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М Ӗ ϚϢ ỗ 104-A-08װ נּ Ɏ еᵫᾪɏ 
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ȸϯр 14ȸ00ᴟ 16ȸ00 

֮    ȸׁשṅЄ Ϯ 308 ⅍ 
 
ҏ ỗ ȸ��
‍Ӣᾬ דּ Ɏḽɏȸᵨ Ӣᾫ Ɏ ҵɏȳ ừЄ Ḉ֤ ᵗ Ɏ ҵɏȲԚ 2

ᴯ 
‍Ӣᾬ דּ (Ѕ)ȸ ỗ Ɏ вɏȳӅԏּדЄѵּרⱷ Ɏ ҵɏȳ Ṏ √

Ɏ ҵɏȲԚ 3ᴯ 
Ӣᾬ דּ (ḽ)ȸ Ӕ ѻԉỗ Ɏ вɏȳὭᶳ ỗ Ɏ вɏȳѵ∂ ỗ Ɏ вɏȳ

МЍ Є Ὥ Ɏ ҵɏȳ Ἐ ỗ Ɏ вɏȳМ

Є ṟἅ⸗ Ɏ ҵɏȲԚ 6ᴯ 
Ӣᾬ דּ (Ѕ)ȸ Ӟỗרּ Ɏ вɏḈѝ⸗ỗ Ɏ вɏȲԚ 2ᴯ 

ỗ ȸ ѻԉỗ Ɏ вɏȳМЍ Є ԁ ᵗ Ɏ ҵɏȳὧ Є

Ῠ Ɏ ҵɏȲԚ 3ᴯ 
ԝ Ϣ ȸὍ Ὥ ѻԉӦẦ֝ѻ═ϢȸὭᵄ ҅ ҏ ȳ ᵦὙדּ ѻ

ԉӦԚ֝ѻ═Ϣȸ „ ҅ ҏ  
ѻ ȸ Ӕ ѻԉỗ  

Ϣ ȸ ᵓ ᴩ ȳ ԇ ȳḈ⅓  
ȸ ԇ  
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1.1ỗ ҏ ᾓ ẞ 16ϢȲ ẞ 13ϢȲ ϡиПϒȲѹᵶ‍ вỗ ȳӢᾬ

￼ ỗ ц‍Ӣᾬ ￼ ȳЛ֝ἤᵑỗ ֥ ứ 1/3 Пѩ Ȳ ֥ ӴПᾎכ

ứϢ ȴ 
1.2Ω ᵓ ⁄ȴɎ ֽ ɏȴ 
1.3 ▲ Ԉв Ꞌ ׂ’ Ȳ нὑ е ἬȲ ▲в ц

Ԉȴ 
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3.1 104-A-07װ Ϛ ▲П᷾ Ԛ 10ԈȲ 0Ԉȳ Ӕ∟ 9Ԉȳ Ӕ∟

0ԈȳЛ 0Ԉȳӑ 1Ԉȳ 0Ԉȴὑ ד2015 07ѣ 16ѡ E-mail ỗ

Ȳ ѻԉỗ ∟Ȳᵧ  ⅍ Ȳ ỗ ὑЄ ᴩ Ȳṳ в Ӕ

ἤȴ 
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4.1�� IRB ȸIRB ȸSF15158A 

֤ ȸ ϮἨ ҳ ᾭ њ ∟ ᵗἤ֝ḔὍ о ᾙ ȲצἨ

ḥצҒϤ Nimotuzumabᾼ ȳ ιȳׄ ạ ᵂП Ϯ ᶩ

Ɏ Ғị ᶦᴏּדṸыῖԌצ еҨɏ 
ѻ═ϢȸὍ Ὥ ѻԉӦẦ֝ѻ═ϢȸὭᵄ ҅ ҏ Ɏ ᵫ
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ṓ ɏ>

ɚ ɛ 
ỗ ᵫ в ѿц ֥ ▲ ṓɎ ɏ 
ѻ ȸ ҵỗ ц‍Ӣᾬ דּ ỗ ױ ╥ᵡ צ ṓȹ 
ɚ ḟ ɛ 
᷾ ȸ 0 ȳ Ӕ∟ 13 ȳ Ӕ∟ 0 ȳЛ 0 ȳӑԓ

	_�V�¶
ø�U 0 ȳ 0 ȴ 
▲ Ὠȸ Ӕ∟  

ȸϚדϚװ 
 
4.2�� IRB ȸSG15197A 

֤ ȸԓ ἤ≡ἤ ᾼ☼ᴩ цӢᾬ ᾼ ϩׁשṅɎNRPB CAKS
�6�w ���� NRPB ɛ 

ѻ═Ϣȸ ᵦὙדּ ѻԉӦԚ֝ѻ═Ϣȸ „ ҅ ҏ Ɏ ᵫ ṓ

ɏ 
ɚ ɛ 
ỗ ᵫ в ѿц ֥ ▲ ṓɎ ɏ 
ѻ ȸ ҵỗ ц‍Ӣᾬ דּ ỗ ױ ╥ᵡ צ ṓȹ 
ɚ ḟ ɛ 
᷾ ȸ 0 ȳ Ӕ∟ 10 ȳ Ӕ∟ 2 ȳЛ 1 ȳӑԓ


ø�U 0 ȳ 0 ȴ 
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ȸϚדϚװ 
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  ѻ═Ϣ ֤  
1.�� CE15164A ԏ ү Мї ἤ Пׁשṅ 

2.�� CE15167A ụᵩ Ϣ Ϣ ׄ ᾼ  

3.�� CE15168A ᴃ Ӗ ѿ ᴰӖ Ѕ ПӢ♄  

SC15170A Ӕ  Ϛ 12 ȳֵМїȳ и ȳ ιȳ ȳӂᴩи

Ȳ ᴷ ẓ ᾭ П ἤ   ἤ ῐ ῏  
salmeterol/fluticasone Ḃ ӣ  QVA149 (indacaterol 
maleate/glycopyrronium bromide) ᾙ ∟П цׄԓἤ

�� C-IRB ɛ 

4.��

�• �ú �Ú�…���,�º�Á	©���É  
5.�� CE15192A Ὥ  ἤᴨ Ḁạᶼן֫ ᾬ ד П

☼ᴩ  ṅשׁ
6.�� CE15198A ḈṃῨ Ẑ₤Ѝ ъѫ ȸϚ иέ 

7.�� CE15200A ◙ ṳиέ М Ӗ ц ֥ П Ẕ

› ђ П ֪  
8.�� SE15191A  ӣ ц ה Ẑ ᾼ ȸ›

ἤ ἤׁשṅ 
9.�� SC15196A  Ϯ ȳ Ὅ ӱȳ и ȳֵ ֵМї Ȳׁשṅ 
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MEDI4736  PD-L1 ῶ ᴖ Ϛ ᾎ Ἠ  
Tremelimumab ẆӣȲד ὑ Ȳӣὑ ᶝצ Ἠ

ἤ‍Њ ῐ  (  IIIB-IV )ȳ ắ ҔᵶϚ ᵶ

о ֯вПᴟюẒ ԓṝἤ ᾎѹБ῀ EGFR TK ♄о
	��B��  ALK ᾼ ῏ (ARCTIC) ɚC-IRB ɛ 

CE15201A ּרӞ ᴔדᴰ ῏ ₇ ȳ ֣цẔד ֪ П  10.��

�• �ú �­	
�•�Á	©���É  
11.�� CE15194A ᶛ › ᾭҠᵡ ᵂἂ  ѫ ∟ᾼ ֪І: ’

Пׁשṅ 
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  ѻ═Ϣ ֤  
1.�� CW15190A ᵦ„ > ↕  ֥ᾼ ᾬ ֥ ̅ Ṇ ἤ֫

֥иέ�³
2.�� CW15195A > в ὑ ᾭ ПϮ Mвӫ ᾼ∂Ӵ

цẔ‚ ᴨ Ӣ ϩᾼ Ṿо>
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  ѻ═Ϣ ֤  

1.�� TE15046A  ЀɦDaklinza® (Daclatasvir 60 mg) ц Sunvepra® 
(Asunaprevir 100 mg)ɧ/ Ὥ O  

2.�� TE15047A  ЀɦSovaldi (Sofosbuvir tablets 400mg)ɧ/ ѵ O֥ 

3.�� TE15048A Ḉ  ЀɦHarvoni (Each film- coated tablet contains 90 mg 
ledipasvir and 400 mg sofosbuvir)ɧ/ Oẃ 
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  ѻ═Ϣ ỗ ▲ ṓ Є ▲

Ὠ 
1.�� SF13281A#3 
ɚ ֤
ȸ Ḽ

ҏӢᴟӑ  
18 ᾼẐ
Ȳ ѩ  

dabigatran 
etexilate 

ᴨ

ᾼ Ὅהȳ
ȳӂᴩ

и ȳ♄ἤ
ᾬ ȳ

ֵМїȳЛ
֕ἤ ȸ
DIVERSITY 

 �z�� �i�—�@�@�ú  
ỗ Ϛȸ 

1.�� �ï�B
o�K�ü�µ �ô ��
"��
"�‚�ô�¥ →ừ ӴȲЛ
ԛ Ӕȴ 

2.�� �O�ð��
"�ï�B���÷���Ó 
" �ô �Ì�Õ�Æ�B�ó �ö  
ỗ ϡȸ 

Ӑ Ɫ ḼҏӢᴟӑ  18 ᾼẐ Ȳѩ  
dabigatran etexilate ᴨ ᾼ Ὅ
ȳה ȳӂᴩи ȳ♄ἤ ᾬ ȳֵМїȳЛ֕
ἤ ȴӐװ Ḃ… ҵ ᶩ в Ḇᴖ
і Пד ḆȲҔᵶ ȳắ ῏֝ ȴ 

Ӑ Ữӑן Ȳѹ Ḇѻ ╥Ṽ ҵ Ἠ
Ὠ ᴩ Ȳ∂ ֝ ȴ 
Ϛצ ѻ═Ϣ ὙȲӐװ Ḇ

(ӑ ϫϥ )֯ М ϫϥ ῏Ȳ Ϣכ
ắ ῏֝ ȴᵀᶺ ϢⱢכ ϡϫ ȲӐ ᴩ

ⱢϚדȲ ӐϱЛҠ ắצ ῏ὑ вכ

֝ Ӕ 
Ɏ 12
ɏ 
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ϢắכϚױȲᴖӣẞד ῏֝ П ȴ ѻ═
Ϣ ╥ᵡӐ Ҡצ ᴩẞắ ῏ ϡϫ ? 

�B�M��  

�z�� �ã�_�i�—�@�@�ú  
ỗ Ϛȸ 

ỗ ṓȲ ϱԝ ֫ ֽϯ 
1.�� �•�B�M��
"�ü���÷�o�M���d�Â�-�Ã�€	@��
�

(Version 1.0, 05 Jun 2013)ᵛ Ӵȴ 
װױ Ӕ…֪ῴỞ Ɫ dabigatran 220mg(

40kgѿϱ)Пắ ῏ МȲ dabigatran ᾬ
ᴨМ ⇔ ᾎ ẞ 50 ng/mL , ᾎ ᴩ Ғ

(up-titration); ὑױ ắ ῏Ȳ⁄
ᴟ ᵑ ᴩ∟ ᾙ ȴⱢ ’ắ ῏ׄ
ԓцȲ ᵍ ắ ῏ӣ ắ ῏ ᾼ

ȲБὑ ד2014 10ѣ 02ѡ ≡ ᴩ
(Version 2.0, 02 Oct 2014) ӔȲ Є

ὑ 40 kgПắ ῏ Ȳױ ᾪӐБὑ 2014
ד 12ѣ 22ѡ  ȴװױ

Ӕ(Version 3.0, 28 Jan 2015)Ȳ…֪
European Medicines Agency’s Paediatric 
Committee (PDCO) opinion and the European 
Medicines Agency’s decision (dated 29 September 
2014) ∂ Ȳѿц֫ ῴỞ Ȳ ẁḼҏ
Ӣᴟӑ 18 ᾼẐ ᾙ (Л )Ἤ П
Ѡ Ȳ ỗ ȴ  

2.�� �•�B�M�Ð�ž�‘�Á���ù�B�M�Í
œ�@�Ð  dabigatran 
etexilate ӣ ᾎȲ Ẕ йἤȷⱢ ’ắ
῏ׄԓȲ ᾬ ϩ ᴷ╓ ═

dabigatran ᾬᴨМ ⇔ὑ 50 mg/mLᴟ 250 
mg/mL Ȳ Ѡ ᾼḂ Ӽ╥Ṽױ ⁄
ᴩ Ȳ ỗ ᴕ ҵ ҏПӣ Ѡ

ὙѝԈȴ 
ỗ ϡȸ 

ỗ ṓȲ ϱԝ ֫ ֽϯ 
֝ ỗ ṓȲӐ Ɫ 3 ѣᾙ

ц 9 ѣ Ȳ֪ Лױ ắצ ῏ ᴩẞד ϡϫ
ȴ ᴖȲӐ ֝ Пв ц ὔ ⇔…֪
Ѡה Ȳ֪ᴕ ắ ῏ ὑ Ϥ Бự 17
Ȳѹ ὑ ᴩМ ד 18 ȲӐ ҫ
Ϣᾪắכ ῏֝ ẁắ ῏ὑד 18
ȴ֪ᶺ דϢⱢכ ϡϫ Ȳ ắױ ῏ Ȳ
ЬṼ вᾎ ứȲӦắ ῏ᾼ  Ἠᾎứ Ϣ

ắ ῏֝ ắ ῏ Ϣᾪắכ ῏
Ὑ ѿᶙכ῀ ֝ ᶧȴ 

2.�� SF13186A#3 
ɚ ֤
ȸ ᴷ

P1101 Ẇӣ
Ribavirin
ὑӑ ắᾙ
П ╬ C

₤Ṋᾣ ◖

 �z�� �i�—�@�@�ú  
ỗ Ϛȸ 

ӐϢ ᴷ P1101Ẇӣ Ribavirin ὑӑ
ắᾙ ПCṊ ◖ 2₤ ╬П Ϣᾼᶼ ◖♄ἤ
ׄԓἤП Ὅἤȳ и П ᶩׁשṅȲ ḆḂ
֤ц Ғ ᾬᾼṿӣ ѹҒ DSMBṳὑѻ═

ϢњҌ ӔȲ П ᴩѠהц ICF ḥצ Ḇȴ
∂ Ҡѿ֝ ӔȲ Є ȴ 

֝ Ӕ 
Ɏ 12
ɏ 



  5 ȲԚ 25  

ỗ ϡȸ 
Ӑ Ɫ Ὅἤ ȲӐװ Ӕѻ═Ϣњ

ҌȲ Ӕᾼв Ҕᵶׄԓἤ в Ȳ∂ Ḃ֝
Мׄԓἤ ȴ 

�w�â� �ƒ 2
₤ ῏ᾼᶼ
◖♄ἤ

ׄԓἤП
Ὅἤȳ
и ȳצ

ᾼ
ᶩ ɛ 

�z�� �ã�_�i�—�@�@�ú  
ỗ Ϛȸ 

ỗ ї ▲ṳ С֝ Ӕȴ 
ỗ ϡȸ 

ѻ═ϢњҌḆװױ֪ ПЛṏṶԈ Ӣ
⇔ЛЄȲṳӑ ắ ῏Пᵓ ѩẂȲ╝
Ӕắ ῏֝ Пׄԓἤ ȴѹӐ Ԛ Ϥ 1

ᴯắ ῏ṳБὑ ד2015 3ѣᶙכ (ᵛ ᾙ
)Ȳ╝Л ԛΌ ц ᾪᾼắ ῏֝

Ȳ ỗ ȴ 
�z�� �i�—�@�@�ú  
ỗ Ϛȸ 

ӐϢ ᴷ P1101Ẇӣ Ribavirin ὑӑ
ắᾙ ПCṊ ◖ 2₤ ╬П Ϣᾼᶼ ◖♄ἤ
ׄԓἤП Ὅἤȳ и П ᶩׁשṅȲ ḆḂ
֤ц Ғ ᾬᾼṿӣ ѹҒ DSMBṳὑѻ═

ϢњҌ ӔȲ П ᴩѠהц ICF ḥצ Ḇȴ
∂ Ҡѿ֝ ӔȲ Є ȴ 
ỗ ϡȸ 

Ӑ Ɫ Ὅἤ ȲӐװ Ӕѻ═Ϣњ
ҌȲ Ӕᾼв Ҕᵶׄԓἤ в Ȳ∂ Ḃ֝
Мׄԓἤ ȴ 

3.�� SF14124A#1 
ɚ ֤
ȸ ᴷ

P1101 Ẇӣ
Ribavirin
ὑӑ ắᾙ
П ╬ C

₤Ṋᾣ ◖
֪₤ 1

₤ ῏ᾼᶼ
◖♄ἤȳ

ׄԓἤ
ᾬ ϩ П
Ὅἤȳ
и ȳצ

ᾼ
ᶩ ɛ 

 

�z�� �ã�_�i�—�@�@�ú  
ỗ Ϛȸ 

ỗ ї ▲ṳ С֝ ȴ 
ỗ ϡȸ 

ỗ ▲∂ Ȳ֪װױѻ═ϢњҌḆ в
Ȳᴕ ЛṏṶԈц ᵂӣ Ӣ ⇔ЛЄȲṳ
ӑ ắ ῏Пᵓ ѩẂȲ╝ Л Ӕắ ῏
֝ в Ȳ ỗ ȴ 

֝ Ӕ 
Ɏ 12
ɏ 

4.�� SC15133A#
1 
ɚ ֤
ȸϚ ֵ

М ї ȳ
ȳ Ὅἤ

П Ib/II
Ȳѩ

ѿ
MSC215611
9J Ẇ ӣ
Gefitinib ד
ὑо ᾙ
ᵂⱢ MET
ἤȳ צ

 �z�� �i�—�@�@�ú  
ỗ Ϛȸ 

Ӑ Ӕ Ҕ╗ в ӔȲṳ ѝ
Ԉȴѻ П ӔⱢ Ḃ ѻ ӭ Ɫ ѩ T790M
ἤᾼắ ῏ȳ ҒМ Є П ṅשׁ ȳ
ϡ иⱢ ‍ иȲṳ ϡ

иПắ ῏Ϣ ḂⱢ 136Ϣȴ֪Ӑװ Ӕв
ֵȲѹỮӑ ѻ IRB ▲ Ȳ ѻ═Ϣ ẁѻ
ᴯ ▲ ṓ∟ԛ ȴ 

ỗ ϡȸ 
Ӑ ֯Ӑ Пצ Ҡᴟ 2015/11/27Ȳ

ⱢҙדȲ ứן 5ϢȲỮӑ ן ȴӐװ Ѡ
ᾎḂ ᴩ ӔȲ Ӕ ȳ Мѝ ȳắ
῏֝ 2Ԍȳѻ═ϢњҌȳ ᵫῶȳắ ῏
≡ ᵗқȲṳ ᵫ Ὠ 3Ԍȴ 

֝ Ӕ 
Ɏ 12
ȳ Ӕ∟

1 ɏ 
ɚ  ḟ
ȸӐ Ӕ
∕ѻ

▲ ∟
ѠҠ
ᴩȴɛ 
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֝ Ӑ П Ӕȴ EGFR טּ
ѹ
Gefitinib
Ϛ ᾙ
Ӣᶼ ἤП
ᶝ Ἠ

ἤ‍Њ
ῐ

(NSCLC)
῏П ϡ
ᾙ ɛ 

�z�� �ã�_�i�—�@�@�ú  
ỗ Ϛȸ 

ỗ ṓȴӐ Ӕ Ữӑ cIRBѻ
ȴӐ Ӕ Ϥᴩ╜ ▲ Ȳ Ӕ ѻ
ạỮӑ ạ ᴩȲ֪ױ ậ֢ Ӕ Ӵ ȴ
ᴞϯװ Ӕ Ṽѻ ạ ȴ ỗ ֝ ȴ 
ỗ ϡȸ 

ỗ ṓȴ 

�z�� �i�—�@�@�ú  
ỗ Ϛȸ 

Ӑׁשṅ ᴷ Tenofovir Alafenamide 25 mg/day.ӣ
ὑᾙ Chronic Hepatitis B(HBs Antigen negative)П
efficacy and safetyȲϷѩ TDF 300 mg/dayᾼ
Ȳ Ḃ ԈҵȲӑᵂ ӔȲ֝
Ӕȴ 
ỗ ϡȸ 

Ӑ Ɫ Ϯ ι ȲӐװ Ӕ ṳӑ
Ӕ ȲҬ Ӕ֝ ѻ═ϢњҌȳ֫ қȴӐ
֝װ Ḃ֝ Мׁשṅ Ђở֤ȴ ▲ ṓֽϯȸ 
1.�� �Õ�@
��Í�������H�Æ�— 20-36 Ѿ ҒϚ ẞ

43-53ȴ ὙẔӇ ἤἨ ȴ 
2.�� �ô�2�È�³�‚�e�Z���‚�B�ó �ô �N�å�4 �ö  

5.�� SF13271A#3 
ɚ ֤
ȸϚ

Ϯ ȳ
ȳ ι
Ȳ ᴷϚ

ѡϚװ 25
ᵌ Tenofovir 
Alafenamide 
ɎTAFɏ ᾎ
ᾙ B ₤Ṋ
ᾣ e ᶼ
ἤП ἤ B
₤Ṋᾣ ᾼ
ׄԓἤц
Ȳṳ Ϛ

ѡϚװ 300
ᵌ

Tenofovir 
Disoproxil 
Fumarate 
ɎTDFɏ ᾎ
ᴩѩ ɛ 

 

�z�� �ã�_�i�—�@�@�ú  
ỗ Ϛȸ 

ỗ ᾼ ṓȴ 
ỗ ϡȸ 
1.�� �B�´�Á	©�‘�@�@ �ö�â�Ã�û���H�Æ�W�‰�±�ä �ô �z
]

�0�����B�ó
"	…�… �ö  
2.�� �B�´�Á	©�‘�@�@ �ö�â	š�™�B�£�Õ�@
��‚�•�4�ô�2

�È�[	ã�W
û �ô �z�-����	…�…
��Z�C���‹�W
û �ö �`
�‚�B�ó�ž�û�‘�ô�2�È�[	ã �ö  

֝ Ӕ 
Ɏ 11
ȳ Ӕ∟

2 ɏ 

 
9�� 
œ�•���n�| �i�— �( 	…�…
"�)�ú �Å 11Ԉ 
 

 ѻ═Ϣ ֤  ỗ ▲ ṓ 
Є
▲ Ὠ 

1.�� SF13141A#7  ѿ оἤᶝ Ἠ ἤϱӫ
ȳ ᴥ ц‍Њ ῐ

῏Ɫ Ȳ╟ӣ MK-3475 Ɫ Ϛ
ᾎᾼ Ϛ  

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ
Є ᴩ  

֝

Ӕ 

2.�� SF12293A#7  ᴷ Custirsen (TV-1011/OGX-011)Ẇ
ӣ Docetaxelד ὑ Docetaxel֯
Ἠ ἤ( IV )‍Њ ῐ
МᵂⱢ ϡ ᾙ ᾼϚ ֵ ȳ
и ȳ Ὅה III  

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ
Є ᴩ  

֝

Ӕ 

3.�� JE13180A#7 Ḉ  Ϛ ֵМїȳ и ȳ Ὅἤȳ
Ϯ Ȳ צ ᾎй ПṊ

ᾼắ ῏Ȳѩ Lenvatinib

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ

֝

Ӕ 
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SorafenibᵂⱢ Ϛ ᾙ ᾼ ׄ
ԓἤ 

Є ᴩ  

4.�� SC15085A#
1 

◙ Ϛ Ϯ ȳ Ὅ ӱȳ и П
ᶩ Ȳѩ MPDL3280A (ᶼ

PD-L1ᶼ )Ẇӣ BEVACIZUMAB
SUNITINIBӣὑӑ ắᾙ П
�’	��N�»�£ �� C-IRBѻ Ӕ ɛ 

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ
Є ᴩ  

֝

Ӕ 

5.�� SF12204A#4 Ể  ὍἤȲֵМїȲ‍ЮϤ ἤׁשṅȲ
ᴷ ắ Ϛ ֥Ẇ Bevacizumab

◘ Ɫ о ᾙ ὑ ἤЄ
᾿ ᾼ  

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ
Є ᴩ  

֝

Ӕ 

6.�� SE14102A#
4 

 Ϛ 3 ȳ ȳ ιȳׄ
ȳⱢ 26 ṳἋᴼ 78 ᾼֵМї
Ȳ ᴷ ertugliflozinӣὑmetformin
Ϛ ᾎᴨ ạЛṾᾼ ϡ₤ ᶟ
ắ ῏П ׄԓἤ 

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ
Є ᴩ  

֝

Ӕ 

7.�� SE15015A#
2 

ὭὙᶳ ד 12 ᴟ 15 ѣᾼ Ẑ Ȳ
ѩ ҭ ᵌ  (GSK 
Biologicals) ᾣ
֥ (MMR) ꜟ  (209762) ᵌЄ

 (Merck & Co., Inc.) MMRꜟ
ᾼׄԓἤ ᵍꜟ ἤ  

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ
Є ᴩ  

֝

Ӕ 

8.�� SE14098A#
2 

Ὑ  Ϛ ῂ ₤ ╬ ἤῐᾣדכ
῏ ᴷẔ ắᾙ ᾃ

Ѐὢכ Solithromycin (CEM-101)ד
ὑ ᾃ כ Ѐ ὢ
Moxifloxacin П цׄԓἤᾼ
ȳ ιȳֵМїׁשṅ 

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ
Є ᴩ  

֝

Ӕ 

�Ú�…��  ѩ М⇔ᴟ ⇔ ἤ  ἤῐ
(COPD)ắ ῏ ắ PT003ȳPT005ȳ
PT001 ѿцׄ П ׄԓἤᾼ
Ϛ и ȳ ιȳ  (24

)ȳׄ ȳӂᴩи ȳֵМї
 

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ
Є ᴩ  

9.�� SC15104A#
2 
��

ȸ Ӕ ѻԉỗ  

֝

Ӕ 

10. SF14218A#3 
 

ѵԇ  Ὅἤȳ и ȳֵМїП Ϯ
ᶩ ѿѩ ṿӣ Multikine 

(Leukocyte Interleukin, Injection)Ғϱ
ᾙ (њ +Ὅ ᾙ Ἠњ +

Ὅ ֥Ẇо ᾙ ) ṿӣ ᾙ
ὑ ἤ ᾭϱӫ Ѐ

ц ᾼ Ὠ 

ỗ Ϛȸ֝ ӔȲ
Є ᴩ  
ỗ ϡȸ֝ ӔȲ
Є ᴩ  

֝

Ӕ 

11. SF12259A#6 ѝ  Ϛ и ȳ ὍἤȳֵМї ᶩ
Ȳ ὑԒ›ӑ ắ ᾙ ᾼ CD20

ῶ ᶼ ἤП ἤЄ₤ B
ђ Ἠ CD20 ῶ ᶼ ἤП ᾚἤ
‍ᴶὯ ѫ ђ 1ȳ2ȳἨ 3A
῏Ȳ ᴷ ῏ ӣӫϯᾃ

RITUXIMAB Ἠ ╥ ᾃ
RITUXIMABᾙ ᾼ ắ ֣ 

֝ ӔȲ Є
ᴩ  

֝
Ӕ 
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T
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 ѻ═Ϣ ֤  ỗ ▲ ṓ 
Є
▲ Ὠ 

1.�� SE12301A#
3 

ѝ  Ϛ ϱӀ∟ȳ‍ЮϤἤȳֵМїᾼ
ἤׁשṅȲѿ ᴷ Ɫ ἤ

₨╬ᴥ ἤᾼ ἤ ἤӪᴨ
Ȳ̓֯͂ ắ Nilotinib( ׄ)ᾙ ∟ᾼ
ׄԓἤ  

ỗ Ϛȸ 
֝ ӔȲ Є
ᴩ /  
ỗ ϡȸ 
֝ ӔȲ Є
ᴩ /  

 

2.�� SE14265A#
1 

ᶳ  ֵМїׁשṅ MotionLocTM
ᶦѩ ὰ ṿӣὑ ᷉њ

П כ∟  

֝ ᴩ╜ Ӕ 
Є ▲ 

 

3.�� SG14270A#
2 

Є ב ᾿ ῏ᾼ ϩ ֪І
ї ᾔ ἤП … 

֝ ᴩ╜ Ӕ 
Є ▲ 

 

4.�� SF14216A#2 Ểᵄ
( ȸ

)  

Duloxetine ѻ ᾙ ϫϡ ∟ ὑ
῏П цׄԓἤ 

֝ ᴩ╜ Ӕ 
Є ▲ 

 

 
11�� 
œ�•���n�|
ø�U �( ���k�i�— 
T�‹ �) 
" �ú �Å 1Ԉ 
  ѻ═Ϣ ỗ ▲ ṓ Є ▲

Ὠ 
�z�� �i�—�@�@�ú  
ỗ Ϛȸ 

ὙϢѵⱷ‍ׁשṅ כ ȴ 
ỗ ϡȸ 

Ӑׁשṅ…ᵓӣ ứ ₇ ֥ᵂⱢ › ᵗἤо
֝ḔὍ ᾎȲӣѿᾙ ︢ ӻꜜ цᶝ
ἤ ᶩ ᴷȴ 

Ẓ ѻ═Ϣ֫ : 
1.�� ��
"�å�4�“	©�Á�&�› �ô �N�ô�á�‚�•�Á�Ø�×�“	©  

(ӑṓὑ ѻ═Ϣ Ầ֝ѻ═Ϣ֤ ) 
2.�� ��
"�¬���&���&�‹�Ð�™�B�£�0�Ó�� �ô���@�[�—�Á

�( �I�y���•�4�â
¨ �)�ô �,�m�“�û�•�4 �( 
p�Ã�‘
�W�)�ö �N�6�:�A	J �ö  

∕ѻ═Ϣ֫ ∟Ȳ Є ȴ 

1.�� CF14221A-1
ɚ ֤
ȸϚ ֥

Ẇ
Docetaxel,Ci
splatin ц
5-FUᵂⱢ
› ᵗἤо
֝ḔὍ
ᾎȲӣѿ

ᾙ ︢
ӻꜜ ц
ᶝ ἤ

ᾼ
ᶩ
ᴷɛ 

Мӂ 

�z�� �ã�_�i�—�@�@�ú  
1.�� �&�›�Á���Ø�×�Ð�ô�2�w�[ �ô �•�‰�M���Á

2015/3/2Ȳױ ὑׁשṅᵗ ∟И Ở
ᴩȲT ֪ᴩ╜֪ ӑḆ цҒϤכⱢױ
Ϣȴ 

2.�� 001ắ ῏ ᶳ ὑ 2015/3/27 ֝ ∟ṳ
ὑ 2015/4/2-7 & 2015/4/30-5/5 в Ϛȳϡ
оװ ȸDocetaxel(35mg/m2)ȳ
Cisplatin(35mg/m2)ȳ5-FU(400mg/m2)Ȳ
(180cGy)ὑ 2015/4/2-5/8 вԚ ᶙ ȴװ25
Ϣὑ֫ в(2015/5/19)֪ ֟ȳ Л
Ṿȳ ᴖ Ӑ ≡ Ȳ∟ᴖ ᶩᵒứⱢ

֝
ᴩ 
Ɏ 13
ɏ 

ɚ  ḟ
ȸ
ѻ═Ϣц
ṅᵗשׁ
ὑҙדв
ᶙכ GCP
Ṏ 4
Њ Ȳṳ
ד
ᴟӐ
▲ȴ

Ьӑ
ᶙכ῏Ȳ
Лắ
Ө
ȴɛ 
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Ḕắ ạȲ Л ֥ ϧȲỆ Ϣ
ҏשׁױṅ ȴ 

 
12�� 
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 ѻ═Ϣ ֤  ỗ ▲ ṓ 
Є
▲ Ὠ 

1.�� SF11298A  Ϛ ȳ Ὅἤȳ llb ᶩ Ȳ
ᴷ afatinib  gefitinib ӣὑ Ϛ
ᾙ ῶӫӢ ֪Іắצ טּ ᾼ

ῐ Ɫ ῏Пׁשṅ 

ỗ Ϛȸ 
֝ ᴩȲ

Є ᴩ  
ỗ ϡȸ 
֝ ᴩȲ

Є ᴩ  

֝

ᴩ 

2.�� SE14241A Єכ MONARCH 2: Ϛ и ȳ ιȳ
ׄ ᾼ 3 Ȳṿӣ
Fulvestrant Abemaciclib (Ϛ
CDK4/6 Ḁạ )Ἠ ṿӣ Fulvestrant
ᾙ ắ ἤȳHER2 ἤᾼᶝ

Ἠ ἤṵ Ѕἤ ῏ 

ỗ Ϛȸ 
֝ ᴩȲ

Є ᴩ  
ỗ ϡȸ 
֝ ᴩȲ

Є ᴩ  

֝

ᴩ 

3.�� SE14196A  ֯ Metformin ᴨ ὨЛṾП 2 ₤
ᶟ ắ ῏МȲ Ғ Ertugliflozin 

(MK-8835/PF-04971729) ᾙ Ἠ Ғ
Glimepirideᾙ ᾼׄԓἤếצ ἤ ᴩ
ѩ ᾼ III ȳֵМїȳ ιȳ и
ȳ♄ἤ ᶩ  

ỗ Ϛȸ 
֝ ᴩȲ

Є ᴩ  
ỗ ϡȸ 
֝ ᴩȲ

Є ᴩ  

֝

ᴩ 

4.�� SF13012A  ἤ  BRAF Ḁ ạ  
GSK2118436 ӣὑ ‍Њ ῐ ѹ 
BRAF ּט Пắ ῏  II  

֝ ᴩȲ

Є ᴩ  
֝

ᴩ 

5.�� CF12124A ѵԇ  ᴿ︢ ☼і П ἤ₅ ᾭ ῏
ṿӣ ︢ Ӫ ṿӣ І 

ᾙ צ ᵡᾼ  

ỗ Ϛȸ 
֝ ᴩȲ

Є ᴩ  
ỗ ϡȸ 
֝ ᴩȲ

Є ᴩ  

֝

ᴩ 

6.�� CF14250A ᴂ Ѝ ֯ᾙ ҵ ἤ ԓҷП  ֝ ᴩȲ

Є ᴩ  
֝

ᴩ 
7.�� SF12204A Ể  ὍἤȲֵМїȲ‍ЮϤ ἤׁשṅȲ

ᴷ ắ Ϛ ֥ẆBevacizumab ◘
Ɫ о ᾙ ὑ ἤЄ ᾿
ᾼ  

ỗ Ϛȸ 
֝ ᴩȲ

Є ᴩ  
ỗ ϡȸ 
֝ ᴩȲ

Є ᴩ  

֝

ᴩ 

8.�� CF12202A    ₤ ẻᵮМѦ ҅
Пד ἤׁשṅ 

ỗ Ϛȸ 
֝ ᴩȲ

Є ᴩ  
ỗ ϡȸ 
֝ ᴩȲ

֝

ᴩ 
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Є ᴩ  
9.�� CF12203A  ֯Ṹ☺ ֵМї ṅѩשׁ Joint 

Asia Diabetes Evaluation (JADE) ᾼ
Diabetes Monitoring 

Database (DIAMOND) ᾼ
ϡ₤ ᶟ ᾼ Ὠ 

֝ ᴩȲ

Є ᴩ  
֝

ᴩ 

10. SF12335A ᵦ„  Ϛ ӡ ֵ₤ἤц ֪ӧ оᵂⱢ︢
Ӣᾬ ПṆ ἤׁשṅ 

ỗ Ϛȸ 
֝ ᴩȲ

Є ᴩ  
ỗ ϡȸ 
֝ ᴩȲ

Є ᴩ  

֝

ᴩ 

11. CF14228A ѵԇ  ☼ ᾭ╓ Њὑ 13 П ἤ₅ ᾭ
῏ѿ І   ᾎцṿ

ӣ ︢ Ӫ Ɫ︢ ☼ᾼ
ᴩ  

ỗ Ϛȸ 
֝ ᴩȲ

Є ᴩ  
ỗ ϡȸ 
֝ ᴩȲ

Є ᴩ  

֝

ᴩ 

12. SF13172A  Ϛ ѿӑ ắᾙ ȳ Ṋ оᾼ ἤ
Ϛ ֪₤  C ₤ṊᾣṸ☺ ῏Ɫ
Ȳ ѩ  MK-3034 (SCH 

503034)/Boceprevir ♆  
(PegIntron) ц Ἰ (Ribavirin) 
ᾎ ч і ᾎᾼ Ϯ ᶩ

 

֝ ᴩȲ

Є ᴩ  
֝

ᴩ 
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 ѻ═Ϣ ֤  ỗ ▲ ṓ 
Є
▲ Ὠ 

1.�� SE14257A Ὥ  ṝ ♄ ȳ ὢ ṿӣȸ֫
ἤѷׁ҅שṅ 

ỗ Ϛȸ 
֝ ᴩȲ
Є ᴩ /

 
ỗ ϡȸ 
֝ ᴩȲ
Є ᴩ /

 

 

2.�� SE13230A  ӣֵԏ Ԛ ᶾ ὑנ ṵ
 

ỗ Ϛȸ 
֝ ᴩȲ
Є ᴩ /

 
ỗ ϡȸ 
֝ ᴩȲ
Є ᴩ /

 

 

3.�� CE13240A ◙ ∂ үМ Ӗ ᾆᶟ Ṇ
 

ỗ Ϛȸ 
֝ ᴩȲ
Є ᴩ /
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ỗ ϡȸ 
֝ ᴩȲ
Є ᴩ /

 
4.�� SC15057A  ᴷ GevokizumabɎS 78989ɏ3mgȳ

10mgȳ30mg Ἠ 60mgӣὑᾙ ϡ₤
ᶟ ц ᶟ ɎDKDɏ ῏

ᾼ -ч ṅ- Ϛשׁ Ɫ 66 Пֵ
ֵМїȳ ȳ ιȳׄ ἤ

П Iib ᶩ  

֝ ᴩȲ
Є ᴩ /
Ɏӑן ɏ 

 

5.�� SE14265A ᶳ  ֵМїׁשṅ MotionLocTM
ᶦѩ ὰ ṿӣὑ ᷉њ

П כ∟  

ỗ Ϛȸ 
֝ ᴩȲ
Є ᴩ /

 
ỗ ϡȸ 
֝ ᴩȲ
Є ᴩ /

 

 

6.�� SF14243A ◙ ϡ ι и ׄ ạ ᶩ
ṅשׁ MCS®ὑ Ṯḽἤ›ԝ

П Ὠцׄԓἤ 

֝ ᴩȲ
Є ᴩ /
Ɏӑן ɏ 

 

7.�� S09186A ᵦ М ן ︢ виᾆ
ᾼ ἤ ṅ(GEP-NETשׁ שׁ
ṅ) 

֝ ᴩȲ
Є ᴩ /
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  ѻ═Ϣ ֤  ỗ ▲ ṓ Є ▲ Ὠ 
1.�� CF14087A Ḉ№  Ӫ цвӫ Ӣ ὑҷ

Пׁשṅ 
֝ Ȳ

Є ᴩ  
֝  

2.�� CF11142A  "ᶼ SSRI (selective serotonin 
reuptake inhibitor)ᾙ М Ӣ֚

ἤцד -ṅשׁ Ϛדȸѿ

ᶩ Ɫ Ȳиέ ἤᴨ

Ḁạן֫ Пṿӣ ᴨ ҵ

Ӣ П ἤׁשṅ 
 - ϡדȸѿ ᾬ ᴩ ἤᴨ

Ḁạן֫ і ᴨ ҵП

 ṅשׁ
- Ϯ~ҳדȸ ἤᴨ Ḁạן֫

і ᴨ ҵ֚ ἤП› Ϣ

 "ṅשׁ

֝ Ȳ

Є ᴩ  
֝  

3.�� CF11126A  ᴨ цᶟ М Ϯ ắ

(Decoy receptor 3) Іắ֪ײ

ד ֪ῶ ֯

֝ Ȳ

Є ᴩ  
֝  
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ϢẔ ғ ȳ Ӎч ȳ

Ừ׀♄ ȲᵂⱢ ПҠᴩ

ἤ 
4.�� SF12213A ỂὙὙ Ϛ Ѕἤắ ῏ᾼֵМїȳ

Ὅȳ ᾼ Ϯ Ȳׁשṅ

֯ 28 щ ═  13 МȲᵶ

ӈ ϡ (estradiolvalerate)ц
Һ (dienogest)ᾼ 4 ◕ἤЀὢ Һ

 SH T00658ID ᾼ ׄԓἤ 

֝ Ȳ

Є ᴩ  
֝  

5.�� SF11108A ◙ Ϛ ἤȳҟ ᾙ ᾼ›

ԝ ḽἤ ῏ṿӣ Tasquinimod П
Ϯ ȳ и ȳ ιȳѿׄ

Ɫ Пׁשṅ 

֝ Ȳ

Є ᴩ  
֝  

 
16�� 
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  ѻ═Ϣ ֤  ỗ ▲ ṓ Є ▲ Ὠ 
1.�� CE14214A ᵨ∂  ⇔ Ὅ ᾙ њ ∟ᾼІ

Ϣᾼᾙ Ὠế◖ἤׁשṅ 
֝ Ȳ

Є ᴩ

/  

 

2.�� SE13138A   ‌ Ӣ♄ ἤ Пׁשṅ

 
֝ Ȳ

Є ᴩ

/  

 

3.�� CE14109A   ᴰ ц  ῏ї ׄ Ӣ♄

₇ П  
֝ Ȳ

Є ᴩ

/  

 

4.�� CE13185A  ѿ ϩ Ὠ Л Ӕ

цѲ′ ПѲ ⁶֥ϩ Ḃ

ᾼ  

֝ Ȳ

Є ᴩ

/  

 

5.�� SE14009A  ♄ ἤӫ מּ ἤ ắ ῏ Ϛ

ᴞ ῏ᾼӫ ԓṝἤӢᾬ

П ἤ  ṅשׁ

֝ Ȳ

Є ᴩ

/  
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T
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18�� 
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  ѻ═Ϣ ֤  ỗ ▲ ṓ Є ▲
Ὠ 

1.�� SF12168A  

Ϛ ԓ ἤ Ϯ ȳ и ȳׄ

ι Ȳ ᴷ AMG 706
Paclitaxelц CarboplatinẆӣȲѿᾙ

‍ ᾭ ȳ‍Њ ῐ Пғ

ɎṸ☺ Ϯ ɏ 

֝ Ѧ  
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  ѻ═Ϣ в  

1. CE15193A Ӟ  Ӧὑӭ› ═ ᶩ Ὃ Ṕ⇔П Ȳ ѻ═Ϣ ҏ Ө

ȴ 
 
21�� 
œ�•���n�|
ø�U �( �B�M�C�† �) 
" �ú 0Ԉ 
 
22�� 
œ�•���n�| �i�— �( �B�M�C�† �) 
" �ú �Å 1Ԉ 

  ѻ═Ϣ ỗ ▲ ṓ Є ▲ Ὠ 
�ƒ�i
”	J �ú  
ắ ῏ 11091009ὑ 07Jul2014ȳ29Sep2014ȳ  
19Jan2015 Ό Ȳ֪Ɫắ ῏ ֥
ѻ═Ϣ Ầ֝ѻ═ϢП  Ȳ֪ױӦⱢ
ὑӐ ᾼ ᴩכ ȴ 

�i�—�Á	©�@�@�ú  
Ӑ ɦᾭᾓ ɧ ╓ 11091009ắ ‍Ϯצ῏
 װ Ȳ╥Ӧ‍ׁשṅвϢ ᴩȹ ∟Ṷצ
ѻ═Ϣԝ֙ҏ Ӑ ֤ Ȳ ᵗ ֝ Ɫ

ᾼ כ ȴ ҉ Ὑױ Пׁשṅ
ҵϢ ȲӦ כ ȹ 
�ã�_�i�—�@�@�ú  

ỗ ▲ ṓȴ 
1.�� �•�C	á
"�ƒ�i�õ�Õ�Á	©
”	J �ô �‚�™�B�£

 װϮצ11091009 ╥Ӧ‍ׁשṅвϢ

ᴩȴ  ∟ ѻ═Ϣᵛԝ֙ Ӑ ṳ

֤ Бᶙכ ᴷȲᵀ֪  ⅍Ӧӑ

ᾼ ᴩȲ ȴ 
2.�� ���ô�2�Ø�×�f�“	©�Á�•�#�x���º�t	ã �ö �—�-

�½���™�B�£���d�;�Q�B�M�Ø�×�t	ã�Ð�š �ô �z
�—�x�t	ã�Ã�I�î�š �ö  

�i�—�Á	©�Æ�i�@�@�ú  
ѻ═Ϣ Ὑ …֪ Ӧװ ҵП ♩

Ԓᴩכ Ȳ  ∟Ӧѻ═Ϣ ֤ ȴ 
ѻ═Ϣ Ȳ Ϣ ȴ 

1.�� S08089A 
( Ϛװ

) 

◙ 

֫ ԛ ṓȸ 
ỗ ṓȲѻ═Ϣ ═ ṳҒ

Ȳ Ϣ ᴩ
ᶩ Ȳṳ ᵍ ᴿṶԈԛ⇔ Ӣȴ 

 

 
23�� 
!
"�e	@��
"�Ð�æ�� �ú �Å 3Ԉ 
ᶧ

 
 ѻ═Ϣ 

еѝѻס еѝ  ѝѡ  

1.�� SF15158A�³�E�¾�. �³�e �Z �B �M
�Í �� �÷ �™
�B �£ �Õ �@

��B�ó �³

�( Nimotuzumab (TheraCIM-hR3)Injection 50 
mg/10 mLɧẁ ṅӣשׁ ₇ ᶩ (
ȸIHN01) П Мїцắ ῏֝

Ḇϛ Ȳ Ȳ ֽ Ὑ◕Ȳ  ▲ ȴ 

MOHW 
Ӗ ד104 7
ѣ 23ѡ�³
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ᶧ
 

 ѻ═Ϣ 
еѝѻס еѝ  ѝѡ  

�‹ �õ �•�ý�Õ�@ �e�Z ���µ�t�# �õ �-�?	��ú�t�# �õ ��
�ï�w�Î�ò�t�#�÷ �µ�Í�*�‡�t�t�#�Á�B�M�Í�� �ô �@
�Í���B�M�,�m�“�Á�‘	Î�·�t	ã �õ �­���±�t	ã �õ 
�
�J�h�t	ã�÷�E�¾�.�t	ã �ö �’ �õ �ö�—�ô �Ú�€�•�™�B
�£�Õ�@
� �( 	h	d �) �÷ �( �•�É�B�M�^	Í�6�í �) �Ð�Á

ü
B�O / Ȳ ԝἨ ӔⱢ ‒а Ӣᶾ

�¨�½��	[�æ�Y �ô �`�Ã�ò�-	…�…�U�\
"�Û�•�ý
œ�@
�™�N�ö �³

2.�� CF15105A ἅῴ Ṽ Ὑ

◕

ᴟ

▲ 

ɦᴨ М ἤМ ∟ П ɧ

ᶩ ϛ ɎӐ ȸ1040028378)Ȳ֪
ӑ ԓȲ ὑ ד104 9ѣ 25ѡ›ȲṼӐ ẗ

 Пɦ Ḋ ᶩ ῶɧ Ἤ

ϚהϮԌẞӐ Ȳ ▲ ȴ 
ϚȳӐ ֽӑ ֽ ӔἨӑ ὑ Ӕ ›Ө

�N�ï
º �ô �•�ÿ�’�i�\���W
��õ�Á�i�—
!�- �ö�� �N�V
�™�Õ�� ��  

TFDA 
Ӗ ד104 7
ѣ 22ѡ 

3.�� SF15140A �³�e �Z �B �M
�Í�� �³

�( JKB-122 (Naltrexone hydrochloride) Capsule 5ȳ
15ȳ35 mgɧẁ▲ ӣ ₇ ᶩ (

ȸJKB122) П Мїϛ Ȳ ȲӐ

֝ Ȳ ẗ ₇ ᶩ ắ ῏֝

Ӕ Ө ῶӨ ▲׀῏ 1 ԌȲ ֽ Ὑ◕Ȳ

▲ ȴ 
�‹ �õ �•�ý�Õ�@�e�Z�µ�Í�*�‡�t�t�# �÷���ï�w�Î�ò
�t�# �Á�B�M�Í�� �ô �@�Í���B�M�,�m�“�é�q�Á�x
/
�e�÷�u�¢���t	ã �ö �’ �õ �•�B�M�,�m�“���º�”�Ý
1
�Ð�B�M�ì�"�“	© �ô �ô�å�•�ù	@�����:�é�Ð�U�> �ô
�Ï�ä�þ�Ð�â�º�¶�À�b�`��
n� 
�	_	��µ �ö �B�M�ì
�"�“	©�Ð�º�”�ê�ö�“�O�B�M�Á	©�n�Õ�@ �ô �È�³�V
�¶�•�B�M �ö �Ÿ�õ �•�ý�Õ�@�¦�æ�Y�B�ó�U�Ð�™�B�£
�Õ�@
��€�•��
º�õ�Õ�¹ �ô �0���Ý�û	J�•�É�B�M�¾
�I �ö �³

MOHW 
Ӗ ד104 7
ѣ 29ѡ 

 
24�� 
!
"�ï�x	@��
"�Ð	…�…�æ�� �ú �Å 15Ԉ 
ᶧ

  ѻ═Ϣ еѝѻס еѝ  ѝѡ  

1.�� JF12309A Єכ 
Ḇ 

ɦNK105 Injection 30mg/vialɧẁ▲ ₇

ᶩ ( ȸA3105301) П Ḇ

ϛ Ȳ ȲӐ ֝ Ȳ ֽ Ὑ◕Ȳ ▲ ȴ 
ϚȳӐ ֝ Ӕ∟П ᾪӐѡ Ɫ

VersionȸDate of Tenth EditionȲDateȸJune 05Ȳ2015ȴ 

MOHW 
Ӗ ד104 7
ѣ 9ѡ 
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2.�� SF11310A  ắ ῏֝

Ḇ 
ɦ BMS-734016 (Ipilimumab) Injection 
200mg/40mL/Vialɧẁ▲ ӣ ₇ ᶩ (

ȸCA184-156)Пắ ῏֝ Ḇϛ Ȳ

ȲӐ ⁄֝ Ȳ ẗ ₇ ᶩ ắ

῏֝ Ӕ Ө ῶ ϡ Ȳ ֽ Ὑ◕Ȳ

▲ ȴ 
�‹ �õ ���"
"�ã�Ú�€�•�™�B�£�Õ�@
�	h	d�Ð�Á
ü
B
�O/ иȲЬ ԝἨ ӔⱢү Ӈᾙᶔ╟

�J�¨�½��	[�æ�Y �ô�`�Ã�ò�-	…�…�U���ý�i�— �ö �’ �õ
�•�ý	š�þ�Õ�@�B�ó�U�Ð�™�B�£�Õ�@
��€�•��
º�õ
�Õ�¹ �ô �0���Ý�û	J�•�É�B�M�¾�I �ö  

MOHW 
Ӗ ד104 7
ѣ 13ѡ 

3.�� SC15055A ᵄ∑ 
Мїцắ

῏֝

Ḇ 

ɦCeftazidime/Avibactam (Ceftazidime Avibactam) 
powder 2000 mg / 500 mgɧẁ▲ ӣ ₇ ᶩ

Ɏ ȸD4280C00016ɏП
Мїцắ ῏֝ Ḇϛ Ȳ ȲӐ ֝ Ȳ

ẗ ₇ ᶩ ắ ῏֝ Ӕ Ө

ῶӨ ▲׀῏ 1ԌȲ ֽ Ὑ◕Ȳ ▲ ȴ 
ϚȳӐ ֝ ȳ Є ȳכ

Є цῧ Ɫ МїȲ Мї

ѻ═ϢⱢ Ә ȳ ӴӖ ȳѵѷ

цᴶ ȴϡȳӐ ѻ═Ϣ ԉӣ֥ П

ד Ϣ Ȳ ’Ẕ иП҉צ Ȳ

П ԉ Џᵂṳ ϯ נּ ȴ ד

Ϣ Пԉӣ Ϣ ỗ ֝ ȲỞ

Ӑ ȴϮȳӐ ֝ еҨ Ḇ∟Пắ ῏֝

ᾪӐѡ ֽ ԈȲѿ ֥› ᶩ ᴩȴ 

MOHW 
Ӗ ד104 7
ѣ 15ѡ 

4.�� SF14224A ◙ ֫ ẗѝ ɦODM-201 Tablet300 mgɧẁ▲ ӣ ₇ ᶩ

Ɏ ȸ3104007ɏП֫ ֿ

1036040214 ẗϛ Ȳ ȲӐ ֝ Ȳ  ▲
ȴ 

MOHW 
Ӗ ד104 7
ѣ 17ѡ 

5.�� SE14267A ѵ∂  
Ḇ 

ɦBAX326 (recombinant Factor IX) Lyophilized 
powder of concentrated rFIX for Intravenous 
Injection 250ȳ500ȳ1000ȳ2000ȳ3000 IU rFIX/Vialɧ
ẁ▲ ӣ ₇ ᶩ ( ȸ

251001)П Ḇϛ Ȳ ȲӐ ֝ Ȳ

ֽ Ὑ◕Ȳ ▲ ȴ 
ϚȳӐ ֝ Ӕ∟П ᾪӐѡ Ɫ Protocol 
Amendment 5 Version, 19 March 2015ȴ 

MOHW 
Ӗ ד104 7
ѣ 17ѡ 
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6.�� SC15133A  ц

ắ ῏֝

Ḇ 

ɦMSC2156119J F.C. Tablets 25 mgȳ100 mgɧẁ▲
ӣ ₇ ᶩ ( ȸ

EMR200095-006) ᶩ П цắ ῏֝

Ḇϛ Ȳ ȲӐ ֝ Ȳ ẗ ₇

ᶩ ắ ῏֝ Ӕ Ө ῶӨ ▲׀῏

1ԌȲ ֽ Ὑ◕Ȳ ▲ ȴ 
ϚȳӐ ֝ Ӕ∟П ᾪӐѡ Ɫ

Versionȸ3.0ȲDateȸ05 Feb 2015ȴϡȳӐ ֝

еҨ Ḇ∟Пắ ῏֝ ᾪӐѡ ֽ ԈȲ

�0���Ý�û	J�•�É�B�M�¾ �I �ö�Ÿ�õ���"�ƒ II C-MET
�û
º�T� �Ð�ô�2�H�ô�U� �O�÷�W
��À�[���d �ô �L
�|�¦�æ�Y
%�õ�“�O�ô�2�d�©�“�O�B�M�…�[�¤�d �ô
�•�B�M
-�©� �O�Ð�å�ø (Ҕᵶᴨ П Ӣᾬ)Ȳ
�³�™�B�£�Õ�@���P�ñ�H���Q�¾�I�å�ø �ù �‚�p�Æ�s
�”
� �ô ���ö�i�—�n�i�—�ï�x �ô 	)�¬�@	š�Õ�@��
N
�*�‚�P�ñ�H�£���Æ���—�³�™�B�£
�	_�Õ�@ �ö  

MOHW 
Ӗ ד104 7
ѣ 17ѡ 

7.�� SC15110A ὭṎ  ȳắ

῏֝

ц

ӭᾼ Ḇ 

ɦ Tivicay(Dolutegravir) Tablets 50mgȷ Edurant 
(Rilpivirine) Tablets 25mgɧẁ▲ ӣ ₇ ᶩ

Ɏ ȸ201637ɏП ȳắ

῏֝ ц ӭᾼ Ḇϛ Ȳ ȲӐ ֝ Ȳ

ẗ ₇ ᶩ ắ ῏֝ Ӕ Ө

ῶӨ ▲׀῏ 1ԌȲ ֽ Ὑ◕Ȳ ▲ ȴ 
ϚȳӐ ֝ Ḇ∟П ᾪӐѡ Ɫȸ

201637ȲProtocol Amendment Numberȸ02ȲEffective 
Dateȸ08-JUN-2015ȴϡȳ еҨṼɦֵ ֵ

Мї ₇ ᶩ ▲ ᶧɧȲֽ в

ḆȲ ד  ц еᵫ ᶧ Ϯ ѝԈȲ

ὑ֣֝еᵫ ᶧ ϡ Ἤԝ Ө Ḇ П֝

Ȳ֝Ḕẗ Ӑ Ȳ Ἃצ▲ ϛṶȲ

Ṽ еҨἋ ᴩṿɦֵ ֵМї ₇

ᶩ ▲ ᶧɧП ȴϮȳӐ ֝ е

Ҩ Ḇ∟Пắ ῏֝ ᾪӐѡ ֽ ԈȲѿ

֥› ᶩ ᴩȴ 

MOHW 
Ӗ ד104 7
ѣ 20ѡ 

8.�� SE14298A Ӕ  ḆӔẗѝ צ еҨẗ ḆӔ 103 ד 10 ѣ 30 ѡ ֿ

1036058025 ц 104 ד 7 ѣ 3 ѡ ֿ

1046040893 ẗПѻס◕ Є Ɫ

Є ȲӐ ֝ Ȳ  ▲ ȴ  

TFDA 
Ӗ ד104 7
ѣ 21ѡ 

9.�� SF14042A ѵ  ḆӔẗѝ צ еҨẗ ḆӔ 104 ד 07 ѣ 16 ѡ ֿ

1046040913 ẗѻס◕П Ɫ

ɦAC-055-308ɧȲ ȲӐ ֝ Ȳ ▲ ȴ 

TFDA 
Ӗ ד104 7
ѣ 23ѡ 
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10.�� SF13209A  ắ ῏֝

ц

ѻ═Ϣ

Ḇ 

ɦAtrasentan (ABT-627) Tablet 0.75mgɧẁ▲
ӣ ₇ ᶩ Ɏ ȸM11-352ɏП

ắ ῏֝ ц ѻ═Ϣ Ḇϛ Ȳ ȲӐ

֝ Ȳ ẗ ắ ῏֝ Ӕ Ө ῶ

ϡ 1ԌȲ ֽ Ὑ◕Ȳ ▲ ȴ 
ϚȳӐ ֝ ốּר ѻ═ϢӦỂ ѝ

ḆⱢӥ Ч ȴϡȳӐ ѻ═Ϣ ԉӣ֥

П ד Ϣ Ȳ ’Ẕ иП҉צ

Ȳ П ԉ Џᵂṳ ϯ נּ ȴ

ד Ϣ Пԉӣ Ϣ ỗ ֝ ȲỞ

Ӑ ȴϮȳӐ ֝ еҨ Ḇ∟Пắ

῏֝ ᾪӐѡ ֽ ԈȲѿ ֥› ᶩ

ᴩȴ 

MOHW 
Ӗ ד104 7
ѣ 17ѡ 

11.�� J10250A  Ḇ

ӭᾼ 
ɦRO4917838 (RO4917838) tablets 5mg/10mgɧẁ
▲ ӣ ₇ ᶩ Ɏ ȸ

WN25309ɏП Ḇ ӭᾼⱢẁ ṅӣϛשׁ

Ȳ ȲӐ ֝ Ȳ ֽ Ὑ◕Ȳ ▲ ȴ 
�‹ �õ �ö�—�ô �•
"�Â�- 104 ד 04 ѣ 03 ѡ ֿ

�ƒ 1036012802 ẗ֝ ѦȴӐ ֝ ὑ

�Â��
¯���T�§�™�B�£�Ð�B�M�ì�"�W
û�o�n�â�Ì�ô
�2�” �ô �N�î�Æ
¯�•���T�§�e�™�B�£�-�•�B�M�Í �ö
�’ �õ �Á�¢�È�™�B�£�Ð�þ
{ �ô �N�ô�ô�z�I�ù�™�B�£
�U�»�ü�Ä�����k �ô �õ�@�#����
¯���T�§�™�B�£�þ
���O�Ò�~�½�Ð�o�M �ô �õ
"�ã
p�»���U�»���k
T
�‹ �ô ���{
��ï
T�Ä�o�ð�‚�Ì�<�ø���ï
T�Í�� �ö  

MOHW 
Ӗ ד104 7
ѣ 27ѡ 

12.�� SE14241A Єכ 
Ḇ 

ɦLY2835219 capsule 50mgȳ100mgɧẁ▲
ӣ ₇ ᶩ Ɏ ȸI3Y-MC-JPBLɏ
П Ḇϛ Ȳ ȲӐ ֝ Ȳ ֽ Ὑ

◕Ȳ ▲ ȴ 
ϚȳӐ ֝ Ӕ∟П ᾪӐѡ Ɫ 
I3Y-MC-JPBL (b)Clinical Protocol, Date ȸ
30-Mar-2015ȴϡȳ еҨṼɦֵ ֵМї

₇ ᶩ ▲ ᶧɧȲֽ в ḆȲ  

ד ц еᵫ ᶧ Ϯ ѝԈȲὑ֣֝еᵫ

ᶧ ϡ Ἤԝ Ө Ḇ П֝ Ȳ֝Ḕẗ

Ӑ Ȳ Ἃצ▲ ϛṶȲ Ṽ еҨἋ

ᴩṿɦֵ ֵМї ₇ ᶩ ▲

ᶧɧП ȴ 

MOHW 
Ӗ ד104 7
ѣ 27ѡ 
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13.�� SF12293A  ц

ắ ῏֝

Ḇ 

ɦCustirsen Injection 20mg/ml 160mg/vialɧ▲
ӣ ₇ ᶩ Ɏ ȸ

TV1011-LC-303ɏП цắ ῏֝ Ḇϛ

Ȳ ȲӐ ֝ Ȳ ẗ   ₇ ᶩ ắ

῏֝ ӔӨ ῶ-Ө ▲׀῏ 1 ԌȲ ֽ

Ὑ◕Ȳ ▲ ȴ 
ϚȳӐ ֝ Ḇ∟П ᾪӐѡ Ɫȸ

TV1011-LC-303 Ver 4.0ȲDateȸ16 March 2015ȴϡȳ
Ӑ ֝ еҨ Ḇ∟Пắ ῏֝ ᾪӐѡ

ֽ ԈȲѿ ֥› ᶩ ᴩȴ 

MOHW 
Ӗ ד104 7
ѣ 29ѡ 

14.�� SC15196A  ḆӔẗѝ
П ₇֤

ȳ ӣ

ᾬ Ѐ

цắ ῏

֝

Ḇ 

ɦMEDI4736 (human IgG1κ monoclonal antibody) / 
Tremelimumab (human immunoglobulin IgG2 
monoclonalantibody)  Infusion  50ȳ20 mg/mLɧ
ẁ▲ ӣ ₇ ᶩ ( ȸ

D4191C00004) Пẗ ḆӔ ד104 06ѣ 09ѡ
ֿ 1046024414 ẗП ₇֤ ȳ ӣ ᾬ

Ѐцắ ῏֝ Ḇϛ Ȳ ȲӐ ֝ Ȳ

ẗ   ₇ ᶩ ắ ῏֝ ӔӨ ῶ-
Ө ▲׀῏ 1 Ԍц ₇ ֝ -Ө Ϣ ӣ

3ԌȲ ֽ Ὑ◕Ȳ ▲ ȴ 
ϚȳӐ ֝ ḆӔ ד104 06ѣ 09ѡ ֿ

1046024414 ẗѻס◕П ₇֤ ⱢɦMEDI4736 
(human IgG1κ monoclonal antibody) / 
Tremelimumab (human immunoglobulin IgG2 
monoclonalantibody)  Infusion  50ȳ20 mg/mLɧ
ц ₇ ᶩ ắ ῏֝ ӔӨ ῶП

ⱢɦD4191C00004ɧȴϡȳӐ ֝ еҨи

᷅ ЀП ӣ ᾬ ֽ ԈȲѿ ֥›

ᶩ ᴩȲ Л ẁẔ҃ӣ ȴṳ Ṽ

₇ ṏ ᶩ ⁄ɧד ứ ȴẔї

ὑ ᶙכ∟Ϛ ѣв Ȳṳ

ҏЀ ὙѝԈ Ӑ ȴϮȳ

еҨѡ∟Ө ᶩ ᾬ Ѐ ḆἨ Ἃ Ȳ

ὑẗѝМ ὙȲѹ Б Ѐ ל

ṳ Ὑὑᴷ ῶМȲṳ Ғ ᶩ ӣ ᾬП

ȴҳȳӐ ֝ еҨ Ḇ∟Пắ ῏֝

ᾪӐѡ ֽ ԈȲѿ ֥› ᶩ ᴩȴ 

MOHW 
Ӗ ד104 7
ѣ 29ѡ 
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15.��SF13281A  Ḇ

цắ

῏֝  

ɦDabigatran etexilate capsules 50, 75, 110 mgɧẁ
▲ ӣ ₇ ᶩ ( ȸ

1160.106)П Ḇ цắ ῏֝ ϛ Ȳ

Ȳ ֽ Ὑ◕Ȳ ▲ ȴ 
�‹ �õ �•
"�Ø��
²�h�õ�  �ô �N�-�6�…�U�\�I
œ�@�™
�N�ö (Ϛ)װױ Ḇḕѡ Є (330 mg BID)
	š
!	‘�Ð����
(�µ�Ê�Æ (220 mgBID)Ȳ ϚḔ

�4�Ê�Æ�§�÷�Ð�Ý�[�� �ö(ϡ)ὑ PradaxaR capsules Ӿ

B�Í�å�4 �ô �Ì�L�|�’�$�ö�Ë
‡ �õ �Ÿ�E���z�Ò �ô �â
dabigatran etexilate pellets ᾼӢ Ҡӣ

dabigatran etexilate capsule Ғ 75%Ȳ
�p�@�l�”�Ì�Õ�Ê� �‚�i�™�B�£�‘�•�Ø
È�š�6�Ó �ô
�`�i���Ÿ�T�Ô �õ �O	Y�T�Ô�O�Ò�Ì�Õ�Ê�Æ �ô �N�å�4
�•�B�M�Í���l�”�‘�Ê� �é�q�‘�J�ù�“�O�Q�”�W��
�ì�ù�“�O�Q�”�W �ö 	)�Ê� �Ô�‘�“�O�Q�”�W�Ì�Õ �ô
�Ê�Æ
¤�‰
� �‚�•�5�Æ�Ì�Õ�Ê� �Ô�‘�“�O�Q�”�W �ô
�`�N
œ�n���Ó�Ú�”�Ê�Æ�Ð�æ�� �ö  

MOHW 
Ӗ ד104 7
ѣ 31ѡ 

 
25�� 
!
"�ï�x	@��
"�Ð�H
" / ѦеѝȸԚ 2Ԉ 
ᶧ

  ѻ═Ϣ еѝѻס еѝ  ѝѡ  

1.�� SF14042A ѵ  Ѧ  ɦACT-064992 (Macitentan) Tablets 10mgɧẁ▲
ӣ ₇ ᶩ Ɏ ȸ

AC-055-308ɏП Ѧ ϛ Ȳ ȲӐ ֝ Ȳ

ֽ Ὑ◕Ȳ ▲ ȴ 

MOHW 
Ӗ 7ד104
ѣ 16ѡ 

2.�� SF12144A  Ѧ  ɦNanoplatin TM 3mg/mlɧẁ▲ ӣ ₇ ᶩ

Ɏ ȸNanoPem-PIII-1LɏП Ѧ

ϛ Ȳ ȲӐ ֝ Ȳ ֽ Ὑ◕Ȳ ▲

ȴ 

MOHW 
Ӗ 7ד104
ѣ 24ѡ 

 
26�� 
!
"�A�“�}�s�ý�Ð�æ�� �ú �Å 4Ԉ 
ᶧ

 
 ѻ═Ϣ 

еѝѻס еѝ  ѝѡ  

1.�� �Ø�‚���¹   ⁄֝

ᴩ�³
�( INO-1800 and INO-9112 ( Plasmids pGX1802, 
pGX1803 and pGX1806ȷThe plasmid pGX6010  ) 
Injection 10.0 mg/ml combined 9.6 mg/mlɧẁ▲

ӣ ₇ ᶩ Ɏ ȸHBV-001ɏ
ϛ Ȳ ȲӐ ⁄֝ ᴩȲ Ӑ

ὑ ╟ᴩ ȲṼ Пּד Ȳ ῀ Ӕ

Ӑ ȴᴖṼӐ П Ἤ ╥ᵡṜ ќ

═ ₇П▲ Ȳ ᵫ Ὠᴖ

ứȲ ֽ Ὑ◕Ȳ ▲ ȴ 
Ϛȳ в Ө Ϣ/ ỗ ῏Ɫὖ ῖԌצ

еҨȲӐ ֝ П цᾪӐѡ Ɫȸ

HBV-001ȲVersionȸ1.2ȲDateȸ16 Dec 2014ȷProtocol 

MOHW 
Ӗ ד104 7
ѣ 17ѡ�³
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ᶧ
 

 ѻ═Ϣ 
еѝѻס еѝ  ѝѡ  

Clarification Memo #1, Protocol Version 1.2, Date: 
25 Feb 2015ȴϡȳϯԝ∂ ẁ еҨ ᴕȸ(Ϛ) 
���-�™�B�£�Õ�@
��Í�C�• CELLECTRA 2000 Ữ
�‚�G�³�A�“�}�s�ý�Ú�Q�þ �ö (ϡ) ґ

���C�• CELLECTRA 2000 ṿӣњҌґ П ᵂ

�”��
N �ö �Ÿ�õ �N�i 95 ד 7 ѣ 7 ѡ ֿ

0950325965 еᵫц ד95 10ѣ 5ѡ ֿ

0950339498 ẗȲצ ɦү ₇ ᶩ

ɧПד ứȲϱ е П ȴ�³
2.�� �Ø�‚���¹  Ͼṭ Ѧ  ɦSolifenacin (Solifenacin Succinate)/Mirabegron 

tablet 5 mg/ 50 mgɧẁ▲ ӣ ₇ ᶩ

( ȸ178-CL-102) П Ѧ ϛ Ȳ

ȲӐ ֝ Ȳ ▲ ȴ 

MOHW 
Ӗ ד104 7
ѣ 27ѡ 

3.�� �Ø�‚���¹   ⁄֝

ᴩ�³
�( STELARAR (Ustekinumab) pre-filled syringe 
90mg/mlɧẁ▲ ӣ ₇ ᶩ (

ȸCNTO1275AKS3003)ϛ Ȳ ȲӐ

⁄֝ ᴩȲ Ӑ ὑ ╟ᴩ ȲṼ

Пּד Ȳ ῀ ӔӐ ȴᴖṼӐ

П Ἤ ╥ᵡṜ ќ═ ₇П▲

Ȳ ᵫ ὨᴖứȲ ▲ ȴ 
Ϛ ȳ Ӑ ֝ П ᾪ Ӑ ѡ Ɫ ȸ

CNTO1275AKS3003Ȳ09 April 2015ȴϡȳӐ ֝

Пắ ῏֝ ᾪӐѡ ⱢȸүМ Ӗ

ȸ (1)ѻ ȸ CNTO1275AKS3003 TCVGH 
Clinical ICF Version 1.0, Date: 25/Jun/2015ȴ(2) ֪

 ṅȸCNTO1275AKS3003 TCVGH DNA ICFשׁ
Version 1.0, Date: 12/Jun/2015ȴϮȳ еҨṼ

ɦֵ ֵМї ₇ ᶩ ▲ ᶧɧȲֽ в

ḆȲ ד  ц еᵫ ᶧ Ϯ ѝ

ԈȲὑ֣֝еᵫ ᶧ ϡ Ἤԝ Ө Ḇ

П֝ Ȳ֝Ḕẗ Ӑ Ȳ Ἃצ▲

ϛṶȲ Ṽ еҨἋ ᴩṿɦֵ ֵМ

ї ₇ ᶩ ▲ ᶧɧП ȴ�³

MOHW 
Ӗ ד104 7
ѣ 28ѡ 

4.�� �Ø�‚���¹  Ὥ  ⁄֝

ᴩ 
ɦ PD-0332991 (Palbociclib) Capsule 75mg ȳ
100mgȳ125mgɧẁ▲ ӣ ₇ ᶩ

( ȸA5481044)ϛ Ȳ ȲӐ ⁄֝

ᴩȲ Ӑ ὑ ╟ᴩ ȲṼ

Пּד Ȳ ῀ ӔӐ ȴᴖṼӐ П

Ἤ ╥ᵡṜ ќ═ ₇П▲ Ȳ

ᵫ Ὠᴖứȴ ֽ Ὑ◕Ȳ ▲ ȴ 
Ϛȳ еҨṼ ɦֵ ֵМї ₇ ᶩ

▲ ᶧɧӨ П ₇ ᶩ Ȳ вӨ

Ϣ/ ỗ ῏Ɫ Ғị flב צ еҨүҖ

иеҨȲӐ ֝ П ᾪӐѡ Ɫȸ

MOHW 
Ӗ ד104 7
ѣ 29ѡ 
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 ѻ═Ϣ 
еѝѻס еѝ  ѝѡ  

Amendment 1ȲDateȸ09 April 2015ȴϡȳצ
�ã�Ú�B�M�Í ���Ð�™�B�£�Õ�@
� �ô �N�i� �È�i�—�@
�@	…�…�U�ô �\
"�Û�•�ý
œ�@�™�N �ú (Ϛ)צ ѻ

�M�™�B�£�Õ�@
��÷�w�â�ô�2�™�B�£�Õ�@
��-�ô�2
�‘� �O�÷�W
��’�õ�V�À�[�÷�ï�ø�æ�ú�¤��
œ�÷� 
�O�n�å�ø�”�‰
!	‘�”�-�š��� 
ó �õ �”�-�T�§�×�™
palbociclibẆӣ cetuximabᾙ ᾼ ȲἨ

palbociclibẆӣ cetuximabӣὑᾙ
�é�ô�`�Ì�„�Ý�“�O�B�M�…�[�¤�d�ƒ 14 ɦắ ῏

�Ð�“�‚� �O �õ 	•�“�W
����•	<�“�‚ �ô �-�“�O�B�M
�H�ô�U �ô ���{�•�„ �) �Ð�Õ�Ó�ô �N�¦�æ�Y�å�4�•�Ý
�[�����B�ó���¹�ö	J�?�Ý�[
º	[ �ö (ϡ)Ɫ ѝ

Ԉв ПϚ ἤȲ ϚẆ Ӕס ֢ МїП

ắ ῏֝ ȴϮȳ ▲Ȳ в ᴩ 2
Ȳ֪ד Ѐ Ṽ П

ҒѿПᴷ Ȳṳѿ ⱢѻȲ╝צ Ө

ЀПᴷ Ɫ 4 Пӣד Ȳ еҨὑ Ӕ

∟ҫ ҏӨ ȴҳȳ Ṽ ד95 7ѣ 7ѡ
ֿ 0950325965 еᵫц ד95 10ѣ 5ѡ
ֿ 0950339498 ẗȲצ ɦү ₇ ᶩ

ɧПד ứȲϱ е П Ṷ

ừȴ 
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     / 
▲ ᶧ ѻ═Ϣ ₇ Ϣ҅  SAE Ӣѡ /

ᵑ 
╥ᵡ

 
Ҡ
ἤ ỗ ▲ ṓ Є

▲ Ὠ 
(1)���*���™�B�£�- 2014/12/09 Ởṿӣ

leuprolide mesylate 50mg/ḕ 6 monthsȲѿ
ᾙ advanced prostate carcinomaȲὑ
2015/01/21 Ӣ blurred visionȲỮӑ⌠ ȴ 

(2)��
%�õ UpTodayᾼ Ȳṿӣ leuprolideצ
̜%ẞ 10%ᾼ Ӣ blurred visionȴ 

1.�� SE14255A/
Ϛ ▲ 

◙ Leuprolide 
Mesylate TW14-001 Blurred 

vision 
2015/01/21 

Initial ᵡ 
Ҡ

ד  

ṓȸ 
(1)���i�—�Á	©�Ã�i�r�Ó SAEⱢ”‍ ȳ

ᾬҠ ד ”ȴ 
(2)��
œ�µ�n
ø�U �ö  

֝

▲ 
ɚ 

ḟ ȸ 
(1) ắ

῏

∟Ȳ

ׄ ᴟ

דּ

ᴩ∟

Ȳṳ

Ὠ

֫ Ӑ

ȷ(2)

Ӑ

Ԉ

SUSAR

Ẕ҃

Мї

П IRB῀
ȴɛ 
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     / 
▲ ᶧ ѻ═Ϣ ₇ Ϣ҅  SAE Ӣѡ /

ᵑ 
╥ᵡ

 
Ҡ
ἤ ỗ ▲ ṓ Є

▲ Ὠ 

SF14271A/
Ϛ ▲ 

Ӕ >
Glycopyrroni
um bromide 

PHHY2015
TW069325 

Hypertension
ȳMetabolic 
alkalosisȳ
Pneumonia 
with COPD 
exacerbation 

2015/05/07 
Initial ᵡ 

Лד

 

(1)ӐװⱢῴỞ ᵫȲ79 ḽἤắ ῏Ȳ

2015/01/20ѡ Ởӣ Ȳ2015/05/13ѡӦ
҃ ϤӐ ᴰ ᾙ Ȳ ҏ

hypertensionȳmetabolic  alkalosisȳ
pneumonia with COPD exacerbationȲὑ
2015/05/21ѡ Ḃ ∟ҏ ȴ 

(2) UpTodayᾼ ṿӣglycopyrroiumצ
15%ᾼ і upper respiratory tract 
infectitonȲ 2%ᾼ і pneumoniaȴ 

1.��

�• �ú �Ú�…���,�º�Á	©���É  

֝

▲ 

2.�� SG15033A
/Ϛ ▲ 

◙> MPDL3280A 6103-AE 6 
Hepatic 

failureȳײϺ
(2015/07/13) 

2015/07/13 
Initial ᵡ 

Лד

 

(1)ḽἤắ ῏ 66 2015/7/13ѡ֪ hepatic 
failureȳGOTȳ GPTс ᴖᴰ Ȳắ

῏ὑ 2015/7/13ѡײϺȴ 
(2) ắ ῏֝ ȲMPDL3280AצЊὑ

10%Ҡ ἤі Ṋ с (Ҡ ῶӱ

Ṋ ᾣ) ȳϷҠ Ӣṇṓᾼᴞ ᵍꜟ

ἤṊᾣȴ>

֝

▲ 
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ɦIRB-Ӑ -Џᵂ -2012- Ԉ 6.8-Ἥ Ẕ֥҃ᾎ ▲ Пׁשṅ Ӕ

ɧԚ 1 ֽ ԈȲ ỗ ȴ 
Ὑȸ 

Ṽ ד2015 07ѣ 13ѡ CIRBԚ ḟ Ӕȴ 
ɚḟ ɛ֝ Ȳ еᵫ ╟ȴ 
 

œ
"�’ �ú ��

ỗ П ▲ ᵫ ậן ▲ 5ϾаȲ ỗ Ɏ֢ IRBן
ֽ Ԉɏȴ 
Ὑȸ 

Ṽ ד2015 7ѣ 31ѡɦ ᶩ ד ỗ Џᵂ ד104  װ1 ɧḟ ȴ 
ɚḟ ɛ֝ ỗ П ▲ ᵫןậ ▲ 5ϾаȲҫ ὑ ϡϢ

ỗ 104-B-08װ ᴩ Ȳᴞ ד2015 9ѣ 1ѡ Ở ╟ȴ 
 

œ
"�Ÿ �ú ��
∂ ᵔ ắ ῏֝ ӐМȸɦ ᴩ ȸᴫаȸדѣѡᴟדѣѡɧȴ 
ὙȸϢ ᾎ 3 3 3ӭ ứ ὙϯԝṶ ȸɦϢ

ц ⇔ɧȲᵀṳӑ ứ Ɫắ ῏֝ ᵧ Пв ȴӦὑױв צ ѻ═

Ϣ ҏ Ȳ ỗ ╥ᵡ’ ױ ᴯȴ 
ɚḟ ɛ 
(1)���™�B�£�Õ�@
� 	š�• �( 	@���z�I
º�Ô �) �¯�O �Õ�@�t�( �ö  
(2)���™�B�£�Õ�@
��Í �( �B�M���d�÷�ì�"� �M �) �ì�"�è�ž �ô �!�N 	@���,�m�“
]�q�•�4 �( �™

�B�£�£	@�V�¶�•�É�B�M�Ð
��Ô �)�ö  
 

œ
" �d �ú ��
∂ JIRB ▲ П ȲЛԛѿ ὔ ▲ ᶧ ᴩ ȴ 
Ὑȸ 

(1)��IRB-Ӑ -Џᵂ -2009 ὔ ▲ ᶧ 5.3.3 ɪṼϢ ṅᾎПІᾎשׁ ɦ

▲ỗ ὔ ᶧ ▲ПϢ ṅשׁ Ԉ ɧ ѿ ὔ ▲ ᶧ

C-IRBȳNRPBȳJIRBȳ Җ Ӗ ȳ Ӗ ȳϮ ȳМЍ

Є   ȳ о ᾎϢ о цẔ҃ Ӑ ֥ᵂ

ᶱ П Ɏ ɦ֥ᵂ ɧɏ ▲ ᾼׁשṅ ȴɫ 
(2)���•�n�- ד2012 12ѣ 20ѡеᵫȲJIRB П∟ ḂӦӐ ᴞᴩ Ȳ

Лԛ ᴩ ȴ 
(3)���•�n�È���p���á�Ð JIRB ȸ2014ד 0Ԉȳ2015ד 1Ԉȴ 
(4)���•�n�È���p���á�Ð JIRB ȸ2014ד 0Ԉȳ2015ד 1Ԉȴ 
ɚḟ ɛ֝ JIRB ▲ П ȲЛԛѿ ὔ ▲ ᶧ ᴩ Ȳṳ ὑ ϡ

Ϣ ỗ 104-B-08װ ᴩ ȴ 
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32.1Ϛ ▲П᷾ Ԛ 2ԈȲ 0Ԉȳ Ӕ∟ 2Ԉȳ Ӕ∟ 0ԈȳЛ 0

Ԉȳӑ 0Ԉȳ 0Ԉȴ 
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