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�� !"#$%& 
�	 �  "�ù#´$%a&#b "�ù#´$%aõ-#b 

    
9801UV  Protocol DAP-SST-98-01 DAP-SST-98-01UV 

9901UV  Protocol DAP-SST-99-01 DAP-SST-99-01UV 
9801BUV  Protocol DAP-SST-98-01B DAP-SST-98-01BUV 
0102UV  Protocol DAP-IE-01-02 DAP-IE-01-02UV 
AUC 

 
Area under the plasma concentration-time 
curve 

v'()*-�o+,Ô-. 

AUC0-/  Area under the concentration-time curve (0 to 
infinity) 

rsÝ0�¬01Á�o¦I$v'(
)*-�o+,Ô-. 

AUC0-24 hr  Area under the concentration-time curve (0 to 
24 hours) 

rsÝ0�¬24�o¦I$v'()*-
�o+,Ô-. 

C24 hr  Concentration at 24 hours rs24�oÝv'()* 
CA-MRSA  Community-acquired MRSA Û(<=2MRSA 
CE��  Clinically Evaluable ���3�´�� 
CL  Clearance æäÍL�å 
CL/wt  Clearance 4²I56ùúæäÍL�å 
CLcr  Creatinine clearance æÎÍ !�æäÍL�å 
CLr  Renal clearance �æäÍL�å 
CLr/wt  Renal clearance 4²I56ùú�æäÍL�å 
Fe   7(ij8 
Cmax  Maximum plasma concentration 9:v'()* 
cSSSI  complicated skin and skin structure infection »¼m�������<=> 
cSSSIUV 

 
� DAP-SST-98-01UVADAP-SST-98-01B

UV ! DAP-SST-99-01UV 
CPK  Creatine phosphokinase v(æÎÍ �;å;<=Ñ> 
Cubist?  Cubist Pharmaceuticals, Inc. @G Cubist Pharmaceuticals, Inc. 
CYP  Cytochrome P450  �æAÑB P450 
Lilly?  Eli Lilly and Co. @G Eli Lilly and Co. 
GCP  Good Clinical Practice \3($�UV$]^$_` 
GISA 

 
Glycopeptide- intermediate Staphylococcus 
aureus 

CäDE� KF<GmHIJKK

L½ 
ICH 

 
International conference on harmonization of 
technical requirements for registration of 
pharmaceuticals for human use 

õ@ EU\3(MNOPGû�Q 

ITT��  Intention-to-Treat Intention-to-Treat 
MIC  Minimum inhibitory concentration 9|*RST)* 
ME��  Microbiologically Evaluable Microbiologically Evaluable 
MITT��  Modified Intention-to-Treat Modified Intention-to-Treat 
MRSA  Methicillin-resistant Staphylococcus aureus ü �ä�UmHIJKKL½ 
MRSE 

 
Methicillin-resistant Staphylococcus 
epidermidis 

ü �ä�Um��JKKL½ 

MRT  Mean residence time VWXY�o 
MSSA  Methicillin-susceptible Staphylococcus aureus ü �ä�<GmHIJKKL½ 
PAE 

 
Post Antibiotic Effect Z½3[\½�]�o^_ùúÝ�

`a��bcdN�  
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�	 �  "�ù#´$%a&#b "�ù#´$%aõ-#b 
PSUR 

 
Periodic safety update report ÛÜ\3(����%e6z{m9

fgh 
S. aureus  Staphylococcus aureus HIJKKL½ 
t1/2  Elimination half-life ijkle 
TDM  Therapeutic Drug Monitoring CD3Tm!ðä�C 
time above 
MIC 

 
time above MIC MICøno�3T)*�o 

Vd  Volume of distribution 7fp. 
Vd/wt  Volume of distribution 4²I56ùú7fp. 
Vdss  Steady-state volume of distribution %�F@$7fp. 
VISA 

 
Vancomycin-intermediate Staphylococcus 
aureus 

q�D����F<GmHIJKK

L½ 
VRE  Vancomycin-resistant Enterococci q�D����UmrL½ 
VRSA  Vancomycin -resistant Staphylococcus aureus q�D����UmHIJKKL½ 
s¥:� 

 
Pharmaceuticals and Medical Devices Agency tuvw�ö\3(\D:¾s¥:

� 
CVxy\

z{ 
 

Investigators CVxy\zÂÃCV7|\z 
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2.5.1 ������� 

2.5.1.1 	
��������� 

�������a�ÔA-�bÃA@GEli Lilly and Co.a�ÔALilly?b�t}#*0~ú

fM�Fä�E� KxZST�I��A�,½Streptomyces roseosporus$*��TI��[�2.5: 

1]� 
 
 

L-Trp D-Asn L-Asp L-Thr Gly L-Orn L-Asp D-Ala L-Asp
O

H
N

CH3

H3C
CO2H

H
N

H

D-Ser

NH2

O

O

H
O

H

Gly

 

� 2.5: 1 ����������� 
 
 

2.5.1.2 	
���� !"�#$%& 

�������ÃA¶$�$Z½3���´�9":;ø�����������ÃCL

B�m½$\����Ï�KB���)*��6�ç¥ !��ùA\��(I�ä��Ñø�

�a��Ï�bù#A������X$�7�ø��.�ùA�äKB���ø��~ ��µ

$ç A¡¢�ADNA !RNA$¥�øS®ùA\�£�ø��.����´ª\½ø°¤~ 

�[�2.5: 2]� 

 

 

 
 

 

� 2.5: 2 ��������#$%& 

Step 1¥�Ï�KB)*��m$\��¦$ç¥§�� 
Step 2¥�������$�ä��Ñ��a��Ï�b 
Step 3¥��X$�7�A\��¬$�äKB���$�� 
[¨©5.4: 63] 
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2.5.1.3 MRSA'()�*+,-�,./�01 

2.5.1.3.1 MRSA'() 

MRSA$�E 

1940ªg$E!�ä�$*«�¬A�¦I�®ª$Z½3[)*~A¯�$<=>ø°

±ù#�ú���A�¬Z½3$Þ"²*$b³����AUm½[gh~�t´�´}ú�

µªIÃA¶·¸GIAü �ä�UmHIJKKL½a�ÔAMRSAbAü �ä�Um��J

KKL½a�ÔAMRSEbAq�D����F<GmHIJKKL½a�ÔAVISAbAq�D��

��UmrL½a�ÔAVREb !CäDE� KF<GmHIJKKL½a�ÔAGISAb´¹

¯�$Um½[gh~#k�A¦úAµ$¸�²*[b³ù#�� 

MRSA<=>ÃAMNIÃ1960ªg�º�¬gh~Ã»§A1970ªgt�¶·¸GI¼½ùA

�E�¬40ª�é1ËùúE¾I�b³¿À���[¨©5.4: 12] [¨©5.4: 13]�-ÁIÃA1980ª

gt�{GIMRSA<=>[�¡�b³ùAUm½<=>�Â$²·m[
�~�t´�´}

ú[¨©5.4: 13]�E¾AHIJKKL½$�7ÃÄIÃMRSA$Å¥[b³ù[¨©5.4: 3]A�

[AHIJKKL½<=>CDøÆÇ�ùAÈÉeo$½ÊAZ½3rs$Êe�A~¬�Ã

°±8$ËÌø��.�ùA�EÍIÁ�´OP�´}#�[¨©5.4: 14] [¨©5.4: 15]� 

¦úA�¦I$ÉH<=2 MRSA��´�ð��$Û(<=2 MRSAa�ÔACA-MRSAb

[A1990ªgÝk�¬Î@Igh~#��-ÁI� CA-MRSA$¸��Ãµªb³ù#k�A

²>���¯��«¬�´¹AÏÐ´OP�´�ÑÑ��[¨©5.4: 16] [¨©5.4: 17] [¨©5.4: 

18]� 

 

MRSA<=>$?@ 

HIJKKL½ÃAÒ��eT$��AÓÔArw´¹$4�-��¾��CLB�mL½I

��A¶$®ª$CLB�m½�Ã�´�ÒÕø�Ñ��AÖ�� A {$½4$�¾¡¢�ÃA

¯�$×Ø������%Ù !ÚÛ�Ü�²·´ÝÅø úù#k�A~¬�DÍCLÑ>A

�-Þmäó�´¹$®$?/m��ß��à !áàø�S��[¨©5.4: 1]�HIJKKL½

ÃAâ�Ã0®I��[A���ãám�ÑÚÛm$��?/½�´�A��$äå�æå´¹

�ç´èéêAëì�A ÑAt´Aíî�Aïð´ñ´¹$�������<=>�Aò�A

Çó�A�v>A<=muH��Aó��´¹��´²><=>ø��.��[¨©5.4: 19]�HI

JKKL½ÃAôZÜ[FÔù#�Í¥$«´¬�A6�´<=õö�Üø���Í¥��A

÷ø´���<=ùA²>�~ ���[��[¨©5.4: 20]� 

MRSA ÃAü �ä�<GmHIJKKL½a�ÔAMSSAb$ �-LæðBxZ½3$9"Q

I��\�ù¥��à�ú�[.�����t�Um�ùú�$I���MRSA $?/mÃ

MSSA�û�I��[A²³´_üý~ø���~��þÝ� �-LæðBxZ½3´¹[rs~

��A<Gm½[ijùAW<Gm$MRSA[������IA�Ý���´�Í¥[®[¨

©5.4: 17]� 
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MRSA$B5 

-ÁI2006ª��S��"[]^ùúÉH<=�Â	Ñß�L�å¯
aJANISb�t��A

O¹��sÈÉ~��76�ö(A�4,000öa�0.5%b[3�Um½<=>~�I��A�$´

$�92%$~�IMRSA[�sù#k�Aµ$ghÃª�b³¿À���[¨©5.4: 3]� 

¦úAE¾A-Á�k[�HIJKKL½$�7ÃÄ$´MRSAÃ6Å�¦Ib³ùú[¨

©5.4: 21]�MRSA<=>�t�°±8�:ªAÒ��v>$°±8ÃA�30�50%I��[¨©5.4: 

22]� 

Î@I$HIJKKL½$�7ÃÄ$´MRSA$Å¥ÃA@GI�30�50%A�ÐäåI

�40%AáL�åI�30%�gh~#�[¨©5.4: 23] [¨©5.4: 21]�MNI$MRSA½v>�

t�°±8Ã�20%[¨©5.4: 15]I��A�¬$ç ÃA-Á�û�$FÓI��� 

 

2.5.1.3.2 MRSA'()�./ 

2.5.1.3.2.1 234�MRSA'()./5�67�� 

õ-<=>5� !õ-�5D�5�[2008ª���ùú�Z MRSA 3Þ"$����IÃA

-ÁIMRSAøþ�½¯�ù#��~#�q�D����AÖ�D�L!�AÍÏß���

 !äà�äK$4�[MRSA<=>�Þ"3��~#�� 

MRSA<=>$CD)�_`�ù#ÃA�Z MRSA3Þ"$������Ô$Q[��~#

�[¨©5.4: 4]� 

 

(1) v�{$0½�X�¬MRSA[¸�~úÍ¥ 

(2) MRSA[¸�~ú�X�t�%Ù�<=���´aMRSA[.�½I´3�m[

�ß�bÍ¥�ÃA�>F !¶$¸¹��a*�A*�A� A�<AièA

¢vLACRP{bøêë��!�� 

(3) MRSA[¸�~´ª#�A"vZ½3[0�$Í¥A#½<=>[$%~úÍ¥A

%ùªÃ×Ø[&<=F@ÂÃÊeÈÉ$Í¥�ÃA�1ËA'CD3A¥¤>$

²>*øë(ù)%�� 

 

¦úAõ-<=>5� !õ-�5D�5�[2005ª���ùú�Z½3Þ"$J�KL���

IÃA²>�{�ÃZç*3$äá+�,��aMRSA����þ�´ùb !ST¥�aåÏá

+ü-<	�ÑÏ !�äü��äB$.¥�b$¤"�ë(��t´��~#�[¨©5.4: 

24]� 

]û$�EÍIÃAUm½$%Ù !¼½øõö��ú§A/�$~����rs��A"

0Arseo´¹øë(ù´[¬Aq�D����ø(u�CD~#��-ÁI$q�D�

��$
��$"��"0ÃA1Zì2IÃA�â�A�ö�Ãq�D����343�ù#1õ

2gaÜ�bø1�0.5gaÜ�b6�o��ÂÃ1�1gaÜ�b12�o���7Åù#Aµ560

7�é�[#Q6p
���´kAª7A4²A>F�t�þ8bl�����´}#�� 
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´kA�S��"$3�Um½�!_`IÃACLSIa@G�¸¹9`���AClinical and 

Laboratory Standards Instituteb$_`�_:�AMRSA$�%_`ø�Ô$���;<��Í

¥�M%ù#�[¨©5.4: 25]� 

 

(1) R0�4=>�IHIJKKL½$�<	�ä�$9|*RST)*a�ÔAMICb

[4 �g/mL�é 

(2) HIJKKL½$�<	�ä�$<Gm�âåæaKBb$ST?$@A[10 mm�Ô 

 

2.5.1.3.2.2 894�MRSA'()./5�67�� 

Î@IÃMRSA<=>{Bø���ùúJ�KL��Ã´�ù�ù´[¬A̧ ý~����

J�KL���_:�CD~#��-�$�%~�þ�>��ù#ÃA�������<

=>ÂÃC7?mDñ[¨©5.4: 26] [¨©5.4: 27]A�v>[¨©5.4: 28] [¨©5.4: 29]A<=muH�

�[¨©5.4: 2] [¨©5.4: 30] [¨©5.4: 32] [¨©5.4: 31]A�ÖÑÖÏ<=[¨©5.4: 33]��ù#µ5

CDJ�KL��[����Ô�¸J�KL��I¸<=>�EF~#�CD3ø���

�� 

G	 MRSA�t�»¼m�������<=>¥q�D����Aäà�äKAæä����

��A�������AK<�	�æä�343A�H	�æä�343AST¥� 

G	 ({*�¬²*$C7?mDñ¥ST¥�AÍm<��ä�AÎIáA<	��A�áJ<

� �A�á�äÍ<-�AÍ�,�ä�Aäà�äKa+ÍK�Î�=BbA�����

��a+ÍK�Î�=BbALÏðEàBA�áA<�Ba+ü�A!��ÑÏbATicarcillinA

,EL�ä�ÂÃð�qæðBAÎIáA<	��ÂÃ��AáA<	��+æä���

���A��EàB+�Låð �Aq�D����+�áðóóBa+ü�A!��ÑÏb 

G	 �v>¥E%.�½�M#����Nmø�ùA<=[�ß�O¾¦$��Pvm$t

Q�ÂÃ2��é 

G	 MRSA�t�<=muH��¥q�D����A������� 

G	 MRSA�t��ÖÑÖÏ<=¥q�D����A�������Aäà�äKAST¥�A

q�D����+R�ð����§äá+�,�� 

 

�$t´´FÓÔIAÎ@IÃMRSA<=>��ù#Aq�D���� !äà�äK�³oA

-ÁIÃS��$-� ! Tigecycline{[Þ"~#���¬$(I�q�D����[9

�®ª$~��Þ"~#�CD3I���@GI$q�D����$
��$"��"0�A

�â�A�ö�Ãq�D����343�ù#1õ2gaÜ�bø1�0.5gaÜ�b6�o��ÂÃ1

�1gaÜ�b12�o���7Åù#Aµ510 mg/min �Ô%ùªÃ607�é�[#Q6p


���´kAª7A4²�t�þ8bl����~#k�A-ÁI$"��"0�TUû�I

��� 

�$t´�AMNIÃ�Z MRSA 3��´�V�_:úCD3$Þ"]@Ã´�$$A

MNI$MRSA<=>ÃA-Á�û��q�D����ø(u�CD~#k�Aq�D���
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�$"��"0�TUû�I���t}#Aõ-I$MRSA<=>$w4 !CD$\D�WÃA

MN$FÓ�Á�´XÃ´� 

 

2.5.1.3.2.3 MRSA'()./�:;< 

-ÁIÞ"~#�Z MRSA 3Ã4���Aµ$9":;ÃACäDE� Kx$q�D�

��� !Ö�D�L!�[\�ù¥�S®AÍ�HCäD�Kx$ÍÏß��� !�<	�

äóH�x$äà�äK[¡¢�¥�S®I��� 

�$´Aq�D����Ã9�Y"~#�3�I��[A�É®A¡8Zy1É®a[\A

]^�A_ÜFÔ{bAred neck>ÄÅ´¹$�9"[«¬Az{�Ñ��m[`7a¬�v

()*$øb[cú§CD3Tm!ðä�Ca�ÔATDMb[d·�~#�[¨©5.4: 4]�

Ö�D�L!� !ÍÏß����A�É®ÂÃ¡8Zy1É®{$�9"[«¬Az{�Ñ�

�m[`7a¬�v()*$øb[cú§ TDM[d·�~#�[¨©5.4: 4]�~¬�A

ÍÏß���ÃA�É®ÂÃÊÉ®~��/efgI��[¨©5.4: 34]� 

äà�äKÃAh� TDM ød·�ù´Z MRSA 3I��[Ai´ VRE CD3$�Ñ

I���ú§A/e�ù#¶$ZMRSA3[0�´Í¥ÂÃ�Up$Í¥�Þ"�����~

#k�AMRSA<=>$¡�jk3�ù#ÃÞ"ù�ªFÓI���¦úAäà�äK$9"

Ãp½6I��AÇódN$�9"[«¬�ú§Êers�Ã.(ød·���� 

~¬�A�$ZMRSA3��ù#�Um½$�E[«¬#��Ò�A9�Y"~#

�q�D��������Um½�Ñ#ÃAin vitroUVIACäDE� Kx$q�D��

�� !Ö�D�L!�ÃÊeÞ"�t�Um$lm�jk[k��At�:*´Um½[I�

���[n~#���é�AVISAaMIC 4�8 �g/mLb[AMNIÃ1990ªgÝkt�A-

ÁI�1997ªt�gh~#��µ$ÝAq�D����UmHIJKKL½a�ÔAVRSAA

MIC 16 �g/mL �éb�A-ÁIÃ¦ogh[´�$$AMNIÃ2002ªt�gh~#k�A

²>�ù��ªA��´3�[´ú§AUm½¦$�Â[²·�~#�� 

t}#A�9"[i´ªATDMø]^ ���Þ"I��Az{�Ñ��m[a¬�v()

*$øb[÷fú´Z MRSA 3[d·�~#��~¬�Ap�$CD3�Um$ MRSA

<=>����CD3�ù#A¦úAÒ%$ZMRSA3$ÊeÞ"øq[�ú§AfM9":;

ø���3�[r¦#�� 

 

2.5.1.4 ����� 

-�$��FÓ�ù#ÃA-�<Gm$CLB�m½sMRSA ø÷tHIJKKL½A

Streptococcus pyogenesAStreptococcus agalactiaeAStreptococcus dysgalactiae subsp. equisimilis !

Enterococcus faecalisaq�D����<Gm½$«bu�t�»¼m�������<=>acSSSIb

øþ�>�ù#A-�4 mg/kg$"0[A2003ª9v�@GI9����~A2006ª1v� EUI

�A-�<Gm$CLB�m½�t�»¼m�������<=>acSSTIbøþ�>�ù#��

~ú�¦úAü �ä�<Gm !ü �ä�UmHIJKKL½�t��ux<=muH�

�~�{�t�v�<=a½v>bøþ�>�ù#A-�6 mg/kg$"0[A2006ª5v�@GI
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��~ú�~¬�AHIJKKL½�t��ux<=muH��~� !½v>~�a�ux

<=muH��ÂÃ»¼m�������<=>øç´bøþ�>�ù#A2007ª8v� EUI�

�~ú�¦úA�¦I$307oQ6p
�³oA27opqH
�$rs��[A2009ª4v

� EUI9����~ú[1.6 �]� 

2011ª2vE¾A-�ÃAw($ CUBICIN®aü<�DIÃ CUBICINE®b�ù#A@GAEUA

xyAzG{71{Ga|}bIÜ«��ÂÃ~È��~#k�A{¶·I�.102���é$~

��rs~A��´z{m !�pm[n~#�[¨©5.3.6: PSUR]� 

-ÁIÃA20 ªaV� ªb v õ�]^ùútuvw�ö\3(\D:¾s¥:�a�

ÔAs¥:�b�$\3(¯'-�I$���_:�A3�Um½�����V�¬A�9��

�þ�½¯ÃACLB�mL½{BIÃ´ªAMRSA�1%�����ùú�¦úAV� ªa20

ªb v õ !V� ªa20 ªb v õ$s¥:��$�-��I$���_:#GHUV

ø��ùA��ÑðñãòÑóø��ùú[1.13 �]� 

 

2.5.1.4.1 =>?� @A 

MNI$ in vitroUV$ç A-�ÃAMRSAAMRSEAVREAGISAAVRSA !DÍCLÑ>

�mJKKL½´¹$3�Um½ø÷tA�6�²·´T��¹$CLB�m½��ù#��

�´�½9"ø�����@$HIJKKL½aMRSA ø÷tb$�7ÃÄ���� MIC90Ã

0.5 μg/mL IAq�D�����û�*$Z½Nmønùú�-ÁI$ MRSA �7ÃÄI�A

MN�û�*$Z½Nmønùú�´kA-�ÃACLB�m½��ù#ÃZ½Nmøn~´

[2.6.2.2.2 �]� 

-�ÃAin vivoI$ PAEaPost-antibiotic effectAZ½3[\½�]�o^_ùúÝ�`a�� 

bcdN� b[4.8�10.8�o�ÊªAMICt�F)*I�Z½Nmø�����[n~ú�

´kAin vivoUV$ç �¬-�$v(3T)*�RST56� ÃAtime above MICaMICø

no�3T)*�obIÃ´ªA9:v'()*a�ÔACmaxb§MICÂÃv'()*-�o+,

Ô-.a�ÔAAUCb§MIC�£�����[n~ú[2.6.2.2.3 �]� 

¦úA-�ÃfM$9":;ø�Ñú§Ap�$Z½3�$�XUmÃ�§¬#k¬�A-

�����Um$��ln��¬#´�~¬�A-�<Gm$CLB�m½�¬��Um

Ä[�E��$Ã¦I��A in vitro I]V6�UmÄø9������ÆÇI�}ú

[2.6.2.2.2.6 �] [2.7.3.5 �]� 

 

2.5.1.4.2 BCD@A 

-�$3Te@ !ámÃAin vitro ! in vivoI$W�UVI�¬��~#�� 

W�3Te@UVIÃA-�$3Te@Ã,�mønùAØ��O�¬ij~A¡¢ç¥

8Ã90%�é�:ªA��Pvm[��I����[n~ú�Lã�A�� !	ÏIA-�

$ghTÃ¸�~�A-�[ghTAgh$S®%ùªÃ�¥��ô��ám[.�¬´�

�øn�ù#��¦úA-�Ã �æAÑB P450a�ÔACYPb$S®ÂÃlm��sù´

���¬ACYPø�ùú¤"3$gh���ø U~´�ëo¬�� 
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Lã�A�� !	Ï$ámUV$ç A-�$Ø´ám�ù#Lã� !��IÇÈÆ�ú

�sv(æÎÍ �;å;<=Ñ>a�ÔACPKbé�A��ñ�ÑAÆ,�$úm´¹ars

(T�t���bu[«¬ú�¦úALã� !��I��y1¦$3�m$ú�s ¡úma:

�6ú�øç´�����bu�«¬ú[A�Ã��ñ�Ñø*E��t�:"0I�§¬

ú� 

Lã� !K	Ðø"úSc*SámUV�k#AScám !*SámÃ«¬´�}

ú�¦úA¢�ám�«¬´�}ú�Lã� !��I£�pqHrs�t�rs�X$æ¤

mÃ«¬�A¥B/m !¦ámøl*��3�mÃT��¹´ªA_§¾ám��§¬´

�}ú� 

 

2.5.1.4.3 CD@A 

2.5.1.4.3.1 89CD@A 

1) MN�34UV 

Wõ-ö���öø���AQ� !£�rsUVø]^ùA-�12 mg/kg¦I$1õ1�30

7ors$z{mA�pm !3Te@ø��ùúaDAP-00-04UVADAP-00-02UV !

DAP-ADT-04-02UVb�µ$¶AADME UVaB8B-LC-AVAC UVbA3T£Õ9"UV

aDAP-STAT-01-10UVADAP-DIW-01-08UVADAP-DI-01-01UV ! B8B-LC-AVAJ UVb 

!Ò¨��ø���ùú�34UVaDAP-GER-01-11UVADAP-OBSE-01-07UVA

DAP-HEP-00-09UVADAP-MDRI-01-09UVADAP-REN-02-03UVADAP-REN-07-01UV !

DAP-00-01UVbAuvwx !y1x����z{mUVaDAP-QTNC-01-06UVb{ø]^

ùú�¦úAWõ-ö���öø���A27ors�t�Q� !£�rsUVø]^ùA-

�6 mg/kg ¦I$1õ1�27ors$z{mA�pm !3Te@ø��ùúaDAP-001UV 

! DAP-003UVb[2.7.6.2 �]� 

 

2) MN¡©£UV 

CLB�m½�t���´<=>a�������<=>A½v>AÇ�ª<=>A<=m

uH��Aò�ÂÃé�7«<=b~�ø���ùúMN¡©£]3�¬UVIÃA-�2 mg/kg

ø1õ1�ÂÃ�¬3aE!�ä�xAÍ�HCäD�KxAq�D����ÂÃäá+�,�

�børsùA��mø¸ùúaB8B-MC-AVAE/B8B-EW-AVAG UV[2.7.6.3.1 �]b�-UV

IÃA-�2 mg/kg ø1õ1�rsùú²>~�������mÃA�¬3�¨MF��[n

~ú� 

a#]^ùúCLB�m½�t�<=muH�� !½v>~�ø���ùú¡©£]3

�¬UVaB8B-MC-AVAMUV[2.7.6.3.2 �]bIÃA-�3 mg/kgø1õ2�ÂÃ�¬3aE!�

ä�xAÍ�HCäD�KxÂÃq�D����børsùA��m !z{mø¨©ùú�

-UVIÃA-�3 mg/kg $1õ2�rs�t���mÃA�¬3�û�*I����[
�~

ú� 

¦úA½v>~�ø���ùúUVaDAP-BAC-98-03UV[¨©5.4: 7]A4 mg/kg 1õ1�rsA
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6 mg/kg 1õ1�rsA��6 mg/kg+2õ��®3 mg/kg 1õ2�rsb !q�D����Um½�

t�<=>~�ø���ùúMN�UVaDAP-RRC-98-04UV[¨©5.4: 8]A4 mg/kg 1õ1�

rsA6 mg/kg 1õ1�rsA��6 mg/kg+2õ��®3 mg/kg 1õ2�rsbÃ���È[Ç

¯ùAUVø(Tùú��¬$UV�t�A��m����çèÃa¬´�}ú�$$A

-�$1õ1�rs$z{m[
�~ú� 

´kACLB�m½�t�»¼m�������<=>ø���ùúMN�UVIÃA-

�10 mg/kg ø4õorsùú:"0UVaDAP-HDSD-06-01UV[2.7.6.3.3 �]bI$z{m !

��m[
�~ú� 

 

3) MN¡¢£UV 

CLB�m½�t�»¼m�������<=>~�ø���ùú2Ñ$MN¡¢£UV

sDAP-SST-98-01UVa�ÔA9801UVb[2.7.6.3.5 �] ! DAP-SST-99-01UVa�ÔA9901U

Vb[2.7.6.3.6 �]uÃA09°�]3�¬¨©UVI��A-�4 mg/kgø1õ1�ÂÃ�¬3aq

�D����1 g ø1õ2�AÂÃk¥�E!�ä�børsùA��mAz{m !�pmø

¸ùú��¬$UVIÃA-�$�� $��8[�¬3�±¬´��[n~ú�

¦úAMRSA<=>~�I�A-� !�¬3a�M#q�D����b$�� $��8

Ãû�*I�}ú[2.7.3.3.2 �]� 

HIJKKL½�t�½v>~� !<=muH��~�ø���ùúMN¡¢£UV

sDAP-IE-01-02UVa�ÔA0102UVb[2.7.6.3.7 �]uÃA09°�W²¸]3�¬¨©UV

I��A-�6 mg/kgø1õ1�ÂÃ�¬3aq�D����1 gø1õ2�AÂÃk¥�E!�ä

�2 g ø4�oo³børsùa�������6 mg/kg Å$´ux<=muH��~� !�

¬3ÅÃR�ð����ø¤"bA��mAz{m !�pmø¸ùú�-UVIÃA-�$

�� $��8[�¬3�±¬´��[n~ú�¦úAMRSA<=>~�I�A-� 

!�¬3$�� $��8Ãû�*I�}ú[2.7.3.2.3.3 �]�  

-îïI�9���þ�>�Ã÷¦´[Aò�~�ø���ùú¡¢£09°�µ²²

¸]3�¬¨©UVaDAP-00-05UV[2.7.6.3.9 �] ! DAP-CAP-00-08UV[¨©5.4: 9]bIÃA

-�4 mg/kgø1õ1�ÂÃ�¬3a�á�äÍ<-�2 g 1õ1�børsùA��mAz{m 

!�pmø��ùú��¬$UV�¬Aò�����-�$��møn���ÃI�´�}

ú[2.7.6.3.9 �]��ÃA-�[ò	Ñá+æð���ç¥ù#�Nm�~���[/lI

���ëo¬#�[¨©5.4: 10]��¬$¶0�t�A�������$þ�>�ÃAò�

Ã÷§´�}ú� 

 

�é$ç �¬AMN�k[�-�$"��"0Ã�Ô$t´�·%~ú� 

G	 -�<m$CLB�m½sMRSAø÷tHIJKKL½AStreptococcus pyogenesA

Streptococcus agalactiaeAStreptococcus dysgalactiae subsp. equisimilis ! Enterococcus faecalis

aq�D����<Gm½$«bu�t�»¼m�������<=>¥4 mg/kgø1õ1�

307�[#Q6p
ÂÃA27�[#pqH
� 
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G	 ü �ä�<Gm !ü �ä�UmHIJKKL½�t��ux<=muH��~�{

�t�v�<=a½v>b¥6 mg/kgø1õ1�307�[#Q6p
ÂÃA27�[#pqH


� 

-ÁIÃAMNI·%~ú"��"0[Aõ-öI�û�$��mAz{m !�pmøn

���ø
���ú§AGH¡¢£UVa002UVbø]^ùAMRSA �t�õ-ö<=>~�

a�������<=>A�v> !�ux<=muH��~�bI$��mAz{m !�p

mø
�ùú� 

 

2.5.1.4.3.2 23CD@A 

1) GH�34UV 

õ-ö���ö�mø���ùú¡¸£Q� !£�rsUVa001UVbÃA09°�µ²

²¸�L�I�¬UVI��A-�2�12 mg/kg øQ�rs !4�10 mg/kg ø1õ1�3077õ

o£�rsùAz{mA�pm !3Te@ø��ùú�001UVIÃAõ-ö���öI$3

Te@ÃAWõ-ö���ö�kkt¹û�I����[n~ú�¦úA²³´�®¯�Ã

�§¬�Aõ-ö���ö�mI$-�$��´z{m !�pm[n~ú[2.7.6.2.1 �]� 

 

2) GH¡¢£UV 

MRSA�t�õ-ö�������<=>A�v> !�ux<=muH��~�ø���

ùú¡¢£UVa002UVbÃA09°�W²¸]3�¬UVI���002UVIÃA����

���<=>~��Ã-�4 mg/kga1õ1�307orsbÂÃq�D����a1 g 1õ2�Aþ

8OºbøA�v> !�ux<=muH��~��Ã-�6 mg/kga1õ1�307orsbør

sùA��mAz{mA�pm !3Te@ø¸ùú�002UVIÃAõ-ö~��k[�-

�$��mA��´z{m !�pm[n~ú[2.7.6.3.4 �]� 

 

2.5.1.4.4 	
�CD EFGH 

�é$12ø»¦oA-�Ã-Á�k[�MRSA<=>CD$fú´jk¼�´���[e½

~����¬Aîï�ÃA[�2.5: 1]�n����� IA'���îï�����ùú� 

-�$��îï¨©�ù#¾�����ÑðñãòÑóÃAGHI]^ùú2UVs¡¸£U

Va001UVb !¡¢£UVa002UVbu !MNI]^ùú27orsø¸ùú2UVa¡¸

£UVbø��¨©�ù#AMNI]^ùú28UVa¡¸£UV¥19A¡©£UV¥3A¡¢£U

V¥5A¡¿£UV¥1bøêë¨©�ù#¾���[�2.5: 2]� 
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I 2.5: 1 JKLMNLO 

Àþ�½¯Á��������<m$ü �ä�UmHIJKKL½aMRSAb ����  
Àþ�>Á�v>A<=muH��AÏ¾m��<=>ANÂ��Â !�þå{

$µ�<=A!¬��ÃÄ$µ�<= 
"��"0 s�v>A<=muH��$Í¥uâ�A�ö�Ã��������ù#1õ1�

6 mg/kgø24�o���307�[#Q6p
ÂÃ27�[#pqH
���� 
sÏ¾m��<=>ANÂ��Â !�þå{$µ�<=A!¬��ÃÄ$µ�<

=$Í¥uâ�A�ö�Ã��������ù#1õ1�4 mg/kgø24�o���30
7�[#Q6p
ÂÃ27�[#pqH
���� 

 

 

I 2.5: 2 CD@A�PQRSTUQV 
UVÅ7 GHUVaUVÆ�b MNUVaUVÆ�b 

Q� !£�rsUVa001b† Q�rsUVaDAP-00-04b 
£�rsUVaDAP-00-02ADAP-ADT-04-02AB8B-MC-AVAPb 

¡¸£ 

 Ò¨����UV 
· :7�aDAP-GER-01-11b 
· ÇÈ�V�aDAP-OBSE-01-07b 
· Ê:�É®~�aDAP-HEP-00-09b 
· �:�É®~�aDAP-00-01‡ADAP-MDRI-01-09A

DAP-REN-02-03ADAP-REN-07-01b 
  3T£Õ9"UV 

· �Aßà�K�$3T£Õ9"aDAP-00-01‡b 
· ��qåð ��$3T£Õ9"aDAP-STAT-01-10b 
· ÉÏá+ä��$3T£Õ9"aDAP-DIW-01-08b 
· ÍK�Î�=B�$3T£Õ9"aDAP-DI-01-01b 
· �JL�����$3T£Õ9"aB8B-LC-AVAJb 

  µ$¶34UV 
· 27orsUVaDAP-001ADAP-003b† 
· ADMEUVaB8B-LC-AVACUVb 
· uvwx !y1x����z{maDAP-QTNC-01-06b 
· |}aDAP-PEDS-05-01ADAP-PEDS-07-02b 

¡©£  CLB�m½<=>UVaB8B-MC-AVAE/ B8B-EW-AVAGb 
½v> !uH��UVaB8B-MC-AVAMb 
cSSSI:"0UVaDAP-HDSD-06-01b 

¡¢£ �������<=>A 
�v> !�ux<=muH��
UVa002b† 

cSSSIUVa9801A9901A9801Bb 
½v> !<=muH��UVa0102b 
Û(ò�UVaDAP-CAP-00-05b 

¡¿£  �:�É® cSSSI~�aDAP-4REN-03-06b 
† ��¨© 
‡ û�UV 
cSSSI¥»¼m�������<=> 

 

 

2.5.1.5 W���CD@A�XYZ[\]^_`GCPa�bc 

-Á�k[��UVÃÞÏ��<Ê� !\3($�UV$]^����_`aGCPbø

cdùA]^ùú�¦úACubist?[MNI]^ùú�UV�ÞÏ��<Ê� ! ICH GCPø

cdùA]^ùú� 
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2.5.2 >?�
�Z[\]defg 

-�ÃApHOª�$«ø÷���pqHrs"
��I�����¬AST3�56´Òmø

¸Ë��UVÃ]^ù#´� 
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2.5.3 CD��Z[\]defg 

�������$�34UVÃAz{mA�pm !3Te@$¸ø�6�ù#A23UV

ø@GA&G !õ-I]^ùú��$´Aõ-öIÃA���ö�mø���ùú1UVañ

Ñ�1¥Q�rsUVAñÑ�2¥£�rsUVbø]^ùú�Wõ-öIÃ22UVø]^ùAµ

$HÌÃA���öaÍmø÷tbø���ùúQ��£�rsUVs27opqHrs�t�Q

��£�rsUV !1õ2�£�rsUVø÷tua6UVbA14C 9Î�������ø"ú

ADMEUVa1UVbAuvwx !y1x����z{mø��ùúUVa1UVbA3T£Õ9

"UVs5UVa1UVÃA�:�É®~�ø���ùúQ�rsUVH�#]^buAÒ¨��a:

7�AÇÈ�AÊ:�É®~� !�:�É®~�ba8UVbý!�|}~�ø���ùúQ�

rsUVa2UVbI��� 

¦úAõ-ö~�a�������<=>A�v> !�ux<=mH��bø���ùú¡

¢£UV !Wõ-ö~�ø���ùú¡©§¢£UVa»¼m�������<=>ý!�½

v> !<=muH��b�Ñ#A���3Te@��ø]^ùAæÎÍ !�æäÍL�å

a�ÔACLcrb$3Te@� U���{�Ñ#¸ùú� 

�������$�34�ô$UV$��ø[�2.5: 3]�n�� 

 

 

I 2.5: 3 CD��[h�@AijI 

UV$¯8 UVÆ�a]^|}b ¨©78 

���öø���ùúQ�rs�t�3Te@ 

õ-ö¡¸£Q�rsUV 001aõ-b �� 

Wõ-ö¡¸£Q�rsUV DAP-00-04a&Gb êë 

���öø���ùú£�rs�t�3Te@ 

õ-ö¡¸££�rsUV 001aõ-b �� 

Wõ-ö¸££�rsUV DAP-00-02a@Gb êë 
 DAP-ADT-04-02a@Gb êë 
 B8B-MC-AVAPa@Gb êë 

27opqHrs�t�3Te@ 

Wõ-ö¡¸£Q�rsUV DAP-001a&Gb �� 

Wõ-ö¡¸££�rsUV DAP-003a&Gb �� 

7f !ij$¸ 
14C9Î�������ø"ú ADMEUV B8B-LC-AVACa@Gb êë 

Ò¨��ø���ùú3Te@UV  

:7�V�ø���ùú3Te@UV DAP-GER-01-11a@Gb êë 

ÇÈ�V�ø���ùú3Te@UV DAP-OBSE-01-07a@Gb êë 
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I 2.5: 3 CD��[h�@AijI`kla 

UV$¯8 UVÆ�a]^|}b ¨©78 

Ê:�É®~�ø���ùú3Te@UV DAP-HEP-00-09a@Gb êë 

�:�É®~�ø���ùúQ�rsUV DAP-00-01a@Gb êë 

({*�:�É®~�ø���ùú£�rs3Te

@UV 

DAP-MDRI-01-09a@Gb êë 

�e��{~�ø���ùú£�rs3Te@UV DAP-REN-02-03a@Gb êë 

�e��{~�ø���ùú3Te@UV DAP-REN-07-01a@Gb êë 

�e��{~�ø���ùú'�Ü«ÝUV DAP-4REN-03-06a@Gb êë 

3T£Õ9" 

�Aßà�K�$£Õ9"UV DAP-00-01a@Gb êë 

��qåð ��$3T£Õ9"UV DAP-STAT-01-10a@Gb êë 

ÉÏá+ä��$3T£Õ9"UV DAP-DIW-01-08a@Gb êë 

ÍK�Î�=B�$3T£Õ9"UV DAP-DI-01-01a@Gb êë 

�JL�����$3T£Õ9"UV B8B-LC-AVAJa@Gb êë 

~�I$3Te@ 

õ-ö~�ø���ùú¡¢£UVÏ�������

<=>A�v> !�ux<=muH�� 

002aõ-b �� 

Wõ-ö~�ø���ùú¡¢£UVÏ½v> !

<=muH�� 

0102a@GAÎÐb êë 

Wõ-ö~�ø���ùú¡¢£UVÏ»¼m�

������<=> 

9801BaÑÍáä�b êë 

|}~�I$3Te@   

|}~�a2�17Òbø���ùúQ�rsUV DAP-PEDS-05-01a@Gb êë 

	 |}~�a2�6Òbø���ùúQ�rsUV DAP-PEDS-07-02a@Gb êë 

z{m����ø¸ùú�34UV   

uvwx !y1x����z{mUV DAP-QTNC-01-06a@Gb êë 
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2.5.3.1 �?m+ 

õ-ö���ö�m��������2A4A6A9 !12 mg/kgøQ�pqHrsa307�[#

rsbùúû$v'($�������$�oÓ)*+,Ô-.a�ÔAAUC0-24 hr ! AUC0-�bA

�Láv'()*a�ÔAC24 hrb ! CmaxÃATU"0�¨�ù#b³ùú�Ô�£ijkle

a�ÔAt1/2ba�7�10�obA4²I56ùúæäÍL�åa�ÔACL/wtba�8�10 mL/hr/kgb

 !4²I56ùú7fp.a�ÔAVd/wtba�0.1 L/kgbÃA"0�t¬�TU�%I�}ú�

vÕ¡¢ç¥8Ã�92%I�}úa001UV[2.7.2.2.1.1 �]b� 

õ-ö���ö�m��������4A6 !10 mg/kg ø1õ1�7õo£�pqHrsa307

�[#rsbùúû$¡7õ$�������$ AUC0-24 hrAAUC0-�ACmaxÃATU"0�¨�ù

#b³ùú�t1/2a�9�obACL/wta�9�10 mL/hr/kgb ! Vd/wta�0.1 L/kgbÃ"0�t¬�

TU�%I�}ú��������$ C24 hrÃ¡3�5õI%�F@��ùú��������$£

�pqHrs�t�Ö.mÃT��¹«¬�A�������$ AUC0-24 hr ! Cmax$�.�

a¡7õ§¡1õbÃµ51.15�1.17 !1.03�1.08I�}ú�¦úA¡7õ$rs24�oÝ

¦I$Sú�4$7(ij8a�ÔAFebÃ71.2%�74.7%I��A4²I56ùú�æäÍL�

åa�ÔACLr/wtbÃ�7 mL/hr/kgIA£�pqHrsÝ$�������$Sú�4$ Fe !

CLr/wt�ÃQ�pqHrsÝ�Á�´XÃ«¬´�}úa001UV[2.7.2.2.2.1 �]b� 

Wõ-ö���ö�Í��������4A6ÂÃ8 mg/kgø7õoÂÃ14õo£�rsa307�

[#rsbùúûA�������$ CL/wtÃFªa�7�9 mL/hr/kgbAVd/wtÃ|~ªa�0.09

�0.1 L/kgbAt1/2Ã�8�9�oI�}ú�v'¡¢ç¥8Ã×%�QA"0øOß��%IAVW

ºÃ�92%I�}ú��"0øba4�6 mg/kgbIÃA�������$3Te@Ã,�mø

nùú�rs0ø6 mg/kg 1õ1��¬8 mg/kg 1õ1�¦b0ùúûAWç¥2$ CL/wt�Aß��

´W,�a�20%$Xb[�§¬úaDAP-00-02UV[2.7.2.2.2.2 �]b��.�a¡7õ§¡1

õbÃ�1.2I�}úaDAP-00-02UV[2.7.2.2.2.2 �]b���A�������ø6�12 mg/kg$"

0øbI£�rsùúû� AUC0Ø24	hr ! C24	hrÃ,�mønùú���¬aDAP-ADT-04-02UV

[2.7.2.2.2.3 �]bA�������Ã4�12 mg/kg$"0øbIkkt¹,�møn���[n�~

ú� 

õ-ö���ö�ma001UV[2.7.2.2.1.1 �] [2.7.2.2.2.1 �]b�Wõ-ö���öaDAP-00-02

UV[2.7.2.2.2.2 �]ADAP-ADT-04-02UV[2.7.2.2.2.3 �]b$��rs�aQ�rsÂÃ£�rs

$��rsba4�12 mg/kgb !%�F@a4�10 mg/kgb$3Te@ÃA�$"0�k#

�kkt¹8Ùù#ú[�2.5: 3] [�2.5: 4]� 

 

 



�������	 
��  
2.5	 ���������  

 2.5	 ���������   
 -  22  -   

 

 

�
�

�
���

�
�
�

�
��

�

�

�
�

�
�

�

�
��
�

�

�

�
�

���

�

�
�
�

�
�

�

��
��

�

�

��
��

�

����

��
�
���

��
��
��

���
��

�

�
�
�

�
�

	
			
	 	

	

	
	
	

	
	
	
	

	
	

0

200

400

600

800

1000

1200

1400

1600

1800

2000

2200

0 2 4 6 8 10 12 14  
"0amg/kgb 

 

�

�
��
�

�

��

��

�

�
�
�
��

�

�
��
�

�

�

�
�
�
�

��
�

�

��
�

�

�

��

�
�

�

�

��
��

�

					

	
	

	

		
	

	
	
	
	

	

	

0

200

400

600

800

1000

1200

1400

1600

1800

2000

2200

0 2 4 6 8 10 12 14  

	 	 "0amg/kgb 

 

� 2.5: 3 n	opqrost�Bn	opqroZ�������uvw3xyz{

|�}~xy�����1+4� AUC��� 

`001@A,DAP-00-02@A� DAP-ADT-04-02@Aa 

 
† ¡7õ$�ÑðAúoùADAP-ADT-04-02UV$�������6 !8 mg/kgÃ¡4õ$�Ñð 

 
 

A
U

C
0-

�
 (�

g•
hr

/m
L)

 
��rs� 

%�F@† 

A
U

C
0-

24
 h

r (
�g

•h
r/m

L)
 

Ú¥õ-öQ�rsa001UVb 
Û¥õ-ö£�rsa001UVb 
Ü¥Wõ-ö£�rsaDAP-00-02UVb 
Ý¥Wõ-ö£�rsaDAP-ADT-04-02UVb 

Û¥õ-ö£�rsa001UVb 
Ü¥Wõ-ö£�rsaDAP-00-02UVb 
Ý¥Wõ-ö£�rsaDAP-ADT-04-02UVb 
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� 2.5: 4 n	opqrost�Bn	opqroZ�������uvw3xyz{

|�}~xy�����1+4� Cmax��� 

`001@A,DAP-00-02@A� DAP-ADT-04-02@Aa 

 
† ¡7õ$�ÑðAúoùADAP-ADT-04-02UV$�������6 !8 mg/kgÃ¡4õ$�Ñð 

 

 

��rs� 
C

m
ax

 (�
g/

m
L)

 

%�F@† 

C
m

ax
 (�

g/
m

L)
 

Ú¥õ-öQ�rsa001UVb 
Û¥õ-ö£�rsa001UVb 
Ü¥Wõ-ö£�rsaDAP-00-02UVb 
Ý¥Wõ-ö£�rsaDAP-ADT-04-02UVb 

Û¥õ-ö£�rsa001UVb 
Ü¥Wõ-ö£�rsaDAP-00-02UVb 
Ý¥Wõ-ö£�rsaDAP-ADT-04-02UVb 
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�������1õ1�rs$Q�rsUVa001UV[2.7.2.2.1.1 �]ADAP-00-04UV[2.7.2.2.1.2 

�]b !£�rsUVa001UV[2.7.2.2.2.1 �]ADAP-00-02UV[2.7.2.2.2.2 �]ADAP-ADT-04-02

UV[2.7.2.2.2.3 �]b�k#A�6�OP�´�z{m$�VÃ«¬#´� 

��AWõ-ö���ö��������3 mg/kg ø1õ2�rsùúû�ÃAOP�´�z{

m$�VÃ«¬´�}ú[A�������4 mg/kgø1õ2�rsùúû�ÃA5�(2�� CPK

b³ !ÆÞ��ô���®¯�[«¬ú��$¯���ËmI�������$rs(

TÝA������ùú�¦úA�$"0$ AUC �W�UVIa¬úz{}$øbH

I�}úaB8B-MC-AVAPUV[2.7.2.2.2.4 �]b�~¬�A�������8 mg/kgø1õ1�rsù

úû$ AUC ÃA�������4 mg/kg 1õ2�rs�¨M#:�}ú[A�6��V~�

CPK b³Ã«¬#´aDAP-00-02UV[2.7.2.2.2.2 �]b��$��ÃA��ñ�ÑÃ���

����$ AUCt��rs²*[�ô���}úW�UV$ç �û�I��� 

 

2.5.3.2 !�,��,�� 

%�F@I$7fp.Ã\�N��£<ùA�������Q� !£�rsÝ$7fp.Ã

�0.1 L/kg I�}ú��������ÃA3�6�Ò�v'¡¢aØ�vÕÍÏJ��b�)*

W��6�ç¥����������4 mg/kgÂÃ6 mg/kgø���ö�rsùúû$VWvÕ¡

¢ç¥8Ã�92%I�}ú�¡¢ç¥8ÃA�������$v'()*A"0ÂÃrs��

��ß¬��%I�}ú���A�������Ã��ßêH�à)*�¸�~A��¦$�

�´Pvm[n�~úaDAP-00-04UV[2.7.2.2.1.2 �]b� 

���ö5��14C9Î~ú�������øpqHrsùúû$�������$v'()

*ÃAs��Nm�t�×%ùúç �RST56×%�I×%ùúç [û�*I�}ú��

�¬A�������ÃT��¹gh~´��[n�~ú��������$WNmgh

T[7(�¸�~ú[Aµ$)*ÃAs��Nm�t�×%ùúç �RST56×%�I×

%ùúç I�´}#ú�ù�ù´[¬Aµ¬$ghTøû%��ú§$á³UVÃ]^ù

#´�s��Nm$×%�t�Ars0$�78%aRST56×%�I$×%IÃ�52%b

[7(�A5.4%[âã(arsÝ9õ¦I�äb��ä~úaB8B-LC-AVACUV[2.7.2.2.4.1 �]b�

�������$3Te@Ã�Aßà�K$¤"rs�t���[«¬´�}ú���¬A�

������Ã7\w7å$�s´ªØ�æL4çË�t�ij~���[n�~ú

aDAP-00-01UV[2.7.2.2.5.4.1 �]b� 

 

2.5.3.3 �?m+Z�H]3�t�� 

�¦I$UVç �¬A�������Ã4²�_:úrs$d·[��[Aª7AmÀA

Ê:�ÂÃÇÈ��ù#"0Oº$d·Ã´�ëo¬ú�úoùA�:���ù#ÃACLcr

[30 mL/minSÈ$~��k#"0Oº[d·I����[n�~ú��ÔAè\øn�� 
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ª7 

DAP-GER-01-11UV[2.7.2.2.5.1 �]�k#A75Ò�é$��:7�V���������

4 mg/kg ørsùúû$3Te@ø�¬$��%ª�V�$3Te@�¨©ùú�:7�IÃ%

ª�V��¨MA�������$ CL/wt Ã�35%FªAAUC0-�Ã�58%:�}ú��$æäÍ

L�å$FÔÃA³7�ç´�:�$FÔ�.lùú�$I���Cmax�Ñ#Ã:7��%ª

�IXÃ«¬´�}ú�µ$Ý�]^ùú���3Te@���k#Aª7Ã��56�²

·´lnIÃ´�}úaRACUB 00100[¨©5.3.3.5.2: PPKnj]b�t}#A�������ørs�

�û�ª7o[�_:ú"0Oº$d·Ã´�ëo�� 

 

mÀ 

Wõ-ö$£�rsUVaDAP 00-02UV[2.7.2.2.2.2 �]bIÃAWç¥2$ CL/wtÂÃ¶$3

Te@�mXÃ«¬#´����3Te@��aRACUB 00100[¨©5.3.3.5.2: PPKnj]bI

ÃA<=~�IAæäÍL�å�º6�Ãß��I��[A��56��é´mXa20%b[

«¬ú[A�Ã�6�OP�´�XIÃ´�ëoú�¦úAÀ$£�rsUV

aDAP-ADT-04-02UV[2.7.2.2.2.3 �]b�k#�A�Í$3Te@���56��é´XÃ«¬

´�}ú�½v> !<=muH��~�$���3Te@��a0102UV 3Te@gh2[¨

©5.3.3.5.3: PPK1]bIÃAÍm$ CL/wt[A�mt�%êF�}ú[a12.9%bAµ$¶�3Te

@$£ëÃ«¬´�}ú�ùú[}#A�������ørs��û�mÀ�t�"0Oº$

d·Ã´�ëo�� 

 

�:� 

��´�:�É®ÎßÏ$�V���������ørsùúû$ÍÏ�äKBÃA4Ñ$¡¸

£�UVaB8B-MC-AVAD[¨©5.4: 35]ADAP-00-01UV[2.7.2.2.5.4.1 �]ADAP-MDRI-01-03U

V[¨©5.4: 36] !DAP-MDRI-01-09UV[2.7.2.2.5.4.2 �]b�ê³ùú¥�88�$�V�$3Te

@��ç �t��$I���¦úA�������$3Te@����ª7$��ø¸ùú

UVaDAP-GER-01-11UV[2.7.2.2.5.1 �]b$ç ����÷§#���¬$UVø�kù#A

v���øG[#´�V�$�������$CL/wtÃACLcrI×%~�æL4çË8�

£�ù#���[n�~ú[�2.5: 5]� 

t1/2ÃA6��:��V�I�10�oI�}ú$��ùACLcr[30 mL/minSÈ$�:�É®�

IÃ�30�oI��ACLcr �£¨�ù#½ÊùúaDAP-00-01UV[2.7.2.2.5.4.1 �]b�ù�ù´

[¬ACmax ! Vd/wtÃACLcr�t}#Á�ªú�ù´�}ú�ì*�¬({*$�:�É®�

aCLcr¥30�80 mL/minb$�������$3Te@ÃA6��:���¨M#Á�´XÃ«

¬´�}ú����V� !<=>~�I$�������$ CL/wt � CLcr �$£���ø

���3Te@��I
�ùúaRACUB 00100[¨©5.3.3.5.2: PPKnj]b��¬$ç t�A�:

�É®~��k#ÃAµ5$ý~Å����"��"0ø CLcr ��»#�Ô$�k�%

§�M�I���ëoú� 
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G	 �������<=>~�¥���3Te@��I«¬úíî0$b³�_:�[2.5.3.8.1 

�]ACLcr[30 mL/minSÈa���÷tb$�������<=>~�IÃA1�4 mg/kg

ø48�o��$rs�ùACLcr [30  mL/min �é$~�IÃA1�4 mg/kg ø24�o��

$rs�ùú� 

G	 �v> !<=muH��~�¥���3Te@��I«¬úíî0$b³�_:�

[2.5.3.8.2 �]ACLcr [30 mL/min SÈa���÷tb$�v> !<=muH��~�I

ÃA1�6 mg/kgø48�o��$rs�ùACLcr[30 mL/min�é$~�IÃA1�6 mg/kg

ø24�o��$rs�ùú� 

DAP-4REN-03-06UV[2.7.2.2.5.4.5 �] ! DAP-REN-07-01UV[2.7.2.2.5.4.4 �]IÃA�¬$

"0Oºøï`��ç [a¬#��´kAv���~���ù#ÃA��õ�Ã"0Oª

ød·�ù´���¬aDAP-00-01UV[2.7.2.2.5.4.1 �]bAv���õ$�������$rs

Ãv���Ý�]^�����ùú� 

 

 

     
  
  

Combined 
(DAP-00-01, Geriatric, MDRI-03, B8B MC AVAD, MDRI-01-09) 

y = 0.0844x + 3.0
R2 = 0.61

0.00

5.00
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h/
kg

)

 
� 2.5: 5 pq�A������%M������pq�A�Z�H]�������

����7������������7��� [ 

 

 

Ê:� 

({*Ê:�É®~���������6 mg/kg øQ�rsùúû$�������$3Te

@ÃA���V��û�*I�����¬aDAP-HEP-00-09UV[2.7.2.2.5.3 �]bAì*�¬({

*$Ê:�É®~���������ørs��û�"0Oº$d·Ã´�ëo�� 

 

If CLcr = 40 mL/min  Then CL/wt =  6.4 mL/hr/kg 
       30 mL/min               5.5 mL/hr/kg 
 80 mL/min  9.8 mL/hr/kg 
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ÇÈ 

ÇÈ�V�I$�������$3Te@ñLüÑðaCmax ! AUCbÃAWÇÈ�V��¨

M#b³ùúaDAP-OBSE-01-07UV[2.7.2.2.5.2 �]b�ù�ù´[¬Ab³$�*Ã�6�OP

�´��Ãëo[úªAÇÈ~���������ørs��û�"0Oº$d·Ã´�ëo

�� 

 

2.5.3.4 �?m+Z�H]9�t�� 

Ò�Ê\�ø"ú in vitroI$¸�t�A�������Ã �æAÑB P450aCYPb�

��ø U~´��[n~ú���¬AÊOIgh~�¶��$¤"�k#A�$

3�$3Te@����Ã´�ëo¬��¦úA�JL����AÍK�Î�=BA��q

åð �AÉÏá+ä�ÂÃ�Aßà�K�$3T£Õ9"UVø]^ùú��¬$ç ø�

Ô�·���� 

G	 �������ÃA�JL����$3Te@��6�OP�´���ø U~´�}

úaB8B-LC-AVAJUV[2.7.2.2.7.4 �]b� 

G	 �������6 mg/kgQ�AÍK�Î�=B1000 mgQ�ÂÃð�$¤"rs$¸�t

�A3Te@�£Õ9"Ã«¬´�}úaDAP-DI-01-01UV[2.7.2.2.7.3 �]b� 

G	 HMG-CoAñò�àS®�ÃA��ñ�Ñ !CPKb³ø��.����[�¬#��

HMG-CoAñò�àS®�[/l$ CPKb³øó�~ ��¹´�ø¸��ú§A��

qåð �40 mg/õøôars($~�10�ø���A�������4 mg/kgø1õ1�14

õorsùúaDAP-STAT-01-10UV[2.7.2.2.7.1 �]b�-UV�k#ACPKb³ÂÃÆÞ

��ôùú¶0Ã«¬´�}ú�-UV$�������$z{m�ÑðßÑå$��

ç t�A�������� HMG-CoAñò�àS®�ø¤"rsùú~��AÆÇÈx

$�®¯�$b³Ã«¬´�}ú� 

G	 �������$:¡¢ç¥8a3�6�ç¥b����ß¬�A�������$¤

"rsÃÉÏá+ä�aõö�m4¥R-ÉÏá+ä� ! S-ÉÏá+ä�b$3Te@ 

!3Ü5���ø U~´�}úaDAP-DIW-01-08UV[2.7.2.2.7.2 �]b� 

G	 �Aßà�Ka500 mgb$rs�t��������$3Te@¦$��Ã«¬´�}

ú���¬A�Aßà�K�t�S®~�7\w7åÃ�������$ij�Ã�s

ù´��[n�~úaDAP-00-01UV[2.7.2.2.5.4.1 �]b� 

G	 MN¡©§¢£UV$~��÷§ú�������$���3Te@��aRACUB 

00100[¨©5.3.3.5.2: PPKnj]b�t�A¶$3�aØ�7\w7å�t�7(�ij~A

¦úA¡¢ç¥[ã3�bø¤"rsùúû$�������$3Te@¦$��ø¸

ùúç A3Te@��6�OP�´���Ã«¬´�}ú� 

 

2.5.3.5 2!¡vw3xyZ¢]�?m+ 

Wõ-ö���ö�A�������4 mg/kg ÂÃ6 mg/kg ø27�[#pqHrsùúû

aDAP-001UV[2.7.2.2.3.1 �]ADAP-003UV[2.7.2.2.3.2 �]b�A307�[#pqHrsùúû
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aDAP-00-02UV[2.7.2.2.2.2 �] ! DAP-ADT-04-02UV[2.7.2.2.2.3 �]b$�������$3

Te@�Aá+�ÏÃA�$"0�k#�8Ùù#ú� 

��A307�[#pqHrsùúWõ-ö<=>~�$ CmaxÃAWõ-ö���V��¨M#

û�*ÂÃß���F���¬s10 mg/kg £�rs�$ Cmax¥���V�=140 μg/mL

aDAP-ADT-04-02UV[2.7.2.2.2.3 �]bA<=>~�=112 �g/mLaDAP-HDSD-06-01UV[¨©

5.3.5.1.3: HDSD]buAWõ-ö<=>~��27�[#pqHrsùúû$ CmaxÃAWõ-ö��

�V��¨M#û�*ÂÃß���F�ëo¬�� 

�¬$ç �¬A<=>~���������4 mg/kgÂÃ6 mg/kgø27opqHrsùú

û$ CmaxÃA���ö��������8 mg/kgø307opqHrsùúû$ºøé�¬´�

�[E×~��¦úA���ö�k#Wõ-ö�õ-öI3Te@�Aá+�Ï�XÃ´

��[n�~#���t�Aõ-ö<=>~���������4 mg/kgÂÃ6 mg/kgø27

opqHrsùúû$3Te@�Aá+�ÏÃAõ-ö<=>~���������4 mg/kg Â

Ã6 mg/kgø307opqHrsùúû$3T�Aá+�Ï�kkt¹8Ù����[E×~ú� 

 

2.5.3.6 CD��@AZ�H]£¤¥¦�§�¦Z[\]¨©tfg 

W�ámUV$ç �¬AÇÈÆ !��y1[ám$96O¾�´�3�m[ëo¬ú�

�$ú§A�34UVaDAP-QTNC-01-06UV[2.7.2.2.6.1 �]bø]^ù#AÇÈÆAuÆÂÃ

y1x����3�m$���M#$�®� ø�÷S456�øùùúaÒ�A3�[lm�

� QT$ú�ø«úb����V�120���������6 mg/kgÂÃS4ú3ûø1õ1�14õo

rsùA��y1:�$��ørsÝ1{v¦IAôau��$×%ørsÝ2üo¦Iv}ú�

²¸ÔI$��$ç A�������$íî�t�A��ñ�Ñ�!ýÑAñ�Ñ��þ��

:���[l*~���Ã´�}ú�u���Ñðø²¸ÔItu7�ùAÎÐ\3(���

aCPMPbJ�KL����}#5�6��ø]^ùú��çAu��7���ù#�6�O

P�´�ú�Ã´�}ú��$�QI�ABazett56 QTo³aQTcBb$VWºÂÃßÑå

L���¬$VWú�0�A��56´�éXÂÃ�6�OP�´�ú�Ã�§¬´�}ú� 

 

2.5.3.7 ª«¬�Z�H]�?m+ 

CLB�m½�t�Wõ-ö|}<=>~�a
%ÂÃ�ba2�17Òb�k[�A����

���a4 mg/kgb$Q�rsÃz{I��A�pmÃ��I�}ú�{B6�A�ªea12�17

Òb�k[�3Te@�Aá+�ÏÃA���ö�k[�3Te@�Aá+�Ï�û�I�}ú�

ù�ù´[¬Aª7[Fª´��ùú[Aª7I56ùú CL [é�ùAíî0aCmax  !

AUC0-�b ! t1/2Ã�ªe�¨©ù#liùú��$ñLüÑð$ëÃA|}ÃA�ªeÂÃ

�ö�¨M#ACLcr[:��Aý!�\�N�p0 !	
�4²�X[�������ù#

��ëo���¬$ç �¬A7�17Ò$|}~�I$�������$"0Oº$d·mÃ

´�ëoúaDAP-PEDS-05-01UV[2.7.2.2.9.1 �]b� 

¦úACLB�m½�t�Wõ-ö|}<=>~�a
%ÂÃ�ba2�6Òb�k[�A��

�����8 mg/kg !10 mg/kg$Q�rsÃz{I��A�pmÃ��I�}ú������
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��$3Te@ÃAUVùú"0øb�k#,�I���×3��ëo¬ú

aDAP-PEDS-07-02UV[2.7.2.2.9.2 �]b� 

 

2.5.3.8 ®¯�?m+°± 

2.5.3.8.1 ²³N´µ¶·'()¬���?m+ 

õ-ö 

õ-ö<=>~�ø���ùú¡¢£UVa002UV[2.7.2.2.8.1 �]b$���3Te@��[¨

©5.3.3.5.1: PPKj]t�Aõ-ö�������<=>~���������4 mg/kgørsùúû

$6��:�~�aCLcr¥>80 mL/minb$%�F@I$ AUC0Ø24	hra337 �g·hr/mLbÃAõ-ö�

��V�a001UV[2.7.2.2.2.1 �]b$%�F@I$ AUC0Ø24	hra425 �g·hr/mLb�¨M%êF�}

ú�õ-ö���V�a001UV[2.7.2.2.2.1 �]b�¨MA�������<=>~�I$ Vdss/wt

a�������<=>~�¥0.16 L/kgA���ö¥0.12 L/kgbÃ%êb³ù#k�ACL/wtÃ

%ê:�}úa�������<=>~�¥13.6 mL/hr/kgA���ö¥9.4 mL/hr/kgb�ù�ù´

[¬ACmaxÃAõ-ö���V�a001UV[2.7.2.2.2.1 �]b$º�TUû�*I�}úa���

����<=>~�¥45.5 �g/mLA���ö¥52.8 �g/mLb� 

002UV��«È¬ú²*�:�É®~�Ã1�I��ú§A²*�:�É®~�I$õ-

ö�Wõ-ö$3Te@ñLüÑð$¨©ÃÆÇI�}ú�002UVI�:�[6��¬({*É

®$õ-ö<=>~�I$3Te@ñLüÑðÃA�:�[û�*$Wõ-ö<=>~��kk

t¹û�*I�}ú[�2.5: 4]� 

 

Wõ-ö 

Wõ-ö<=>~�$���3Te@��aRACUB 00100[¨©5.3.3.5.2: PPKnj]bt�AWõ

-ö»¼m�������<=>ø÷t<=>~���������4 mg/kg ørsùúû$

Vdss/wt ÃAWõ-ö���V��¨M#b³ù#k�Aµ$ç A<=>~�$ AUC0Ø24	hrÃ�

��V�t��Fª´���[n�~ú�CLcr[30 mL/min�é$<=>~�$ AUC0-�ÃA�

:�[û�*$W<=�V��¨MA1%�23%F�}ú�CLcr[30 mL/minSÈÂÃ��~�a�

���ÂÃv���Ý$rsb$ AUC0-�ÃA�:�[û�*$W<=�V��¨MA48%�51%

F�}ú� 
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I 2.5: 4 n	o²³N´µ¶·'()¬��Bn	o'()¬� 

`¸¹t²³N´µ¶·'()ºaZ������� 4 mg/kguxyz{|� 

�?m+S7»QR`®¯�?m+°±a 
 t1/2 

ahrb 
Vdss/wt 
aL/kgb 

CL/wt  
amL/hr/kgb 

AUC0-24 hr 
aμg•hr/mLb 

 õ-ö Wõ-ö õ-ö Wõ-ö õ-ö Wõ-ö õ-ö Wõ-ö† 
6��:�~� 
aCLcr¥>80 mL/minb 

9.31 
a1.77b 

N=38 

11.15 
a5.81b 

N=86 

0.16 
a0.04b 

N=38 

0.16 
a0.05b 

N=86 

13.6 
a6.7b 
N=38 

12.1 
a4.8b 
N=86 

337 
a115b 

N=38 

394 
a185b 

N=86 
ì*�:�É®~� 
aCLcr¥50�80 mL/minb 

11.80 
a2.79b 

N=28 

15.05 
a13.03b 

N=22 

0.18 
a0.05b 

N=28 

0.16 
a0.05b 

N=22 

11.5 
a4.3b 
N=28 

10.6 
a5.2b 
N=22 

400 
a136b 

N=28 

464 
a225b 

N=22 
({*�:�É®~� 
aCLcr¥30�<50 mL/minb 

14.58 
a3.52b 

N=15 

17.32 
a13.40b 

N=12 

0.22 
a0.08b 

N=15 

0.19 
a0.06b 

N=12 

11.6 
a6.5b 
N=15 

9.5 
a3.4b 
N=12 

414 
a163b 

N=15 

488 
a221b 

N=12 
²*�:�É®~� 
aCLcr¥<30 mL/minb 

16.20 
 

N=1 

29.18 
a21.65b 

N=4 

0.19 
 

N=1 

0.28 
a0.18b 

N=4 

8.5 
 

N=1 

8.4 
a4.3b 

N=4 

470 
 

N=1 

611 
a376b 

N=4 
��~� 
av���ÂÃ����b ND 

22.53 
a6.83b 

N=3 
ND 

0.19 
a0.03b 

N=3 
ND 

6.7 
a3.6b 

N=3 
ND 

694 
a284b 

N=3 
† »¼m�������<=>ø÷t<=>~���������øQ�rsùúû$ AUC0-� 

CLcr¥Cockcroft-Gault��]û$4²�¬E%ùúæÎÍ !�æäÍL�å 
ND¥;<~�´ù$ú§A�Ñð´ù 
þVWa9`�Xb 

 

 

2.5.3.8.2 ¼¤)�½£¦'(t£3¾¿¬���?m+ 

õ-ö 

õ-ö<=>~�ø���ùú¡¢£UVa002UV[2.7.2.2.8.1 �]b$���3Te@��[¨

©5.3.3.5.1: PPKj]t�Aõ-ö�v> !�ux<=muH��~���������6 mg/kgø

rsùúû$6��:�~�aCLcr¥>80 mL/minb$%�F@I$ AUC0Ø24	hra619 �g·hr/mLbÃA

õ-ö���V�a001UV[2.7.2.2.2.1 �]b$%�F@I$ AUC0Ø24	hra601 �g·hr/mLb�û�*

I�}ú�õ-ö���V�a001UV[2.7.2.2.2.1 �]b�¨MA�v> !�ux<=muH�

�~�I$ Vdss/wta�v> !�ux<=muH��~�¥0.22 L/kgA���ö¥0.13 L/kgbÃ

b³ù#ú[ACL/wt Ã%ê:�*I�}úa�v> !�ux<=muH��~�¥11.4 

mL/hr/kgA���ö¥10.0 mL/hr/kgb�CmaxÃAõ-ö���V�a001UV[2.7.2.2.2.1 �]b�¨

M%êF�}úa�v> !�ux<=muH��~�¥68.6 �g/mLA���ö¥81.6 �g/mLb� 

002UV�Ã²*�:�É®~�Ã�«È¬´�}ú§A²*�:�É®~�I$õ-ö�

Wõ-ö$3Te@ñLüÑð$¨©ÃI�´�}ú��:�[6��¬({*$õ-ö<=>

~�$3Te@ñLüÑðÃA�:�[û�*$Wõ-ö<=>~��kkt¹û�*I�}ú

[�2.5: 5]� 
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Wõ-ö 

Wõ-ö½v> !<=muH��~���������6 mg/kg ørsùúû$%�F@I

$ AUC0Ø24	hrÃA6 mg/kgørsùúWõ-ö���V�$%�F@I$ AUC0Ø24	hr�¨MF�}

ú����V��¨MA<=>~�I$ Vdss/wta<=>~�¥�0.16 L/kgA���ö¥�0.1 L/kgb

Ã�¬��b³ù#k�ACL/wtÃ:�}ú�ù�ù´[¬ACmaxAt1/2 ! C24	hrÃA���V�

$º�TUû�*I�}ú� 

 

 

I 2.5: 5 n	o¼¤)�½£¦'(t£3¾¿¬�À�ZBn	oÁ¤)� 

'(t£3¾¿¬�Z������� 6 mg/kguxyz{|��?m+S7»QR 

`®¯�?m+°±a 
 t1/2 

ahrb 
Vdss/wt 
aL/kgb 

CL/wt  
amL/hr/kgb 

AUC0-24 hr 
aμg•hr/mLb 

 õ-ö Wõ-ö õ-ö Wõ-ö õ-ö Wõ-ö õ-ö Wõ-ö 
6��:�~� 
aCLcr¥>80 mL/minb 

15.30 
a5.92b 

N=3 

8.97 
a2.86b 

N=62 

0.22 
a0.11b 

N=3 

0.15 
a0.07b 

N=62 

11.4 
a4.8b 

N=3 

13.2 
a5.0b 
N=62 

619 
a332b 

N=3 

545 
a296b 

N=62 
ì*�:�É®~� 
aCLcr¥50�80 mL/minb 

11.47 
a1.99b 

N=4 

12.0 
a2.26b 

N=29 

0.21 
a0.04b 

N=4 

0.17 
a0.04b 

N=29 

13.7 
a3.5b 

N=4 

10.5 
a3.5b 
N=29 

463 
a134b 

N=4 

637 
a215b 

N=29 
({*�:�É®~� 
aCLcr¥30�<50 mL/minb 

16.97 
a6.89b 

N=3 

16.1 
a3.62b 

N=15 

0.22 
a0.01b 

N=3 

0.17 
a0.05b 

N=15 

10.5 
a4.4b 

N=3 

8.2 
a3.6b 
N=15 

644 
a282b 

N=3 

868 
a349b 

N=15 
²*�:�É®~� 
aCLcr¥<30 mL/minb ND 

25.8, 16.0 
 

N=2 
ND 

0.20, 0.15 
 

N=2 
ND 

5.7, 6.7 
 

N=2 
ND 

1050, 892 
 

N=2 
CLcr¥Cockcroft-Gault��]û$4²�¬E%ùúæÎÍ !�æäÍL�å 
ND¥;<~�´ù$ú§A�Ñð´ù 
þVWa9`�Xb 

 

 

2.5.3.8.3 '()¬�4��?m+ 

6��:�aCLcr¥>80 mL/minb$<=>~�§���V�$ AUCø¨M��A½v> !

<=muH��~�$�[���V�t��F�}ú��$ AUC $liÃA»¼m�����

��<=>~���«¬#��ù�ù´[¬Aì*�¬({*�:�É®$Í¥A½v> 

!<=muH��~�$�[W<=�V�t��:�}ú��¬$ëÃA<=>~��k[

�ý~$�*Aª7AmÀA4² !�:�$�*$ë�t��$�ëo¬�� 

¦úA<=>~�$ Vdss/wt$b³ÃAõ-ö�������<=>~� !Wõ-ö»¼m�

������<=>~�I�Aõ-öý!�Wõ-ö�v> !�ux<=muH��~�I�

«¬ú��ÃA<=>[\�N�0$b³øç´���t��$�ëo¬�� 
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2.5.3.8.4 '()¬���?m+��%M�[Â 

���3Te@���t�A�������<=>~�ý!��v> !�ux<=muH�

�~�$3Te@ñLüÑðø�ùA�:�À�¨©ùú[�2.5: 6] [�2.5: 7]�%�F@I$

CL/wtAt1/2 !Vdss/wtÃA�������<=>~���v> !�ux<=muH��~�I

ÃAõ-ö !Wõ-öIû�*I�}ú� 

�������<=>~� 

õ-ö<=>~��A�������4 mg/kgø1õ1�rsùúû$�:�É®$²>*Àsì

*aCLcr¥50�80 mL/minbA({*aCLcr¥30�<50 mL/minb !²*aCLcr¥<30 mL/minbu

$ CL/wtÃA6��:�<=>~�aCLcr¥>80 mL/minb�¨MAµ5A14%A17% !32%

F�}ú�%�F@I$ AUC0Ø24	hrAt1/2 ! Vdss/wtÃA�:�FÔ�çb³ùú[Aì*�¬

({*$�:�É®<=>~�aCLcr¥30�80 mL/minbI$ AUC0Ø24	hrÃA6��:�<=>~

��¨M#Á�´XÃ«¬´�}ú�1�IÃ��[A²*$�:�É®<=>~�aCLcr¥

<30 mL/minb$ AUC0Ø24	hrÃA6��:�<=>~��¨M�1.5�:�}ú� 

��AWõ-ö<=>~��A�������4 mg/kg ø1õ1�rsùúû$�:�É®$²

>*Àsì*aCLcr¥50�80 mL/minbA({*aCLcr¥30�<50 mL/minb !²*aCLcr¥<30 mL/minbu

$ CL/wtÃA6��:�<=>~�aCLcr¥>80 mL/minb�¨MAµ5A12%A21% !31%

F�}ú�%�F@I$ AUC0Ø24	hrAt1/2 ! Vdss/wtÃA�:�FÔ�çb³ùú[Aì*�¬

({*$�:�É®<=>~�aCLcr¥30�80 mL/minbI$Q�rs�$ AUC0-�ÃA6��:

�<=>~��¨M#Á�´XÃ«¬´�}ú�²*$�:�É®<=>~�aCLcr¥

<30 mL/minb !��<=>~�a����ÂÃv���Ý$rsb$Q�rs�$ AUC0-�ÃA

6��:�<=>~��¨MAµ51.6� !1.8�:�}ú� 

 

�v> !�ux<=muH��~� 

õ-ö$6��:�aCLcr¥>80 mL/minb$�v> !�ux<=muH��~������

���6 mg/kgørsùúû$3Te@ñLüÑðÃAì*�:�É®aCLcr¥50�80 mL/minb

 !({*�:�É®aCLcr¥30�<50 mL/minb$�v> !�ux<=muH��~��¨MA

�ù#û�*I�}ú� 

��AWõ-ö½v> !<=muH��~�IÃA�:�[FÔ���ç CL/wt ÃliùA

AUC0Ø24	hr ! C24	hrÃb³ùú�6��:�<=>~�aCLcr¥>80 mL/minb��������

6 mg/kgørsùúû$ AUC0Ø24	hrÃA6��:�$���ö��������6 mg/kgørsù

úû�¨M#F�}ú���A({*$�:�É®<=>~�aCLcr¥30�<50 mL/minb$

AUC0Ø24	hr ! C24	hrÃA6��:�<=>~��¨MAµ51.6� !2.8�:�}ú�2�$

²*$�:�É®<=>~�aCLcr¥<30 mL/minb$3Te@ñLüÑðÃ({*$�:�É®

<=>~�$3Te@�û�*I�}ú���ACLcr[30 mL/min�é$<=>~�$ CmaxÃ80.1

�114 �g/mLIA6��:�<=>~��¨Mû�*I�}ú� 
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���3Te@��a0102UV3Te@Î�Ñ�[¨©5.3.3.5.3: PPK1]bIÃA<=>~�I$

�������$íî0� CPKb³$���Ñ#AAUC0Ø24	hrACmaxACL/wt ! C24 hrø"

#¸ùú�µ$ç A�������$íî0a%�F@$ AUC0Ø24	hr ! C24 hrb$b³�ç

}#ACPKº$b³���[b³��¿À[gh~ú�ù�ù�$¿ÀÃA_`º$øbH

I«¬ú���¬A�6�ÃOP$´�*�ëo¬ú[A_`ºé1ønoú CPKb³

[ß���«¬ú� 

�é$���¬A�:�É®~��k#ÃA�:� ! CPKøm!ðä�C��d·[��

�ëo�� 

 

 

I 2.5: 6 n	o²³N´µ¶·'()¬�Z������� 4 mg/kgu 

n	o¼¤)�'(t£3¾¿¬�Z������� 6 mg/kguxyz{|� 

�?m+S7»QR`®¯�?m+°±a 
 t1/2 

ahrb 
Vdss/wt 
aL/kgb 

CL/wt  
amL/hr/kgb 

AUC0-24 hr 
aμg•hr/mLb 

 4 mg/kg 6 mg/kg 4 mg/kg 6 mg/kg 4 mg/kg 6 mg/kg 4 mg/kg 6 mg/kg 
6��:�~� 
aCLcr¥>80 mL/minb 

9.31 
a1.77b 

N=38 

15.30 
a5.92b 

N=3 

0.16 
a0.04b 

N=38 

0.22 
a0.11b 

N=3 

13.6 
a6.7b 
N=38 

11.4 
a4.8b 

N=3 

337 
a115b 

N=38 

619 
a332b 

N=3 
ì*�:�É®~� 
aCLcr¥50�80 mL/minb 

11.80 
a2.79b 

N=28 

11.47 
a1.99b 

N=4 

0.18 
a0.05b 

N=28 

0.21 
a0.04b 

N=4 

11.5 
a4.3b 
N=28 

13.7 
a3.5b 

N=4 

400 
a136b 

N=28 

463 
a134b 

N=4 
({*�:�É®~� 
aCLcr¥30�<50 mL/minb 

14.58 
a3.52b 

N=15 

16.97 
a6.89b 

N=3 

0.22 
a0.08b 

N=15 

0.22 
a0.01b 

N=3 

11.6 
a6.5b 
N=15 

10.5 
a4.4b 

N=3 

414 
a163b 

N=15 

644 
a282b 

N=3 
²*�:�É®~� 
aCLcr¥<30 mL/minb 

16.20 
 

N=1 
ND 

0.19 
 

N=1 
ND 

8.5 
 

N=1 
ND 

470 
 

N=1 
ND 

CLcr¥Cockcroft-Gault��]û$4²�¬E%ùúæÎÍ !�æäÍL�å 
ND¥;<~�´ù$ú§A�Ñð´ù 
þVWa9`�Xb 
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I 2.5: 7 Bn	o'()¬�`¸¹t²³N´µ¶·'()ºaZ������� 4 mg/kgu 

Bn	oÁ¤)�'(t£3¾¿¬�Z������� 6 mg/kguxyz{|� 

�?m+S7»QR`®¯�?m+°±a 
 t1/2 

ahrb 
Vdss/wt 
aL/kgb 

CL/wt  
amL/hr/kgb 

AUC0-24 hr 
aμg•hr/mLb 

 4 mg/kg 6 mg/kg 4 mg/kg 6 mg/kg 4 mg/kg 6 mg/kg 4 mg/kg† 6 mg/kg 
6��:�~� 
aCLcr¥>80 mL/minb 

11.15 
a5.81b 

N=86 

8.97 
a2.86b 

N=62 

0.16 
a0.05b 

N=86 

0.15 
a0.07b 

N=62 

12.1 
a4.8b 
N=86 

13.2 
a5.0b 
N=62 

394 
a185b 

N=86 

545 
a296b 

N=62 
ì*�:�É®~� 
aCLcr¥50�80 mL/minb 

15.05 
a13.03b 

N=22 

12.0 
a2.26b 

N=29 

0.16 
a0.05b 

N=22 

0.17 
a0.04b 

N=29 

10.6 
a5.2b 
N=22 

10.5 
a3.5b 
N=29 

464 
a225b 

N=22 

637 
a215b 

N=29 
({*�:�É®~� 
aCLcr¥30�<50 mL/minb 

17 32 
a13.40b 

N=12 

16.1 
a3.62b 

N=15 

0.19 
a0.06b 

N=12 

0.17 
a0.05b 

N=15 

9.5 
a3.4b 
N=12 

8.2 
a3.6b 
N=15 

488 
a221b 

N=12 

868 
a349b 

N=15 
²*�:�É®~� 
aCLcr¥<30 mL/minb 

29 18 
a21.65b 

N=4 

25.8, 16.0 
 

N=2 

0.28 
a0.18b 

N=4 

0.20, 0.15 
 

N=2 

8.4 
a4.3b 

N=4 

5.7, 6.7 
 

N=2 

611 
a376b 

N=4 

1050, 892 
 

N=2 
��~� 
av���ÂÃ����b 

22 53 
a6.83b 

N=3 
ND 

0.19 
a0.03b 

N=3 
ND 

6.7 
a3.6b 

N=3 
ND 

694 
a284b 

N=3 
ND 

† »¼m�������<=>ø÷t<=>~���������øQ�rsùúû$ AUC0-� 

CLcr¥Cockcroft-Gault��]û$4²�¬E%ùúæÎÍ !�æäÍL�å 
ND¥;<~�´ù$ú§A�Ñð´ù 
þVWa9`�Xb 
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2.5.4 ÃLt�defg 

2.5.4.1 ÃLtfgÄÅ@A 

-�$��m����UV$��ø[�2.5: 8]�n�� 

��m$��¨©ÃAGH¡¢£UVa002UVb�ùú�3Ñ$Ø·´MN¡¢£UVa9801

UVA9901UV !0102UVb !MN¡©£UVaB8B-MC-AVAE/B8B-EW-AVAG UV !

B8B-MC-AVAMUVbÃA��~��MRSA�N$.�½�t�<=>~��÷«A-ÁI$î

ïþ�>I�� MRSA $«�t�<=>~����[�´�ú§As¥:�$���_:�

[1.13 �]Aêë¨©�ùú� 

-�IÃAGH¡¢£UVa002UVbI$��mA3Ñ$Ø·´MN¡¢£UVa9801UVA

9901UV !0102UVbI$MRSA�t�<=>~�������møn��µ$¶$~���

������mÃ[2.7.3.2.3 �]�n��´kA»¼m�������<=>~�ø���ùúM

N¡¢£UVa9801UV !9901UVb$��mÃA2UV$¤¥ùú��øn��MN¡©£U

VaB8B-MC-AVAE/B8B-EW-AVAGUV ! B8B-MC-AVAMUVbIÃAMRSA�t�<=>~

�������mÃa¬#´ú§A�¬$UV$��mÃ[2.7.3.2.2 �]�n�� 
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I 2.5: 8 ÃLtfgÄÅ@Aij 

7

8 
UV 
Æ� 

UV 
���� 

��~� 
�������

$"��"0 
�¬3 

rs 
eo 
aõb 

Ø·´��m 
����� 

a������b 
��¨© 
¡

¢

£ 

002 
 

W²¸ 
09°� 
]3�¬ 

õ-öMRSA�t��
������<=> 

4 mg/kg 
1õ1�307oQ
6pqHrs 

q�D���� 7�14 DAP 4 mg/kg 55� 
�¬3 19� 
aMITT-MRSAb 

   õ-öMRSA�t��
v> !�ux<=m

uH��~� 

6 mg/kg 
1õ1�307oQ
6pqHrs 

´ù 14�42 DAP 6 mg/kg 4� 
aMITT-MRSAb 

êë¨© 
¡

©

£ 
 

B8B-
MC-A
VAE/
B8B-
EW-A
VAG 

µ²²¸ 
09°� 
]3�¬ 

Wõ-ö 
CLB�m½�t�½

v>A<=muH��A

Ç��ª<=>Aò�A

é�7«<= !�

������<=>~

� 

2 mg/kg 
1õ1�307oQ
6pqHrs 

E!�ä�AÍ�HCä

D�KAq�D����

 !äá+�,�� 

5�28 DAP 44� 
�¬3 59� 
aCEb 

 B8B-
MC-A
VAM 

W²¸ 
09°� 
]3�¬ 

Wõ-ö 
CLB�m½�t�<

=muH�� !½v

>~� 

��6 mg/kg + 
3 mg/kg 
1õ2�307oQ
6pqHrs 

E!�ä�AÍ�HCä

D�KAq�D���� 
7�42 DAP 40� 

�¬3 14� 
aCEb 

¡

¢

£ 

9801 kQ²¸� 

09°� 
]3�¬ 

Wõ-ö 
CLB�m½�t�»

¼m�������<

=>~� 

4 mg/kg 
1õ1�307oQ
6pqHrs 

q�D����ÂÃk¥

�E!�ä�a=á�ä

�A�<	�ä�AæA

<	�ä�b 

7�14 DAP 209� 
�¬3 212� 
aMITTb 

 9901 kQ²¸� 
09°� 
]3�¬ 

Wõ-ö 
CLB�m½�t�»

¼m�������<

=>~� 

4 mg/kg 
1õ1�307oQ
6pqHrs 

q�D����ÂÃk¥

�E!�ä�a�<	�

ä�AæA<	�ä�A

áÏæA<	�ä�b 

7�14 DAP 213� 
�¬3 255� 
aMITTb 

 0102 W²¸ 
09°� 
]3�¬ 

Wõ-ö 
HIJKKL½�t�

½v>A<=muH�

�~� 

6 mg/kg 
1õ1�307oQ
6pqHrs 

q�D����ÂÃk¥

�E!�ä�a=á�ä

�A�<	�ä�AæA

<	�ä�AáÏæA<

	�ä�b 

10�42 DAP 120� 
�¬3 115�
aITTb 

DAP ¥������� 
CE�� ¥���3�´�� 
MITT�� ¥Modified Intention-to-Treat�� 
MITT-MRSA�� ¥MITT��$´AåæäÑ!�C��MRSA[¸�~ú~��� 
ITT�� ¥Intention-to-Treat�� 
� -UVÃ~� !CVxy\z{��ù#²¸ÔIÅ�Z[¬#�[A-���¬3$rs��[�´�ú§AkQ²¸

asemi-single blindbUV�ùú� 
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2.5.4.2 ÃLtrÆ 

2.5.4.2.1 @AÇÈ 

2.5.4.2.1.1 @APÉ�� 

002UVÃAMRSA �t��������<=>A�v> !�ux<=muH��~�ø�

��ùúA��������q�D����$W²¸09°�UVI���-UVÃõ-öMRSA

<=>~�����-�1õ1�rs$��mø¸����øØ·´�6�ùú�������

�<=>~�ÃA>�����ðÑ�t�(�ÅZ[�t�A�������4 mg/kg ÅÂÃq

�D����Å�4¥1$¨8I09°�Å�Z[¬A�������4 mg/kg ø1õ1�307�

[#ÂÃq�D����1 gø1õ2�aþ8Oºb607�é�[#A7�14õoQ6pqHrs�

����ùú��v> !�ux<=muH��~��ÃA�������6 mg/kg ø1õ1�14

�42õoA307oIQ6pqHrs�����ùúa�¬3´ùb�9ÔrsÝ3õ�H�rsÔ

��O¹øvA9ÔrsÝ7�14õ�a�������<=>bÂÃ38�46õ�a�v> !�

ux<=muH��b�á���mO¹øv}ú� 

002UV$��m$Ø· !������Ã�Ô�ùú�Ø· !�������Ñ#ÃA�

�8$95%�	Åoø�ùú�Ø· !������$%&ÃA[2.7.3.1.2.1 �]���ùú� 

 

Ø·´��m���� 

G	 á���mO¹$�� a��m������%b 

G	 á���mO¹$RST56� aCV�	��%A��m�����
�b 

 

��6´��m���� 

G	 rsÔ��O¹$�� a��m������%b 

G	 rsÔ��O¹$RST56� aCV�	��%A��m�����
�b 

G	 á���mO¹$�� aCVxy\z�%b 

G	 rsÔ��O¹$�� aCVxy\z�%b 

 

2.5.4.2.1.2 ÊË°± 

������ 

��m$Ø·������ÃAMITT-MRSA ��aÅ�Z[¬ú�M#$~�$´ACV

3ørs~A��m$Ø· !������$�Ñð[��AåæäÑ!�C��<=�X�

¬MRSA[¸�~ú~���b�ùú� 

 

���� 

Ø· !������$��8 !95%�	ÅoaClopper-Pearson �bøArsÅ����

ùú��éû`Ãð�5%�ùú� 
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�È� 

�9�È�ÃA�������{rsÅa4 mg/kg Å !6 mg/kg Å$¤¥b[100��ù

ú��������<=>a�������4 mg/kg Åb$ MITT-MRSA ��$�9�È�

Ã36��ùA36�øÔ����ÃA�È�øþ8b�����ùú��v> !�ux<=

muH��a�������6 mg/kgÅb$MITT-MRSA��$�9�È�Ã5��ùú� 

ù�ù´[¬AMRSA�t��v> !�ux<=muH��$~�Ã�¾6�1¬#

�é�A-UV$jk	N_`øÈúùAåæäÑ!�C�$��¸¹IMRSA[¸�~��

v> !�ux<=muH��~�Ã~¬�1%~#��]ûA18{v$�ÈeoIA

11�$�v> !�ux<=muH��~�[�«È¬ú�$$A�ÈÃ�*6I��A

MRSA �t��
%~ú�v> !�ux<=muH��~�Ã4�$«IA¶$7�IÃ

MRSA[¸�~�A5��$�È���e$�×Ã�§#ÇùFÓI�}ú� 

¦úAMRSA �t��v>$�È[4�$�QI��~#ú��m����I���

� aCVxy\z�%bÃArsÔ��O¹ !á���mO¹Iµ54�(2�a50%b

[��I�}ú[2.5.4.2.4 �]��$ú§AMRSA �t��v> !�ux<=muH��~�$

��1�[�«È¬A�$1�[��I�}úÍ¥Ã5�(3�a60.0%b[���´�A�$1

�[0�I�}úÍ¥Ã5�(2�a40.0%b[���´���´ßAMRSA �t��v> !

�ux<=muH��~�$1�[�«È¬úÍ¥�A�«È¬´�}úÍ¥$�� 

Ã40.0%�60.0%I����ÃA½v> !<=muH��~�ø���ùúMN¡¢£UV

a0102UVb$�� a��m������%b[44%I�}ú���¨©ùA�$Í¥

�Á�´XÃ´ú§A4�I�ÈøÔ�ù#�A��m���so���Ãi´�ëoú� 

�¬$ç t�Aîï�Ãs¥:���ÈÔ��Ñ#A£�ùú�é�$4� !s¥

:��¬$���_:�Aîï�ÃAMITT-MRSA��$�v>[4�A�������{rsÅ

a4 mg/kgÅ !6 mg/kgÅ$¤¥b$�È[100�ars�[99�bI-UVøÔ����

��ùú� 

 

2.5.4.2.2 ÄÅ¬�®¯ 

002UVIÃ121��CV3[rs~ú�µ$HÌÃA�������<=>$������

�4 mg/kg Å[88�Aq�D����Å[22�I��A�v> !�ux<=muH��$��

�����6 mg/kgÅ[11�I�}ú��$´AØ·´��m������I��MITT-MRSA

��ÃA�������<=>$�������4 mg/kgÅ[55� !q�D����Å[19�A

�v>$�������6 mg/kgÅ[4�I�}ú� 

MITT-MRSA ��$~���ÃAmÀa�m[56.4%bAª7aVW67.6ÒAøb28Ò�92ÒbA

4²aVW�55 kgbACLcraVW�79 mL/minb���ArsÅoIÁ�´7f$ëÃ«¬´

�}ú[2.7.3.3.1.2 �]� 

MITT-MRSA ��$�������<=>$îïþ�>��$HÌÃAÏ¾m��<=>[6

�a�M#�������4 mg/kgÅbANÂ��Â !�þå{$µ�<=[51�a�����

��4 mg/kgÅ38�Aq�D����Å13�bA!¬��ÃÄ$µ�<=[14�a�������
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4 mg/kg Å9�Aq�D����Å5�bAµ$¶[3�a�������4 mg/kg Å2�Aq�D�

���Å1�bI�}ú� 

MITT-MRSA ��$�v> !�ux<=muH��$îïþ�>��$HÌÃA�����

��6 mg/kg Å$4�Ã�M#�v>I�}ú��ux<=muH��$~�1�ÃåæäÑ!�

C��MRSA[¸�~´�}úú§MITT-MRSA���¬	N~ú� 

002UVIåæäÑ!�C��.�½�ù#¸�~úMRSA����MICÃA������

�[0.25�1 �g/mL !q�D����[0.5�2 �g/mLI�}ú�åæäÑ!�C��¸�~ú

MRSA �����������$ MIC90Ã0.5 �g/mL I��A-�Ãõ-ö MRSA <=>~��

¬��~ú�7ÃÄ��ù#:Z½Nmønùú� 

 

2.5.4.2.3 ²³N´µ¶·'()ZÄ\]ÃLt�fg 

2.5.4.2.3.1 CDLO 

2.5.4.2.3.1.1 23ÌÍ @A`002@Aa 

002UV$Ø·´��m������I�� MITT-MRSA ��$A�������<=>I$

Ø· !������$ç ø�Ô������ 

 

Ø·����¥á���mO¹$�� a��m������%b 

á���mO¹$�� a��m������%bÃA�������4 mg/kgÅ$81.8%

a45/55�bAq�D����Å$84.2%a16/19�b[��IArsÅo$��8Ãû�*I�}

ú[�2.5: 9]� 

�$´Aîïþ�>aÏ¾m��<=>ANÂ��Â !�þå{$µ�<=A!¬��Ã

Ä$µ�<=b��$á���mO¹$�� a��m������%b$��8ÃAÏ¾m

��<=>IÃ�������4 mg/kgÅI66.7%I��Aq�D����Å�Ã�«È¬´

�}ú�NÂ��Â !�þå{$µ�<=IÃ�������4 mg/kgÅI81.6% !q�D�

���ÅI84.6%A!¬��ÃÄ$µ�<=IÃ�������4 mg/kgÅI100% !q�D��

��ÅI80.0%�ArsÅoIÁ�´XÃ´�}ú[�2.5: 10]� 

 

µ$¶$���� 

rsÔ��O¹$�� a��m������%bÃA�������4 mg/kgÅ$85.2%

a46/54�bAq�D����Å$84.2%a16/19�b[��IArsÅo$��8Ãû�*I��A

á���mO¹$�� �û�*o}ú[�2.5: 9]� 

�$´Aîïþ�>aÏ¾m��<=>ANÂ��Â !�þå{$µ�<=A!¬��Ã

Ä$µ�<=b��$rsÔ��O¹$�� a��m������%b���ùú�Ï¾m

��<=>I$�������4 mg/kgÅ$��8Ã66.7%IAq�D����Å�Ã�«È¬

´�}ú�NÂ��Â !�þå{$µ�<=IÃ�������4 mg/kgÅI86.5% !q�

D����ÅI84.6%A!¬��ÃÄ$µ�<=IÃ�������4 mg/kgÅI100% !q�D

����ÅI80.0%I��ArsÅoIÁ�´XÃ´�}ú[�2.5: 10]� 
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�� aCVxy\z�%b$��8ÃAá���mO¹ !rsÔ��O¹������

���4 mg/kgÅ[�87%IAq�D����Å�$oIÁ�´ëÃ«¬�A�� a��

m������%b�û�$ç ønùú[�2.5: 9] [2.7.3.3.2.1.1.1 �]� 

 

 

I 2.5: 9 CDLO`²³N´µ¶·'(),MITT-MRSA®¯,002@Aa 
 �������4 mg/kg q�D���� 
 n†/N ��8(%)‡ 95%�	Åo§ n†/N ��8(%)‡ 95%�	Åo§ 
��m������% 
á���mO¹ 45/55 81.8  ( 69.1, 90.9)  16/19 84.2  ( 60.4, 96.6)  
rsÔ��O¹ 46/54 85.2  ( 72.9, 93.4)  16/19 84.2  ( 60.4, 96.6)  

CVxy\z�% 
á���mO¹ 48/55 87.3 ( 75.5, 94.7) 17/19 89.5 ( 66.9, 98.7) 
rsÔ��O¹ 47/54 87.0 ( 75.1, 94.6) 18/19 94.7 ( 74.0, 99.9) 

† ����%~ú~� 
‡ ��8   ��  / N ! 100 (%) 
§ Clopper-Pearson ��t�6
´�	Åo 

 

 

I 2.5: 10 JKÎÏ)Ð��CDLO`ÃLtfgÑÒÓÔ�a 

`²³N´µ¶·'(),MITT-MRSA®¯,002@Aa 
 �������4 mg/kg q�D���� 
 m† �� ��8(%)‡ m† �� ��8(%)‡ 
á���mO¹ (N=55) (N=19) 
�������<=> 55 45 81.8 19 16 84.2 
Ï¾m��<=>  6 4 66.7 0 0 - 
NÂ��Â !�þå{$µ�<= 38 31 81.6 13 11 84.6 
!¬��ÃÄ$µ�<= 9 9 100.0 5 4 80.0 
µ$¶§ 2 1 50.0 1 1 100.0 

rsÔ��O¹ (N=54) (N=19) 
�������<=> 54 46 85.2 19 16 84.2 
Ï¾m��<=> 6 4 66.7 0 0 - 
NÂ��Â !�þå{$µ�<= 37 32 86.5 13 11 84.6 
!¬��ÃÄ$µ�<= 9 9 100.0 5 4 80.0 
µ$¶§ 2 1 50.0 1 1 100.0 

† m¥<=>"!$��$� 
‡ ��8 �� / m ! 100(%) 
§ �������4 mg/kgÅ¥�=mèéê !#$$µ�<=Aq�D����Å¥��è�> 

 

 

2.5.4.2.3.1.2 89ÌÍ @A`9801@A�9901@A�ÕÖa 

MITT ��I$AMRSA �t�»¼m�������<=>~�I$Aá���mO¹$�

� aCV�	��%bÃA�������4 mg/kgÅ$52.5%a21/40�bA�¬3Å$55.3%a26/47

�b[��I�}ú[2.7.3.3.2.1.1.2 �]� 
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2.5.4.2.3.2 =>?� LO 

2.5.4.2.3.2.1 23ÌÍ @A`002@Aa 

002UV$Ø·´��m������I�� MITT-MRSA ��$A�������<=>I$

Ø· !������$ç ø�Ô������ 

 

Ø·����¥á���mO¹$RST56� aCV�	��%A��m�����
�b 

MRSA����á���mO¹$RST56� aCV�	��%A��m�����
�b

$��8ÃA�������4 mg/kgÅ[56.4%a31/55�bI��Aq�D����Ås47.4%a9/19

�bu�û�*I�}ú[�2.5: 11]� 

�$´Aîïþ�>aÏ¾m��<=>ANÂ��Â !�þå{$µ�<=A!¬��Ã

Ä$µ�<=b��$MRSA����á���mO¹$RST56� aCV�	��%A��

m�����
�b$��8���ùú�Ï¾m��<=>ÃA�������4 mg/kgÅI66.7%

I��Aq�D����Å�Ã�«È¬´�}ú�NÂ��Â !�þå{$µ�<=IÃA

�������4 mg/kgÅI60.5% !q�D����ÅI53.8%A!¬��ÃÄ$µ�<=IÃ�

������4 mg/kgÅI44.4% !q�D����ÅI40.0%�ArsÅoIû�*I�}ú[�

2.5: 12]� 

 

µ$¶$���� 

MRSA����rsÔ��O¹$RST56� aCV�	��%A��m�����
�b

$��8ÃA�������4 mg/kgÅ[43.6%a24/55�bAq�D����Å[47.4%a9/19�b

IArsÅoIû�*I��Aá���mO¹�Á�´XÃ´�}ú[�2.5: 11]� 

�$´Aîïþ�>aÏ¾m��<=>ANÂ��Â !�þå{$µ�<=A!¬��Ã

Ä$µ�<=b��$MRSA����rsÔ��O¹$RST56� aCV�	��%A��

m�����
�b$��8���ùú�Ï¾m��<=>ÃA�������4 mg/kgÅI33.3%

I��Aq�D����Å�Ã�«È¬´�}ú�NÂ��Â !�þå{$µ�<=IÃA

�������4 mg/kgÅI44.7% !q�D����ÅI53.8%A!¬��ÃÄ$µ�<=IÃ�

������4 mg/kgÅI44.4% !q�D����ÅI40.0%I��ArsÅoIÁ�´XÃ´�

}ú[�2.5: 12]� 

 

 

I 2.5: 11 MRSAZÄ\]=>?� LO`.A×Ø�Ô�,ÃLtfgÑÒÓÙÚa 

`²³N´µ¶·'(),MITT-MRSA®¯,002@Aa 
 �������4 mg/kg q�D���� 
 n†/N ��8(%)‡ 95%�	Åo§ n†/N ��8(%)‡ 95%�	Åo§ 
á���mO¹ 31/55 56.4 ( 42.3, 69.7) 9/19 47.4 ( 24.4, 71.1) 
rsÔ��O¹ 24/55 43.6 ( 30.3, 57.7) 9/19 47.4 ( 24.4, 71.1) 

† ����%~ú~� 
‡ ��8 �� / N ! 100(%) 
§ Clopper-Pearson��t�6
´�	Åo 
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I 2.5: 12 JKÎÏ)Ð�� MRSAZÄ\]=>?� LO 

`.A×Ø�Ô�,ÃLtfgÑÒÓÙÚa 

`²³N´µ¶·'(),MITT-MRSA®¯,002@Aa 
 �������4 mg/kg q�D���� 
 m† �� ��8(%)‡ m† �� ��8(%)‡ 
á���mO¹ (N=55) (N=19) 
�������<=> 55 31 56.4 19 9 47.4 
Ï¾m��<=> 6 4 66.7 0 0 - 
NÂ��Â !�þå{$µ�<= 38 23 60.5 13 7 53.8 
!¬��ÃÄ$µ�<= 9 4 44.4 5 2 40.0 
µ$¶§ 2 0 0.0 1 0 0.0 

rsÔ��O¹ (N=55) (N=19) 
�������<=> 55 24 43.6 19 9 47.4 
Ï¾m��<=> 6 2 33.3 0 0 - 
NÂ��Â !�þå{$µ�<= 38 17 44.7 13 7 53.8 
!¬��ÃÄ$µ�<= 9 4 44.4 5 2 40.0 
µ$¶§ 2 1 50.0 1 0 0.0 

† m¥<=>"!$��$� 
‡ ��8 �� / m ! 100(%) 
§ �������4 mg/kgÅ¥�=mèéê !#$$µ�<=Aq�D����Å¥��è�> 

 

 

2.5.4.2.3.2.2 89ÌÍ @A`9801@A�9901@A�ÕÖa 

MITT ��I$AMRSA �t�»¼m�������<=>~�I$AMRSA ����á��

�mO¹$RST56� aCV�	��%b$��8ÃA�������4 mg/kg Å[53.6%

a15/28�bA�¬3Å[58.3%a21/36�bI�}ú� 

 

2.5.4.2.3.3 ²³N´µ¶·'()ZÄ\]ÃLt�Û�Ü 

GH¡¢£UVa002UVb$��  !RST56� $�Ñð�¬AMRSA�t����

����<=>��ù#A-�4 mg/kg 1õ1�rsÃAq�D�����û�*$:��m[

n~ú� 

¦úAMN¡¢£UVa9801UV !9901UV$¤¥b$��  !RST56� $�Ñ

ð�¬AMRSA �t�»¼m�������<=>����-�4 mg/kg 1õ1�rsÃAq�D

����øØ����¬3Å�û�*$��m[n~ú�{B6�AGH¡¢£UVa002UVb

$ç ÃAMN¡¢£UVI$ç �û�I�}ú� 

�ét�AMRSA�t��������<=>�����������4 mg/kg 1õ1�rsÃA

MRSACD$9`3I��q�D�����û�*$��mø����ëo¬ú� 
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2.5.4.2.4 ¼¤)�½£¦'(t£3¾¿ZÄ\]ÃLt�fg 

002UV$Ø·´��m������I��MITT-MRSA��$�v>~�Ã4�I�}ú�

MITT-MRSA��$�v>~�$��m��ø[�2.5: 13]�n��/�$�v>~�I$��m$

%&ø[2.7.3.3.2.2.5 �]���ùú� 

�ux<=muH��~�[1��«È¬ú[AåæäÑ!�C�� MRSA [¸�~�

MITT-MRSA���¬	N�´}ú��$~�$��m$%&ø[2.5.4.2.4.3.1 �]���ùú� 

 

 

I 2.5: 13 ¼¤)¬�4�ÃLtij`002@Aa 

ÅZ 
Æ� 

åæäÑ!�C�$ 
E%.�½ 

rseo 
aõb 

�Q 
RST56�  

aCV�	��%A 
��m�����
�b 

��  
a��m�� 
����%b 

30002 MRSA 42 rsÔ��O¹ 
á���mO¹ 

��aijb 
0�a�%��b† 

0�aC' �b 
0�aC' �b† 

30011 MRSA 14 rsÔ��O¹ 
á���mO¹ 

��aijb 
0�a�ab 

0�aC' �b 
0�aC' �b 

30008 MRSA 25 rsÔ��O¹ 
á���mO¹ 

��aijb 
��aijb 

��aC'b 
��aC'b 

MRSA rsÔ��O¹ 
á���mO¹ 

��aijb 
��aijb 

30006 

S. agalactiae 

14 

rsÔ��O¹ 
á���mO¹ 

��aijb 
��aijb 

��a�(b 
��a�(b 

† rsÔ��O¹$�%ç t�A)*_`�e�A��$)*�ùú� 

 

 

2.5.4.2.4.1 CDLO 

2.5.4.2.4.1.1 23ÌÍ @A`002@Aa 

002UV$Ø·´��m������I�� MITT-MRSA ��$A�v>I$Ø· !���

���$ç ø�Ô������ 

Ø·����¥á���mO¹$�� a��m������%b 

MRSA �t��v>I$A�������6 mg/kg Å$á���mO¹$�� a��m�

�����%b$��8ÃA50%a2/4�bI�}ú� 

 

µ$¶$���� 

MRSA�t��v>I$A�������6 mg/kgÅ$rsÔ��O¹$�� a��m��

����%b$��8Ã50%a2/4�bI�}ú[�2.5: 14]� 

MRSA�t��v>I$A-�$�� aCVxy\z�%b$��8�Aá���mO¹

 !rsÔ��O¹���� a��m������%b�Á�´XÃ´�}úa50% !75%b

[2.7.3.3.2.2.1 �]� 
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I 2.5: 14 CDLO`¼¤),MITT-MRSA®¯,002@Aa 
 �������6 mg/kg  
 n†/N ��8(%)‡ 95%�	Åo§ 
��m������% 
á���mO¹ 2/4 50.0 (  6.8, 93.2) 
rsÔ��O¹ 2/4 50.0 (  6.8, 93.2) 

CVxy\z�% 
á���mO¹ 2/4 50.0 (  6.8, 93.2) 
rsÔ��O¹ 3/4 75.0 ( 19.4, 99.4) 

† ����%~ú~� 
‡ ��8 �� / N ! 100 (%) 
§ Clopper-Pearson ��t�6
´�	Åo 

 

 

2.5.4.2.4.1.2 89ÌÍ @A`0102@Aa 

HIJKKL½�t�½v>ÂÃ<=muH��~�ø���ùúMN¡¢£UVa0102UVb

IÃA�������6 mg/kg  !�¬3aq�D����ÂÃk¥�E!�ä�bø10�42õ

orsùú�MRSA <=>��ù#Þ"ùú�¬3�ù#ÃA44�(43�[q�D����A1

�[q�D���� !k¥�E!�ä�[rs~ú� 

0102UV$��½¯�ÃAGH¡¢£UVa002UVb$��I��MRSA�N�MSSAø÷

tHIJKKL½I���¦úA-UV$��ý~�ÃAGH¡¢£UVa002UVb$��ý~

a�v> !�ux<=muH��b�N�´ux<=muH��~�{ø÷t��$´A-

ÁI$þ�>�û�$��ý~�;<��AMRSA�t�»¼m½v> !�ux<=muH�

�I$ç ø�Ô������ 

0102UVI$ ITT��$MRSA����á���mO¹$�� a��m������%b

ÃA�������6 mg/kg Å$44.4%a20/45�bA�¬3Å$31.8%a14/44�b[��I�}ú

aX$95%�	Åo¥+7.4, 32.6b��$´AW»¼m½v>av�<=b !´ux<=muH

��ø	ªA-ÁI$îïþ�>I���v> !<=muH���£<��A»¼m½v> 

!�ux<=muH������á���mO¹$�� a��m������%bÃA��

�����6 mg/kgÅ$46.7%a14/30�bA�¬3Å$31.0%a9/29�b[��I�}úaX$95%

�	Åo¥+8.9,40.2b� 
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2.5.4.2.4.2 =>?� LO 

2.5.4.2.4.2.1 23ÌÍ @A`002@Aa 

002UV$Ø·´��m������I�� MITT-MRSA ��$A�v>I$Ø· !���

���$ç ø�Ô������ 

 

Ø·����¥á���mO¹$RST56� aCV�	��%A��m�����
�b 

MRSA�t��v>I$A�������6 mg/kgÅ$MRSA����á���mO¹$RST

56� aCV�	��%A��m�����
�b$��8ÃA50.0%a2/4�bI�}ú[�2.5: 

15]� 

 

µ$¶$���� 

MRSA�t��v>I$A�������6 mg/kgÅ$MRSA����rsÔ��O¹$RST

56� aCV�	��%A��m�����
�b$��8Ã100.0%a4/4�bI�}ú[�2.5: 

15]� 

 

 

I 2.5: 15 MRSAZÄ\]=>?� LO`.A×Ø�Ô�,ÃLtfgÑÒÓÙÚa 

`¼¤),MITT-MRSA®¯,002@Aa 
 �������6 mg/kg 
 n†/N ��8(%)‡ 95%�	Åo§ 
á���mO¹ 2/4 50.0 (  6.8, 93.2)  
rsÔ��O¹ 4/4 100.0 ( 39.8,100.0) 

† ����%~ú~� 
‡ ��8 �� / N ! 100 (%) 
§ Clopper-Pearson��t�6
´�	Åo 

 

 

2.5.4.2.4.2.2 89ÌÍ @A`0102@Aa 

HIJKKL½�t�½v> !<=muH��ø���ùúMN¡¢£UVa0102UVbI

$ ITT��$MRSA����á���mO¹$RST56� a��m������%bÃA�

������6 mg/kg Å$51.1%a23/45�bA�¬3Å$38.6%a17/44�b[��I�}úaX$

95%�	Åo¥ +8.0,33.0b��$´A»¼m½v> !�ux<=muH������á��

�mO¹$RST56� a��m������%bÃA�������6 mg/kgÅ$50.0%a15/30

�bA�¬3Å$37.9%a11/29�b[��I�}úaX$95%�	Åo¥
13.1,37.2b� 
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2.5.4.2.4.3 ½£¦'(t£3¾¿4�rÆ 

2.5.4.2.4.3.1 23ÌÍ @A`002@Aa 

002UV� MRSA <=�$�ux<=muH��~�[1�aÅZÆ�¥30010b�«È¬

ú[AåæäÑ!�C�$v���¸¹I.�½[¸�~´�}úú§A�M#$��m�

������¬	N~ú�µ$ú§AMITT-MRSA ��$�ux<=muH��~�Ã;<´

ù�´}ú��Ô�AMRSA<=�$�ux<=muH��~�$��mø%&��� 

-~�IÃA-�rs)�6õ'$v���¸¹I MRSA [¸�~Aäá+�,��Aq�

D���� !äà�äKørs~ú�µ$ÝA1-ùuLDÑ�t�./0�12ø
�ùA

-UV��«È¬A�������6 mg/kg ø42õors~ú�rsÔ��O¹IÃAv

���¸¹I.�½Ã¸�~�A�>£�[��ùaCRP 3.0530.29 mg/dLbA12[�§¬

´�}úúú§ACVxy\zÃ�� [��aC'b��%ùú���m������AC

Vxy\z{$e�I$LDÑ"!ç ø²4ùA�� [��aC'b��%ùú�á��

�mO¹��Ã�**�ùA»$¸4t�MRSA[¸�~A�� aCVxy\z�%b

 !�� a��m������%bÃ0�aC' �b�´}ú[¨©5.3.5.1.4: P002]� 

 

2.5.4.2.4.3.2 89ÌÍ @A`0102@Aa 

½v> !<=muH��ø���ùúMN¡¢£UVa0102UVbI$ ITT-MRSA��$´

A�ux<=muH��~�$Aá���mO¹$�� a��m������%b$��

8ÃA�������6 mg/kgÅ[50.0%a4/8�bA�¬3Å[42.9%a3/7�bI�}úaX$95%

�	Åo¥ +43.3,57.6b�MRSA ����á���mO¹$RST56� aCV�	��%A

��m�����
�b$��8ÃA�������6 mg/kgÅ[62.5%a5/8�bA�¬3Å[71.4%

a5/7�bI�}úaX$95%�	Åo¥ +56.3,38.5b[2.7.3.3.2.2.6 �]� 

´kAMN¡¢£UVa0102UVbI$´ux<=muH��~�����á���mO¹$

�� a��m������%b$��8ÃA�������6 mg/kgÅ$0.0%a0/5�bA�¬

3Å$0.0%a0/4�bI��A��m[n~´�}úaX$95%�	Åo¥ 0.0,0.0b�¦úA

MRSA�t�´ux<=muH������á���mO¹$RST56� a��m����

��%bÃA�������6 mg/kgÅ$20.0%a1/5�bA�¬3Å$0.0%a0/4�b[��I�}

úaX$95%�	Åo¥
15.1,55.1b[2.7.3.3.2.2 �]� 

 

2.5.4.2.4.4 ¼¤)�½£¦'(t£3¾¿ZÄ\]ÃLt�Û�Ü 

GH¡¢£UVa002UVbI$AØ·´��m������aMITT-MRSA��b$õ-ö�

v>~�Ã4��i´�}ú�$$A�������6 mg/kg 1õ1�rs�t�A��  !R

ST56� I$��m[�§¬ú� 

MN¡¢£UVa0102UVbI$AMRSA�t��ux<=muH��ø÷t½v>~�Ã45

�I��A�������6 mg/kg 1õ1�rs�t�A�¬3Åaq�D����43�Aq�D

���� !k¥�E!�ä�1�b�û�*$��  !RST56� [a¬ú� 

GH¡¢£UVa002UVb$Ø·´��m������aMITT-MRSA��b��ux<=m
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uH��~�Ã÷¦´�}ú�$$AMRSA<=[�ß��ux<=muH��~�1�IA

�������6 mg/kg 1õ1�rs�t�ArsÔ��$�� I��m[�§¬ú� 

MN¡¢£UVa0102UVbI�AMRSA �t��ux<=muH��~�IA8��iI

Ã��[A�������6 mg/kg 1õ1�rs�t�A�¬3Åaq�D����6�Aq�D�

��� !k¥�E!�ä�1�b�û�*$��  !RST56� I$��m[�§¬

ú� 

 

�ét�AMRSA�t��v> !�ux<=muH�������������6 mg/kg 1õ

1�rsÃA�6��"´��møn����ëo¬ú� 

 

2.5.4.3 ÃLtfg�Û�Ü 

GH¡¢£UVa002UVb$ç t�A��m��ù#�Ô[n~ú� 

G	 MRSA�t�õ-ö�������<=>~�IÃA�������4 mg/kgÅI$á�

��mO¹$�� a��m������%bÃ81.8%a45/55�bAá���mO¹$R

ST56� aCV�	��%A��m�����
�bÃ56.4%a31/55�bI��I�

}ú���Aq�D����ÅI$á���mO¹$�� a��m������%b

Ã84.2%a16/19�bAá���mO¹$RST56� aCV�	��%A��m����

�
�bÃ47.4%a9/19�bI��I�}ú��������4 mg/kgÅÃq�D����

Å�¨©ùAá���mO¹$�� a��m������%b !á���mO¹$

RST56� aCV�	��%A��m�����
�b���û�*$��m[a¬

ú� 

G	 �������<=>$îïþ�>��$á���mO¹$�� a��m�����

�%b$��8ÃAÏ¾m��<=>ANÂ��Â !�þå{$µ�<=ý!�!¬��

ÃÄ$µ�<=I66.7�100%�A�������<=>{4�û�$��m[a¬Aq

�D����Å�kkt¹û�*$��m[a¬ú� 

G	 MRSA�t�õ-ö�v>~�IÃA�������6 mg/kgÅI$á���mO¹$

�� a��m������%bÃ50.0%a2/4�bARST56� aCV�	��%A�

�m�����
�bÃ50.0%a2/4�bI��I�}ú� 

G	 �������ÃArsÔ��O¹I�Aá���mO¹�û��AMRSA�t����

����<=> !�v>~�I$�� a��m������%b !RST56�

 aCV�	��%A��m�����
�b$��m[n~ú� 

G	 �������6 mg/kg$1õ1�rsÃAMRSA�$õ-ö�ux<=muH��~�

$1�IrsÔ��O¹I$�� a��m������%b[��I�}ú� 

 

¦úAMN¡¢£UVa9801UV !9901UVbI�A�������4 mg/kg 1õ1�rsÃ

�¬3aq�D����{b�û��AMRSA�t�»¼m�������<=>��ù#��

I����[n~ú� 
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MN¡¢£UVa0102UVbI�A�������6 mg/kg 1õ1�rsÃ�¬3aq�D��

��{b�û��AMRSA�t�»¼m½v> !�ux<=muH����ù#��I���

�[n~ú� 

�¬$���¬AWõ-ö MRSA <=>�û�A�������Ãõ-ö$ MRSA <=>

a�������<=>A�v> !�ux<=muH��b��ù#��´3�I����[

n~ú� 
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2.5.5 ¨©t�defg 

2.5.5.1 ¨©tfgÄÅ@A 

-�$z{m���ÃAõ-öMRSA<=>~�ø���ùúGH¡¢£UVa002UVbAõ

-ö���ö�mø���ùú¡¸£UVa001UVb !AWõ-ö���öø���ù#27

opqHrs�Ñ#¸ùúMN¡¸£UVaDAP-001UV ! DAP-003UVbø��¨©�

ùú� 

�®¯�$���ÃAMNI Cubist?[]^ùúØ·´¡¢£UVI��ACLB�m½�t

�»¼m�������<=>~�ø���ùú2UVa9801UV !9901UVbý!�HIJK

KL½�t�½v> !<=muH��~�ø���ùú1UVa0102UVb�³oACLB�m

½�t�»¼m�������<=>~�ø���ùúUVsDAP-SST-98-01BUVa�ÔA9801B

UVbuøêë�ùú��$´ACLB�m½�t�»¼m�������<=>ø���ùú

3UVa9801UVA9801BUV !9901UVbø cSSSIUV�ù#¤¥ùúç ø[2.5.5.3 �]�n

��~¬�AMNI�������ÃA2003ª$*«�¬2010ª5vE¾¦I�A68{Ga|}b

IÜ«��ÂÃ~È��~A�.102�ö�é�5�~#k�A�¬$�Ñð���ùú� 

 

 

I 2.5: 16 ¨©tfgÄÅ@Aij 
7

8 
UVÆ� �� z{m����� 

�������$ 
rseo 

��¨© 
¡

¸ 
001 
aGHUVb 

õ-ö���ö�m DAP 2A4A6A9A12 mg/kg ¥¸6� 
�L�I ¥10� 

Q�rs 

£   DAP 4A6A10 mg/kg ¥¸6� 
�L�I ¥6� 

7õo 

 DAP001 Wõ-ö���ö DAP 6 mg/kga27orsb ¥16� 
a307orsb ¥15� 

Q�rs 

 DAP003 Wõ-ö���ö DAP 4 mg/kga27orsb ¥8� 
DAP 6 mg/kga27orsb ¥12� 
�L�I	  a27orsb ¥4� 

7õo 

¡

¢ 
002 
aGHUVb 

õ-öMRSA�t� 
�������<=>~� 

DAP 4 mg/kg ¥88� 
q�D���� ¥22� 

7�14õo 

£  õ-öMRSA�t� 
�v> !�ux<=muH��

~� 

DAP 6 mg/kg ¥11� 14�42õo 

êë¨© 
¡

¸

£ 

B8B-MC-AV
AP 

Wõ-ö���ö DAP 3 mg/kga1õ2�b ¥5� 
DAP 4 mg/kga1õ2�b ¥5� 
�L�Ia1õ2�b ¥4� 

14õo 

 DAP-00-04 Wõ-ö���ö�m DAP 4 mg/kg ¥7� Q�rs 
 DAP-00-02 Wõ-ö���ö DAP 4A6A8 mg/kg ¥¸6� 

�L�I ¥6� 
7õoa4A6 mg/kgb 
14õoa8 mg/kgb 

 DAP-ADT-04
-02 

Wõ-ö���ö DAP 6A8 mg/kg ¥¸6� 
DAP 10A12 mg/kg ¥¸9� 
�L�I ¥6� 

4õoa6A8 mg/kgb 
14õoa10A12 mg/kgb 

 B8B-MC-AV
AC 

Wõ-ö���ö�m 14C9Î DAP 1 mg/kg ¥5� Q�rs 

 DAP-GER-01
-11 

Wõ-ö��:7�A���ö DAP 4 mg/kg ¥24� Q�rs 
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I 2.5: 16 ¨©tfgÄÅ@Aij`kla 
7

8 
UVÆ� �� z{m����� �������$ 

rseo 
 DAP-OBSE-0

1-07 
Wõ-ö({*ÂÃ:*ÇÈ�

öA���ö 
DAP 4 mg/kg ¥25� Q�rs 

 DAP-HEP-00-
09 

Wõ-öÊ:�É®~�A���

ö 
DAP 6 mg/kg ¥19� Q�rs 

 DAP-00-01 Wõ-öì*A({*A²*A�

�($�:�É®~�A���ö 
DAP 4 mg/kg ¥29� Q�rs 

 DAP-MDRI-0
1-09 

Wõ-ö({*�:�É®~� DAP 4 mg/kg ¥4� 
DAP 6 mg/kg ¥4� 

14õoa4 mg/kgb 
11õoa6 mg/kgb 

 DAP-REN-02
-03 

Wõ-öv���($�e��{

~� 
DAP��8 mg/kg66 mg/kga48�o��b
 ¥13� 
�L�I ¥12� 

19õo 

 DAP-REN-07
-01 

Wõ-ö��{~� DAP 6 mg/kga48�o��b ¥16� 
av���7�A����9�b 

5õo 

 DAP-PEDS-0
5-01 

Wõ-öCLB�m½�t� 
|}<=>~�~�a2�17Òb 

DAP 4 mg/kg ¥25� Q�rs 

 DAP-PEDS-0
7-02 

Wõ-öCLB�m½�t� 
|}<=>~�a2�6Òb 

DAP 8 mg/kg  ¥6� 
DAP 10 mg/kg  ¥6� 

Q�rs 

 DAP-STAT-01
-10 

Wõ-ö��qåð �±" 
~� 

��qåð �+DAP 4mg/kg ¥10� 
��qåð �+�L�I ¥10� 

14õo 

 DAP-DIW-01
-08 

Wõ-ö���ö DAP 6 mg/kga+ÉÏá+ä�b ¥16� 9õo 

 DAP-DI-01-0
1 

Wõ-ö���ö DAP 6 mg/kga+ÍK�Î�=Bb ¥18� Q�rs 

 B8B-MC-AV
AJ 

Wõ-ö���ö�m DAP 2 mg/kga+�JL����b ¥6� Q�rs 

 DAP-QTNC-0
1-06 

Wõ-ö���ö DAP 6 mg/kg ¥60� 
�L�I ¥60� 

14õo 

¡

©

£ 

B8B-MC-AV
AE/B8B-EW-
AVAG 

Wõ-öCLB�m½�t�½v

>A<=muH��AÇ��ª<

=>Aò�A7«<=A !���

����<=>~� 

DAP 2 mg/kg ¥80� 
�¬3 ¥81� 

5�28õo 

 B8B-MC-AV
AM 

Wõ-öCLB�m½�t�<=

muH�� !½v>~� 
DAP ��6 mg/kg+ 3 mg/kga48�o��b
 ¥89� 
�¬3 ¥35� 

7�42õo 

 DAP-HDSD-0
6-01 

Wõ-öCLB�m½�t�»¼

m�������<=>~� 
DAP 10 mg/kg ¥48� 
�¬3 ¥48� 

4õo 

¡

¢

£ 

9801 Wõ-öCLB�m½�t�»¼

m�������<=>~� 
DAP 4 mg/kg ¥265� 
�¬3 ¥265� 

7�14õo 

 9901 Wõ-öCLB�m½�t�»¼

m�������<=>~� 
DAP 4 mg/kg ¥269� 
�¬3 ¥293� 

7�14õo 

 0102 Wõ-öHIJKKL½�t�½

v>A<=muH��~� 
DAP 6 mg/kg ¥120� 
�¬3 ¥116� 

10�42õo 

 9801B Wõ-öCLB�m½�t�»¼

m�������<=>~� 
DAP 4 mg/kg ¥16� 7�14õo 

 DAP-CAP-00
-05 

Wõ-öò�L½�t�Û(<=

mò�~� 
DAP 4 mg/kg ¥355� 
�¬3 ¥359� 

5�14õ 

Û

Ü

Ý 

DAP-4REN-0
3-06 

Wõ-ö��{»¼m�����

��<=>~� 
DAP 4 mg/kga24�o��b ¥1� 
DAP 4 mg/kg 
aÈÉ�48�o��AN¬�ü3�b¥7� 
�¬3 ¥5� 

14õo 

DAP¥�������A��$´UVÃ1õ1�A307oQ6pqHrs 
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2.5.5.2 23CD@ArÆ 

2.5.5.2.1 ÄÅ¬�®¯ 

GH¡¢£UVa002UVbIÃA�������[99�a4 mg/kg¥88�A6 mg/kg¥11�bA

q�D����[22��rs~ú�CV3ørs~ú{�øz{m������ùú� 

CV3$VWrseoÃA�������<=>$�������4 mg/kgÅI�10õI��A

q�D����Åa�9õb�û�I�}ú��v> !�ux<=muH����������

���6 mg/kgÅ$VWrseoÃ�19õI�}ú[2.7.4.1.2.1 �]� 

002UV$z{m�����$~���$´AmÀÃ�m[52.9%Aª7ÃVW66.0Òaøb

22-92ÒbA4²ÃVW�57 kgACLcr ÃVW�86 mL/min I�}ú��������4 mg/kg ÅI

ÃA�m$Å¥a53.4%b[Aq�D����Åa68.2%b�¨©ù#��FªA¤"Z½3[r

s~ú~�a22.7%b[Aq�D����Åa9.1%b�¨©ù#��:�}ú�µ$¶$~�

��ÃArsÅoIû�$7fønùú��v> !�ux<=muH��a�������

6 mg/kg Åb$~�ÃAÍm$:7�a65Ò�éb[®ªA�������<=>~�t�:7

�a65Ò�ébAF4²a40 kgSÈbAF CLcra80 mL/minSÈb$~�[®�}ú[2.7.4.1.3.1 �]� 

 

2.5.5.2.2 ¨©t�@ArÆ 

GH¡¢£UVa002UVbI$�>F$�®¯�ÃA�������{rsÅa4 mg/kgÅ

 !6 mg/kg Å$¤¥bIÃ60.6%a60/99�bAq�D����ÅIÃ77.3%a17/22�b��§¬

ú��>F$�9"ÃA�������{rsÅIÃ11.1%a11/99�bAq�D����ÅI

Ã18.2%a4/22�b��§¬ú�²³´�>F$�®¯�ÃA�������{rsÅIÃ10.1%

a10/99�bAq�D����ÅIÃ18.2%a4/22�b�A�>F$�®¯��t�(TÃA��

�����{rsÅIÃ5.1%a5/99�bAq�D����ÅIÃ4.5%a1/22�b��§¬ú� 

002UVI$�¸¹º$�®¯�ÃA�������{rsÅIÃ32.3%a32/99�bAq�D

����ÅIÃ31.8%a7/22�b��§¬ú��¸¹º$�9"ÃA�������{rsÅ

IÃ16.2%a16/99�bAq�D����ÅIÃ18.2%a4/22�b��§¬ú�²³´�¸¹º

$�®¯�Ã�§¬´�}ú��¸¹º$�®¯��t�(TÃ�������{rsÅI

Ã3.0%a3/99�bAq�D����ÅIÃ13.6%a3/22�b��§¬ú[2.7.4.2.1.1 �]� 

õ-öMRSA<=>~�I$��������t��®¯�A�9"A²³´�®¯�A�®

¯��t�(T8ÃAq�D�����¨MA�®¯�*E8[F�}ú�$$AÁ�´XÃ´

�}ú� 

 

GH¡¢£UVa002UVb$´A�v> !�ux<=muH��~�I$�������

6 mg/kgÅ$�>F$�®¯�Ã81.8%a9/11�bA�>F$�9"Ã18.2%a2/11�bA²³´

�>F$�®¯�Ã36.4%a4/11�bA�>F$�®¯��t�(TÃ18.2%a2/11�b��§

¬ú��¸¹º$�®¯�Ã54.5%a6/11�bA�¸¹º$�9"Ã27.3%a3/11�b��§

¬ú[2.7.4.2.1.1 �]� 

�������6 mg/kgÅ$*E8[A{46��������4 mg/kgÅt��:ª´}ú[A



�������	 
��  
2.5	 ���������  

 2.5	 ���������   
 -  52  -   

 

�v> !�ux<=muH��[�������<=>t��²³´ý~I��ú§A���

����6 mg/kg Å$*E8[:�}ú3�m[ëo¬ú�ù�ù´[¬A�������

6 mg/kgÅÃ11�I�������4 mg/kgÅa88�b$87$1I��A"0��$�®¯�*E

8øþä�¨©����ÃÆÇI��� 

 

2.5.5.2.2.1 �� ¢ÝÞßà]Ã�áÅ 

GH¡¢£UVa002UVbIA��$rsÅI2��é�*Eùú�>F$�®¯�ø

[�2.5: 17]�n���������{rsÅa4 mg/kgÅ !6 mg/kgÅ$¤¥bI4%�é�*Eù

ú�®¯�ÃA*�A7«<=Aã7 !FvC>I��A��ì*ÂÃ({*I��A38

õ�H���ù#ú��$�®¯�$*E8��������{rsÅ�q�D����

ÅIÁ�´ëÃ«¬´�}ú� 

002UVI$�M#$�>F$�9"ø[�2.5: 18]�n���������{rsÅI2%�é

�*Eùú�>F$�9"ÃA8êA*�AÔ9I�}ú��9"$T��¹Ãì*ÂÃ({

*I��A�$�9"$*E8��������{rsÅ�q�D����Å�IÁ�´ë

Ã«¬´�}ú��9"$´A²*��%~ú�$Ã�������4 mg/kgÅ$Í=á

âL<�Ñ�:ãæ1�I�}ú[Ars(TÝ4õ����ùú� 

002UVIA�������{rsÅI2%�é�«¬ú;¶æ¤m$�®¯�Ã
��X�

  !
��X<=I�}ú���Aì*�¬({*IA2õ�H���ù#k�Al ��

Ã$%~ú� 

002UVIA��$rsÅI2��é�*Eùú�¸¹º$�®¯�ø[�2.5: 19]�n��

�������{rsÅI4%�é�*Eùú�®¯�ÃAÍåñLÐ�4Í�H�L�åá>L

Ñ>b³AÍL!��Í�H�L�åá>LÑ>b³Av(�äKBb³A�4Lb³ACÏ

£�m¡¢b³Av(ÍÏ�ä;åá+ðÑ>b³ !CPKliI�}ú��$¯�$*E

8��������{rsÅ�q�D����ÅIÁ�´ëÃ«¬´�}ú� 

002UVI$A�M#$�¸¹º$�9"ø[�2.5: 20]�n���������{rsÅI2%

�é�*Eùú�¸¹º$�9"ÃAÍåñLÐ�4Í�H�L�åá>LÑ>b³AÍL!

��Í�H�L�åá>LÑ>b³Av|?liAv(ÍÏ�ä;åá+ðÑ>b³ACPKb

³ !�4Lb³I�}ú�ÍåñLÐ�4Í�H�L�åá>LÑ>b³ !ÍL!��Í

�H�L�åá>LÑ>b³[�����������{rsÅI9�:²*�*Eùú�9"

I��A¸7�a7.1%b�«¬ú�$$Aq�D����ÅI$*E8a9.1%A2/22�b�û�

*I�}ú�¦úA�¬$ºÃ�M#_`ºé1$5�SÈI��A�6�Á�´OP�´�

�$IÃ´�}ú��$�9"*E8��������{rsÅ�q�D����ÅIû�

*I�}ú[2.7.4.2.1.3.1.1 �]� 

¦úA002UVIA�v> !�ux<=muH��~�I$�������6 mg/kg Å�2�

�é�*Eùú�>F$�®¯�Ã7«<=$«A�¸¹º$�®¯�Ãv(�äKBb³

$«I��A�$¯��CV3�$l ��Ã$%~ú��������6 mg/kg ÅIA

�������4 mg/kgÅt�*E²*[Á@�:�®¯�Ã�§¬´�}ú� 
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I 2.5: 17 23ÌÍ @A4�âãäå!"�CD)1�Ã�áÅ 

æçèàé�xyê4 2ëìí�0æ 

`¨©t°±ÄÅ®¯,002@Aa 
 �������<=> �v>†  

 
������� 

4 mg/kg 
q�D���� 

 
������� 

6 mg/kg 
������� 

¥� 
 (N=88) (N=22) (N=11) (N=99) 
 n (%) n (%) n (%) n (%) 
�®¯��� 51 ( 58.0) 17 ( 77.3) 9 ( 81.8) 60 ( 60.6) 
�®¯�´ù 37 ( 42.0) 5 ( 22.7) 2 ( 18.2) 39 ( 39.4) 
<=>kt!�SA> 15 ( 17.0) 3 ( 13.6) 4 ( 36.4) 19 ( 19.2) 
7«<= 2 (  2.3) 0 (  0.0) 2 ( 18.2) 4 (  4.0) 
Çó� 3 (  3.4) 0 (  0.0) 0 (  0.0) 3 (  3.0) 
�v> 2 (  2.3) 0 (  0.0) 0 (  0.0) 2 (  2.0) 
ÓBº� 2 (  2.3) 0 (  0.0) 0 (  0.0) 2 (  2.0) 

��kt!�Ô��É® 15 ( 17.0) 4 ( 18.2) 3 ( 27.3) 18 ( 18.2) 
8ê 2 (  2.3) 0 (  0.0) 1 (  9.1) 3 (  3.0) 
µ´C> 2 (  2.3) 2 (  9.1) 0 (  0.0) 2 (  2.0) 
ûß 2 (  2.3) 0 (  0.0) 0 (  0.0) 2 (  2.0) 
*ê 2 (  2.3) 0 (  0.0) 0 (  0.0) 2 (  2.0) 
DEmÃÄ 2 (  2.3) 0 (  0.0) 0 (  0.0) 2 (  2.0) 
FG 0 (  0.0) 2 (  9.1) 1 (  9.1) 1 (  1.0) 

{HÉ®kt!rs;¶�@ 14 ( 15.9) 5 ( 22.7) 3 ( 27.3) 17 ( 17.2) 
*� 6 (  6.8) 2 (  9.1) 0 (  0.0) 6 (  6.1) 
<= 2 (  2.3) 0 (  0.0) 1 (  9.1) 3 (  3.0) 

��X�  2 (  2.3) 0 (  0.0) 0 (  0.0) 2 (  2.0) 

��X<= 2 (  2.3) 1 (  4.5) 0 (  0.0) 2 (  2.0) 
I� 1 (  1.1) 0 (  0.0) 1 (  9.1) 2 (  2.0) 

JrÉ® 8 (  9.1) 4 ( 18.2) 6 ( 54.5) 14 ( 14.1) 
ã7 3 (  3.4) 0 (  0.0) 1 (  9.1) 4 (  4.0) 
Ô9 2 (  2.3) 2 (  9.1) 1 (  9.1) 3 (  3.0) 
KL 2 (  2.3) 0 (  0.0) 1 (  9.1) 3 (  3.0) 
óu 2 (  2.3) 0 (  0.0) 0 (  0.0) 2 (  2.0) 

Â®A(ákt!5Y¥¤> 10 ( 11.4) 3 ( 13.6) 0 (  0.0) 10 ( 10.1) 
M*6Ë0rs 3 (  3.4) 1 (  4.5) 0 (  0.0) 3 (  3.0) 
5Y�t�<= 3 (  3.4) 0 (  0.0) 0 (  0.0) 3 (  3.0) 

NO¾A-Pkt!Q³É® 5 (  5.7) 3 ( 13.6) 2 ( 18.2) 7 (  7.1) 
Ó�v 2 (  2.3) 0 (  0.0) 0 (  0.0) 2 (  2.0) 

ghkt!R�É® 6 (  6.8) 1 (  4.5) 1 (  9.1) 7 (  7.1) 
FvC> 4 (  4.5) 0 (  0.0) 0 (  0.0) 4 (  4.0) 

ÆÇÈxkt!ç¥��É® 4 (  4.5) 1 (  4.5) 1 (  9.1) 5 (  5.1) 
�kt!7«É® 3 (  3.4) 0 (  0.0) 2 ( 18.2) 5 (  5.1) 
�¸¹ 5 (  5.7) 2 (  9.1) 0 (  0.0) 5 (  5.1) 
vSé� 2 (  2.3) 1 (  4.5) 0 (  0.0) 2 (  2.0) 

uOÉ® 1 (  1.1) 0 (  0.0) 2 ( 18.2) 3 (  3.0) 
vwÉ® 0 (  0.0) 1 (  4.5) 2 ( 18.2) 2 (  2.0) 
† �v> !�ux<=muH�� 
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I 2.5: 18 23ÌÍ @A4�âãäå!"ä�CD)1�î#$ 

`¨©t°±ÄÅ®¯,002@Aa 
 �������<=> �v>†  
 �������

4 mg/kg 
q�D���� ������� 

6 mg/kg 
�������

¥� 
 (N=88) (N=22) (N=11) (N=99) 
 n (%) n (%) n (%) n (%) 
�9"‡�� 9 ( 10.2) 4 ( 18.2) 2 ( 18.2) 11 ( 11.1) 
�9"‡´ù 79 ( 89.8) 18 ( 81.8) 9 ( 81.8) 88 ( 88.9) 
��kt!�Ô��É® 2 (  2.3) 2 (  9.1) 2 ( 18.2) 4 (  4.0)
8ê 1 (  1.1) 0 (  0.0) 1 (  9.1) 2 (  2.0)
TmUVê 1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)
3ê 0 (  0.0) 0 (  0.0) 1 (  9.1) 1 (  1.0)
µ´C> 0 (  0.0) 1 (  4.5) 0 (  0.0) 0 (  0.0)
ÎãK��>ÄÅ 0 (  0.0) 1 (  4.5) 0 (  0.0) 0 (  0.0)

{HÉ®kt!rs;¶�@ 3 (  3.4) 2 (  9.1) 0 (  0.0) 3 (  3.0)
*� 2 (  2.3) 1 (  4.5) 0 (  0.0) 2 (  2.0)
I� 1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)
�< 0 (  0.0) 1 (  4.5) 0 (  0.0) 0 (  0.0)

JrÉ® 1 (  1.1) 0 (  0.0) 1 (  9.1) 2 (  2.0)
Ô9  1 (  1.1) 0 (  0.0) 1 (  9.1) 2 (  2.0)

v�kt!ä�ñxÉ®  1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)
Wv  1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)

ghkt!R�É®  1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)
FÍÏJ��v>  1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)

¥BxÉ®  1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)
Í=áâL<�Ñ�:ãæ  1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)

�¸¹  1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)
u�� STÏTú�  1 (  1.1) 0 (  0.0) 0 (  0.0) 1 (  1.0)

]kt!X«É®  0 (  0.0) 1 (  4.5) 0 (  0.0) 0 (  0.0)
]�Y<  0 (  0.0) 1 (  4.5) 0 (  0.0) 0 (  0.0)

† �v> !�ux<=muH�� 
‡ CVxy\z{�t�Al ��[A
]���AúZ���A¹¬��o´��%~ú�®¯� 
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I 2.5: 19 23ÌÍ @A4�CDïðñ�Ã�áÅ 

æçèàé�xyê4 2ëìí�0æ`¨©t°±ÄÅ®¯,002@Aa 
 �������<=> �v>†  

 
�������

4 mg/kg 
q�D���� 

 
������� 

6 mg/kg 
�������

¥� 
 (N=88) (N=22) (N=11) (N=99) 
 n/m‡ (%) n/m‡ (%) n/m‡ (%) n/m‡ (%) 
�®¯��� 26/88 ( 29.5) 7/22 ( 31.8) 6/11 ( 54.5) 32/99 ( 32.3) 
�®¯�´ù 62/88 ( 70.5) 15/22 ( 68.2) 5/11 ( 45.5) 67/99 ( 67.7) 
ÍåñLÐ�4Í�H�L�åá>LÑ>b³ 9/88 ( 10.2) 3/22 ( 13.6) 1/11 (  9.1) 10/99 ( 10.1) 
ÍL!��Í�H�L�åá>LÑ>b³ 9/88 ( 10.2) 3/22 ( 13.6) 1/11 (  9.1) 10/99 ( 10.1) 
v(�äKBb³ 4/88 (  4.5) 0/22 (  0.0) 2/11 ( 18.2) 6/99 (  6.1) 
�4Lb³ 4/88 (  4.5) 0/22 (  0.0) 1/11 (  9.1) 5/99 (  5.1) 
CÏ£�m¡¢b³ 4/88 (  4.5) 2/22 (  9.1) 0/11 (  0.0) 4/99 (  4.0) 
v(ÍÏ�ä;åá+ðÑ>b³ 4/88 (  4.5) 1/22 (  4.5) 0/11 (  0.0) 4/99 (  4.0) 
v(æÎÍ �;å;<=Ñ>li 4/88 (  4.5) 0/22 (  0.0) 0/11 (  0.0) 4/99 (  4.0) 
ÞmCA[�li 2/88 (  2.3) 0/22 (  0.0) 1/11 (  9.1) 3/99 (  3.0) 
v|?li 2/88 (  2.3) 1/22 (  4.5) 1/11 (  9.1) 3/99 (  3.0) 
7(JKKC�m 2/88 (  2.3) 0/22 (  0.0) 1/11 (  9.1) 3/99 (  3.0) 
7(v�m 2/88 (  2.3) 1/22 (  4.5) 1/11 (  9.1) 3/99 (  3.0) 
¢vLb³ 3/88 (  3.4) 0/22 (  0.0) 0/11 (  0.0) 3/99 (  3.0) 
Þ��æäã�li 2/88 (  2.3) 0/22 (  0.0) 0/11 (  0.0) 2/99 (  2.0) 
v|?b³ 2/88 (  2.3) 0/22 (  0.0) 0/11 (  0.0) 2/99 (  2.0) 
v(æÎÍ �;å;<=Ñ>b³ 2/88 (  2.3) 1/22 (  4.5) 0/11 (  0.0) 2/99 (  2.0) 
† �v> !�ux<=muH�� 
‡ n/m =*E�§CV3rs'Ý$ºø���ÂÃCV3rs'º[´ªrsÝ$º[CVxy\z{�t��®¯��

�!~ú~� 

 

 

I 2.5: 20 23ÌÍ @A4�CDïðñ�î#$`¨©t°±ÄÅ®¯,002@Aa 
 �������<=> �v>†  
 ������� 

4 mg/kg 
q�D���� 

 
�������  

6 mg/kg 
������� 

¥� 
 (N=88) (N=22) (N=11) (N=99) 
 n/m‡ (%) n/m‡ (%) n/m‡ (%) n/m‡ (%) 
�9"\��  13/88 ( 14.8) 4/22 ( 18.2) 3/11 ( 27 3) 16/99 ( 16.2) 
�9"\´ù  75/88 ( 85.2) 18/22 ( 81.8) 8/11 ( 72.7) 83/99 ( 83.8) 
ÍåñLÐ�4Í�H�L�åá>LÑ>b³  6/88 (  6.8) 2/22 (  9.1) 1/11 (  9.1) 7/99 (  7.1) 
ÍL!��Í�H�L�åá>LÑ>b³  6/88 (  6.8) 2/22 (  9.1) 1/11 (  9.1) 7/99 (  7.1) 
v|?li  1/88 (  1.1) 1/22 (  4.5) 1/11 (  9.1) 2/99 (  2.0) 
v(ÍÏ�ä;åá+ðÑ>b³  2/88 (  2.3) 0/22 (  0.0) 0/11 (  0.0) 2/99 (  2.0) 
v(æÎÍ �;å;<=Ñ>b³  2/88 (  2.3) 0/22 (  0.0) 0/11 (  0.0) 2/99 (  2.0) 
�4Lb³  1/88 (  1.1) 0/22 (  0.0) 1/11 (  9.1) 2/99 (  2.0) 
v|?b³  1/88 (  1.1) 0/22 (  0.0) 0/11 (  0.0) 1/99 (  1.0) 
v(æÎÍ �;å;<=Ñ>li  1/88 (  1.1) 0/22 (  0.0) 0/11 (  0.0) 1/99 (  1.0) 
v(Ù4�ûà�àb³  1/88 (  1.1) 0/22 (  0.0) 0/11 (  0.0) 1/99 (  1.0) 
7(JKKC�m  1/88 (  1.1) 0/22 (  0.0) 0/11 (  0.0) 1/99 (  1.0) 
7(v�m  1/88 (  1.1) 0/22 (  0.0) 0/11 (  0.0) 1/99 (  1.0) 
¢vLb³  1/88 (  1.1) 0/22 (  0.0) 0/11 (  0.0) 1/99 (  1.0) 
v(æÎÍ !�b³  0/88 (  0.0) 1/22 (  4.5) 0/11 (  0.0) 0/99 (  0.0) 
¢vLli  0/88 (  0.0) 1/22 (  4.5) 0/11 (  0.0) 0/99 (  0.0) 
† �v> !�ux<=muH�� 
‡ n/m =*E�§CV3rs'Ý$ºø���ÂÃCV3rs'º[´ªrsÝ$º[CVxy\z{�t��®¯��

�!~ú~� 
\ CVxy\z{�t�Al ��[A
]���AúZ���A¹¬��o´��%~ú�®¯� 
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2.5.5.2.2.2 òó,ôõ�Ã�áÅ,ö�÷�ôø�Ã�áÅ 

GH¡¢£UVa002UVbIÃ4�$°±[gh~ú��$´A�������4 mg/kg

Åa88�bIÃA�v>�t�1�[A�������6 mg/kgÅa11�bIÃÁeq]^_�t

�1�[Aq�D����Åa22�bIÃA<=ÂÃFÍÏJ��v>�t�¸1�[°±ùú�

°±�`}ú�®¯�$´A�9"��%~ú¯�Ã´�}ú[2.7.4.2.1.4.1 �]� 

002UVI$²³´�®¯�ÃA�������{rsÅI99�(10�a4 mg/kgÅ6�A6 mg/kg

Å4�bAq�D����ÅI22�(4��gh~ú��������{rsÅa4 mg/kgÅ !

6 mg/kgÅ$¤¥bI2��é�«¬ú²³´�®¯�ÃA�v> !7«<=I�}ú[A

��CV3�$l ��Ã$%~A°±ùú�v>$1�ø	�38õ�H���ùú�²³´

�9"ÃAÍ=áâL<�Ñ�:ãæ1�a�������4 mg/kgÅb$«I�}ú�Í=áâ

L<�Ñ�:ãæÃrs1õ��*EùACV3ørs(TùArsÔ�Ý4õ��Ã��ùú

[2.7.4.2.1.5.1 �]� 

002UVI$�®¯��t�CV3$rs(TÃA�������{rsÅIÃ99�(8�

a4 mg/kgÅ6�A6 mg/kgÅ2�bAq�D����ÅIÃ22�(4���§¬ú�²³´�®¯

�ø	ªA2��é�«¬ú(T�`}ú�®¯�ÃAÍL!��Í�H�L�åá>LÑ>b

³a�������4 mg/kg Å3�Aq�D����Å1�b !ÍåñLÐ�4Í�H�L�å

á>LÑ>b³a�������4 mg/kg Å2�Aq�D����Å1�bI�}ú�rs(T�

`}úÍL!��Í�H�L�åá>LÑ>b³ !ÍåñLÐ�4Í�H�L�åá>LÑ>

b³ÃA��80 U/Ia_`ºé12�b�HI��Ars(TÝ12õ�H���ùú� 

²³´�9"ø	ªACV3$rs(T�`}ú�9"ÃA�������4 mg/kg ÅIÍL

!��Í�H�L�åá>LÑ>b³ !ÍåñLÐ�4Í�H�L�åá>LÑ>b³[2��

gh~ú�q�D����ÅIÃA¢vLli !v|?li[1�Av(æÎÍ !�b

³[1��gh~ú��$(T�`}ú�9"�Ars(T13õ�H���ùú[2.7.4.2.1.6.1 

�]� 

 

2.5.5.2.2.3 CDïðñ�fg 

002UVI$/�$�¸¹ºI�é´úe�ëo¬��$ÃA�¸¹º$�®¯��ù#

��ùú[2.5.5.2.2.1 �]� 

002UVIÃACPK����(T_ s̀2,000 U/Løno� CPKb³AÆÉ®øn��>FaÆ

Þ=A�Ü{bøç´1,000 U/L øno� CPK b³uøM%ùú�-_`�t�(Tùú~�Ã

´�}ú�CPK$9:º[200 U/Lønoú~�ÃA�������4 mg/kgÅ8�Aq�D��

��Å2��«¬ú�$$A9:º[2,545U/L I�}ú�������4 mg/kg Å$1�aÅZ

Æ�10074bA9:º[592 U/LI�}úq�D����Å$1�aÅZÆ�20015bø	�A500 U/L

�ÔI�}ú��������6 mg/kgÅIÃACPK$9:º[200 U/Lønoú~�Ã«¬´

�}ú� 

002UVIAµ$¶$�¸¹º$úe�OP�´��$Ã«¬´�}ú[2.7.4.3.1 �]� 
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2.5.5.3 89CD@ArÆ 

MN¡¢£UV$z{m��ÃA»¼m�������<=>��ù#Ã[2.5.5.3.1 �]�A½

v> !<=muH����ù#Ã[2.5.5.3.2 �]���ùú� 

 

2.5.5.3.1 ¸¹t²³N´µ¶·'() 

»¼m�������<=>ø���ùú3Ñ$MN¡¢£UVacSSSIUVbI$�®¯�ÃA

�������4 mg/kgÅI51%a280/550�bA�¬3ÅI53%a293/558�b��§¬A�9"

ÃA�������4 mg/kg ÅI18%a99/550�bA�¬3ÅI21%a118/558�b��§¬ú

[2.7.4.2.1.2 �]� 

 

2.5.5.3.1.1 �� ¢ÝÞßà]Ã�áÅ 

cSSSI UVI$�������4 mg/kg ÅI*E8[5%�é$�®¯�Ãã7a5.5%bAK÷

a5.5%bAº= NOSa5.1%bI�}ú[A�¬3Å�$oI*E8�Á�´XÃ´ªA����

����Ò�6´�®¯�Ã�§¬´�}ú�®ª$�®¯�$l ��Ã$%~ú� 

cSSSIUVI$�������4 mg/kgÅI2%�é�*Eùú�9"ÃAK÷a2.4%b ! CPK

b³a2.2%bIA�¬3Å�$o�*E8�Á�´XÃ´�}ú�CPKb³$´²*��%~

ú$Ã5�IA��rsÔ�Ý22õ�H���ùú�¦úA�$´(T�`}ú�9"Ã

CPKb³1�$«I�}ú� 

cSSSIUVI$�������4 mg/kgÅ$;¶æ¤m$�®¯�ÃA
��Xpq�a1.8%bA


��Xvaa1.6%bA
��X<=a1.1%b !
��X�>a0.5%b[gh~ú��$´

A
��Xpq�a0.9%b !
��vaa0.9%bÃ�9"��%~ú[A��ì*Â

Ã({*IA(T�`}ú¯�Ã´�}ú[2.7.4.2.1.3.2.1 �]� 

 

2.5.5.3.1.2 òó,ôõ�Ã�áÅ,ö�÷�ôø�Ã�áÅ 

cSSSI UVI$°±ÃA�������4 mg/kg ÅI1%a8/550�b�A�¬3ÅI1%a8/558

�b��§¬ú��$°±�`}ú�®¯��CV3�$l ��Ã$%~ú

[2.7.4.2.1.4.2 �]� 

cSSSIUVI$²³´�®¯�a°±ø	ªbÃA�������4 mg/kgÅI9%a50/550�b

�A�¬3ÅI7%a41/558�b��§¬ú[2.7.4.2.1.2 �]�9�®�}ú²³´�®¯�$¾

¿ÀÁ78Ã�<=>kt!�SA>�IA�������4 mg/kgÅa26/550�b$�[�¬3

Åa18/558�bt�%ê®�}ú��$XÃAØ�íî�a�������4 mg/kg Å8�A�¬

3Å0�b !7«<=m�v>a�������4 mg/kgÅ3�A�¬3Å0�b�t��$I�

}ú�µ$¶$²³´�®¯�$*E8ÃA��1%SÈI��A®ªÃl ��[$%~

ú[2.7.4.2.1.5.2 �]� 

cSSSI UVI$²³´�9"a°±�ø	ªbÃA�������4 mg/kg Å[1%a3/550�¥

Ô9bóA�4Lb³AËÌ>¸1�bA�¬3Å[1%SÈa2/558�¥ËÌ>Aµ´Cm�ê

¸1�b��§¬ú[A�$¯��8õ�HarsÔ�10õ�Hb���ùú[2.7.4.2.1.2 �] 
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[2.7.4.2.1.5.2 �]� 

cSSSI UVI$�®¯��t�(TÃA�������4 mg/kg ÅI3%a16/550�bA�¬3Å

I�3%a17/558�b��§¬ú[2.7.4.2.1.2 �]��������4 mg/kg ÅI2��é�«¬

ú(T�`}ú�®¯�ÃA��� NOSa�������4 mg/kgÅ2�A�¬3Å2�bA�:�

É® NOSa�������4 mg/kgÅ2�A�¬3Å0�bA7«m�v>a�������4 mg/kg

Å2�A�¬3Å0�bI�}ú[2.7.4.2.1.6.2 �]� 

(T�`}ú�9"ÃA�������4 mg/kgÅI8�a��� NOS[2�AËÌ> NOSACPK

b³ !*�[¸1�AWv NOS !v|?li>[1�A�=bó !�ª=bó[1��AÍ

L!��Í�H�L�åá>LÑ>b³AÍåñLÐ�4Í�H�L�åá>LÑ>b³Av(

ÍÏ�ä;åá+ðÑ> !Ù4�ûà�àb³[1�bA�¬3ÅI11�a��� NOS[2�A

*�A3êA��� AUVê NOS !3TËÌ>[¸1�AóbAK÷ !KL NOS[1��A

ZS�)* NOSCD0�é !µ´Cm�ê[1�AóbAÔ9 NOSAFvS NOSA*�A3T

ËÌ> NOSAÍL!��Í�H�L�åá>LÑ>b³ !ÍåñLÐ�4Í�H�L�åá>

LÑ>b³[1��AK÷ !KL NOS[1�b��§¬ú�-�Å$´A²*��%~ú

(T�`}ú�9"Ã3�I�}ú�ÅZÆ�0053100064�k[�²*$ËÌ> NOSÃ2õI��

ùú�ÅZÆ�0070100041ÃA²*$�=bó !�ª=bó[*EùA��[
�I�´�}

ú�ÅZÆ�0131100041ÃACPKb³[²*��%~ú[ArsÔ�Ý22õ����ùú�²

³´�9"�N$(T�`}ú�9"ÃAì*ÂÃ({*IArsÔ�Ý8õ�H���ùú

[2.7.4.2.1.6.2 �]� 

 

2.5.5.3.2 Á¤)�'(t£3¾¿ 

½v> !<=muH��ø���ùúMN¡¢£UVa0102UVbI$�®¯�ÃA���

����6 mg/kg ÅI95.8%a115/120�bA�¬3ÅI94.8%a110/116�b�A�9"ÃA���

����6 mg/kg ÅI35.0%a42/120�bA�¬3ÅI42.2%a49/116�b��§¬ú�0102UV

I$�®¯�*E8$:~ÃA_üý~[²³´~���I�}ú��øë(����cI��

ç I�}ú[2.7.4.2.1.2 �]� 

 

2.5.5.3.2.1 �� ¢ÝÞßà]Ã�áÅ 

0102UVI�������6 mg/kg ÅI10%�é�*Eùú�®¯�ÃAWv NOSa12.5%bA

Ô9 NOSa11.7%bAKL NOSa11.7%bAã7a10.8%b !K÷a10.0%bI�}ú��$´A

�¬3Åt��*E8$:�®¯�Ã´�}ú[2.7.4.2.1.3.2.2 �]� 

0102UVI$�������6 mg/kg ÅI2%�é�*Eùú�9"ÃACPK b³a5.0%bA�

ãa3.3%bAv(ä�b³a2.5%bAi���a2.5%b !*ê NOSa2.5%bI�}ú��$´

A�¬3Åt��*E8$:�9"ÃACPKb³A�ãAv(ä�b³ !i���I�}

ú�Ò� CPKb³ÃA�M#ì*�¬({*I�}ú[A�¬3ÅIÃ*Eù#k¬�A-�Ò

�$�9"I��3�m[n�~ú� 

�������6 mg/kgÅI2%�é�*Eùú;¶æ¤m$�®¯�ÃA
��XFG[2.5%
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�*Eùú[A��ì*ÂÃ({*IACV3$rs(Tød·� �A��ùú�¦úA

�¬3ÅI�6.0%�«¬ú��������6 mg/kgÅI2%�é�*Eùú;¶æ¤m$�9

"Ã«¬´�}ú[2.7.4.2.1.3.2.2 �]� 

 

2.5.5.3.2.2 òó,ôõ�Ã�áÅ,ö�÷�ôø�Ã�áÅ 

0102UVI$°±ÃA�������6 mg/kgÅ$15.0%a18/120�bA�¬3Å$16.4%a19/116

�b��§¬ú[2.7.4.2.1.2 �]��$´CV3rsÔ�Ý30õ�H�°±ùú$Ã�����

��6 mg/kg ÅI14/120�A�¬3ÅI12/116�I�}ú�udTI°±ùú�������

6 mg/kgÅ$1�aÅZÆ�084-130bø	�A°±�`}ú�®¯�$CV3�$l ��Ã´ù

��%~ú�ÅZÆ�084-130ÃAMSSA�t�½v>IATmu�{ATmue\e !:v

S>{ø¥¤ù#k�Ars10õ��NOÆÇ$ó�A{H<= !Ô¼I�ø*EùAudT

�t�°±ùú�CVxy\z{�t�A-~�$udT�CV3$l ��Ã$%I�´�

�%~ú[2.7.4.2.1.4.2 �]� 

0102UVI$²³´�®¯�ÃA�������6 mg/kg ÅI51.7%a62/120�b�A�¬3Å

I44.8%a52/116�b��§¬ú[2.7.4.2.1.2 �]�9�®�}ú²³´�®¯�$¾¿ÀÁ78

ÃA�$rsÅI��<=>kt!�SA>�I�}ú[2.7.4.2.1.5.2 �]� 

0102UVI$²³´�9"ÃA�������6 mg/kg ÅI2.5%a3/120�¥ÅZÆ�084-130A

008-229 !012-052bA�¬3ÅI5.2%a6/116�b��§¬ú[2.7.4.2.1.2 �]��������

6 mg/kgÅI²³´�9"[*Eùú3��Ñ#�Ô�%&��� 

udTø*EùúÅZÆ�084-130ÃA'&$�k�°±ùú� 

ÅZÆ�008-229ÃAudT�t���6´EÑåüÑ�ÑfÙ�t� MRSA �t�½v>I

�}ú�rs14õ��ACPK[253 U/L�b³ùú�rs15õ��ACPKb³�é¼�ÜøçA

-�ørs(Tùú�CPKÃrsÔ�Ý3õ��9:ºa2,977 U/LbønùArsÔ�Ý7õ��

_`º¦I��ùú�-~��ÃA��qåð �ø¤"rs~#ú�CVxy\z{�t

�ACPKb³Ã({*ICV3�$l ��Ã������%~ú� 

ÅZÆ�012-052ÃATm�É®ø¥¤ùúMRSA�t�½v>~�I�}ú�rs2õ��u

e\e !uege[*EùA��3õ�¦I���ùú�$$Ars14õ����{aæÎ

Í !�250 �mol/Lb[*Eùúú§ACV3ørs(TùArsÔ�Ý13õ����ùú�C

Vxy\z{�t�A�$�®¯��²*ICV3�$l ��Ã�$%I�´���%

~ú[2.7.4.2.1.5.2 �]� 

0102UVI$�®¯��t�(TÃA�������6 mg/kgÅIÃ16.7%a20/120�bA�¬3

ÅIÃ18.1%a21/116�b��§¬ú[2.7.4.2.1.2 �]��������6 mg/kgÅ$2��é�*

Eùú(T�`}ú�®¯�ÃACPKb³a�������6 mg/kgÅ3�A�¬3Å0�bA*ê

NOSa�������6 mg/kgÅ2�A�¬3Å2�b !½v>a�������6 mg/kgÅ2�A

�¬3Å0�bI�}ú[2.7.4.2.1.6.2 �]� 

0102UVI$�9"�t�(TÃA�������6 mg/kgÅIÃ8.3%a10/120�¥CPKb³3

�A*ê NOS2�ý!�KL NOSA|ûßm�êA��{ NOSAv|?li> !udT[¸1
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�bA�¬3ÅIÃ11.2%a13/116�¥*�2�ý!�3�m���AFGm�êAËm��{AÎ

ãK��>ÄÅAÍ=áâL<�Ñ£�A*ê NOSAo�m��Aûßm���A(ámàáA

ñ�ÑA��{ NOSAËÌ> NOS [¸1�b��§¬ú��$´A²*��%~ú$ÃA

�������6 mg/kgÅ$*ê NOS2�ý!�KL NOSA��{ !udT[¸1�ý!�A�

¬3Å$*�A3�m���AËm��{AÎãK��>ÄÅAÍ=áâL<�Ñ£�A��{

NOS !ËÌ> NOS[¸1�I�}ú�µ$¶$¯�ÃAì*ÂÃ({*��%~ú�udT

�t�°±�aÅZÆ�084-130bø	�A�9"�t�(T�ÃA38õ�H���ùú[2.7.4.2.1.2 

�] [2.7.4.2.1.6.2 �]� 

 

2.5.5.3.3 CDïðñ�fg 

�¸¹º$úeÃAcSSSIUV�ù#Az{m�����[16�$«$9801BUVø	ªA2

Ñ$»¼m�������<=>~���UVa9801UV !9901UVb !½v> !<=m

uH��ø���ùúUVa0102UVbI��ùú��¸¹º$úeÃACPKb³ø	�A

�6�OP�´��$Ã�§¬´�}ú�0102UVI$ CPK$b³�Ñ#ÃA[2.5.5.5.1 �]

������ 

¦úA-�$rs(�A]û$úeIÃ´�$$A0�[éA)*��6�Ñ�é´�A�

A�[��oaPTb½Ê !Gû9`¨aINRbb³[«¬���[��ú§[¨©5.4: 11]A:

º[«¬úÍ¥$
é¯�ø1Zì2ahb[1.8.1 �]$�Þ"é$
é����ùú� 

 

2.5.5.4 2!¡vw3xyÈ4�¨©t 

�������$rs��Ã2¯8���GH�UVa001UV !002UVbIÃA-�ø30

7oQ6pqHrsùú[AiË�N¬I$CD��"´27opqHrs$z{møMN¡¸£

UV$�Ñð�_:��Ô�ëù��� 

 

Wõ-ö¦$27opqHrs 

MNIÃA27opqHrsø��ùú2UVaDAP-001UV ! DAP-003UVbø]^ùú� 

MN¡¸£UVaDAP-001UVbIÃAWõ-ö���ö¦$�������6 mg/kgQ�rs

��A�®¯�ÃA27opqHrs��16�(6�A307oQ6pqHrs��15�(5���§

¬ú�²³´�®¯�Ã�§¬´�}ú� 

27opqHrs�$�®¯�ÃAÞmCA[�liAjº�A	�qÑ�AóuAº=A7«

<=AÓ�Ak�A�ÖÑÖÏYY�X�vApqlæ�XmÂ[¸1���§¬ú��$´A

�9"ÃAóuAº=A7«<=Ak�[¸1�I�}ú� 

MN¡¸£UVaDAP-003UVbIÃAWõ-ö���ö¦$�������4 mg/kg ÂÃ

6 mg/kg 27opqHrs�t�7õo£�rs��A�®¯�ÃA4 mg/kg ÅI8�(2��5nA

6 mg/kgÅI12�(8��15n�§¬ú�²³´�®¯�A�®¯��t�(TÃ�§¬´�

}ú� 

-�rs�$�®¯�ÃAä�ñª>A¡�*e�JAãæAÔ9AorApÔHÃÄ��A
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læ�X<=A(]�Aé÷q<=Ar¼=As�=AIem§¦A4Xm§¦Aº=At

uAjyABjº=A^_m���[¸1���§¬ú��$´A�9"ÃAorAr¼=A

Iem§¦A4Xm§¦Aº=Atu[¸1�I�}ú[2.7.4.2.1.3.2.3 �]� 

�¬$Wõ-ö���öø���ùú-�4 mg/kg ÂÃ6 mg/kg $27opqHrsUV$ç

 �t�A27opqHrs�$�®¯�ÃA307oQ6pqHrsùúõ-ö !Wõ-öIp

�gh~#�¯�I��A²³´�®¯�Ã�§¬�A�pmÃ��I����[n~

ú� 

 

õ-ö¦$307oQ6pqHrs 

GH¡¸£UVa001UVbI$õ-ö���ö¦$307oQ6pqHrs�$�®¯�ÃAQ

�rs���������12 mg/kgÅI6�(3�A�L�IÅI10�(1�A7õo£�rs��

�������6 mg/kg ÅI6�(1�A�L�IÅI6�(1���§¬ú�²³´�®¯�A

�®¯��t�(TÃ�§¬´�}ú� 

001UVIA-�2A4A6A9ÂÃ12 mg/kg $Q�307oQ6pqHrs��A�������

Å�gh~ú�®¯�ÃA12 mg/kgÅ$ �-NÍ� Ï DCÏD	�!�Ñ>b³[2�A7(

�2�æACAJä�b³[3�A7vw�m[1�a2nbI�}ú��9"ÃA�-NÍ� Ï DC

ÏD	�!�Ñ>b³[2�A7( �2�æACAJä�b³[2�A7vw�m[1�a2nbgh

~A��05Y�#*E�¬10õ�H���ùAxç>F�´ªA�6�OPÃ´�

ëo¬ú� 

001UVIA-�4A6ÂÃ10 mg/kg $7õo£�307oQ6pqHrs��ÃA6 mg/kg Å�A

�-N Í� Ï D CÏD	�!�Ñ>b³[1�gh~ú�-¯�Ãrs)�Ý20õ�arsÔ

�Ý13õ�b�*EùAl ��Ã$%~ú� 

t}#Aõ-ö���öI$-�12 mg/kg ¦I$Q�rs !10 mg/kg ¦I$7õo£�rs

�$z{m !�pmÃ��I����[n~ú[¨©5.3.3.1.1: P001]� 

 

�é$ç t�A�Ô$2Ñ$4�IAõ-öI�307oQ6pqHrs$¶�A27opqH

rs�t�-�øÞ"I���$�ëoú� 

G	 -�4 mg/kg !6 mg/kg$27opqHrs�$��´�pm[Wõ-öIn~ú�¦

úA-�27opqHrs$z{m�Aá+�ÏÃA307oQ6pqHrs�û�I�}ú� 

G	 Wõ-öI$27opqHrs�$ Cmaxøé��Aõ-öI$-�9 mg/kg !12 mg/kgQ

�rs�Aý!�10 mg/kg 7õo£�rs��A��´z{m !�pm[n~ú� 

 



�������	 
��  
2.5	 ���������  

 2.5	 ���������   
 -  62  -   

 

2.5.5.5 âãäå!"ä��)ùêä�Ã�áÅ 

2.5.5.5.1 úûü¦�� 

GH¡¢£UVa002UVb !MN�UV��t�AØ´�9"�~#�ÆÇÈxÉ®

�Ñ#�Ô������ 

GH¡¢£UVa002UVbIÃA�������4 mg/kgÅI CPKb³[2.3%a2/88�b�*

EùA2���CV3�$l ��Ã$%I�´��%~ú[A��ñ�Ñ��ô���>

FaÆ=AÆ�AyzÆ£�>bøxç��~�Ã´�}ú�¦úA�������{rsÅ

a4 mg/kgÅ !6 mg/kgÅ$¤¥bIACPK$9:º[200 U/Lønoú~�ÃA������

�4 mg/kg Å�8�«¬ú�$$A9:º[2,545U/L I�}ú1�ø	�A7�Ã CPK $9:º

[500 U/L�ÔI�}ú���Aq�D����ÅI CPK$9:º[200 U/Lønoú~�ÃA2

�«¬ú�$$A9:º[592 U/L I�}ú1�ø	�A1�Ã CPK $9:º[500 U/L �ÔI

�}ú��¬$9:º[200 U/Lønoú~�$´ACV3$rsø(Tùú~�Ãk¬�A

��ñ�Ñ��ô���>FaÆ=AÆ�AyzÆ£�>bøxç��~��´�}ú��

������6 mg/kgÅIÃACPK$9:º[200 U/Lønoú~�Ã«¬´�}ú� 

GH¡¸£UVa001UVbIÃAÆÉ®øn��>FaÆ=A�Ü{bÃ«¬�AÂÃ200 U/L

øno� CPKb³Ã«¬´�}ú� 

MN¡¢£UVacSSSI UVbIACV3$rs(T�`}ú CPK b³[1��«¬ú�À

$1�IÃArs2ü�� CPKb³[*EùAé¼=��Üø¤*ùACPK$9:ºÃ10,320 IU/L

I�}ú��$~�ÃCD3ø��������¬ÎIáA<	���ú{ùú�CV3rsÔ

�ÝA�M#$�¸¹º�� !�>F[������ùú� 

MN¡¢£UVa0102UVbI�ACPK [_`ºé15�a1,000 U/Lb�éønùú����

���6 mg/kg Å$8�A�¬3Å$1�$´AÆ>Fø*Eùú~�Ã´�}ú�CPK [_

`ºé15�a1,000 U/LbSÈ$~�$´AyzÆ£�> !��ñ�Ñ��ô���®¯�

[A�������6 mg/kg Å$108�(15�A�¬3Å$114�(29��AÆ>F[A����

���6 mg/kgÅ3�A�¬3Å8���§¬ú� 

MN�UVIÃAßÑåL��$ CPK[_`ºøbH$~�IAÆ=ÂÃì*$ CPKb³

a<1,000 U/Lb$*E8ÃA�������Å��¬3ÅIû�*I�}ú[A_`ºé1$10

�øno�CPKb³øç´Æ=ÃA�������Å$«:*E8ønùú[2.7.4.2.1.7.1 �]� 

~¬�AMNI$ÛÜÝz{m|gIÃAyzÆ£�>Ã�.62��gh~#k�AyzÆ

£�>ø÷t²*$ÇÈÆÉ®ÃA-�ørsùú1���ú�0.730��*E��3�m[n�

~��¦úA��ñ�Ñ�t�v(�äKBb³øç´A²Á´�®¯�aé�m�ºqAu

O°{b$ghÃ´[2.7.4.2.1.7.1 �]� 

 

W�UVI�AÇÈÆ[-�$ám$Ø´96¾¿I��AØ´ám¶0ÃAÆ,�$ß�

�´úm !�Sa��øG[�Æ}�Ã0.01%�0.1%bý!� CPKb³I�}ú�¦úA1õ1

�rs��Ã7Års�t��ÇÈÆám$*E8��*[li����[n~ú[2.6.6.10 

�]� 
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�é$ç �¬AMN�UVIA-�$rs�t� CPKb³AÆÞ=A�Ü !yzÆ£�

>[gh~#�ú§A1Zì2ahb[1.8.1 �]$�Þ"é$
é��A²·´_-6
é�

ù#�Ô$
é¯�ø��ùú� 

1) ÆÞ=ÂÃ�ÜaÒ�~Xr¼��k[�ÆÞ=ÂÃ�Üb$*Eøøù����� 

2) CKaCPKbºørseo(Ã%e6�aü1��ébm!ðä�C�����HMG-CoA

ñò�àS®�ø'CDÂÃ¤"ùú~�IÃ CKaCPKbºø~¬�²��m!ðä�

C����� 

3) �:�É®[��~���ù#ÃA1üo�2��é�:� ! CKaCPKbøm!ðä�

C����� 

4) /l��$ CKaCPKbé�ø*EùúÍ¥ÃACKaCPKbºøü2��ém!ðä�C�

���� 

5) CKaCPKbº[1,000U§La_`ºé1$�5�bøno/l��$��ñ�Ñ$ÕÄÂÃ

>Føn�~�A��Ã>FÃ´[ CKaCPKbº[2,000U§La_`ºé1$�10�b

øno���´b³ønùúÍ¥ÃA-�$rsø(T����� 

6) -�rs(Ã HMG-CoAñò�àS®�{$yzÆ£�>��ô��3�$�3øë(�

���� 

 
2.5.5.5.2 §�¦�� 

GH¡¢£UVa002UVb !GH¡¸£UVa001UVbIÃAy1xÉ®$�®¯�Ã«

¬´�}ú� 

MN¡¸£UVaDAP-QTNC-01-06UV[¨©5.3.4.1.1: QTNC]bIA-�6 mg/kg ø1õ1�14õ

orsùúû$A�÷S456´��y1�e:�ø��ùú��çA!ýÑAñ�Ñ�t�:

�É®Ãl*~´�}ú�¸ùú��$VWº��éXÃ´ªA/�$��¶0����ù

úñðÑ�Ã�§¬�A�6�²·´ßÑåL���¬$úe$*E8��XÃ´�}ú

[2.7.6.2.23 �]� 

MN¡¢£UVIÃAcSSSIUVI�������4 mg/kgø1õ1�rs~ú´10%a53/550

�b�Ay1xÉ®�78~��®¯�[«¬ú�$$A�¬3Åaq�D����ÂÃk

¥�E!�ä�b�û�*$*E8I�}ú�0102UVIÃA�������6 mg/kg ø1õ1�

 !�¬3aq�D����ÂÃk¥�E!�ä�børs~ú´9.2%a11/120�b !1.7%

a2/116�b[��y1x��ô���®¯�ør3eoH�*Eùú�{¯�Ãì*�¬({*

�78~AÁkÃ]eoICV3rseo(���ùú�A¶$/l�t��$�ëo¬ú

[2.7.4.2.1.7.2 �]� 

W�UVIÃA�$eT¯I�A�������ørs���AÇÈÆ��ñ�Ñ[«

¬�"0t�:"0I��y1������[«¬ú���m!ýÑAñ�ÑÃAy1\�

4������[´ ¡úm$ÒÕø�}#ú[2.6.6.10.4 �]� 
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2.5.5.5.3 ý%M�� 

GH¡¢£UVa002UVbIÃAÊ:������¸¹º$�®¯�aÍL!��Í�H�

L�åá>LÑ>b³ !ÍåñLÐ�4Í�H�L�åá>LÑ>b³b[�������{

rsÅa4 mg/kg Å !6 mg/kg Å$¤¥b�¸10�«¬A�$´¸7�[�9"�~ú�

ù�ù´[¬A002UVI«¬úÍL!��Í�H�L�åá>LÑ> !ÍåñLÐ�4Í�

H�L�åá>LÑ>$9:ºÃ��_`ºé15��H$ì*$b³I�}ú���¬A

�éAÁ�´OP�Ã´¬´�ëoú�¦úA�¬$�®¯�ÃA�������4 mg/kg

Å !�������6 mg/kgI*E8Ãû�*I�}ú� 

¦úAMN�UV !MNÛÜÝz{m|gIÃAÊ:������¸¹º$�®¯�$

*E8ÃAGH¡¢£UVa002UVb�¨MAF�}ú� 

t}#AÊ:������¸¹º$�®¯�Ã�������øõ-ö�Þ"��û�Ò�


é�M�¯��Ãëo´�}ú�ù�ù´[¬AéÛÝ�]^ø�%ù#�'�Ü«ÝO¹

Iä�~��Ñð�_:�Aõ-ö�k[�z{mé$�V�´�´��¹´�ø¸���

%I��� 

 

2.5.5.5.4 �%M�� 

GH¡¢£UVa002UVbIÃA({*�¬²*$�:�É®~�sCLcr[50 mL/minSÈu

21���������[rs~ú��¬$~�$ CPKb³ø÷t�®¯� !�9"$*E

8�A�������{rsÅa4 mg/kg Å !6 mg/kg Å$¤¥b�$�¬�´XÃ«¬�A

�:�É®~�I$z{mé$�V¯�Ã�§¬´�}ú[2.7.4.2.1.7.5 �]� 

GH¡¸£UVa001UVbIÃA�������12 mg/kgrs�� �-NÍ� Ï DCÏD	

�!�Ñ>b³ !7( �2�æACAJä�b³[gh~ú�$$AÁ�´úeÃ´ªAxç

>FÃ«¬´�}ú� 

MNI]^ùú�:�É®~�ø���ùúUVaDAP-00-01UVADAP-MDRI-01-09UVA

DAP-REN-02-03UV ! DAP-REN-07-01UVbIÃ CLcr $li�ç´ CPK b³[®ª«¬A

CPK$%e6´m!ðä�C[d·�ëo¬ú�µ$¶�A�:�É®~�I$z{mé$�

V¯�Ã�§¬´�}ú�¦úA�¬$UV$���3Te@��ç t�ACLcr�t�"

0Oºøv´���ùú[2.7.2.3.3.4 �]� 

�¬$ç �¬A�:�É®~�sCLcr [30 mL/min SÈuIÃAü�2��é�:� !

CKaCPKbøm!ðä�CùA�²�rs�����ùA1Zì2ahb[1.8.1 �]$�Þ"é$


é��A�²rs�ù#��ùú� 

 

2.5.5.5.5 þ�)�����Q 

GH¡¢£UVa002UVbIA�������4 mg/kg Å�Í=áâL<�Ñ�:ãæ[1�

aÅZÆ�10029b«¬ú�-¯�Ãrs1õ��*EùA²*IACV3�$l ��ÃúZ

�����%~ú�$$ACV3rs(T4õÝ�Ã��ùú� 

GH¡¸£UVa001UVbIÃAËÌ> !¶$ÍÎÏÐÑ$�®¯�Ã«¬´�}ú� 
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»¼m�������<=>~�ø���ùúMN¡¢£UVacSSSI UVbI�A����

���4 mg/kg Å�A²*$ÍÎÏÐÑ£�aËÌ> NOSb[1�a9801UVbA²*$GF�ê

F�ê !²*$�4Lb³[1�a9901UVbgh~#���¬$¯�ÃA��rs

Ô�Ýa(TÝb2õ�¦I���ùú� 

½v> !<=muH��~�ø���ùúMN¡¢£UVa0102UVbIÃA*êa*ê 

!HGAGF�êFA|�AFGA� F$*êø÷tbÂÃ���aûßm���A3�m�

��ø÷tb[�������6 mg/kg ÅI10.8%a13/120�bA�¬3ÅI15.5%a18/116�b�

*Eùú��$´Aµ´C> !FG[®ª«¬ú[Aì*ÂÃ({*I��A®ªÃl 

��[$%~ACV3$rs(T�`}ú¯�Ã´�}ú�0102UV$ç �¬A-�$*êA

ËÌm£� !¶$ÍÎÏÐÑ�����®¯�$*E8[�¬3t�:�´ç Ãa¬

´�}ú[¨©5.3.5.1.7: 0102]� 

�¬$ç t�AÍ=áâL<�Ñ�:ãæAÍÎÏÐÑ£� !ò�4Lb®>ø÷tË

Ì>$*E²*ÃFªA3�6´¯�I��[A²Á´�9"I��ú§Aîï�ÃA1Zì2

ahb[1.8.1 �]$�Þ"é$
é��A²·´�9"�ù#��ùú� 

¦úA-��t��:ãæAÍ=áâL<�Ñ�>F$*Sø
]���I����[´$

IA¯'�þä´�Yø�»����ùA1Zì2ahb[1.8.1 �]$�Þ"é$
é��A²·

´_-6
é�ù#��ùú� 

 

2.5.5.6 �ä�¬�®¯�1��Z�H]¨©t 

2.5.5.6.1 �? �#$ 

HMG-CoAñò�àS®3 

-� ! HMG-CoAñò�àS®3$£Õ9"Ã«¬´�$$A�� CPKb³[�§

¬�3�I��ú§A-�$rs(ÃAHMG-CoAñò�àS®3$�3øë(�����ùA

1Zì2ahb[1.8.1 �]$�Þ"é$
é��A£Õ9"�ù#��ùú� 

 

ÉÏá+ä� 

-� !ÉÏá+ä�Ã3Te@56�3Ü56£Õ9"Ã�§¬´�}ú[2.7.4.5.3 �]�

ù�ù´[¬A-� !ÉÏá+ä�Ã���¡¢ç¥8[:ú§A-��ÉÏá+ä�ø¤

"��Í¥ÃA-�rs)�ÝõoÃZ�vNmøm!ðä�C����øEF���øA1

Zì2ahb[1.8.1 �]$�Þ"é$
é��A£Õ9"�ù#��ùú� 

 

2.5.5.6.2 �	�
�� 

-�$ÖÚ¦$rs�����UV�ÑðÃ´�Lã� !K	Ðø���]^~úS

cámUV !���mUVIÃA-�[�}�ó��ø U��ÑðÃ�§¬´�}ú

[2.6.6.7 �]� 

ØÙÚ�-�[rs~ú>�gh�t��A-�ÃÒ��Ù(�ß��a45 ng/mLb�Pv

����[�§¬ú[¨©5.4: 37]� 
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�¬$ç �t�AÖ×($-�rs����z{mÃ
uù#´ú§AÖÚÂÃÖ×

ù#�3�m$��Úö�ÃACDé$��m[��møé����!~�Í¥�$«rs

����AØÙ($Úö�rs��Í¥�ÃØÙøq[~ ����ùAîï�ÃA1Zì2ahb

[1.8.1 �]$�Þ"é$
é��AÖÚA�ÚAØÙÚ{¦$rs�ù#��ùú� 

 

2.5.5.7 894�����$�A 

�������ÃA2003ª9v�@GI9����~A2006ª1v� EUI���~ú�2011

ª2vE¾A@GAEUø÷t¶·71{Ga|}b�éIÜ«��ÂÃ~È��~#�� 

MN$ÛÜÝz{m|g�ù#ÃA9�$���¬ PSUR*võa2010ª4v19õb¦I$eo

�AÜ«��$�ÔA)�Ô�A��ÂÃXùT§Ã´�}ú�¦úAÜ«��${f$�3A

Ü«$N1A�UV$(TA"��"0$ú{A��~���ÂÃþ�$ú{Az{m��ô

ùú'�$ú{�´�}ú�~¬�Az{m��ôùú�Ë$N1¯��´�}ú� 

9f$ PSURaO¹��eo¥2009ª9v12õ�¬2010ª3v11õb[¨©5.3.6: PSUR]�t��A

-O¹eo$�®¯�gh8�'O¹��eoa2009ª3v12õ�2009ª9v11õb$gh8�Ã

kkt¹û�*I��A@µ$5�$O¹��eo�k[��®¯�{4$gh8���þù#

ú� 

gh8$:�}ú�®¯�Ã CPKb³a31nbAZ½3<GmUVUma14nbA3���a12

nb !�4Lmò�a11nbI�}ú�µ$¶$�®¯�Ã�M#10nSÈI�}ú� 

�������$rs�t�AÆÇÈx$�®¯�[�§¬#�[Agh²*ÃW��¦

I���-O¹��eo(A9�9n$�SMQ2000002¥yzÆ£�§��ñ Ñ��;<��

�®¯�[gh~Aµ$HÌÃyzÆ£�a9nbI�}ú�-O¹��eo(I$yzÆ£�

>$gh8Ã100,000���ù�6�I��A'�O¹��eoa20 ª v õ�20 ª v õb

$gh8t���F�}ú� 

E¾$@G1Zì2aUSPCb�ÃA�®¯��ù# CPKb³AÆ=Ar¼=AÆÜFÔA�

�CA[�é� !yzÆ£�>ø��ù#��¦úAîï�Ã��h� !�Þ"é$
é�

�A-äåæ�Ñ#AÆám$ÕÄ !>F$m!ðä�CA ! CPK×%$²*ø÷§ú÷

øb$¾�ø��ùú� 

-O¹��eo(�gh$�}ú�®¯�ÃÆÇÈx$�®¯�ø÷§AEv$ CCDS ¡3�

���$�$�û�*I�}úú§AE¾$ CCDS¡3� ! CCDS¡3��_:�9�ùú1Z

ì2ahb[1.8.1 �][Ap�$z{m�Aá+�Ïø6
�£�ù#���!ùú� 

 

2.5.5.8 ¨©tfg�Û�Ü 

GH¡¢£UVa002UVb$ç t�A�������a4 mg/kg !6 mg/kgb$1õ1�rs

$z{m !�pmÃ��I����[n~ú� 

G	 �������{rsÅa4 mg/kgÅ !6 mg/kgÅ$¤¥b$�>F$�®¯� !�

9"Ã60.6%a60/99�b !11.1%a11/99�b�A�¸¹º$�®¯� !�9"Ã32.3%

a32/99�b !16.2%a16/99�bgh~Aq�D����Å�$Á�´*E8$XÃ´
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�}ú� 

G	 �������{rsÅa4 mg/kgÅ !6 mg/kgÅ$¤¥b$�>F$�9"$®ªÃ

ì*ÂÃ({*I��AØ´�9"Ã8ê2.0%a2/99�bA*�2.0%a2/99�b !Ô92.0%

a2/99�bI�}ú�Ø´�¸¹º$�9"ÃAÍåñLÐ�4Í�H�L�åá>L

Ñ>b³7.1%a7/99�bAÍL!��Í�H�L�åá>LÑ>b³7.1%a7/99�bAv|

?li2.0%a2/99�bAv(ÍÏ�ä;åá+ðÑ>b³2.0%a2/99�bACPKb³2.0%

a2/99�b !�4Lb³2.0%a2/99�bI�}ú� 

G	 �������{rsÅa4 mg/kgÅ !6 mg/kgÅ$¤¥bI$ACPK$9:º[200 IU/L

�é�´}ú~��AÆ={$xç>FÃ�§¬´�}ú� 

G	 �������Å$°±�ÃA�v>�t�4 mg/kgÅ$1� !Áeq]^_�t�

6 mg/kgÅ$1�I��A�$¯��CV3�$l ��Ã$%~ú� 

G	 �������Å$²³´�®¯�ÃA4 mg/kgÅ$6� !6 mg/kgÅ$4��gh~ú�

�$´A2��é�«¬ú²³´�®¯�ÃA�v> !7«<=I�}ú�²³´�

9"Ã4 mg/kgÅ1��Í=áâL<�Ñ�:ãæ[gh~ú[Ars(T�t�rsÔ

�Ý4õ��Ã��ùú� 

»¼m�������<=>ø���ùúMN¡¢£UVa9801UVA9901UV !9801B U

Vb !½v> !<=muH��ø���ùúMN¡¢£UVa0102UVbI�Az{m !

�pm�OPÃ�§¬�A�������$�®¯�A�9" !²³´�®¯�$*E8Ã

�¬3Åaq�D����ÂÃk¥�E!�ä�b�û�*I�}ú�$$ACPKb³[�¬3

Åt��®ª«¬ú� 

�¬$GH !MN�UV��«È¬ú®ª$<=>~�ÃA»$²³´¥¤>ø

���²>~�I��A®ª$¤"3ørs~#�ú§Aa¬úz{m|g$�>�Ã


é[d·I���t}#A�������$z{mø`7������ÃA�ÝAÛÜÝ��.

~�z{m|g�
éø�´d·[��� 

MN$ÛÜÝz{m|g�ù#ÃA9�$��a2003ª9vb�¬ PSUR*võa2010ª4vb

¦I$eo�AÜ«��$�ÔA)�Ô�A��ÂÃXùT§Ã´�}ú�¦úAÜ«��${

f$�3AÜ«$N1A�UV$(TA"��"0$ú{A��~���ÂÃþ�$ú{Az

{m��ôùú'�$ú{�´�}ú�~¬�Az{m��ôùú�Ë$N1¯��´�}ú� 

�é$ç t�A-�$ám$Ø´96¾¿I��ÇÈÆ¦$��ÃA-�rs' !rs)

�Ý$%e6´aâ�ü1��éACLcr30 mL/minSÈ$~�Ãü2��ébCPK$m!ðä�C

{$þä´5Y�t�²³´��ayzÆ£�>{b�`���mÃ�qI���$�ëoA1

Zì2ahb���ùA
é�.�����ùú� 

¦úAWõ-ö���ö !õ-ö���öI$�UV��t�Aõ-öI�-�$27op

qHrsÃA307oQ6pqHrs�û�*$z{m !�pmø�����[n�~ú�t

}#A-�$rs���ù#A27opqHrs !307oQ6pqHrsøA1Zì2ahb�

��ùú� 

�ét�AGH¡¢£UVa002UVbI$A�������4 mg/kg ÂÃ6 mg/kg ø1õ1�r
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s�$z{m !�pmÃ��I��Aõ-öI$�������$z{m�Aá+�ÏÃAW

õ-öI$z{m�Aá+�Ï�Á�´£ëÃ´�ëo¬ú� 
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2.5.6 ����T�����Z[\]�� 

MRSAÃA�������<=>Aò�A���A�v>A<=muH��Aó��´¹��

´²><=>ø��.�ùA°±�Ñ´[�Í¥�i´ª´�E¾-ÁIÃAMRSA����

þ�>ø�ÑCD3ÃAq�D����AÖ�D�L!�AÍÏß��� !äà�äK$4�$

«I��� 

�������ÃAfùæLå$�Fä�E� KxZST�I��AMRSA����ãÜ

´�½9"øn�
���ù#)*ùú�-�Ãp�3�Ã�´�9":;ø�AMRSA<=

>��ù#�úCD� ønùú���¬Ap�$MRSA<=>CD3�ýZfú´jk¼�

´�´�� 

�Ô�A�¦I�a¬ú�0�_:�A-�$�é$ßàáâã� !äåæ�Ñ#

&M�� 

 

2.5.6.1 CDí�����T� 

�������ÃMRSA�7ÃÄ����Z½Nm[: 

-�ÃAin vitroIÃA�6�²·´T��¹$CLB�m½aMRSAAMRSEAVREAGISAA

VRSA  !DÍCLÑ>�mJKKL½Aäà�äKUm½A<��äå �§�Ï;�äå 

�Um½´¹$3�Um½ø÷tb�ù#ãZ½Nm[�§¬ú[2.6.2.2.2 �]��$ú§A

-�ÃAMNIÃ-�<m$CLB�m½��ù#þ�ø�ù#��-ÁIÃUm½�E$3

�møë(ù# MRSA $«øþ�½¯�ùú��$��ÃA-ÁI$äà�äK´¹¶$Z

MRSA3�����$�û�I��� 

MRSA�����������$Z½NmÃãªA20 ª�20 ª�GHI7Ã~úMRSA

�����������$Z½Nmø×%ùú��çAMIC50Ã0.5 �g/mLAMIC90Ã0.5�1 �g/mL

I�}ú[2.6.2.2.2.1 �]���A20 ª��@I�)~ú MRSA $�7ÃÄaN=1,797b$

MIC50 ! MIC90Ã0.5 �g/mL I��[¨©5.3.6: PSUR]AGH�7ÃÄ$-�����<Gm�

TUû�I�}ú� 

¦úA-�ÃAin vivoI$ PAEÃ4.8�10.8�o�Ê�o�ßú�[2.6.2.2.3.1 �]ATDMød·

� �A� $`a[0 ¦���[n�~ú� 

~¬�Aäà�äKÃp½6I��$��ùA�������$Z½9"ÃAMIC�9|�½

)*a�ÔAMBCb[µ^ù#k�A�½6I���¦úA-�ÃA�æAL�Kx� �Læð

Bx{$¶$®ª$ZST��Ã�´�A\��$:�øS®��ú§ApTe$��\½��

ù#�9"���in vitro IÃA-�$ MRSA �½9"Ãq�D�����û{I��Aäà�

äKt�:��[n~ú[2.6.2.2.2.11 �]� 

E¾Þ"~#�A�$ZMRSA3��ù#�Um½$�E[«¬#��Ò�A9

�Y"~#�q�D��������Um½ÃOP�´}#����A-�ÃAfM$9

":;ø�Ñú§Ap�$Z½3�$�XUmÃ�§¬#k¬�A-�����Um$��l

n��¬#´[2.6.2.2.2.6 �] [2.7.3.5 �]��éI�A-�$Um½$*EÃi´��

[gh~#k�Aß��´<Gm$FÔ[«¬ú½Ä[gh~#�$«I���-ÁI
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ÃAGH¡¢£UVa002UVbIA-�[rs~ú99�(2��¬¸�~úMRSA�7Ã

ÄIArseo(�-�����MIC[<Gm_`[¨©5.4: 38]ønoúa-�rsÝ$MIC$

9:º[2 �g/mLb[2.7.3.5.2 �]�¦úA-ÁI20 ª�O¹~ú�7ÃÄ300Ä$´A-

�$MIC[2 �g/mL�é$MRSAÃ¸�~´�}ú[2.6.2.2.2.1 �] �́ kAp�-�[ÛÜ~

#�MNIÃAMN¡¢£UVa9801UV !9901UVbIA�������4 mg/kg [r

s~ú534��¬¸�~ú MRSA �7ÃÄIArseo(�-�$ MIC [<Gm_`[¨

©5.4: 38]ønoú¯�Ãgh~´�}ú�MN¡¢£UVa0102UVbIÃA�������

6 mg/kgÅ$120�(5��¬¸�~úMRSA�7ÃÄIArseo(�-�$MIC[<Gm

_`[¨©5.4: 38]ønoúa-�rsÝ$ MIC$9:º[2 �g/mLb[2.7.3.5.2.2 �]�¦úA�@

I20 ª�O¹~ú�7ÃÄ1,797�$´A-�$MIC[2 �g/mL�é$MRSAÃA1�$

«aMIC 2 �g/mL¥1�bI��AUm½$�E8Ã�§#F[¨©5.3.6: PSUR]� 

t}#AGH !MNI�A-�UmMRSA[�E��3�m[F���¬A-�ÃA¶$

ZMRSA3Um½����I��A�Ý$Um½�EdN$ú§$fú´x�$3��´���

[e½I��� 

 

�������ÃAMRSA<=>~����´��møn� 

MRSA<=>a�v> !�ux<=muH��A�������<=>b~�ø���ùú

¡¢£UVa002UVbIA-�$��´��m[n~ú� 

GH¡¢£UVa002UVbIAMRSA �t��������<=>aÏ¾m��<=>AN

Â��Â !�þå{$µ�<= !A!¬��ÃÄ$µ�<=b~���ù#A-�4 mg/kg

ø1õ1�7�14õpqHrsùúûA�¬3I��q�D�����û�*$� [«¬ú�M

N¡¢£2UVa9801UV !9901UVbI MRSA �t�»¼m�������<=>~��-

�4 mg/kgø1õ1�7�14õpqHrsùúû����m[n~ú[2.5.4 �]� 

GH¡¢£UVa002UVbIA4�$ MRSA�t��v>~���ù#A-�6 mg/kgø1õ1

�14�42õpqHrsùúû�A2�I��m[«¬ú�¦úAMN¡¢£UVa0102UVbI

-�6 mg/kg ø1õ1�14�42õpqHrsùúû$AMRSA �t�»¼m½v> !�ux<=

muH����ù#���m[n~ú[2.5.4 �]� 

 

�������ÃACD3Tm!ðä�CaTDMb[d·´ 

ZMRSA34�(3�aq�D����AÖ�D�L!� !ÍÏß���bÃAÒ�$�9"

$ú§z{}[cªATDMød·�ù#�����ùA-�Ãz{}[÷ªA3Te@[,

�I��ú§ATDMød·�ù´� 

GH¡¢£UVa002UVb$ç ø"ú���3Te@���t��A�������<=

>~��-�4 mg/kgø1õ1�307opqHrsùúû$%�F@I$ CmaxÃ45 �g/mLAC24	hrÃ

7 �g/mLI��[¨©5.3.3.5.1: PPKj]A���ô���¬$GH�7ÃMRSAÄa20 ªAN=200b

$MIC90a1 �g/mLbø`7no#ú[2.6.2.2.2 �]�¦úA�v>~��-�6 mg/kgø1õ1�30

7opqHrsùúû$ CmaxÃ60 �g/mLAC24	hrÃ11 �g/mL I[¨©5.3.3.5.1: PPKj]Av��¬$
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GH�7Ã MRSA Äa20 ªAN=100b$ MIC90a1 �g/mLbø`7no#ú[2.6.2.2.2 �]�

�$ý~I�A�������$z{m !�pmÃ��I��À 7´��m[a¬ú� 

~¬�A�Ô$�0�¬A-�$�EF"0t��:"0ørsùúû��Az{mé$�

VÃ«¬#´��[n~ú� 

G	 õ-ö���ö����12 mg/kg¦I$Q�pqHrsÂÃ10 mg/kg¦I$1õ1�7õo

£�pqHrs�$�pmÃ��I�}úa001UVb� 

G	 Wõ-ö���ö����12 mg/kg¦I$1õ1�14õo£�pqHrs�$�pmÃ��

I�}úaDAP-ADT-04-02UVb� 

G	 Wõ-öCLB�m½<=>~���ù#10 mg/kg¦I$1õ1�4õo£�pqHrs�

$�pmÃ��I�}úaDAP-HDSD-06-01UVb� 

�¬$ç t�A-�Ã�EF"0$pqHrsI`7´��mø�ùA��´z{m[

a¬�íî0[@÷ú§A-�$v(3T)*m!ðä�Cød·�ù´��ÃA-�

$Þ"ø¡ã�vo�QI¢Q�´�´�� 

 
�������$Az{m�Aá+�ÏÃ��I�� 

-�ÃA��´z{m�Aá+�Ïø�ùA®ª$MRSA~��Þ"I��3��ù#�"I

����[n~ú� 

õ-öMRSA<=>~���ù#AGH¡¢£UVa002UVbI-�4 mg/kgÂÃ6 mg/kgø1

õ1�pqHrsùúû$Az{m !�pmÃ��I�}ú�²³´�9"�ù#A4 mg/kgÅ

$1��Í=áâL<�Ñ�:ãæ[«¬ú[Ars(TÝ4õ��Ã��ùú[2.5.5.2.2 �]� 

Wõ-ö»¼m�������<=>ø���ùúMN¡¢£UVa9801UVA9901UV !

9801B UVb !½v> !<=muH��ø���ùúMN¡¢£UVa0102UVbI�Az

{m !�pm�OPÃ�§¬�A�������$�®¯�A�9" !²³´�®¯�$

*E8Ã�¬3Åaq�D����ÂÃk¥�E!�ä�b�û�*I�}ú�MN�UVI

ÃACPKb³[�¬3Åt��®ª«¬AW�UV���¬�ÇÈÆ��ô��¯�Ã-�

Ò�$�9"�ëo¬ú[ACPK$×%�t�p&�m!ðä�C3�I�}ú[2.5.5.3 �]� 

�ét�A�������4 mg/kgÂÃ6 mg/kg 1õ1�rs�$z{m !�pmÃ��I��

�ëo¬ú� 

 

¦úA¶$Z MRSA 3ÃAµ5z{mé$�V[��Aq�D����Ã�ámA¡8Z

y1É® ! red neck>ÄÅAÖ�D�L!� !ÍÏß���Ã�ámÂÃ¡8Zy1É®Aä

à�äKÃÇódN$�9"[«¬#��~¬�AÍÏß���ÃA�:�É®ÂÃÊ:�

É®~��/efgI��� 

ù�ù´[¬AMRSA<=>aÒ��v>b~�Ã²³´ý~ø¥¤ù#����®ú§A

��´z{m�Aá+�Ïø�Ñ-�Ã®ª$ MRSA <=>~���"´3��´���[e

½~�� 

~¬�A-�ÃAÞ"1V$£¤´3�I��A2003ª�@GI�§#ÛÜ~#�®A2010
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ª5v¦I�AMNIÃ68{Ga|}bIÜ«��ÂÃ~È��~A�.102���é$~��

Þ"~ú��¦I�Az{m��ù#²Á´OPÃ«¬#k¬�AÜ«��$�ÔA)�

Ô�A��ÂÃXùT§Ã´�}ú[2.7.4.6 �]�MNÛÜÝz{mghø÷§A2010ª5v¦I�

a¬úz{m|gÃA1Zì2ahb[1.8.1 �]��×3�´�9"�ù#þä���~#

�� 

 

�������ÃA3T£Õ9"$�V[F 

-�Ã in vitroIACYP $NmøS® �Almù´��[�¬��´}#��~¬�A

-��4� CYP�t�gh~´ú§A�$xIgh~�¶$3T�$3T£Õ9"$3�

m�T��¹´�¦úA-�ÃAin vitro IAÍK�Î�=BAÍ����A�JL����A

äá+�,��´¹$ZST��¥Z9"øn~�A£¦� ønùú[2.6.2.2.2.13�]�-�ÃC

LB�m½����Z½Nm[´ú§A-��û��CLB�m½��ù#9"��¶$3�

[5�~�3�m[���µ$ú§ACLB�m½$CD�"¬�ZST��¥Z9"ø

n~´��ÃAÁ�´¢QI���~¬�A-�ÃAWõ-ö���öø���ùú�34

UVIAÍK�Î�=BAHMG-CoA ñò�àS®� !ÉÏá+ä��$3T£Õ9"Ã�§

¬#´[2.5.3.4 �]� 

 

�������ÃA]�oI$rs[3� 

MN¡¸£UVaDAP-001UV ![2.7.2.2.3.1 �] ! DAP-003UV[2.7.2.2.3.2 �]bIÃAWõ

-ö���ö¦$-�$�"0a4 mg/kgÂÃ6 mg/kgb$1õ1�27opqrs$z{mÃ��

I����[n~ú�¦úA�¬$UVIÃA�������4 mg/kgÂÃ6 mg/kg$27o

pqHrs�A307oQ6pqHrs$�������$3Te@�Aá+�ÏÃA8Ùù#

ú[2.5.3.5 �]���AGH¡¸£UVa001UVbIAõ-ö���ö�AEF�"0t��:

"0a9ÂÃ12 mg/kg Q�rsÂÃ10 mg/kg 1õ1�£�rsbø307oQ6pqHrs��A

6 mg/kg 1õ1�27opqHrs�øé�� Cmaxønùú�$$Az{m��V¯�Ã�§¬´

�}ú[2.7.2.2 �]��¬$���¬Aõ-ö~�ø���ùú¡¢£UVa002UVbIÞ"ù

ú307oQ6pqHrs�³oA27opqHrsøõ-ö MRSA <=>~��þ"����[

3�I���ëoú�-�$�$rs���t�AiËCD�I$Ê�o$X¾ø]§����

[3��´�A~� !\D�¯�$¨|[ìl~A¡ã´jk¼�´���[e½~��

¦úA¾©CD$õ-I$²·mÃª�:¦}#k�A~�$!ÑK�bÁù#����¬A

-�$27opqHrsÃA�$¾©CD$ÍI�A¡ã´rs���´��e½~�� 

 

�������ÃA1õ1�rsI�� 

GH¡¢£UVa002UVb !MN¡¢£UVa9801UVA9901UV !0102UVbIÃA-

�1õ1�pqHrsIMRSA<=>~����mønùú�MRSACD$9`CD3I��q�

D����$rs��[1õ2�4�Aäà�äK$rs��1õ2�I��$��ù[¨©5.4: 4]A

-�$rs��[1õ1�I����ÃAiËCDI$\D�¯�$¨|øìlùA¡ã´jk¼
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�´���[e½~��¦úA-�$1õ1�$rs��ÃA¾©CDI$rs����I��

"�I���ëo¬�� 

 

2.5.6.2 CDí���� 

�������$ÆÇÈx¦$�� 

GH¡¢£UVa002UVbIÃACPK b³[2.0%a2/99�b�«¬ú�$$ACPK b³�

ç´Æ={$xç>FÃ�§¬´�}ú��¬$ CPKb³ÃA-�rsÔ�ÂÃ(TÝ��

�ù#k�A3�6I�}ú�ù�ù´[¬AMN�UVIÃA-�$rs�t� CPKb³A

ÆÞ=A�Ü !yzÆ£�>[gh~#��¦úA2010ª4v*v$ÛÜÝz{m|g[¨

©5.3.6: PSUR]IÃyzÆ£�>ø÷t²*$ÇÈÆ$�9"Ã1���ú�0.730��*E��

3�m[���~#�� 

W�ámUVIÃAám$Ø´96O¾ÃÇÈÆI�}ú�Lã� !��I(o"0a20

�50 mg/kg/õA1õíî0¥Ò�$1.5��4�b�¬ÇÈÆ��ñ�Ñ[�§¬ú�$$A:�

6ú�Ã�§¬�A/�$Æ\��@^9"ùAy19"�a*ù´��[n�~ú�?

4��56¸¹I$-�50 mg/kg/õ�Ôø14õ�3{vrsÝ$úmÃA�ªì*�¬ì*I�

}ú[2.4.4.3 �]� 

�¬$�Ñðt�A�Ô$
é¯�øA1Zì2ahb[1.8.1 �]$�Þ"é$
é��A²

·´_-6
é�ù#��ùú� 

1) ÆÞ=ÂÃ�ÜaÒ�~Xr¼��k[�ÆÞ=ÂÃ�Üb$*Eøøù����� 

2) CKaCPKbºørseo(Ã%e6�aü1��ébm!ðä�C�����HMG-CoA

ñò�àS®�ø'CDÂÃ¤"ùú~�IÃ CKaCPKbºø~¬�²��m!ðä�

C����� 

3) �:�É®[��~���ù#ÃA1üo�2��é�:� ! CKaCPKbøm!ðä�

C����� 

4) /l��$ CKaCPKbé�ø*EùúÍ¥ÃACKaCPKbºøü2��ém!ðä�C�

���� 

5) CKaCPKbº[1,000U§La_`ºé1$�5�bøno/l��$��ñ�Ñ$ÕÄÂÃ

>Føn�~�A��Ã>FÃ´[ CKaCPKbº[2,000U§La_`ºé1$�10�b

øno���´b³ønùúÍ¥ÃA-�$rsø(T����� 

6) -�rs(Ã HMG-CoAñò�àS®�{$yzÆ£�>��ô��3�$�3øë(�

���� 

¦úAMN¡¸£UVaB8B-LC-AVAPUVb !W�ámUVç �¬A-�$7Års�

t� CPK b³[b³��3�m[n�~úú§[2.6.6.10 �] [2.7.2.2.2.4 �]A-�$rs�

Ã1õ1��ùA1õ2��érsù´��ø1Zì2ahb[1.8.1 �]��"�G"0��ô��

Þ"é$
é����ùú� 

�é$ç t�A-�$ám$Ø´96¾¿I��ÇÈÆ¦$��ÃA-�$rs(� CPK$

m!ðä�C{$þä´5Y�t�²³´��ayzÆ£�>{b�`���mÃ�qI���
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$�ëoú� 

 

�������$�:�É®~��k[�"0Oª 

-�ÃØ��OIij~����¬A�:�Ã-�$3Te@�����9�²·´lnI

���MN¡¸£UV$ç [2.5.3.8.3 �]�¬A²*�:�É®aCLcr30 mL/min SÈbAv��

�ÂÃ����ø·���e�:�É®ø¥¤��~�IÃAæäÍL�å$FÔ�t�A-�

$v'()*[b³ù CPKb³´¹$�9"$äåæ[b³��3�m[ëo¬�ú§A-�

$"��"0øOºù#-�ørs��d·[���GH¡¸£UVa001UVb$ç �¬Aõ

-ö$3Te@ÃAWõ-ö$3Te@�8Ùù#ú���¬[2.5.3.1 �]AWõ-ö�û��

CLcr��»#"0øOª�����ùú��¬$ç �¬A�$|gø1Zì2ahb[1.8.1 �]

��"�G"0��ô��Þ"é$
é��ù#��ùú� 

 

�������$y1É®¦$�� 

��m!ýÑAñ�Ñ��ô��>FÃAGH�UVa001UV !002UVbIÃ«¬´

�}ú�ù�ù´[¬AMN¡¢£UVa9801UV !9901UVbIÃA�������4 mg/kg
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