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1 2011-01-036ICyn  /z@  {   |   }~  

2 2012-01-006AC B•€  |   }~  

3* 2012-05-017A •b‚  |   }~  

4* 2012-05-006A /ƒ„  |   }~  

5* 2012-05-012A B…†  
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8 2012-04-005A Ÿ ¡  |   }~  

9 2012-04-010A ¢£¤  

d“” �|& }›œ�•|
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‹Œˆ �|& }›œ�•|
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10 2012-04-014A ¥�¦  
d“” �|& }~  
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11 2012-05-003A B5‚  |   }~  

12 2012-05-004A B¡§  |   }~  

13 2012-05-005A B¨©  |   }›œ�•|} ž~  

14 2012-05-010A ª«�  |   }›œ�•|} ž~  

15 2012-05-015A ¬®  |   }~  

16 2012-05-016A 4¯°  |   }›œ�•|} ž~  

17 2012-05-020A B±²  |   }›œ�•|} ž~  

18 2011-03-011IA B5‚  {& |   }›œ�• ³´� ž~  

19 98-06-01#10µ¶n  ·2¸  |   }›œ�•|} ž~  
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NO ��./��./��./��./  01234012340123401234  01�501�501�501�5  ��������  

1 2011-05-001MA •b‚  Ó  

�  ´nÔÕÖ×Øo ~  

�  ÙÚwÛ—˜Ü� 17ÝÎ

´nÞÖ×Øoßàá

âã Îàádvw 1 Õ

�9âãäÏ�åÛâ

ãæç Îèâãé{ê

³mnë´�ìí Îî

´nïð“”{êñò

mó“ô ~  
ó“ôõ‡ �öw÷øùú

ûüýÞ¼þ ~  

�� �Sdvw �� Ö×n

Þ �� ~  

 

6-789:;	
6-789:;	
6-789:;	
6-789:;	
  

NO IRB ././././  01�501�501�501�5  :;	
<#=>:;	
<#=>:;	
<#=>:;	
<#=>  

1 97-02-10 Ó  ��	  

2 201004032MB Ó  ��	  

3 201005004MA Ó  ��	  
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4 201010003MA Ó  ��	  

5 201011009MA Ó  ��	  

6 201012011MA Ó  ��	  

7 201012012MA Ó  ��	  

8 2011-01-008MA Ó  ��	  

9 2011-06-026MB Ó  ��	  

10 201010017EB Ó  ��	  

11 06-021-AJ Ó  ��	  

12 96-09-05 Ó  ��	  

13 97-02-03 Ó  ��	  

14 97-08-07 Ó  ��	  

15 97-09-09 Ó  ��	  

16 97-10-09 Ó  ��	  

17 98-03-05 Ó  ��	  

18 98-09-04 Ó  ��	  
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��� �� �� ������ !����� !����� !����� !  

��� �� �� � ���� "���#$%&"���#$%&"���#$%&"���#$%& ��� �' '' '� �� �  

((( (� �� � ���� )*+,-%&)*+,-%&)*+,-%&)*+,-%& ��� �. .. . 19 /// /� �� �  

?�?�?�?� (@@@@ 9 ���� ) 

No 234234234234  ....AAAA ////  01�501�501�501�5 /��������  BBBB    CCCC    DDDD    EEEE  

1 4ƒ 
  2011-09-001MA Ó  

� Ó ��� —˜»¼¨ �� “”tu ›tusr �
MA1101G0ž � n Î �� Î´¯ �� ••“” �
�Î � ßÙ � 2 ��� Î´¯êÍ“”ç�á� Î
Ù � mÞ½ ��� Î|  œ�´“” Î ! S  íÚ ~  
�i´¯••Þtu‘ˆ´�á " � MA1101G0,  
v1.04, Jan-31-2012~  

2 Y # [  2011-12-013MA Ó  

� Ó $ í” %e»¼¨ �� “”tu (tusr �
B3D-MC-GHDN) Þ &! ìí• '( “”»¼¨ �
)� n Î �� Î´¯•• ÎÎ *+, ³ - ¨ �) •
•‘ 1 . Î /0� 2 � ÎS  íÚ ~  
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3 * 1�  2012-02-006A Ó  

2 Ó � í” %e»¼¨ �� “”tu ›tus
r� S101-RGL-003ž � n Î´¯ �� ••“” �
�Î � ßÙ � 2 ��� Î´¯êÍ“”ç�á� Î
Ù � mÞ½ ��� Î|  œ�´“” ~ 3 Ù´“”
Þ 4 t 5 ê 6789:;< v = ¼¨Þí” %e
nÎß > “” ?@ y A3� ~ B ••´“”»¼¨
CD�) Î *+, ³ - ¨ � ¨••‘ �. Î /0�
2 � ÎS  íÚ ~  
�iSÙ	 EF � Îœ�ó“ô••‘ ( “”tu
‘~  
  (…)S � 2 GH ¾ C Þ TB , ” I ³ 	 � JK ”�
L QuantiFERON-TB Gold test� � ,M Îä � �
CXR N, ~ BO “”tu‘ Appendix� � 2
QuantiFERON-TB Gold testPQRST ~  
  (� )´n U�VWXY67Z[\< v Phase I�
� “”Þ � � ~´n•� ] S Phase III�� “” Î
^_ Ü ` ÎßÍ Phase III“” � �éÏ abP ö
c�de ¿y A( � fCg ±Ü e ¿y ALh
i ~  
•i´¯••Þtu‘ˆ´�á " � S101-RGL-003, 
21-Sep-2011~  
Ôi jklimn�) Þ K ”� , ” opqr"�
Ò s Þ 1.3t ÎSÏ� im� Ì u œ�Þ Î�• v
B n ] S - ¨ �)w � ~  
x i	 EF �   jklyz  
  (…)PK —˜ù O ó“ô••‘ �{� 2 ,M Þ
PK |} i ~ Æ��� (•~ Æs ~  
  (� )Ù € 9¼¨í” %eìí T� -• þ ‚ƒ„ ¼
¨Þí” %e Î …† /• Û \ » ‡ Þ ‚ƒ„ ä� ˆ …
‰Š –Ã Î F � ‹Œ• Ñ Ž•• ¨Þ� ‘d’„P
“” Î •0�d‡–‘d—˜ á ~  
  (• )F �“”tu‘ ™2 "´Ð“” š PART A �
ò PART BÞ hi›S { œ• PD equivalence"Î L
žŸ  ~  
  (¡ )‹Œ¢I�C£ – ¤ (stratified factor)agei
regionœâ "¥b – ¤ (controlling factor)Î � d ¦ �
¿ Cg§¨ » stratified non-parametric analysis "This 
method weights the different in proportions estimated at 
each stratum using what are commonly referred to as 
Mantel-Haenszel weights."ä{ ©ª ~ B agei region 
Þ «¬ @Íá � Cg éx � Îä I œ •Þ SAP³
CDE~  
  (Ô )��Ðá� Cg Ù _ conditional powery A Î
\®¯ Ø ° ´ ±²i t Î ³"´µCg Î ¶ “” P
ab„(· ¿ „I·5¸¹ Îg \®Wºb Û » …
¼“P½¾ Îè ¿ í” %e� I·5zs ~  
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4 \ �S  2012-02-020A Ó  

2 Ó � í” %e»¼¨ �� “”tu ›tus
r� DS-5565-A-J202žÞm ¾ “”�6 � n Î �
� Î´¯••m ¾GÀ  •(Á d ÂÃÄ �$ " “
”�6 Î = �6dvw C¬" \ �S � Å(ÆÇ �
Å ~  

5 •b‚  2012-03-011A Ó  

� Ó ��� —˜»¼¨ �� “”tu ›tusr �
PMK-TWN01GI1Cž � n Î �� Î´¯ �� ••“
” � � Î � SÙ � 2 ��� Î´¯êÍ“”ç�á
�ÎÙ � mÞ½ ��� Î|  œ�´“” ~ B ••
´“”»¼þ �) Î *+, ³ - ¨ �) ••‘ 1
. ~  
�i´¯••Þtu‘ˆ´�á " � PMK-
TWN01GI1C Version 2.0_20Fed2012~  

6 \’2  2012-04-002A Ó  

2 Ó �È t 3 Á (| Ð � 001)(2 BIBW2992
› Afatinibž 30mg/tab.Î 30 tab./ bot.�È t 3 Á (|
Ð� 002)� n Î �� Î´ É •• › Ê ì(osr �
DHS00000228990žÎ S& íÚ ~  

7 \’2  2012-04-003A Ó  

2 Ó �È t 3 Á (| Ð � 001)(2 BIBW2992
› Afatinibž 30mg/tab.Î 30 tab./ bot.�È t 3 Á (|
Ð� 002)� n Î �� Î´ É •• › Ê ì(osr �
DHS00000228989ÎS& íÚ ~  

8 \’2  Ë è³´�ìí  Ó  

2 Ó � í” %e»¼¨ �� “”tu ›tus
r� 1200.125ž � n Î �� Î´¯ �� ••“” �
�Î � ßÙ � 2 � �� Î´¯êÍ“”ç�á� Î
Ù � mÞ½ ��� Î|  œ�´“” ~ 3 Ù´“”
Þ 4 t 5 ê 6789:;< v = ¼¨Þí” %e
nÎß > “” ?@ y A3� ~S  íÚ ~  
�it Ì ‘�1( Í¦·0 	 Ž|Î¼ ÎSœ� ~  
  (…)d ¦ “”T � (Primary hypothesis)"ÏÐ„ “
” (superiority trial)3 � ‚Ñ„ “” (equivalence 
trial)~  
  (� )d ¦ �¿ CgÒ Û (efficacy population)" ITT
Þ Randomized Set(RS)3 � RSÓ TS~d ¦ÔÕC
gÒ Û (efficacy population)" ITT Þ TS~  
•in9 G �€ • �$“”dvwÞ� � , �‚
‰Ö×ØÙ � ±Ú 2 67 { : ÎSÙwÛ“” X�
� Ü� 4 Ý `�,Û‚‰67 • Î B n ] S ~  
¡ i´¯••Þtu‘ˆ´�á " � Protocol 
Version� Version 1Î Date� 15Nov2011~  
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9 Ü ( Ý  Ë è³´�ìí  Ó  

2 Ó � í” %e»¼¨ �� “”tu ›tus
r� MCCD05038Bž � n Î �� Î´¯ �� ••“
” � � Î � ßÙ � 2 ��� Î´¯êÍ“”ç�á
�ÎÙ � mÞ½ ��� Î|  œ�´ “” ~ 3 Ù´
“”Þ 4 t 5 ê 6789:;< v = ¼¨Þí” %
en Îß > “” ?@ y A3� ~ /0� 2 � ÎS  í
Ú~  
�iS eK Ù´¯ 100� 9 � 14 �¯ Þßà �
0999904044r‘ + ÎÍ´¼¨ á\Ú (â ¯¼ Và
� 056633r )� Hé aº ´“” (Phase IV 
Commitment Study)?@ Îî � ´¯••ºí• ã ê
� H ~  
•i´¯••Þtu‘ˆ´�á " � Protocol 
Number� MCCD05038BÎ Version 1.1/2012-03-22~  

FG�FG�FG�FG� (@@@@ 6 ���� ) 

No 234234234234  ....   ////  00001�51�51�51�5 /��������  BBBB    CCCC    DDDD    EEEE  

10Y ä "  201009009MA Ó  

2 Ó � í” %e»¼¨ �� “”tu ›tus
r� TG-873870-C-4žÞtu‘œ� (åæâ• ¯ ç
– �$ (èéê �$ " “”�6 � n Î �� Î !0
� 2 � ÎS  íÚ ~  
•iS � 2 } é �† ñÞó“ô� Î 89·ë } 70
ì Þó“ô ÎS � 2 † ñw ± i � Ì Îä Eí �ó
“ô� îÓOÕïð “”�6 Cñòó ~  
¡ i´¯•• åæâ• ¯ ç– �$ (èéê �$ "
“”�6 ~  

11 DE  2011-01-003MA Ó  
2 Ó � í” %e»¼¨ �� “”t uÞœ�tu
‘ � n Î �� Î´¯••œ�•Þtu‘ˆ´�á
" � Version P04Î Date 15 Mat 2012~  

12 ¥ ôõ  2011-04-
007MA#3 

Ó  

2 Ó � í” %e»¼¨ �� “”tu ›tus
r�  BAY86-5321/15170žÞœ�tu‘ � n Î �
� Î´¯••œ�•Þtu‘ˆ´�á " � Version 
no.:4.0, date� 30 Nov 2011~  

13•b‚  2011-05-001MA Ó  

2 Ó � í” %e»¼¨ �� “”tu ›tus
r� 1220.47žÞœ�tu‘ � n Î �� Î´¯••
œ�•Þtu‘ˆ´�á " � Version 3.0Î Date:02 
March 2012~  

14•b‚  2011-09-002MA Ó  

� Ó � í” %e»¼¨ �� “”tu ›tusr �
1220.48žÞœ�tu‘ � n Î �� Î´¯••œ�
•Þtu‘ˆ´�á " � Version 3.0Î
05March2012~  
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15•b‚  2012-02-002A Ó  

2 Ó � í” %e»¼¨ �� “”tu ›tus
r� 47910382HPC1003žœ�t Ì ‘ � n Î �� Î
´¯••œ�•Þtu‘ˆ´�á " �
47910382HPC1003 Clinical Trial Protocol Amendment 
II Î Date� 27-Mar-2012~  

D�D�D�D� (@@@@ 1 ���� ) 

No 234234234234  ....   ////  01�501�501�501�5 /��������  BBBB    CCCC    DDDD    EEEE  

16ö÷ €  2011-04-009MA Ó  
2 Ó � í” %e»¼¨ �� “”tu ›tus
r� CBEZ235B2201žÞ“” åæ� n Î �� Î´
¯•• Î !0� 2 � ÎS  íÚ ~  

HIHIHIHI (@@@@ 3 ���� ) 

No 234234234234  ....   ////  01�501�501�501�5 /��������  BBBB    CCCC    DDDD    EEEE  

17ø ‚ ù  2011-06-011MA Ó  

2 Ó � í” %e»¼¨ �� “”tu ›tus
r� 114700žÞ , ³Ï ú ó“ô|  û+� n Î
´¯è ® •• Î !0� 2 � ÎS  íÚ ~  
•iSÏ  	 E • ' Þ � 2ë¯  ì ~  
  (…)Ø ü�*ýþ•• ± f80 � ¦ � (0,6)r
Ó (0,12)r w ± [ � ~  
  (� )� [*ýC � � � (0,6)rÓ (0,12)r {[ � P
� – ~  
  (• )5¨ » P �� ± f 	 Õï 
� 100� ó“ô
¯ (0,6)r � (0,12)r � §® õ ÚŽrP\ � „ ~  

18ø ‚ ù  2011-06-011MA Ó  

2 Ó � í” %e»¼ ¨ �� “”tu ›tus
r� 114700žÞ & � ¯ Þßà � 1015009172r + ì
í• '� n Î /0� 2 � ÎS  íÚ ~  
•i jkl5¨ � Þ �� ± f89®e õ Žr Þ \
� „ Î u � ž•• �� „ Ö “ Î I Íyn ?@( í
” %eìí� v � ~  
¡ i 0 � ( “” 4 t ÓÔÕ„ Þµ¶ Îù ] Stu
µ¶ä �� � • � \ � � ~  

19* 1�  2012-04-006A Ó  
2 Ó � í” %e»¼¨ �� “”t Ì (tusr �
D4300C00008)Þ & � ìí• '� n Î �� Î´¯•
•Î !0� 2 � ÎS  íÚ ~  
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0000� �� � ���� �1,-23���1,-23���1,-23���1,-23�� ��� �. .. . 12 /// /� �� �  

No ....    ////  234234234234  01�501�501�501�5  BC=>BC=>BC=>BC=>  

1 2011-06-016IA ª ¤ )  Ó  |} � í  

2 2011-09-001MA 4ƒ 
  Ó  |} � í  

3 2011-09-010PA B ©Ô  Ó  |} � í  

4 2011-10-005IA B ��  Ó  |} � í  

5 2011-10-008GA ���  Ó  |} � í  

6 2011-11-001MA B2 �  Ó  |} � í  

7 2011-11-002GA 4¯°  Ó  |} � í  

8 2011-11-003IA B � 2  Ó  |} � í  

9 2011-11-005MA B2 �  Ó  |} � í  

10 2011-11-007GA ���  Ó  |} � í  

11 2011-11-008GA ���  Ó  |} � í  

12 2012-01-005A DE  Ó  |} � í  

 
4444� �� � ���� �1,-56/78�1,-56/78�1,-56/78�1,-56/78 ��� �. .. . 30 /// /� �� �  

No ��./��./��./��./  234234234234  01�501�501�501�5  FGJKFGJKFGJKFGJK  BC=>BC=>BC=>BC=>  

1 97-10-09#8 /H   Ó  dvw !"  ••œ�  

2 08-066-AJ#6 ? #$  Ó  ó“ô••‘ ( dvw !"  ••œ�  

3 98-08-05#11 B•€  Ó  
tu‘ ( ¶mó %ô &'()* 6 + � m ¾
€ ‰(),-  

••œ�  

4 09-027-AJ#5 \’2  Ó  dvw !" ( ó“ô••‘  ••œ�  

5 97-12-03#6 * 
€  Ó  t Ì ‘ ió“ô••‘ (��  ••œ�  

6 97-10-09#9 /H   Ó  tu‘ ( ó“ô••‘  ••œ�  

7 93-12-03#14 * 
€  Ó  dvw !"  ••œ�  

8 98-03-05#8 /H   Ó  dvw !"  ••œ�  

9 98-07-04#9 DE  Ó  ó“ô••‘ ( dvw !"  ••œ�  

10 96-10-02#9 ö÷ €  Ó  dvw !"  •• œ�  

11 98-06-12#4 �. |  Ó  ó“ô••‘  ••œ�  

12 98-09-03#9 \@ /  Ó  dvw !"  ••œ�  

13 97-10-07#4 \’2  Ó  dvw !"  ••œ�  



���
�

14 2011-01-003MA#2 DE  Ó  m ¾ dvw !"  ••œ�  

16 2011-09-001MA#1 4ƒ 
  Ó  �( Í¦ i1( Í¦ itu‘ idvw !"  ••œ�  

17 201008003MA#2 ö÷ €  Ó  
tu‘ ió“ô••‘ idvw !" 0 m ¾
1 •dvw › 234 ¾?@A iÆ 567 ½
! 8 # ž  

••œ�  

18 201012003MA#4 4 9 â  Ó  
œ�ó“ô••‘ im ¾ 1 •dvw (9½¾
:; ½¥¡< ) 

••œ�  

19 2011-05-002MA#3 ªC_  Ó  
tu‘ ió“ô••‘ iÕn ?@í i�(
Í¦ i1( Í¦  

••œ�  

20 201012010MA#5 <=>  Ó  
ó“ô••‘ idvw !" 0 m ¾ 1 •dv
w (9½¾ ?@ 9½ <# E iaz A ) 

••œ�  

21 2011-05-008MA#2 ª«�  Ó  tu‘ ió“ô••‘ iµ¶ó“ôw ±  ••œ�  

22 201003010MA#6 DE  Ó  
tu‘ ió“ô••‘ i�( Í¦ i1( Í
¦  

••œ�  

23 2011-01-001MA#3 ? � N  Ó  

ó“ô••‘ i BC ó“ô D @( E 0 m ¾
1 •dvw (9½¾}; ž F>G ½B†
H )i� „ ó“ô IJKL ß  MN ó“ô•
•‘  

••œ�  

24 2011-07-005MA#2 öº O  Ó  
tu‘ ió“ô••‘ iÕn ?@í 0 m ¾
1 •dvw (P ½¾ ) @· Q %½ R ( S ) 

••œ�  

25 201012014MA#3 ' TU  Ó  Õn ?@í  ••œ�  

26 2011-12-013MA#1 Y # [  Ó  
ó“ô•• ‘idvw !" im ¾ ó“ô V
W(ã »ô !"  

••œ�  

27 201006007MA#7 ö÷ €  Ó  
ó“ô••‘ idvw !" im ¾ ó“ô B
C (o  

••œ�  

28 201012004MA#3 \’2  Ó  tu‘ ió“ô••‘ idvw !"  ••œ�  

29 2011-11-003IA#1 B � 2  Ó  
ó“ô••‘ (m ¾ 1 •dvw �6 X 9½ �
YZ i [\ € i á ]^ ) 

••œ�  

30 2011-09-004GA#1 YZ[  Ó  tu‘ ió“ô••‘  ••œ�  

 

9999� �� � ���� �1,-:;���1,-:;���1,-:;���1,-:;�� ��� �. .. . 18 /// /� �� �  

No ....    ////  234234234234  01�501�501�501�5  BC=>BC=>BC=>BC=>  

1 97-12-02 * 1�  Ó  •• _` � �  

2 97-12-01 * 1�  Ó  •• _` � �  

3 98-01-06 DE  Ó  •• _` � �  

4 98-04-03 *’ a  Ó  •• _` � �  

5 07-022-AJ ' TU  Ó  •• _` � �  



���
�

6 2011-03-007IA ¥�¦  Ó  •• _` � �  

7 2011-03-009MA DE  Ó  •• _` � �  

8 201004005MA öº O  Ó  •• _` � �  

9 201004001MA bc 4  Ó  •• _` � �  

10 2011-04-020MAJ ? � N  Ó  •• _` � �  

11 2011-04-019MAJ ? � N  Ó  •• _` � �  

12 2011-04-016IA d ‚’  Ó  •• _` � �  

13 2011-05-003IA d ‚’  Ó  •• _` � �  

14 2011-04-007MA ¥ ôõ  Ó  •• _` � �  

15 2011-04-018MAJ ? � N  Ó  •• _` � �  

16 2011-05-002MA ªC_  Ó  •• _` � �  

17 2011-04-004IA � 5 e  Ó  •• _` � �  

18 201004002MA B•€  Ó  •• _` � �  
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No ....    ////  234234234234  01�501�501�501�5  BC=>BC=>BC=>BC=>  

1 05-030-AJ / f$  Ó  ••yn  

2 98-03-01 gh p  Ó  ••yn  

3 98-04-02 ? #$  Ó  ••yn  

4 09-042-AJ * %i  Ó  ••yn  

5 98-04-10 · j Õ  Ó  ••yn  

6 97-11-05 ö÷ €  Ó  ••yn  

7 94-04-03 IJK  Ó  ••yn  

8 201001021IA �. |  Ó  ••yn  

9 2011-02-010IA � 2N  Ó  ••yn  

10 201012007IA ���  Ó  ••yn  

11 2011-04-014IA DE  Ó  ••yn  



���
�

12 2011-09-008IA \ k ¤  Ó  ••yn  

13 2011-03-003IA B® �  Ó  ••yn  

14 2011-04-013IA ' lm  Ó  ••yn  
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No ....    ////  234234234234  01�501�501�501�5  BC=>BC=>BC=>BC=>  

1 2011-10-015IC á no  Ó  |} �+  

2 2011-11-019IC �pq  Ó  |} �+  

3 2012-01-003AC ? r •  Ó  |} �+  

4 2012-01-004AC d ‚’  Ó  |} �+  

5 2012-01-005AC /¿À  Ó  |} �+  

6 2012-01-008AC ª st  Ó  |} �+  

7 2012-01-015AC 4¯°  Ó  |} �+  

8 2012-01-018AC u �^  Ó  |} �+  

9 2012-01-020AC B v ¤  Ó  |} �+  

10 2012-01-021AC wx ±  Ó  |} �+  

11 2012-02-006AC ! y ^  Ó  |} �+  

12 2012-02-010AC z z {  Ó  |} �+  

13 2012-02-013AC Ü ( Ý  Ó  |} �+  

14 2012-02-015AC �ZÕ  Ó  |} �+  

15 2012-02-018AC ¢ |U  Ó  |} �+  

16 2012-02-021AC ¢ �}  Ó  |} �+  

17 2012-02-024AC · ~ P  Ó  |} �+  

18 2012-03-001AC �YZ  Ó  |} �+  

19 2012-03-002AC Bƒ ù  Ó  |} �+  

20 2012-03-005AC 4 • c  Ó  |} �+  

21 2012-03-007AC € û€  Ó  |} �+  

22 2012-03-009AC BO •  Ó  |} �+  

23 2012-03-013AC B ‚ K  Ó  |} �+  
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24 2012-03-014AC ƒ ¤º  Ó  |} �+  

25 2012-03-016AC á „…  Ó  |} �+  

26 2012-03-020AC B ††  Ó  |} �+  

27 2012-03-026BC ‡ ƒz  Ó  |} �+  

 

BBBB��� � ���� ?@,-:;��?@,-:;��?@,-:;��?@,-:;�� ��� �. .. . 6 /// /� �� �  

No ....    ////  234234234234  01�501�501�501�5  BC=>BC=>BC=>BC=>  

1 201001016IC � 5 e  Ó  •• _` � �  

2 201001032IC * %i  Ó  •• _` � �  

3 201002025IC az A  Ó  •• _` � �  

4 2011-02-039IC ö÷ €  Ó  •• _` � �  

5 2011-03-001IC <# E  Ó  •• _` � �  

6 2011-04-027IC * ˆU  Ó  •• _` � �  
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No ¼¨ ‰ M�  ] Sô  ±s  „¬  © ùË  F �  

1 

BusulfanŠ‹ (Œ¨ ‰
Busulfex Î¡ € DSM 
Pharmaceuticals ,Greenvill
eVW Î
60mg/10cc/vial(· Œõ¼
Ú N) 

• Æ� � ½  ' TU  8 <  .  
' „ Ž• „ ŸÆ
ö K ç • Û ‘’
Æ“”•–—  

F �|}  

2 
Diazoxide(proglycem) 
Oral Suspension 50mg/ml, 
30ml/btl  ˜ � .  

mB ™d ½  š›œ  90Á  .  
• ö � º w » ž
Ÿ ”• ¾•  

F �|}  

3 
Nitoman(Tetrabenazine)25
mg/Tablet�� .  ¡ � 9½  ¢n (  

5,376
£  .  

• ö � ¤¥¦§
¨© Ë  

F �|}  

4 Lysodren(Mitotane 
500mg/tab) 

mB ™d ½  š›œ  2000ª  .  
• ö � «¬®

¯°  
F �|}  
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TTTT� �� �U/��U/��U/��U/�� AAAA

Ïn… � F S ¾ ´$ ± “”� ² ôÞ �� “”n¼¨ñ XF n ³ × ~› Ïn M� �¼ ‹ ¾ ž  

nÌ �  

1.   ± “”� ² ô  (´ “”dvw • � � Å i� µ ý‰ —˜tu u��ý ¶ êw n ) Þ ��

“”n Î · “”dvwèd ¸¹ ¼ ‹ ¾ ] S¼¨ñ X Î¼ ‹ ¾ } é ±º� 67\F n –

� �¼¨ X� ~  

2.   · “”� ² ôÞ �� “”n ÎÍ€ € 98 � �Â —¾ ( ¼ ‹ ¾ È » • Î } é ¼ Ì Â —¾

½ � I m ¾ � îß¼¨ñ X Þno � M  ¼ ‹ ¾ Î Lõ “”¼¨ X� ~  

F � �  

"a ã Õ $“”nÞ¼¨ñ X Î F � � Ú Â —¾ X� noÞ � � ¿ � ± f Î ¾ ´$ ± “”

� ² ôÞ �� “”n¼¨ñ XF n ³ × �  

(1)      ÌwÛ“”��� ½ � I m � �� �îù �� ¼¨ñ X Þ ± “”� ² ô“”n �

M  �¼ ‹ ¾ ~  

(2)      ¼ ‹ ¾ÙwÛ“”���Ï  Þno � M � � F n Îè �� ¼¨ñ X ôÌ¼ ‹ ¾

ü �� �= “”dvw Î ·± ’ À ØÌîÍwÛ “”��� � � • —�9 § è �	 ¼

¨ô Î¼ ‹ ¾ v  ³wÛ“”��� 1Á¿ � ~  

¢� �  

Â •Í´��� Ã f ¾ �\ • Î I= Ð��|}Þ¼¨ �� “”tu Eí �¼ ‹ ¾ ~  
L�L�L�L� MMMM  

•• Â •Í´��� Ã f ¾ �\ • Î I= Ð��|}Þ¼¨ �� “”tu Eí �¼ ‹ ¾ Î

B Í´� � � + �tudvw ~  
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