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(RN L F HSE L QY BIRE I N T 9 fr g b

S DEFIRE /B SR L T 7)<
. R& e U CLDOZYEIRE N T A — 2 H
16.1 Mo bR GRRROMR | fiR (90%{E B )
16.1.1 feRRmERS Cunax AUC
SENREHEREICL S H/SEL2TmgE BER THRE L&D L F R T AR \50me 1HIE | 29 2.10 2.28
NIRELDEMEIE ST X — 5 FFROEBY Th- e, (&) 8 (1.62, 2.72) | (1.75, 2.96)
L HSE R B TS L & % OEMBE ST A — 5 iﬂ;jf’”jk’ 800mg/150mg | o 2.30 1.94
927mg (1.5mLx2) s 181 (1.79, 2.95) | (1.50, 2.52)
EMBREI ST A — 5 : ()
(8f1) RUIFJ—)L [400mg TH2M. | 1.09 1.41
AUCi_(h - ng/mL) 232382.4 (28.7) ° (ZEHERs) 200mg 1H2/E¢ (0.81, 1.47) | (1.10, 1.81)
Crmax (ng/mL) 61.2 (43.5) TN -
S TIYTEL T 30me/150mg 6.60 4.21
Tomes (day) 84.0 ZAT b BiE | 2] 4.99,8.73) | (3.19, 5.57)
i, (day) 2 80.8° (&%) [10.2 2] o o
CL/F (L/h) 4.2 (29.0) ® V77 rEY Y 0.45 0.16
THIE (%CV) (ZREEs) [2.2.]600mg 1H1E | 25 : :
e 0.1 2] (0.34, 0.60) | (0.12, 0.20)
b 761 I77EL>Y 064 0.4
%16.1.2 HIV-1=E (Zepgrs) [10.2 2| 600mg 1H1E | 18 (0.45" 0.92) (0.32" 0.59)
SHNEREEET HHIV-UBRE I L+ 71/8C LR @O R UK TS5 L il —
fo & & ORHEESEMBING S5 2 — 5 OWEBITROE BV TH 72, Y ITET LS
’ CRALES 2R domg 1RIEL | 25 | o 7;'011 w | a 0 -
SHEGREA AT AHIV-UBREIC L H/SE LA ROROE Fi5 L7 /Z3R5R%) R et

L EOREFENEEL/ ST A — 5 OHETEE
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5 A— b %5, I5HH : 2/mgk TS
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AUCua
(h - ng/mL) 25962.9 (67.8) 251907.2 (48.2)
Cmax
(ng/mL) 124.4 (85.1) 87.3 (49.4)
Ctmugh
(ng/mL) 48.6 (52.1) 35.1 (59.2)
FA9ME (%CV)
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;;f‘:if” 77 1.24 1.32
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I 1.23 1.47
T/AmEr (1.05, 1.44) | (1.27, 1.7
CONATF o oo .
gﬁ”tﬁﬁ&‘wﬁ 2mgHEES | 30| (084 1.19) | (1.00, 1.25)
CONATF o
p 0.85 0.9
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1.94 3.59
(ARH & FR S/ &
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1-hydroxymidazolam? 0.54 0.76
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FIAEH (NNRTID) . a7 7 —¥HEEH (PI) RUA
V775 —YREH (INSTI) 0> 5., 3@EE (1EH2
RILLE) DL EOHHIVEEICEAIT % 3R 2.
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B OB H T RaTERED Y A VA B 28HOE
ELBREICES T AHIV-1A 7Y Ry Sy OfRERHET 5 2 L I1C &
D, HIV-10#E8%ZEET 5, *

18.2 AL ASEM
HIV-10OEBRER KRR TBERICHT 2 LT HSELOH T 1 )LV ATE
HEEMT-4MR (V) > /SFERBRMRE) . RAEIMBERER, FIRSERR/
< o7u7 7 — VMR CCDAGET Y > Bk Z RV Tl L. BER
HIV-177 1 L 212/ BHECsold 0.03~0.19nmol/LTH > 7z, 0 L F
HISELDZ 287 BREIEECesId. BHARHIV-17 14 L ZOMT-4 TH
fatk c4nmol/L (3.87ng/mL) Tdh o7z, ¥
LF ARSI EEE R T ADH L ba AL A% (NRTI. NNRTI.
INSTI. PI) OREHEFZHE L-RBICB VT, BENLZHY AL
AMRBRD S5NTze TNEHOMHRHTIIETERIERD SN o 7z, 1V
LF 788 )Uid, BEABERICBVLTHIV-IOTRTOZIL—7FM, N
KOO (37% 4 7A. Al. CRFOI_AE. CRFOl_AG. B. CRF12_BF.
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18.3 EAIME

18.3.1 In vitrostE&
L8 )b a v izin vitrofif @GR IC K D LA EINITHd
BREEZEDETRZR LA T R 7 D7TODER (L561. M661.
Q67H. K70N, N74D/SKUTIOINOBE—IF—EEE) HEE SN,
WIS ESE A KRIC BT A LT A S EISH T BRI, TR AL
ZNTHERTAED 53, 22665#BE R Lize LT H/SENICHT B EZ D
FAR T AL ZADI0GBET L EREAKRTIE. FIe NCDARBHET
YU RSEHREROY 707 7 —=DICBIAEMECETFRO SN (FE
B A W ABDFNZN0.03~28% % U1.9~72%),

*18.3.2 BRPREXER

GS-US-200-46253B& Tl 31% (22/72(51) DR H552:E s O it i i
MOREE (71 ) AZENRBOTEE RS THIV-1 RNAEHS0copies/
mLEL b [4EEFEOY A IV AZRRATT. BAERBERED Y A LR
BN > RUUET A VAMEE]) 2Lz e, LT A SE L
HICREET AN TV Ry VSO BERPBIFS N, LT H/SE Lt
BT 20 Y Ry VST ZERIE, 13% (Of) I2ERd 6Tz, #EED
8.3% (6f) ICM66IEEMNFRD 51, MOOIHE—IXfhDZER (Q67H/
K/N. K70N/R/S. N74D/H. Al05TK%U/XIET107A/C) & DA E
HETH o7z, MOOIEENTRD &Nz - 72361, Q67TH/K. K70H/R.
A105S/TRUTIO7TNAZESD 57z,
EHBESIICB W T, MO6IEE, K7T0H+AI05A/S/T+TI107T/NE R,
QO67K+K70HZ R, Q6TH+K70RZE. Q67TQ/HER 2B T HHRICH T
BLFHNRENICHT 2BEZHIE, FEMYI A VAEREBELTZEAZN
2345 (FPoRfE). 265(%. 342(%. 155K US.IEE R L7z, & 19

18.4 =M
FELIITAOHRL bay A )LAZE (NRTI. NNRTI, INSTI. PI) i
it 2 R 9 HIV- 130 R B A AR T OB SR O HIV- 18 R 77 B R
(58fl) . I NI AR EFR ISt 2R T HIV-1EE R 5 BEbR (3261) RO
RABREZE (EI) 75 A (Fostemsavir. Ibalizumab, ¥Svu 2 ko
Enfuvirtide) 12t % /R HIV-1ERBER (426]) 1cxtd 2 LS8
YL Din vitro#i ™ 4 L ATEEZRIE Uiz, ¥
INETRTOEEKICH LT L FANRENDOERDOKE LE(LIZFED
SNl oTe. oy LFHISELOIT ANV AENEIX. BRFEET S
GagZRlOBFIEIC L5 BEZ T an o7z,
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—RREVRFN : LS YA

Lenacapavir Sodium (JAN)

{£%4% : Monosodium[4-chloro-7-{2-[(15)-1-{2-[(3bS,4aR)-5,5-
difluoro-3-(trifluoromethyl)-3b,4,4a,5-tetrahydro-1H-
cyclopropa(3,4]cyclopental[l, 2-c]pyrazol-1-yllacetamido}-
2-(3,5-difluorophenyl)ethyl]-6-[3-(methanesulfonyl)-3-
methylbut-1-yn-1-yl]pyridin-3-yl}-1-(2, 2, 2-triftuoroethyl)-
1H-indazol-3-yl] (methanesulfonyl)azanide
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21. GRS

211 B A7 EHEE 2 HED L, BYICE/T S L.

21.2 REIOFERICE 2> Tld BEICH U THFANCE L TEZ 2B -
TEWDOT -y 25| EHREMBERTHH I EFZTDICHAL, 1~
Tx—LRartr 28585, BRICEHT S L,

21.3 BAEEMH UIEEH OB RRERIC OV T, #TREDR A ICFER
BROBITERZIRET S Lo

21.4 HEAZRRE L7 EMBRERBR £ L. 2 OEBRT & EHmIC
HETHEEHIT, HTREPPICRBEER BTRRERET 2 2 &

21.5 HEEHMPET I 5T ToM. FRIE L TENO 2 SER 2 MR
E L BUERGRAEZER L. FAIOHEAERICET 2R (BEF
F.OAME - ket (thFIAROENE - Rtz &) RUEMHE
BfffOT—5%) 2REL CEFICRET 2L &bz, AEORR
FHBEERFRICERETS L,
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%23, EEE

1) #PER : CTRA-2021-105438 (202348 1 H&ZR

2) HAER: (20235E8A1H&R. CTD 2.7.2.3.1.1)

3) #HAER : (20234E8A1HER, CTD 2.7.2.3.1.2)

4) HPNER 1 GS-US-200-43295 8% (20234E8HA1H &R, CTD
2.7.2.2.2.1)

5) #HAEHR : GS-US-200-43305%8 (20234FE8H1H&®E. CTD
2.7.2.2.4.1)

6) &R 1 GS-US-200-43315%8 (20234E8H1H &R, CTD
2.7.2.2.4.2)

7) HAER  GS-US-200-43333 8 (20234FE8A1IH &R, CTD
2.7.2.2.5.1, 2.7.2.3.1.7)

8) HAER 1 GS-US-200-46255 8% (2023#8H1H &, CTD
2.7.2.4.2.1, 2.7.3.2, 2.7.3.3, 2.7.4.1, 2.7.4.2). Sorana Segal-
Maurer, et. al : N Engl ] Med. 2022 ; 386 : 1793-803

9) &R 1 PC-200-20225t8%. PC-200-20235%E4. PC-200-20243KE% .
PC-200-203635%. PC-200-2037# 8 (202348HA1H&Z. CTD
2.7.2.4.1.1)

10) #: &R : AD-200-20203 B (20234E8H1H&®R. CTD
2.6.2.2.1.1)

11) #NERL : PC-200-20305%8% (20234E8H1HA&3E. CTD 2.6.2.5.1)

12) #:ER : PC-200-2020i%E%. PC-200-2041588% (20234E8H 1 H&FR.
CTD 2.6.2.2.1.3, 2.6.2.2.1.4)

13) &R : PC-200-20263 5% (202348H1H%&E. CTD
2.6.2.2.4.2,2.6.2.2.4.5)

14) #HPIERL : PC-200-20275%8%. PC-200-20445%B%. PC-200-20373%8%.
PC-200-2043# B (2023#8H1H%®. CTD 2.6.2.2.3,
2.7.2.4.2.1)

15) &R : PC-200-20515t8%
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