Ñ

2½ßàá*¨©óü15æáÒß[ÑëßàáâÁúó®CÑ

3½ßàá½àâêÆAá»Æ½àâêÆBá»Æ*úóÍ²óâãÆß[¦âãÆ§ÁÛóÑó�Æãííäå

ÚæÛÁ¦¢£ËÌÑO)Ð@A®ûóàRÇ*úóé¸�
¦ÿ�àé¸�ÆûÑ*Äm#ðó¸æRß

[¦0¸§vúóé¸ß[ó\ïÙw�^àâêÆAM¦®C§v¹¨10ÍLÜ¦3¢£çeí;èéÑ

4½*êc¥úóëÄâãLóßàá½àâêÆAá»Æ�àâêÆBá»ÆÑ

5½îïÆÙ30xÜÏw�®ìç©¦*b:íÖ³:¦ííÛÁ¦Ö.®ìIîêÅïü ß[Ñ

6½äãåÏðæäãO��Æ¦ñòðß6eá»Æ/úó¦Eß6LóÏ=ÁëOôõ
P¸éÊ
Pö÷¦

3õ@AÏ#óøùúõ;é¦çe@A®û§àR¦ûÖIîüèÑ*úóµ�
ß6Ñ

[ ß³ÉÑ ]

1½³ýþâÿäãå³���¦§ÿëúóëäãå#çeó	³ïø��¦*úó�úóüÚæ��.	³ó

=Áúó¸¦°�Ú�ó	³Ñ

2½@Aü²b°â	³Ï�âôí;Ñ	í;§Eßà
�ó�
ÒM¦óò��R·Ë�·@Aó­�	áâ

ãÏÖÑwû	áÏ�âôí;L�ÊL�¦*ÿ	³�ñ	óâãÊí�Ñ	³âãðóPBSÑ

3½�#à	³§�ÐEùûü#�	³çÏ¦ùúü °@AAÐË��Ç¦ÿ+,��	³Ñ

4½úóñ�ÄÅÆ[òó¿ÀÁ¾ÊÂÃý^Æ=Á]�¨��ñ�ôPó�f��@A®û�éÑ

5½�	³OÂÃÇÈÉ¼¦ëOëY	³Ä!ë"#�¦wöÂÃ$%½ÂÃÖ¸½U	MN&¦#3=Á�E

àâ§©ó'(Ñ

6½��)ìÉÑÊc¿ÉÑ¦�*+,õ-,c¿ÉÑ¦=ÁëOW³Ká#úóóàâ¶¢õ./¶¢§0ß

¦º§Ûàâ©Ñ

7½ùúúóij	³¦)�MNL1=Á]ëÉÑ2ÅÊ3Çº��@A®û�éÑ

[ 4»56 ]

1½2@AØóÅ×Ò|f200ulæçèéÆó3°7¦"8/EÜßØ��ûÉ³:9�10æá¦ç/ÒÄ×Ò

Æ¢¦ã=ó¨|	4»Ñ

2½|	öæÙôßà×½�â	á×½ÚÑ×Ñôßà×7×¦ÄC|f100ÍL§Xí;óßàáÙ:äãàò2

ÜÑÚÑ×|100ÍLßàáâãÆÙ:äãàò­;5­/®
Ü¦5×|�â	áÙÊâã/ó	áÜ100Í

L¦Å×|10ulçå¦ÜßØ|ÉÝÞ¦374CÜßØ��û:í1¹M¦�Ê<=ô6O800rpm¦�>2-4mm¦

?@çåâ2Ñ

3½Éç��¦2æá/à�Æ¢¦ç�)Aó$%åÒÄ¦§óîïÑ

4½Å×|àâêÆAá»Æ100ÍLÙ©óüß[Ü¦ÜßØÝÞ¦374CÜßØ��û:í1¹M¦�Ê<=ô6

O800rpm¦�>2-4mm¦?@çåâ2Ñ



5½Éç��¦2æá/à�Æ¢¦Å×ó200ÍLóîïÆîï¦BÌ1-2æá¦à�×Ò#�Æ¢Ñc¥îØ3C

Ñ­/®Cîï/¦�^ÊC©75óîïèéÆ¦2ÜßØCDE�
EÉ¦2F�E×ÒóÆ¢îð�Ä

ÑxLóu=ñÊç�îØGHIeÑ

6½�aç�¦Å×|àâêÆBá»ÆÙ©óüß[Ü100ÍL¦ÜßØÝÞ¦374CÜßØ��û:30æá¦�Ê

<=ô6O800rpm¦�>2-4mm¦?@çåâ2Ñ

7½Éç��¦2æá/à�Æ¢¦Å×ó200ÍLóîïÆîï¦BÌ1-2æá¦à�×Ò#�Æ¢ÑîØ3C¦\

ïX565Ñ

8½�aç�¦Å×|ìÆ150ÍL¦��9�2æá¦úéèI~ó$%¦ã=ÉGJÖÑ

+,ö

1½äãàòöàò®C@A#ðvóÜß<¦ËÌó=Ké×ØÉ>å¦õ"¦%9ùûüvB)�¦3òåC

úóÑ

2½|	ö@A4»Ï*úó®CÇóLM��¦¢£ö÷Ñ|	M+,§v�NÌKò¦2	á|¨ÜßØØð

¦0¸§Oõ×ê¦ííPÊÛÁÑW¤²äã|f®	¦|	LóÏ­®G×W­/®G×|	MNNQ0

¸¹Ù®RS[E10æá3ÒÜ¦wûTµ¦2]��§XóU°:íVMN¦KºûWX«¬.â¸¿óà

RÇõc¥ÇÑOYâ¿óàRÇ¦¸¹ô6¥×ü @AÑ

3½:íöO?@	á�Z¦@AM*2|ÉÆÊÝÞóÜßØ6¨7åÒ¦3¢£Æ¢�Z¦îØ/²01ü 

å54»¦[\M]Q²¢£ÜßØÉ¨Ä^$%¦XM²_`abc·ó:íMN�:;Ñ

4½îïöÚæîïdecv¦EÅCîïLóÏ¦Qv2îïÆIîÒÄÑwûúóñÊîØG¦*Efgúó

/ïó¨hi@ALóÏÑ

5½wû@A³Ò7;�¨60%¦¸¹úó|7ûý�7;
jÑ

[ @A+Ñ ]

2PRKG2¶¢�Û¨çÇéèkl¦[emÍn¢¦oéèÏæÙ|fßàáÊß³¦ËÏPRKG2Wpö¨mÍn

¢Éó¶¢®q¦ì/|fòô"ñóPRKG2¶¢¦E2�®qóòô"ñ¶¢îõ/¦|fPEßrós�"¦PE

ÛÖZ/¦ÜmMFI¿ÙMedian Fluorescence IntensityÜóµ¹�	áÏóPRKG2í;IhÍÎÑóLuminexæ

çøâ·¦ÝÞ	áí;Ñ

[ ÝÞ ]

tßàáõ	³MFI¿DaÚÑ×MFI¿/»ÎÙuvÎÜ¦wô6¥×¦w²^Ëj$¿ÝÞÑ3ßàáóí;

OxyßÙÊÿÖyßÜ¦MFI¿OzyßÙÊÿÖyßÜ¦{©ßà
�Ù­�\ói²Ä|}\óÝÞóR2¿

H·¦3R2¿~�Ä¨1O�ÜÑ¸¹úóÅÇ[»
�ÉÃü æç¦wcurve expert 1.30¦Üm	áMFI¿¦

�ßà
�Ñ©Í²óí;¦Ö3âãÏÖDÊóßàôóí;WMFI¿ÝÞ©ßà
�ó|}\ói¦2	áó

MFI¿Üf\ói¦ÝÞ©	áí;¦ïÖ3âãÏÖ¦ãO	áó@àí;Ñ

[ áZÖm ]

OYà¨ÝÞ¦0
í;Oñ3¸ºMFI¿Oë3¸¦¶·{ÎM8UóßàáóMFI¿»OzyßÙXâÜ¦ßà

áóí;OxyßÙYâÜÑXMOYäA®ûóôäÇ¦ÎÏý¡óS+ãÖmºdÿÖ¿Ñ¸¹úóÿÖ¿ù

åßà
�ÎÑ�¨@A4»<Ãó§XÙw4»�½�Æçé½îØçé�:;<Ã&Ü¦ßà
�óMFI¿]

�#éèÑ#ý¡óßà
� ¡ê�¦@A�ðvÜmñëó@Aùåßà
�Ñ



(cGMPÄÅÇÉÑÖÜá)àâäãåßà
�

[ àâ�
 ]

0.02-20ng/mL.

[ ­�àâë ]

x¿O20GÚÑ	áÙãßàáâãÆÜâ·ój$¿|;Ïßàé#ÿ²óí;Ñ

[ �èÇ ]

³äãåó¨àâPRKG2¦ÄàâWËÌÍíôPìûWîï¤²Ñ

�¨ñ.çéõ	³Hóóë[¦§=ÁIe#�ÍÎÊÍíôPîï¤²àâ¦ëx³äãå�=ÁW�Äà

âóËÌôP�îï¤²Ñ

[ æõ; ]

æõ;ó	áâ·¿ó3èòÖCVk(ÑCVÙ%Ü = SD/meanä100

ôÒéö^XôCäãåÿ�½Ï½�¿·¿	³ü ·¸àâ¦Åö	³põâ·20

C¦æÙÝÞ§Xí;	³ój$¿õSD¿Ñ

ôNéöq^3G§XôCóäãåæÙÿ�½Ï½�¿·¿	³ü ·¸â·¦ÅG	³úóX®äãåc¥â

·8C¦æÙÝÞ§Xí;	³ój$¿õSD¿Ñ

ôÒéö CV<10%

ôNéö CV<12%

[ T·Ç ]

Äâ·¦äãåE��±Òú�%¸¹:;)�¦ùÇ2�=2¹¨5%Ñ

Oû¹£ðë"ÿäãåü ü/àâ¿ó«¬¦@A³ó¡¢<Ãð0¸)A®�¦£ËS@A³Ò:;½7

;õ:í<ÃÑËC�X®@A¤Hü 4»=û¥õOèéÑ

[ @A¦ó ]

1½@Aüßàá½äãõ	³àòD

2½|	ÙßàáÊ	³Ü100ÍL¦|çå¦374CÜßØ��û§í1¹MD

3½ç�ÒÄ¦|àâêÆA100ÍL¦374CÜßØ��û§í1¹MD



4½ç�îØ3CD

5½|àâêÆB100ÍL¦374C�Ê§í30æáD

6½ç�îØ3CD

7½|ìÆ150ÍL¦��9�2æá/JÖÑ

[ ùû ]

1½�¨ª�<Ãõ¨�çé
j©§Áÿ¡kªý¡ó#�#�+«ü îló¬·Wæç¦³Ká=Á�E®

·óP¸çé­®Ñ

2½­¯ó@A®ûWäãó��Ç½@A�óÍÎ4»3õ@A¡¢õdÍÎ¦*ú�àòÚ�óß³òöÑ

3½§XôCóX®Ká=Á]�¥°éÙ¦wöàâë½±²;¦*ÄmäãåÒùûüü @A4»¦³´µ

í¯ùûü »ê�Ñ

4½³äãåß¶äã��ß¶úó¦§ÁÛóË·[çªóKáÑâ�_`ab³äãåó@Aùû¸]}.­

�óàâ®ûÑ

5½E��õ:íLóÏ¢£2äã¹ºE»¼ÏÑ#�äã&Æ�Æ½3?@�Z�éòôö÷¦ëOÉÑ
Å

ÜóÄ!2��â¿§àRÑ

6½¾!¿óÜÀØØ×Ï=Á]�¥°
	ôP¦xOheªÁ¦§]ÿ@A®ûçe[\«¬ÑÜßØEúó

MK�hÂÃ^©¦*êýü^©Ñ

7½�¨4»�§fg½4»ÄèÊüèqóJÖøóÅ&Q�=Á��üè®ûóKòÑ@Aü*ÆÂÇJùû

üÿÈäøûÑ

8½E	³[ò3õ4»óÅGLóÏó3ñQ=Á��§Xó@A®û¦#3OYý�@A®ûó=c¥Ç¦@

AóÅ®54»Qðv_`S[Ñ

9½äãåE©Éü$ÄL_`Pà¦Ê�¨´Ë<Ãõt@A³<Ãéè¦=Á]çe@A®ûW©É®û§®

�Ê§XôCäãåôNéÌµó'(Ñ

10½³äãå�WË·ÉÍXYäãåÊ§X\ïàâX®nóôóKá�ÿz¦#3§Îaàâ®û§®�ó

'(Ñ

11½ó¨[òäãåÏ¶¢ó£Ï+òeOc¿ÉÑ¦Ê�¨òc¿ÉÑ#q^óÐÀ½kÑòÒ½ôñ\i&

t�§X¦#3¶·ìï)Ðëäãå=ó¨Ë·ýþc¿ÉÑóàâ¦òe¶·u§ùúúóäãåàâc

¿ÉÑÑ

12½*°Ó	áÏ�âôóí;¦Ê�ôÝ°@AR·	áàâí;ÑÔ	óÉÑ=3?@	³Ï�àôÐ¸Å

©äãåàâ�
Ñ

13½ëäãå=Á§ñó¨®�@A³���Ç§R·ó�Õ@A	áóàâ¦{w¦´ëÖa@A&Ñ

14½³4»ùûX	ñó¨48TäãåÑ

15½ëäãå ¡¤¥úó¦w2Ëó¨©ª«¬Ê[\Ë·ó×¦¶ýþ2§ÿëxKòóØÙ��¦Ú§Û

Ü[\ïÝ�[Ñ

[ ØÙÅÞ ]

ØÙ =Á+ë Åß\à

ßà
�é

ßàáàò§hR ü hRóßàáá;âã

�^õîï§Úæ Úæó�^õîï

�Æ§æR àÑ��h�Æû



æõ;�

çåîï§Úæ %ùûüvBÚæ9�îï�BÌ

ÛÁ§Úæ��^äã§� ÚæÛÁ��^äã

c¥éó��½Óû�ÝÞ
úó|	ûvâãió��½úó

ióÓû�ÝÞ

|	§æR àÑ��h�Æû

MFI¿�

Å×|óäã¸§æR �h�Æû¦æR|fäã

:íMN§hR )ÐÚ�ó:íMN

:í:;§hR
äãvj²Ö³:ÿ)ÐàRó:

í:;

PEßrôÄ� âãäã

PEßrôâãÏÖ§ÿ %9ùûü@A4»

Å©JÖMNJÖ Eùûü¸¹óJÖMNÒJÖ

	³¿

§hRó	³��\i
hR��	³¦úóij	³ü 

@A

§hRó	³-V�ÉÑ\ï U^hRó	³-V�ÉÑ\ï

�âôPE	³ÏÐ¸� úóij	³¦c¥@A


