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RRA : USPI 20191243

®l 45 [ : Pfizer Pharmaceuticals LLC

i #f ¢ Road 2 Kin 58.2 Barceloneta, Puerto Rico, 00617

B 4% [ © Pfizer Pharmaceuticals LLC

i 4k KM 1.9, Road 689, Vega Baja, Puerto Rico (PR) 00693
B OB EmAER

Hhr ik - BiLH{ES

43



HAEBFIEE &

# A (02)2787-7499

B AR © # /M B(02)2787-7421
110 EFHHEH -
& b8 & E=951005842,434 '

o #e
AR

bk ¢ 11558 43677 ik & & 2 R B R 4885k

3 T MR R B A TR E)

HECEIVED

B ad PERBI0949H38

X AR 10960075465

Al ¢ R

THRRE AR T IAR |

Wik P EBREA TR NARNSERRSTHEL1S

R A
—~EEBEAFI09F38 1258 1094828 2R3 $20C017
— -~ HE% AR

(—)HJEIE -
1~ #ERGEMER & 3

(Rheumatoid Arthritis, RA)H #methotrexate f&
& ie B RO & 487k %t %tmethotrexate Z s A&

T & A i ROR %4 (DMARDs)&-HFE A -

X (4o E?Z:at&ioprillegiﬁﬁclosporine ) Sff4ER o
AR 0 -0 - S

BE4Y (DMARDs) &% E 4 #8E LB RE

F-R (=R

‘e

EEEAATE TR R BFEEEHL]11E £ (Xeljanz XR
Extended Release Tablets 11 mg) | (4738 £ #5 %027000
F)EEE  REAEBERALEELE —F (F35% ¢
1096007546) » AEEE & » FH109511 30 8 AT 35 K@
o REPFEAAEF G AR B ARAE > FER -

B R E

3 3% & B 10948 A 25 B 109#E 3% 25 4.5 £ 20C04735 & -

ARG HRER PEZEFGHEBRAEBER G £

A e d_iﬂ%

o B — gk K fimethotrexate s, B4k JF 4 Yy ik ah 952

(A A R HXELIANZ XRS5 4 #1495 7% 48 42
LB R 2 4 (DMARDS) » 2% #1762 % 7% 3 5] &)

L3 A MM 8 75 9% 4 AR RO 3 4 (DMARDSs) &6 42
Ao+ 38R REE R EE B B & X (Psoriatic
Arthritis, PsA) B #methotrexate & H 4 7% 9% &

AR B R
#, 58 7% ot




ZZEATRA
A R4 0 RRBXELIANZ XREL 4 Hy b 0 gk 75 &
M F AR %4 (DMARDs) » 2% 8155 5 % 7% 6 41 &
( kwazathioprine#eyclosporine ) &4 -
~EEEEX |
i A #> 96 B ¥ 48 B 8% ~ azathioprine - 6-mercaptopurine
(6-MP) R TNFip#l ik kM R EEMATZ P EZETE
TR ER RRARA
£ P TR 0 RAEBXELIANZ XRE A FEE B LR X
| Z A WPk R B 36 % 4 #) B (Jeazathioprine
| cyclosporine ) &-BH4E M -
} (A EAREAG RS E  FhoiRE A -
o E A W USFDA. post-marketing requirement 3400-3 A post-
| marketing eommitment 3400-4 3 K 64 B Ik 3B 3R & 7 A%,
1
[
I
|

%o BIEIEDL - 3400-3 AR ZEH P o HE AR RKE
3 > 3400-4 /B A E AR E o

W AREAEFELAOFZIRE AT RAHERMME
1124114208 -

E-FHMBERZHT ¢ ﬁﬁﬁwﬁﬁﬁﬁﬁééﬁté*
XFBE o Bl TERELEIRAETF -~ HXGESE > X
ﬁ$ﬂ$ﬁﬁﬁk$i¢iﬁﬁmﬁﬁﬁ_ﬁﬁﬁﬁﬁ
EZ VP XHBAFEERENS BT ENE -

X CBEHEBRTHAEHBERAEFS D THEARLREANATHR
@ﬁu[%m$&mwa%ﬁ%%£$%]

e H PN S F R FRABARRERE - TH
(02)8170 6000#520 2 %%@ﬁ##m ps‘shenSBB@cde.org.

i$:ﬁﬁ$ﬁ&%ﬁ%m&a
gk REEARERER T

=R (£=R)



