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FZ-360 Tablet 60mg, 120mg | 4 35 5 4532 M 8 5 S AR 3R0%
3E (A EHIE C360-01) TE &A% ALEAREER
EREAT » HERIMFHA R IEAT A M) > AR SRR
WAt BRI - AR RBRZRFIAIFEHLFTEAS X
B2 B8 ARABRBILEERE PR
. Z-360 ARBRA By MEDT ) BRBEFRECRNEE 1 &
| 2014:010118 Tablet Ejﬁﬁn%ﬁﬂﬂfi 33 ‘E.ﬂ..ﬁ o - |
N 60mg, = ~ A3 E gemcitabine dose modification rule #% 4 # 2,44
A 120mg BT R R B 0 THe R gemcitabine & & 75 & 45 0 7T
FEM A gemcitabine M (451 R HHM) < H TN 84
Taiwan addendum 32 &% & ¥ X% £ 45 A gemcitabine %] & 24
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0y~ AR EATAA R R RS WA MR R R B XS
E MR va 2 RSB E N -
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" (  BMN/EERAEILMBELERRGHE (FEHIE 1 673-301) ¢
2 | 2| 2014.00-0008 673ts ) |F - & H : AARAF :@%&%s&ﬁ > He R AFAE R BB AT
8, Capsules  |#ifd] » AR M ZFHEHIE » 1 oS R HER - MR AR
0.10, 0252 JHABENRAERPIBURL 28 E0E AR
1.0mg RBMEERME -
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(
i Ticagrelor | "BRILINTA (Ticagrelor) Film-Coated tablets 90mg | 4 &
3 | &R [2014-02-006BU|)  Film-(Sa 22 M & mE AR E (3£ 43% 1 DS13BC00001 )
B, Coated 2HEEFEETRERB T LK B ANEE -
tablets
90mg
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M PD-0332991 Capsules 75mg ~ 100mg ~ 125mg | £ E B A
B LERREITE (T L% 0 AS481008) =
Administrative letter & CMC HMEML £ » Mo RNAK

» B o

PD- =~ ¥ 3% Administrative letter 3] & # E
@f, 10332991 [T ARABARKIEL YL ANEAEHE  BHER
R Capsules |[#FFH -
6 |4 | 2013-09-020B A b 2l b 4
75mg v bR AR AT NSk R ETERE
A 100mg | E KT AR -
125mg (FRBEMZEHBEESAFE(FTEA) FSAEB
YAl L ERRARILRELRE -
(=)EHH i B 4% & Methanol <0.5%(H 1 — A 4% # 0.3%)
» triethylamine 500ppm(A8 i —A%AE 4 320ppm) » 3FIR B4
2 (toxicity) &-2E 3 0 &, T 5 4% -
FMSC2156119] Film-coated tablets 25mg, 100mg | ft &5
_ A H BB AR AT (3t T 4358 ¢ EMR 200095-004) %
MSC21561 [ EZRAFEELE » & AMRAURE > MBHE
19]  Film-|EHERRBR LR FEEHEETHAE M FER
. A 5013-10.023B coated ZRABRBRAAEWNEE 14 45 T2 RE2 A MIH -
# tablets BATHRETAEY  RABBIERE  BRPHR
25mg, BMESREHBR I BN FELAANERNSTE
100mg WA GIRQLRE R EEF 0 m R aT4m HR% 0 i
E R BRIRAIG R £ R R 7 R
FBRNEEILEIEE -
Cabozatinib | T Cabozatinib (XL.184) Tablets 20mg » 60mg | 41t & 5 2 32,
ik (XL184) |M# SEE R EGHE S © XL184-308) = 4 # %
8 || 2013-08-023B |Tablets ERABRBEXRABEELR > @ AYAE -
B 120mg VECAHREEABRREABRBBREFAGSZI-BiF R
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# ( ) FLY3012211 (Necitumumab ) Injeection 800mg/ml ; £ &
9 | 4% | 2013-01-019B :fm“mm;‘ 2532 0 B B R SRR ST 2 G E 435 14X-MC-JFCK) 2 45
- T EsEELE w o ANRE -
Injeection
800mg/ml
Sarilumab
b Pri-filled ¥ Sarilumab Pri-filled Syringe 150mg, 200mg | 4 & B4 & 32,
10 | & | 2013-04-045B [Syringe o e R REREE (3 E 4% C BFC10832) =& B3t
i 150mg, |[EEEK &4 AARAE - |
200mg
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Fasiglifam _
i ( TAK-875| " Fasiglifam ( TAK-875) Tablets 25mg, SOmg | {4 B %
19 | & [2014-01-005BU|)  Tablets|32. B % s sR3kBa3t & (31 & 435 © TAK-875 203) 2 &
A, 25mg, RO E > 835 AYRE -
50mg |
i TAK-875 | "TAK-875 Tablet 25mg ~ 50mg | 4 & By %3¢ F 8 5% BB R
20 | & | 2012-04-052B |Tablet 25mpg[3R8& 3 & (3t L 463% © TAK-875 307) 2 &L RB T £
B, ~ S0mg  |&4% o RHEE - |
DEB025 ( :
# Deblo 025 FDEB025 (Debio 025) Capsules 200mg | 44 455 72 B
21 | i# | 201007017MB ) Capsules e ARSI E (stE 43k - CDEBO25A2210) Z 4%
4t WELE > BH - AUHE -
200mg
Olokizumab
( CDP6038 ,
A Y I Olokizumab (CDP6038) i+ 4t # 60mg, 120mg, 240mg |
22 | & |2011-08-018MB 60me HESRBH B LRSI E (3#E4%3%  RA0083)
i& ’ ZEERELE B ANREHE -
120mg,
240mg
Ei(E1R)
SM-
Bl 13496(Lura (F MR A3 &F EGE 102 4 12 A 30 &R TR
mAREREE | o o fa e
23 | iE s sidone HCD)|1026020789 (3t £ %3k : D1002001)2 : § B B8 A %
i - Tablet Bl SUAYAE -
200mg
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