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BWWHIE 1 60-69 3.9 0.39 1
(0.06 70-79 4.5 0.45 1
mg/kg) 80-89 5.1 0.51 1
90-99 5.7 0.57 1
100-109 6.3 0.63 1
110-119 6.9 0.69 1
120-129 7.5 0.75 1
130-139 8.1 0.81 1
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35-39 1 11 1
40-44 13 1.3 1
45-49 14 1.4 1
50-59 16 1.6 1
60-69 19 1.9 1
70-79 22 2.2 1
80-89 25 2.5 1
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40-44 63 0.70 1
45-49 70 0.78 1
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wBITHE 60-69 99 1.1 1
(15 70-79 108 1.2 1
mg/kg) 80-89 126 1.4 1
90-99 144 1.6 1
100-109 153 1.7 1
110-119 171 1.9 2
120-129 189 2.1 2
130-139 198 2.2 2
140-149 216 2.4 2
150-160 234 2.6 2
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£ (31%) . AYHMIE/DRE (28%) . COVID-19 (26%) . Tl (25%) . K#i

(25%) « &Mk (25%) « ki (24%)  {RAFMUAE (23%) « fFFh (21%) A
JE (21%) .

B2 AR IR TT B 66% R TR EAN RN . >2% M B E R T EA
BN AL FE G M i 4 (20%) . COVID-19 (20%) « 41 IR T B T4 E 1T (8% )
FEERARE (6%)  ‘HESULAER (5%) « A# (4.7%) . BMEEHl (4.2%) .
JETE (3.7%) W 55 2195 (2.1%)  BAR (2.1%) e B e b 48 B i /i (2.1%)
s (2.1%) . FRPIGERRYE (2.6%) F1rPERigl iR (2.1%) .

68% 1) B3 TRIAS B BLTT B A5 AR 4 24 (REIR SR 25 Ak 25 2D o e L)
SECEEA A BN (=5% ) A A PR 4 i sk iE (26%) . COVID-19(14%)
RGP 2 (10%) « AU FREEZEGIE (10%) FUR#H (6%) .

1pEE (0.5%) IARKM CRPERIGHILEE ) 1M FEARAS 7
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RO G TSR SR IT I R AN RN

R R A AR 4y S H e R 5T T LS B AN R 8 « AR 4328 e XA
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£ 9: MajesTEC-1 FERZARMIGTHZ KIEEHRBEEENAR RN
RAER N=191
(FE& n (%)
RGH/ENR | FRRM D AT 3HE 4K
RYRAR YRR | P R L +ar 8 W 76 (40%) 8 (4.2%)
s SR i 46 2 +435 L 60 (31%) 45 (24%)
COVID-193 4L 49 (26%) 34 (18%)
PRI G 421 + i L 27 (14%) 11 (5.8%)
R BEAE © i 14 (7.3%) 12 (6.3%)
e AN i L 7 (3.7%) 5 (2.6%)
MBEEMERG | ko ke T4 142 (74%) 126 (66%)
BIR #A 1L ¢ +53 W, 113 (59%) 75 (39%)
THR EEL 4T i gk i + i 83 (43%) 77 (40%)
ML/ S 0 E W, 81 (42%) 42 (22%)
SEY N +o3 54 (28%) 28 (15%)
R AR HR R 2 D Dk o
i o 6 (3.1%) 5 (2.6%)
RBERGER | (KAPERE A A 7 T4 W 147 (77%) 3 (1.6%)
MR RS ER AR | T L 144 (75%) 1 (0.5%)
R KB FRIEE | R fE +5 8 43 (23%) 17 (8.9%)
W fICBE I |43 I, 32 (17%) 0
R ML +53 5 W 28 (15%) 13 (6.8%)
JRCAS i +53 W 27 (14%) 1 (0.5%)
KB & H MAE T H 24 (13%) 1 (0.5%)
B ARIR 0 E W, 23 (12%) 1 (0.5%)
e B I + i 20 (10%) 5 (2.6%)
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72 L 16 (8.4%) 6 (3.1%)
BMARGER | 75 +43 % W 62 (32%) 9 (4.7%)
BT L 47 (25%) 1 (0.5%)
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BRI, BRI K. LIPIRE BRI B LRI B
2 YR 2 AR AT R VA 2 . N URIRE R T PR R R (i B P T

2% HRECHHiFh 1~ Hufl 2 o JEPRI ¢ o s 25 1k i ¢ o
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5B IR IS T T E S RSP B B BRI LR S
DY &

o EZAREZ S EZAAEZ

RANE S i VA VR T i PE 28 VA= NI - R VA A NI 287 VA S IR iU VA 2SN
TESTEAL LY SRS . AL SORE TSI A RS AR L R
BeF5 VRS AT SR AN S A B K

18 PTG ER . DR IR . AR OVETERE . DO A SRR
o 0 PR R

1O IR ELFE S A ARG 2 AN AP AT e

20 BT A AR N R IR AR BT S AR A AR RS T =

21 R4 MajesTEC-1 (- K I 17 Bcd 1R 5 B A BB AR TE .

e EAN B R IR
BB FREK SR G 1E

TEWFFEMajesTEC-1 (N=191) ZBRICHATIFIH E AT, 75% ) B 52
AR MIEIT G TCRS. R =42 — (34%) WEE KA T 2L EAFCRSH
o RZHEFEAIBIEFEL (46%) . BIEFIE2 (37%) BLE KIGITHIE (25%)
B JE RACRS. TEA S JG 8IS 2 Ja 1 IR A CRSIEFH A E3%. KEZH
CRSEHEMF N1 (53%) FI22% (21%). 3ZCRSEMKAEFAL1% (0.5%), KK
A ALK BB A

HCRSHFEMIEHE W (=3%) BIEAGER AR (75%) RIME (13%).
BRE (13%) FEER (10%) SEMEOHNETE (6.3%) kI (5.8%) FFTEEF & (R
T4 RIR DI FERE N IR AL BT = 53.1%).

RN (FEICANS)

TERF 5iMajesTEC-1 (N=191) AR ICEEBAFI RN EBAFH, 17%E52 A 06
JTIHEEIRE T MAEigt . KoM mEFH AR N1 (10%) 224 (6.3%)
F4gk (0.5%). mw i AL EEEA4AKIE (9.9%).

A ARG FEIRIT B T, A2.6%0 B E TICANS. &R
FIICANSIE IR R IA B REHPIRES (1.0%) FMPBEEME (1.0%).
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O F I B St 1 191417 Majes TEC-1 4 BRI H A 51 A [ BA
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B AR RIBIT R T Re R AR IR FRSEAE (CRS), ARGfE &4 Ay
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A RACRSHIH LI R NIRRT —IRE 2 a2k (VB 1Rk-6K), FALFrEEnt[a]
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R S P R AR AN T 5% 2 A0 R i ) E AL AR &Y (MHC) 138

This copy of the document was generated on 29 Aug 2024 Page 17 of 25
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-66620 Version: 3.0 Status: Effective Effective Date: 29 Aug 2024 (EST)

5T
e

FERFSLZBPURIT IS — AW, MBI TG TAMRE . B4R
el /I R I 375 A A 1 5

EINMAN, REBEMRE T PEEBCMARL, JF BESZR L Z B hTiRYT
Ja G R L SR ) BB T K AT EBCMA B BE K
HRIRIE

M AL 2 RO G 7 VE VAN T MajesTEC-1 4 BREA A 252 e 5 R
LRPLRZNRIT I EE (N=238) BPUR L2 BPiik. 1HI8HF (04%) 4E
AR BE R HURE S Z BT AN
X7 QT/QTc [AJHIFI-LME AL BEZ I

LAHERE A it iB 771 (1.5 mg/kg) BEAT IR I, R 2147 I PR CIHIQTC
A UIRE
ZR31%#

#£0.08 mg/kg-3 mg/kg (HEVEIHER VAT IR AJ0.05E21%5) FIEEHN, &
KB BIT IR 25, RFAL 2% YU Crmax FAU Craulil 71 5 B LB 19 T

LN bl ok B BEAR 254830 /15200 Hr

12k B A — PRI RS )R, BRERBRRERERMNI%. FFiL % Bl
RS SR —RIBYT FIE (1.5 mg/kg) A2 AR EREN: Coax
4-2{%; Ctrough, 4.11%: AUCtay;, 5.31%0

CF%EE%‘&%?)TE"JCMX\ CtroughiuAUCtaquLls%%]-Oo

£ 10: 35 13 X 1.5 mg/kg BT BB A G L Z B2 A Rsh /1%S4 -

G FESH FeLZBHULATTHME (CV%)
Cmax (mcg/mL) 23.8 (55%)
Chrough (Mcg/mL) 21.1 (63%)
AUCu (meg-h/mL) 3,838 (57%)

SD = FR#EZE; Coinax =HKFFIL ZFRPLMITEIR L s Cuough= N — VKL 2511 FRRE S 22 BT MM
TBIREE; CV =)l 25 AUCw =58 —IRE 2510 K5 N I 250 28 T THAR.
2 FOREEIRTE 2 R BER R R L RIS 25 (MajesTEC-1 4 BRBAA)

4BR PPK AR ] 75 4343k v [ BA 1) A W 85 380 ) R 37 2 BRIV 25 WK
o 2R P PK 2 88 48R 7E MajesTEC-1 4ERICEERAF] (N=165) [
YO A o
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REALZ BB N 250 P E MR R N 72%. T IRFER 13 IRIGTT &4
ZiJa, WL ZREIRAL (YERED Tmax 239104 139 (19-168) /NIFAN 72 (24-168)
N
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i
FESLZ BT (R RB[CV]I%) AN 5.63 L (29%).

RS2 Z PTG BRI BRI (AT RS, MIEZRREE 13 IRITRIE S AT
(CV%) f KF#1E )y 40.8% (56%). 2 13 IKiGITHIEL 25 L) (CV%)
THBRZFN 0.472 LIK (64%). XFT58 13 IRIGIT B4 24 o & Ib 0 30 2 iR )T
B, TTHE Tma JEHRAL (58 5 25 95 A AE0D WA 15 (7-33) KA,
FEALZ FAHTR LR Conax FEAIK 50%; 1 Trmax J5 WAL (] 69 (32-163) KIS, FF

2 BAFTIR B Cmex PR 97%.

5T MajesTEC-1 KMo, wIVEYE BCMA X457 % S LT K B2 T RY
M o

FHNFE
RFALZ B AT ARAE B R BE A E G I (41 kg-139 kg) T340

FTER (24-84 %) « MR, AR (AR, BRI ANSIEFESEE A o Fh
R (HPEF&Ib T & BT &AL T &)  BESPEERE RiES
I i £ 2L [MDRD] /5 ¥4l 11 1 /N ER 81 %R [eGFR]: 30-89 mL/min) k4% & A
R ECRIEAL R <IEHE _FIR[ULN] H. AST>ULN, 8¢S HZT % >1-1.5xULN,
AST FAEEAE) , R r 2 Pt I AEERAIRRE L E R . MAE
REFFIIRERE (eGFR<30mL/min) B EEZATIIRERE (BIHL R >
1.5xULN, AST MAEEAE) WHFL2Z By 2580 15 .

B EE
RIT A% 25 HLZZ AN SCHIE 7

(KRR ]

MajesTEC-1 23R HERAF
FE—TBRE | R . 2 HO ST (MajesTEC-1) FEFAN T AR i B 245 VR 97 1

SR EUAEIE L 22 Ik B R A T R T IR R R e B > =R )T

CEFE—Fh 8 R PI . —Fh % 2R TSR [IMID]AN—F 5t CD38 H1 7
odk) B A LA E LR S AR S HERR . a2 6 AN H N R AR 2R Bl
TRAE A TENE A & S s B B B e g sl s CER. 13
i FROp AT BEAE B B e PE R R BR AN

BH B2 MR IR 0.06 mg/kg A1 0.3 mg/kg A% i B N4 2, WA
IRITE Y 1.5 mo/kg A b B IR BT 452, BN EE RE B BN AT 32 1
s (L THEHED )
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R E PR ARG (1SS) , 52% 4 11, 35% 111, 12%74 111 . 26%
(1) 5 A7 AE = SE AR BB AL 22 AE (FEAE del(17p) t(4;14)8K t(14;16)) - 17%MH &
A BRI R AR .

MAIRZ W N2 R BERE BN AW U R AL Ry 6 4F (JuFl: 0.8 4-
22.7 5F) o PABRAEIRITAEC N 5 (EH: 2-14) , 23%H) A REAE 21T =2k
877 - 829 1) B H BRAE 32 1 B AR T- A A AL, 4.89% 1) B H BRAE 32 i R AR R A
78%I[1) B E N =Ry CREARERANEIF . S RIAIPT CD38 L re i
AR .

ARSI 2 12 (IRCO AR IR E b R TAE4H (IMWG) 2016 SRt iAd
JEHE MEMRR (IR 1D, HHIfS T Rss
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B EZIBITHREE
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DOR (H): /fi# (95% CI)
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ZEHREMRTE (HD

LR fift 18 AL
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1
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A EZEITHEER MRD R 2, n (%) [N
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B EZRITHEE
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SRR FFEEIT RN 9.0 M (95% Cl: 6.9, 9.7)
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P i 47 P 9 B 2%
VRS BSAC I 0T f5 N SL RN 25 25 o Wi SR TEvE ST RIS 2, UG ) 407 P v B 2 1) 15
HH g AE I (B SO FE 2°C-8 CEAERIRIE (15°C-30°C) FANELE 20 /M. ik
fSFH, MIZE 20 /N JE E 35
[ BATAR ]
JS20240024
[t 5]
& 245 #E 7 SJ20240025
& 245 #E 7 S120240026
B S5 AF L HE T

[ EHHFAFAEAL
% FK: Janssen-Cilag International NV
VEMHbE: Turnhoutseweg 30, B-2340 Beerse, Belgium

[4=4k]
k44 %% Patheon Manufacturing Services LLC
AEFEHAE: 5900 Martin Luther King Jr. Hwy, Greenville, NC 27834, USA

(3]
% #%: Patheon Manufacturing Services LLC
f 2R HE: 5900 Martin Luther King Jr. Hwy, Greenville, NC 27834, USA (#]
AL
#FK: AndersonBrecon, Inc
ANl 4545 Assembly Drive Rockford, IL 61109, USA (YR Z %)
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fu el Rue du Bois de la Hutte 7 La Louviére, 7110, Belgium (/R 3%
]

4 FR: Janssen Pharmaceutica NV

AL . Turnhoutseweg 30, 2340 Beerse, Belgium (VR3] )

€T IN
G SRR 2R A

VEM AL JE TR X SRR 3 S BT 11 5% 610 E (RZZEELRFLX)
M A : 101300
i 5i5: 400-819-1188
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