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Mepolizuma
b Injection
100mg/vial

" Mepolizumab Injection 100mg/vial | 4t 4= #7574 %% F % 5L 85
ARSI EGEEE 4% MEANTII L & » &35 AR
B B) B3R EAT AN RBETMN  REN 2
SRR BB ERRR - AREARBA B D
ERRERELEOREE 3 6 HeRHKR - H R

S R BT S MR AR A S B AT B AT
AN Z Y -

N ATHRBRRNEE:

(FIXRFFEEFFAAT R R L HRLRBLIRER
Bl HFRBAREE - REHERBMA AL LRARLTRE
BE -
(DRBELNGHEEFE 76 A4l BREHEHIEA
WERRAHEDEHEF S IR LEEIENATHBA &
BALERHERERELEEPAIERZZHEMA Hochberg
procedure ¥E§] R —3R £ gLk B & Serial Gatekeeping
testing strategy with Hochberg procedure » =] 3§ & §2 #] & —
BE I EFRENEIEZIAERTFAF AR ZEINLIL
BAZGENHHEBATABAREIIAHEZET XL
5542 4 4835 A truncated Hochberg procedure 3% )% —
W E 0 $bF kU A Parallel Gatekeeping testing straregy
with truncated Hochberg procedure » 35 H#E 3 & Rk
(=)Exclusion criteria ¥ » & cwrrent diagnosis of asthma 2
B EMHEBER 12854 ACOS(asthma and COPD overlap
syndrome) (GINA and GOLD 2014) 45 & B 4o T 7 £ JE 3,
R

(m9)32 3, permitted oral corticosteroids (chronic use) BH A
¥ R %] (4 prednisolone < 10mg/d) -

(R)E B2 XL F & E page] RABT T BB Q4o
BAEEZE - RIRBRED AT E RN G KT B4R
BEem LG RE e nlHE RE - 9(ERL
REBRIR -
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Bk EAE

(Canagliflozi

mg

Canagliflozin

n) Tablet 100

[ Canagliflozin (Canagliflozin) Tablet 100 mg ; 4 & & %30
A S ARSI EGHE %R | 28431754DNE300D) T &
4R A 0 AERJR AR B R EAT 0 MRS R ERAEAT A
B o RE A RRR 0 BB ERRE - BMERARRZ
S EARATAHIB B R ERKNE  ARK
BREERME - FRIEARSBA B oo > Bk
EHRRRUREE |4 FoRAE % AR -

e
e

R

)

i REAE

Bosutinib
(Bosutinib

)
Coated

Tablets
100mg

Monohydrate
Film

aaa e

T Bosutinib (Bosutinib Monohydrate) Film Coated Tablets
100mg |, A% ARLABLBERARBITTGIESE
AVOOL)Z % - &4 » RILF R F] & SR 47 > AT
WEAEATEAR » IREMZMEER @ ERRR - @
BRARBZBHAFERATRHIFUERZERER
£ ARBBBLLEENE - ARIARKMEH o
oo EERERLEOREE 1 4 HeRAKF &
ZCANRERERAZEFRELTZRABY 9
NEBHERTHNEEEAGERENEF R

(—IABRBBLTANARHBRETELENHTHE GRS
e BERBRERELR FNENLREAEE TR
bR TEAMSEERM, 2 TRREM/ R, HAK
BEREEABRL TAWMAVRARBEMNARLAEHE

e g
WH

(A HENEMELSE R PRREARSMERER - &
LBERELEEZSREREERA T HBEHE 15
ERER ) zAAMAGE Ao RkELSBRE TEATH
BT REABENR ) RS T RFR
ERBEBRGT  ARMRE B ERIEEE R ) 2iEAR
C BEHAREZAFEREF B FELAERA X
P9 3E T BAS IR 0 BAERAE SUAF I B — BUME ROsE R R
HKzME -
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ADCETRIS
(Bretuximab
vedotin)
Injection

50mg

" ADCETRIS (Bretuximab vedotin) Injection 50mg | 4% & &
B B R E KRBT EGHE %I 1 C25003) 2 5 k3t %
0% 88 A¥AE -
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Forteo

3 [Forteo (Teriparatide) Injection 250meg/ml |4 & 8 %3z /A &
.. | 2011-12- |(Teriparatide)| , , . . . . o ot & sk
T1F | oiana fection | R R 5t % (3 % % 3% © BID-MC-GHDN) 2 # £ 3%
P B LZHMRACE 8 RRE -
250meg/ml
i Dapagliflozin| " Dapagliflozin Film-Coated Tablets 10mg , 4t & 5 &3 F
8 [ & | %07 [FilmCoted [ 285 Ak Sk st (51 43 * DIGIICO00OD) 248 B3t &
. Tablets 10mg |E LK » &4 > AI[E -
F AMGI145 autoinjector/pen 140mg/ml | 4% 24551 32 A 3 5%
AMG145  |BR R EGHESHE 1 20120153) 2 S B3t E £ L% o
W 2013-08- |autoinjector/ |44 » A FEE > oK BMEREXTRERNEES
) ﬁi 003A  |penld4Omg/m |EWFHA-PHELHFEM  HEM -
l W FENANHETEIRABEN M EELENAL
HBERGGARREAREE TR IRNA)RE -
gE/ASO1B
vaccine (
51 VZV gE| T gE/AS01B vaccine (VZV gE antigen+tASOIB adjuvant)
10 | 18 2012/?2001 antigen+ASO (E 4T & 0.5ml/dose ) # BB A B s KRR E (3
# 1B adjuvant|E %%  110390) =& EETE » &8 RAEEE -
) x4 Bl
0.5ml/dose
gE/ASOIB
vaccine (| M gE/ASO1B vaccine (VZV gE antigen+AS01B adjuvant )
® 201006002 VZV gE|Injection 0.5ml/dose ; # &5 A3 H & LR RS E (3
11 | 1% antigen+ASO |F # 5% © 113077 (Zoster-022)) 2B EEZRLRLE R E
sl MY D dwvanl% g mE ANRE MERZLREFNEEHEE
) Injection|¥HER-FHHAEM HooRHE F £ -
0.5ml/dose
ki Aflibercept | " Aflibercept Injection 25 mg/ml ; 4 5 A M 8 SR
12| % 20013’27' Injection 25|58t £ (5 & 45 © BECLI338)2 48 B 38k B 4 2 4 i 07
{& mg/ml KRB LE » B3 RKIYR[E -
"JBM-TC4 Capsule 500mg , 4% % 85 e B % 30 85 AR 35
# S013-10. JBM-TC4 |3t E(GHE#%  IBMOOD =B EHEELE > 88 &
13 | & 012A Capsule HE & -
* 500mg 9~ K MR R N FERLHER R ESEEY

)]\

A
Ea
BEARE-BmELARNEEFEPH -
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BAY 94-
& 9027 TBAY 94-9027 Injection 500 ~ 1000 ~ 3000 IU/vial | 4 & 5%
14| & 2001022;25- Injection 500|142 M # & B R R 2 (GH £ 438 © BAY%4-9027/study
e ~ 1000 ~ 13022 AR SER ERSMAEELE B AHRPE -
3000 IU/vial
BAY 04.-
9027  (site-
specific
PEGylation
of a B-| T BAY 94-9027 (site-specific PEGylation of a B-domain
- domain deleted (BDD) recombinant FVIII molecule (rFVIID)) IV
s ’g 2012-05- |deleted infusion 45~60 TU/kg , 4 & 8 & 3o M 3 & BE AR 3%t S (3t
| 002A |{(BDD) Z 4% - BAY94-9027/study 13024)z 5 B E LR 2 RE
¥ recombinant B EE L F » 84 RIEE > HEHEMBERERT
FVIII HEFEECERFHA-FHEHFER LM -
molecule
(rFVIID)) IV
infusion
45~60 TU/kg
Trastuzumab r . . L
Ermtansine Trastuzumab Emtansine Lyophilized Powder for Injection
- mmw_wmﬁmiM%wmh&%%mﬁﬁﬁ&ﬁﬁﬁﬁﬁgmgm%
16 | & 03a  |Powder  for MO2BBNZHEHEERARXKAREFLE B4 &
23 - HRE  MEBERMIRERAEECLEEYFA-FHEFE
Injection N
L60mgvial |
% TLCL161 Tablet 300mg | 4 &8 40 A # S8 R R e
7 ; 2012-09- [L.CL161 (3t E4% CLCI61A2201) 25 E3tE TR B 2 RE
2 002A  |Tablet300mg|RI EZ T X > &H > FA¥EE  MAKRKERERELZS

FEPHEAE BT -
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201012006
MA

b 8K F M
iR
7 (SIRT) £
ko R
(Sorafenib)
b 8
AT o 34 4% &Y
¥ 8 A AT fa
iR
% .0~ B
MR~
N A
IM #5 B& A 3R,
B

V bk 5 3 FE P B2 P9 AL 8T8 2 (SIRT) £ & J 9k & (Sorafenib) #
PG R BAT NS0 PR A BB R K Z £ b o ~ K
Hor o~ o Eey B IR EE AR BB SHEB RN
FHRPLE REBE  BAHERRAKERIE F &
83

SRR EFHEYEA OO R BB R - 2R
REBREMINEG - R REBRRAERENG - PHE
BAXEMEBREARTEN 4 FRB o L RHAT -
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BIBF1120
Soft Gelatin
Capsules 100
v 150mg

FBIBF1120 Soft Gelatin Capsules 100 » 150mg | 4 # B
AR B LB RRRIEGIE S ¢ 1199-0014) 2 4% E 3
TERUELAER BHBRADHEREREHE Y o
BEBERABRTSLE B8 AFEAE  HoRAK
P FER -

T AR ELALSRBR -EFBRAGHELASEM
BRYRSERARRKR TS -

20
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TR-701
(Tedizolid
phosphate)

FA

Injection
200mg

TTR-701 FA (Tedizolid phosphate) Injection 200mg | 4% & &
A B LERRRTE (HE4%H%  TR701-132) =14
EHETRMBBRFCLE &4 AFRE R
HE MERM LRAER T EELRETHEL =0 1
# AR
W REAEMEROERLSERARRERE R P
B MTFORBREFASHNASHERFRBBERE -
ZFAEBRERARERACEZRGANAR  EELYH
HEAAGZHR MBS L FEATAERYTERL
o RERMMABZERARARRKRERGE L B1F

SRR -
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2011-08-
003MA

P1-88
injection
251mg/vial

SC

"PI-88 SC injection 251 mg/vial | 4 & B %32 A B 3L 65 AR 3R,
BRI ECGIESHN  CTPI3N2BEHEE L E » &4
B AR  BERMHIRARAEEZGERTHR- P FH
FEMFH £1] -

Z o EEHAHEL ) FHERT AT

(— )3 & recommended flow for HIT management & #% £ 2
4 recommended flow chart for suspect HIT

(=)% %4 thrombocytopenia BF > & 7443 AHA test @ [
B3 3R £ 47 ABATIH46(4Ts) 0 A T A4 HIT & T st LRl
Mo thRBEBFAREEBBTRAEFL -

(st EZT PR —AA4 HIT 22K F9aKi%
Fa AL HIT (9% - REA  BARAR  UA
RERA > BRUAEFNE SRR EHARLRS -
() B Argatroban B ATRH & A L B 5h ik 0 F446 B
L RIE -

(B)SHTIET LT HEFEER

1~ 4H8H4R F8E R a8k » & survival status 2 3p{EeF R 4%
w848 A 5& %4 12 B (page 13, pag e42, page 53, page 55)
2 ~ &H# 7 post-treatment period 3% FEER) RE%E > Kbz
B 7 %dh R 8115 B (AE)E M » 1R & dk(page 53, page
55,page 64) - B B4R F M BB bl ARE AR
Bl &y » 35& 18 4% % 28 0] DFS/PFS/TTP assessment time 7 48
% (not comparable) > 5 H P 15 £ - KB # F (on
treatment for up to 52 weeks and follow up to 96 weeks)#§Fi
H R 2P A B R B A (AE)§ B M sk NS4
bRy o
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Sonazoid
Injection
(Perfluorobut
ane
microbubbles
) vial 16uLL

I Sonazoid Injection (Perfluorobutane microbubbles) vial
16Ul | &5 A3 M 8 Hes R %t £ (3t £ 435k © GE-
045-002) 2B EHELRLREFEZTLE » B4 A0
B& HoRA& BABRMEEFREZEEETH
B-PEEHEM S EM ok AW
B ARFEEHESL  SRELAEMEREEME 2
JNEEECE 4 o eE 0 {8 Taiwan addendum &% X545 A By
BB A 4 0 3515 2L Taiwan addendum 2 3
150 A B R o
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Pertuzumab
Vial 420
mg/14ml

M Pertuzumab Vial 420 mg/14ml | 4 & 5 830 A 4 o BE AR
s (FE%% BO25S114) 245 B3t EE REESRA R
ELLE  BYANEE MakZELRLFBESTEE
EPHE-PHELHY > ArRAHKF A
BT ABRSPZEHRRM TN 2 F
BPHIRBLRELAEEAAHERAR B R RE
N BN IR CREE ESTAER AN GBI
BRI - WA R IEER > wEARBIK
EoiE A AREB T ARSEE ) A THEAARBRBIE
ERGEREEFA ) AN FR NREESLRE 0 @
MESRERE  FHAOLEHIAMAREAZABHAR
AR T AR A B R T ARG, AWM -
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Trastuzumab
Emtansine
Injection
160mg/vial

Tl BT AESLAE RAR B GRS 0 BB B RCRER SRR

[ Trastuzumab Emtansine Injection 160mg/vial | 4 & & &3¢,
Al Ses R Z (3 £ 4 55:B027938) 2B E L R A F
FELLEEBH - ANRIAE  MIHEBRIERAR
SREFMEEHLEPH AR B AHAKR  F &
B o

Z AMENSYRERAERZEIVBLREAEE  H
ENNRTIHESELGL  BEREANEEHBRANRESE
(—)e ¥ 2 o AR B A AT AL - BB - RS
HEEHOB R BT B LiAT HER2 #sr 5 RAEHE
| et B8 R SRR AR AR A - HA L -
(Z)HRAERNRBHIREZ @S B DU Bk 323

ARUR S RAMS - HBREH AR S RHZ L
HENEFATRERBEARARELAZISE  FEE
M ERANRLT ThANERSE2 08404 HRAINE
EAB A 0 s AR A AR
By FHERR TARENEHEEZES ) LML

() —PHEEEBERR T2 HABREE  UH

A Az — Bk o
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" Pertuzumab Injection 420 mgfvial | 41 & Bk 237 /) 8 265
AEETE (HE L% BO2SIN) 2B E4RFRAE
ELE 8B ARBMEE MERLEELERARRS
REFELZHERFTFRE N> HoRWk 3% B8
Z-AMERNEBRRCRERELZVNHRTHESERA
BRNE B REE
(F)RABRBRFILWEE 1445 " 2RE 25 Wi e - 8
ATHBEFTAY  WABRRBRE kL BE4HS &
" Pertupuman | E PR A B E SR T kB MR R A T
2 | & 2011-09- Injection 420é%%ﬂiﬁséﬂ%i*ﬁ%%%*i£@@éﬁ%rﬁj FHEERBE
R 005MA mg/vial A7y 5 MR B4R 3
(Z)HRENREFREZ % - B8 B S kBT
RS EPRRELREUEL REREAE EHAGS
fRtF 2 R RAFAINRF X TR At R R T4 A 208
T ABEMILEEBART ThN R0 2 0 B 4544
HEAAEEAMMA > BRI E MBI
2R R BARETFEIR - ZIH R (A4 A B SRS R
"AMEHE | THEER TABLES T AL EE
1 AREHEIE o
(2VF—HBEFHELRB P2 ETRERNE L » @i
XN — B -
#ik(#2 %)
x
Nold#| # g [TEEWR £ & & 2
A o
PF-03446962| _ . , .
# | 201406 |ijection 10 PF-O344§962 Injection 10 mg/mL ; 10 mL per vial ; 4 &
26 CnEEA R RERRR T EGESIR  AR4T1005) 2 & 0k
# | 009AU |mg/mL ; 10 B
L [RBMLE 8g AYRE
mL per vial
I8U-68 - ( F'TSU-68 (TSU-68) Tablets 200mg | 42 & & A3, 7 % 2 8
o7 || 2011-01- JTSU-68 ) Rt (GHEmE 10032150)J z;sﬁékﬂ:?_‘%p j,x
# | 003MA |[Tablets N - - - -
200mg
E(#3 £
= I ELAB/R
No |# | % %% = ¥ & B £
A
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AMG145

I AMG145 autoinjector/penl40mg/ml ; AMG145 3.5ml

autoinjectot/ Personal Injection 120mg/mL | #t 4750 % A 4t B EE R 5
i3 benl40mg/m 3 (sHE 43k 1 20120153)  @4% 0 BE 103 £ 7 A 4 8
23 | 5 2013-08- [l ; AMGI145 1036026977 52 & 5 B » o WA R » 55 5 -
2| 8 iﬁm S EBRBLEFRBRLBLES T AMGLAS
. autoinjector/pen140mg/ml ; AMG145 3.5ml Personal Injection
Injection
120mg/mL -
120mg/ml.
T il 3 % fw g (Mesenchymal stem cells) Injection 0.8~1x107
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