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2.1 KHID R IR UIBBUEDBHERE O & % B¥F

3. #8RE - MK
3.1 #8m
HR7Ee# 742 L A%E600mg
" eI LT 75 A1) 7 L651.6mg (T
ke 5275 )L E LT600mg)
E7O0AO—RA, JUAHLAT—AF LY
R L, FEEELVE—Z, AFTY VBT RTY
" Iy FLEEKAIM. BIEF Y. P TEF .
HEO= RSk, BEE(LE. Loy
3.2 EFIDMIK
HR7E 4 7A £ b L A%E600mg
Al - &3 EH%-74»A:—i4yﬁﬁ-5iuﬁ@
B — —
£#£:19.lmm
1% 1 9.7mm
E&:6.1lmm
HAla— R €242

4. SHEESLIF SR
HIVEEEAE

5. MEEN (FRIRICEET 2R

5.1 AFNGHHIVIAERER S 2 WHIVERGLHRE ., H50IET LT
75 € 400mgl H2[E & O FHIVEET 7 A )L 2220
PEENTVAHHIVEBIEE IHEHT 5 &

5.2 KANC &K BIRBICH T > TIZ. BF ORBER CHEATH R
BERE2SEICTH L,

6. BEANUAR
BH. RAICIET LT 7 I ELE LTL,200mg (AH % 25E)
ZIHIERO®ET 5. £l BBOFERICPHPHLSTRE
TE2, &H, BRECHELTR, LOFHIVELHHT S
&

8. EEREARNERE
8.1 AFIDMFHICKEL TR, BEXIZZFNIIRDSET 2EHIC,
WOHRIBIZOWTILFHHALERE2B%. HHTLZ &,
- AENIHIVEBESEORIGEEE I ZwWZ &n 5. B
SRS 2 & O HIVIERGYAE O R 12 L S 3R % F5E Lt 1
DAREMEA B B D T KRENF GHEZ O BRI OZEL
IZOWVWTIE, IRTHYEEICRET S &,
c REOERKRESICEZEEIIOVWTIE, HEDEZAAR
HTH 5,
« AREIDE RSO MG IS L A EANOBELROfE
B2 BTS20 EDPRIEHENA TV RV,
c KBIOFTANAHREZRKICT 272012, HYEDE
NEUICHEZEELRZD., RAZFIELED Lana &,

1=

BEERER A HRE SN TV D, BERBE.

GyER AN Bl

U SEMREEED A 70 & BAERE R M RES (v a7
TLATETLAY TS LY TR, A P AHETT AR,
S2—EVAFAFILLDHD) FITHT S RIERIEAFH
THIENDD. Tz, REREORIEICHVESDRERE
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etttz EES EHMT S h S5 EIC
v RO FICBIT L EHERET.
Fiz. Ty MBI LZEHERS T, BREME

ncTtwal,

PHESN TNV,

9.6 &3

EAzHISED &,
BWER (v b)) TATPHABITISZEARESATY
%%, INT T IFELNE FOFITHICHITT 2 2ELPIEAR
HTH B, itz L THIVRERRES

9.7 INR

DAHFRET B &,

JRBERIT A RD 5

DATREEN H %o

NRFEEWRE U7ERRABRIEER L T,

9.8 SnE
—Mic. .

10. 18E{EA

BEXIZDHEESETR L, AHEZELTVAY
DA ZHH L TWABEDNZ L,

FNVTTZIENE, EWCUDP-ZFVvrua ) YV bI VAT x
S—¥ (UGT) 1AlIC& A7 vr7arBfagick>TREish

%, [16.4 1]

10.2 HEEFR (HAICEFRISZIE)

REBHIIV T ™7 L
[16.7.2 1]

HHB% BRI - B A | B - BRET
V77T Y INSOFEFEDOHFIC LS O FEFH O
AN Aick D AR O IMEE UGTIALFHEIERIC
Tz )NV =)L |RBENMETRT S &K 0 AR ORE SR
Jz=h FHIsN, KFOEF|ETHETFHISNS,
[16.7.2 2&] HESEETABE

nNn» s,
il A AABGHI2BRE Ch s DEH D F
KB~ 7 ¥ I|NICKBEL~ 73T |L— MERICK DR
Lo KERAET L I =7 4 - KER(E 7L 3 | B0 I #1225 B
7 L ZULEEHBERI|ZABENADDH B,
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11. BIfEF
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2O HNTIGEITIEREG 2 RIET B 7% &) 4 0B 2 1T

BEDE
52 &,

1.1 EXGEWEA

SN

11.1.1 FBHEREAREIREE (Stevens-JohnsonfElREY) (SERERER)
11.1.2 EZIEBRUERE (FHEAH)
MHERE LTHRE, REDALN. S5 ITFHEERE,
U oSHIERR. EIMERREN. IFERERIE S, BRI O oSBk
HIAEZ S BRECEELBABIERSDSDNEZ &
BHb. B, B bALRATAILA6 (HHV-6) %D



TANZDOFERLZEDS CENEL, BREPIERGFE
. HE FREREZEOERPERD 2 VIEELT
BIENDHBHOTHERT S LY,

11.1.3 @EEE (BHEARHA)

11.1.4 EEEHRERE. SANF— (WIThLHEERR)
HPAE. B, CKERA., MHPKRIRPIA7oer b
FAERBMET 2HMBBMBEYH 5 b, SEBRES
DEHELBRENHOLDLNDEIEND D, oo IAN
F=DHoDONBIENBHZDT. HET. FHELHE
H2CKOERNDH S5 b HEITIRE2ZPIET S L,

2%LL 2% A
E PRAR AR AST k& .Uy bR
ALTEH. CK
L5
ZDAth HERE., BH
. (FERD. &
BN

15. ZDOMDER

11.1.5 BA= (0.2%)

11.1.6 FFX

(BREEARB)

HELGHRDPHOoDNDZENDH B,

11.1.7 BR

(BHEEARBA)

HELZERPHODNDZENDH S,

11.1.8 BEEANILRR (BEEARH)
BEZEHEANVRAFD5DbNE I ENDH S,
11.2 ZDHOEIER

2%5L 2% A1 SHEEANH
I K e oY) & /R RE .
VSRR E FREREAEE. U >
JNEE. U S
iE
DiEEE hiF V=S8 EAN Y =N
TR
H KO R % mEEO W, B
5 ng
Bk E N W EODEIRE. B ER. HR. BL
(7.5%) W&, | APk, HEIER| O, s A+
& B, @G BEBEBX. EXE
EWREEER, R BRRZ. &
CNEz I RS
BF BH 38 3R fE s
=54
EHEEXR W, WOIRE.|EE, HEZE.
& 5 & A FE, B RIEMEIZE, SR
FRRE fEs . R
B K O BNV,
FHAHNE REZ. BIBA.
ESYIE/ N IVIAY- i
B, ELTHEE A .
RGE RS
I SR BAEGE. B HERE. BE. £
HEE TLIE AE (RGO F
A &R (RN
THM . RN
fEREE. HO R
. FuD AR
FEHG P IMNE)
B AR & RAERE. B TR . BB
U8 & . FIEMRE. &
e MHERAE . BIET .
IR, ZHRMEM
B2 (RS B0
BRAGE. VURE
WREREE (R, FEHOBEE. HE 22 —a8F —,
Fu FrfERE HERMEER. &
B, PRMIREE., F
BhimE, REsH
R HE R 0 H K
™ FEERE. /DMK
il NHRIE. BER|DOKR. =
B, R, MR \FEE. SEELIREE.
&= Rk, BRE
B XU R BEx, MEE®EY
[ 2%, BRARE. S
PR, BEH
A E R KO E3Ip N ZHALIE
FLEREE
FZ 18 K O B, SE. K. BT, &K
RS SE. BB E. FE. CAR
Z O FERE Z

15.2 FEEREREBRICE D < B3R

1BEd 7= 0 R S0IED S v Mo, TRZRF LTS
50 (i), 150 (). 300 (M) Xix600 (i) mg/kg/H
EHRE LR QFERM) PAREHBRZER L5,
300 0600mg/kg/ Hix 58 Ch/ BIREOIES (R L
) BRDLNLH, TNSOEEIEERNTH D EEX
5NB, BB, YIADNABRRBICBLTE., SLFSS
ELOFENAKITED SNED T,

16. YR

16.1 MHRE
k16.1.1 BEKRS
(1) BFRABEICT LT 250 1,200mg (600mghx2) 222
BEAROHRE LD T IVT 75 L OEYEE) S5 X — & 2E1IC
RS

£l FLF77IENL,200mg (600mgs X 2) % Z2HE B [E] 4% 15 5.0 0
FEMERE/NF X —% (n=12)

AUCo- Chmax Caanr Trmax ti2

(uM - hr) (uM) (nM) (hr) (hr)
62.8 20.2 74.5 1.757 7.50%
(41.8,94.4) | (12.2,33.3) | (53.9,103) |(0.500, 4.00) (34.6)

MY (95%EMEXMH) . TrRE (HF). £R&FFE (CV%)

(2) REFERAICT LT 275 E)L1,200mg (600mgst X 2) % Zefig i Bi[a]
5 L7&Z5, AUCo» (F#9fH) 1350.1 uM - hry Cmax (FF39
&) 1315.7uM, Coanr (CFHIH) 1Z41.6n1M\ Tmax (FRAE) &
L5008, RAHETORD? T OMEREREL (FHiE) ($8.958H T
HotVe TUT 7T ENDRNTOHEFERIIE ot TIH LR
TH-o7z GHEAT—%),
16.1.2 RiEHRS5
HIVESEHICT LT 75 E ) 1,200mg (600mgsEx2) #1HI1
EREHSLEZA, EFRETDOAUCo-24nr CEIIE) 1
53.7uM - hr. Coanr (F¥f#E) 1375.6nM. Tmax (FF9R{E) X
1500 TH > 725, ERAIKILTZIEL1,200mg
(600mg#Ex2) Z1HIERERSG L& 5, &5 52H
THLCEFRBICEREL, FREADOAZL, VEFEALE
HENED o728 HEAT—%).
16.2 TRIY
16.2.1 BEOFE
ARG EHOBEICPPDOTRETES, HIVEREBEEZTR
EULEFELZRBRTIE. STV ELZREEEFRLRIESL
Too BEERAIZT LT 75 E)L1,200mg (600mghE X 2) % HilH
#5 U EIEMEOBEUC & W AUCoas (BERENTHET
B o BB EE TOAUC) 1342% Cmaxl$52%. Caanrld16%
BRULz. F72. BEEHEOERIC X D AUCopastld 1.9% M L
Crmaxtd28%+ Coanrld 12%E TR L7260 SHEAT—%).
16.3 9
FNTTITENDOE MIFEEHEDFRARIE. 2~10 4 MO HEEHF
THIB3%TH 570 TNTZITENIE, Ty MIHBWLTIHBEZEEL
7. AT ES, > 72, HIV-IBEBREICS LT 7L
400mg# L H2[#5 L7220 0BT TV T 7T EILIZINE IR+
SNz, BREBTOINT 75 CLOMNEHER-FEE (FhRfl)
FZENZNIMEFIREDS.8% (HiF © 1%~53.5%) (18f) KXU'3%
(P : 1%~61%) (1661) WY LD 8, Zh b dimEErhbEEi
BED1/3~1/6(50BETH>7: WHEAT—%).
16.4 {3t
E MIBITBTINT T ITENOFEELEEEFIZUGTIALZNT 57
VrarBEaeTH 52, [10. BHE]
16.5 HEttt
RN CHSTREIE# LSV T VS L EROKE L2 5, #
H5ROKIZ2% K US51%0 2 hERARO#EFICHRtS -9 (SE
AT —=%),
16.6 REDNERZHITDEE
16.6.1 BiEEESEE
HW) BB B T O & BB RE AT IC B WL T (R o g
2 EEEWAEREE OAUCOMMA T (90%EFHXM) & %
NZh0.85 (0.49, 1.49) K1*1.01 (0.66, 1.56) TH -7 (SLE
AT —%). BHEEREICT L. ARASOLE L2V, MBGENT
KEBINT I ENREOEREEIARHTH S0,
16.6.2 FHigtEESEE
B RERER K R A B RMITICB VLT BRERE T
5 RS HAEREH OAUCOMM P (90%EHEXE) 1&.
Zh#h0.86 (0.41, 1.77) KU1.00 (0.62, 1.61) TH-7z (4t
EAT—%). &E»6HEEONEERES T, HEFAMONE



Ve FLT T IENOEYBEICKITTEEFEEREOE
BIIMETS TRV,
16.6.3 /N2
I8BAIMOHIVBREZFICBWT, LT 7T ENL600mgde % %
S5 UERRBIERSNTB 59, 600mghii 5o gh e
F—ZIE/ENT WAL,
16.6.4 ZDHDERA
(1) UGT1ATEIGZE
*28/* 28 BE T B % F D Wi B A 3041 & B AR OB E T 2 F O Bk
H2ATHE DB B VT, AUCORMEHSHE (90%FHEXAM) &
1.41 (0.96,2.09) TH»7212 HEATFT—%).
16.7 EYHEIER
16.7.1 In vitros&
(1) In vitrolcBWT. ILTFFIENIE, UGTIAIOEETH 55,
F k7T —A4P450 (CYP) OREETEBZWI EFRENZ. FILT
75 EJLIZCYP1A2, CYP2B6. CYP2C8, CYP2C9. CYP2C19,
CYP2D6. CYP3A%FHEET (IC50>100uM). CYP3A4% i
Laho713),
(2) 977 FENIZUGTIAL, UGT2B7ZHERTS (IC50>50 uM).
PREAIC K XD IHE L 257213,
16.7.2 S4B EERERREER
(1) tEIOEYBEBICKRIFTSILT IS EILDRE
HEYMHEERAORMZ. R2EBKT 2 WEATFT—Y), [10.2
]

£2 MFIOEMBREICIRITT LT I I ELDOEE

BIFED FVTFT PEF e/ FEOF IR
J3E S v |7 EV0 | (Q0%IERIKI) ; B8 L=1.00
® | #58 [PB] Coex | AUC | Com
R IFZNVIALNTIF -
Sl ‘ 19 1.06 0.98 =
b7 YA —10.035m8 | 4o0mg | | (098, L14)| (093, 1.04)| (=, —)
U+ J )L )u| 0.215mg 1 E 20 - —
22 ko 2| 1A1E o VIV A A
S 14) 1.29 1.14 -
7 (1.23,1.37) | (1,08, 1.21) | (—, =)
40301
s 400mg 100t | 1.00% -
AR 19 60mg 9 _
g | 1A2E (0.94, 1.07)| (093, 1.09)| (—, —)
— 300mg | 400mg | 4 | 077 090 | 0.87%
1H1E | 1H2H (0.69, 0.85) | (0.82, 0.99) | (0.74, 1.02)
N 2mg 400mg 1.03 0.92 -
N N 17)
STYVILT i | 1a2m | 10087, 122)] 082, 1.03)| (=, —)
100~ _
o 300mg 1.20% | 1.40% | 1.11%8
N 33~ ,18)
737V e ?%)?@g 22 10,98 147) | 0.95, 2.07)| (027, 461)
I} €[ 200mg |400mg | o | 104 110 | 1.7
219) 1H2E | 1H2E (097, 1.12) | (103, 1.16) | (1.10, 1.26)

— STzl
AUC : PHRZED BERS D5 EIZAUCw REFSDHEIZAUCH: (B
F#Z1HIE®RES L-5E1k r=24hr. 1H2EHEG L-HEEE T
=12hr)\ Cumin: |HIERKEHEGOEEECoan 1 H2ERKER SO
BEECrone
T XY R OfEZ240mgIcFH L TEH L.
ISLFTVSELB/ T 77 ELYYR; SITVVERT I AEL
(300mgl HIE%S) +F L7 7 FE)L (100, 200, 400K *600mgl
H2[E#E) [F07 7 FEVEE] T/ AL (300mgl H1E#E)
+I77E LYY (600mglHIE®E) [T7 7L YE] EHfHL
720
§ Coanr
|| Cianr
(2) SILTISEIOERYENEICKF T hFI DR E
EYMEERAOFME., RIEHRKT 2 GEAT—%). [10.2

fig]
£3 FNTTITENOREYBREIC LT T A ORE
BRSO FIVTT _ﬁﬁ%ﬁ/ﬂfﬁﬁ?ﬂ#
il S Py SELD|  (90%EFEXE) ; &4 L=1.00
&5‘5‘ WJ#{ Cmax AUC Cmin
KEE{L 7 )L 3 |1600mg -
=L - kB 1600mg [1200mg| | 086 | 086 | 042
ftvr%>v| 12h% | 101 (065, 1.15) | (0.73, 1.03) | 0.34, 052)
25 ﬁ@ﬁgll
3000mg |1200mg| o | 026 | 028 | 052
. | mE#RS | 181E (021,032) | (0.24,032) | (0.45, 0.61)
REBH I
L5 3?%?? 1200mg| | 098 | 090 | 043
ity | LEILE (081, 1.17) | (0.80, 1.03) | 0.36, 0.51)
7 ¥ % 5 €| 400mg |1200mg| |, | 116 167 | 126
L0 VE1E | BEES| Y101, 133)| (134, 2.10)| (108, 1.46)
NI 300mg
TEITEN | TH1E | 400mg ol 124 | 141 1.77
) kg | 100mg | TH2E (087, 177) | (112, 1.78) | (1.39, 2.25)
1H1[H]
77¢L > 600mg [1200mg| , | 091 086 | 094
w4 1E1E | mEEsS| 2L |070,1.17)| (073, 1.01)| (076, 117)

—3—

BRI FVTFT Pt/ FEOF I
i ES L SELD|  (90%EFEXE) ; &4 L=1.00
" pse %] Coa AUC Con
F A S5V —| 20mg |400mg 14| 415 3.12f 1.46
L2 1H1E |HEES (2.82,6.10) | (2,13, 456) | (1.10, 1.93)
600mg | 400mg 0.62 0.60 0.39
yoryey| 181E |wEEs] 0 037, 104)]039,091)] (030,051)
> 600mg | 800mg 1.628 1.278 0.478
1E1E | 1826 | ]2, 2.33)] 094, 171)] (036, 061)
R 100mg | 400mg 0.76 0.84 0.99
)
YETER T eom || 10 (055, 1.04) | 070, 101) | (070, 1.40)
TDF® 300mg | 400mg | o | 1.64 1.49 1.03
1H1E | 1H2M (1.16, 2.32) | (1.15, 1.94) | (0.73, 1.45)
tipranavir 500me
LH2M | 400mg | || 0.82 076 | 0.45%
o | 200mg | 1E2M (0.46, 1.46) | (0.49, 1.19) | (0.31, 0.66)
5)
v rrens | {TE
T 104
1441
§ 400mg1 H2[E]# 5.5 &
| 7T 7 I ENFEE5% 128 MICHRELZ &S

) RAIOKR S NI AEXROHRIZ],200mg (600mgdE x2) %#1H1[ET
H%Bo

17. BRIRRRAE
17.1 BUERUOREMEICET 255

17.1.1 HIVBBEREN B VWEBS ZERNRIC U LB 5 D HER KRR
(ONCEMRK)
HIV RNAE =1,000copies/mLOFHIVIABRRERA 72 WEBET797
BlEMRE L, FL72 5 EN1,200mg (600mg§Ex2) 1H1E
B E5+FTC+TDFOREM R OB ZEET 272012, FLT
7' Z EN400mgl H2[E# 5+FTC+TDFZ 0 # & U7 WiEAL=
EHERIATRERI BB 2 S U 7z EROME 2 TRIRT 2,

#  ONCEMRKGASR DGR

A8 96;E Ik

INTTN\TNT T INTTNTNT T
sen | s |BER | Sep |\ Sey | BEEL
1,200mg| 400mg S ) 1,200mg| 400mg HE <)
1HI1E | 1TH2[E 1HI1E | 1TH2[E

HIV RNAEZ | 88.9% | 88.3% 0.5 81.5% | 80.1% 1.4
<40copies/mL | (472/ | (235/ | (-4.2, | (433/ | (213/ | (-4.4,
OEZEOEIGT | 53141) | 26661) [5.2) %''| 531f41) | 266fl) | 7.3) %

BRZE T

7.0% 6.8% 9.6% 9.8%
74;;%?%9% (377 (187 (51/ (26/
) 531f) | 266f) 531f) | 266fl)

TAZY) == 78OHIV RNAR (HIV RNAE=100,000copies/mLX
I¥HIV RNAE>100,000copies/mL) %Jg& L 7zMantel-Haenszeli#EIZ
LD EH,

FFDA®snapshoti® (R7E T Hil=2RHf0)

§ A NAZIRBUL, /) Y VAR S — 1 24F TIC—EBLHIV RNAR
40copies/mLAGZ#ER L 2> o - BH, NEH LR @ RYICHIV
RNA®40copies/mLAm 2328 U7zt LER DL EREFE % 221 ¢ 2[a)5E5E
L CHIV RNA&40copies/mLE L& % - /- B & EHT 5.

|| EXh R OB G ZEDISWEEX MO FRA-10%% L SHEICIE, T
VT 77 N400mgl H2EHR 51239 2 F V7 7 Z E)v1,200mgl H1
[\ 5 0IELH RS N EERRfTT 5N 5,

7. FLFZTEIL1,200mg (600mghEx2) 1HI1ERSET
2%BLEICERD & N E L EIER L. B (7.5%). B (3.0%).
VEAE (3.0%). FHl (2.4%). IEM: (2.3%). F#EoF 0
(2.3%) THo7=.

18. IR

18.1 {EFER
HIVA > 775 —¥id, HIVEEZFIZI— a7 AL AESITN
ERBETHD. ILTIIEINIL. HIVA > F 75— OilEtE:
ZMHET 5, HIVA > 5275 —FOREICLD . HIVERDMHICE WL
T HIVZ ) L OBEEMILT ) LD IEREEHEASUIHA & A5 H
EI3ND, MABRENZHPSIZHIVY ) L&, BEE T AL Ak 1%
AT B ENTELZVLD, T4V ADBEIEAASHIESh
%o BB, FLTTIENE. DNAKRY XS5—Fa. B. y2&bL
FARZRYILE T AT 25 —XiIRt L, EELCHEERZ RS %
»olze

18.2 iU AJLRIER (in vitro)
b TV 2 SERBRMAIC, Z OfIFICHEIE L-HIV-1ZEHHOMBZ
BRSEEABRICBVT, VAV ABEHEICNT 5 F LTI LD
OSUPHEEE (ICos) 1331 £20nMTH -7z (ELBBRIHMEE DL
B)o 7. A MYz UG b FARMMBZERIC, SEOY T
A TBUS & O HERR MEEMREER R Y0 T 7 — EHEHEA
it o7 BiEAR % & Lok 2 e HIV - VORER PR 7 B 2 B S 2 72 3Bk I
BWT, VANV ABEIEICNT 55 )L T 75 ELDICsEIR. 6~50nM
THh»o7zo 7z singlecycle infection assaylcBWT. ILT 7T
CILIESEDOY 7% 1 TBUA L O'SE ORI 2 Bl E23FOHIV 53 B
HOEG A5~ 12nMOICsof ETHE L7z. 512, TLT T T ENIE,




CEMx174/f21C B W CHIV-23 Bk OB A BHE L7z (ICos=6nM),
HIV-1ZEHHOMBZBRE S E/- hTY M SERRMRIcH LT, 5
VT 7N EBRYREERIAER (Y RT7Y0, FLisyey,
FoLNT Iy, PRAHEL, T REL, V¥ )0 RE5ITIV).
B RAMEERREER (T77EL Y, FESEYRIETIE
LYY), Tuar7—tHEA ((>YFEL, $FFEL, U rFE
Uy 7Y 7LFEL, aEFEL, R T 4 FELRET YT FEL)
SUFREPHER] (enfuvirtide) EZHHLAZE A, HIMWE L IE
HHFER 2 HTHIVIEREA RO 5 iz,

18.3 EHmiE
In vitrosfBEXIE SV T 7S ENERERETHALON. ILTTIE
Lt 2 RIHIV-14 > 775 —F¥OERIZ, LT, 143/BEHOF
gy (Y) O¥A5F4> (C)y BAFYY (H) XE7LF¥=>
(R) "B, 148FHDO LY IV (Q) DAFYY (H). V¥
¥ (K) XiE7r¥=> (R) \OE#, »2VIXI5F8HOT /8T
F2 (N) oezxFTY >y (H) ~OBHIC, S5 E0ER
(L741/M. E92Q. E138A /K. G140A /SXIZVI1511%) » b
H2HDTH-oTz,
B—D—REE (QI48H/K/R. »5WVIIN155H) % &ieflifix
TAINATIE, in vitrollBW T, LT 7T ENVBEZHEOK TR
HRENOBERAA SNz, £ IRNAERTIR, ILFTIEL
BEEOSORHETE, HHENORENTANAERI L EILH
5Nz,

19. BT CRAT 2IB(LFNHR

—M®B : IUTFTTFENHY T L (raltegravir potassium)

{£%4 : Monopotassium 4-[(4-fluorobenzyl)carbamoyl]-1-methyl-
2-(1-methyl-1-{[(5-methyl-1,3,4-oxadiazol-2-yl)carbonyl]
amino}ethyl)-6-oxo-1,6-dihydropyrimidin-5-olate

PDFI ¢ C20H20FKNeOs

DFE 482,51

MR HE~HREGROREK, KICPRBETRT L AY ) —VITE
HZ< <L T =V RET7E = MU LIS THEIFICL L,
2-THI8 ) —VITIFEA LB TR0,

BER -

QO Hc_ CHs o
o N
HSC\< W)J\m )KK ‘ ﬂ/\©\
_N N
N Hoe ™ oK F
o)

*21. AGREMY

21.1 EER) A7 EBEFEEZRED L, BYNCEHT S L.

21.2 RFIOFEHICHS /2> Tld. BEICH U TARFNCE L TEZ 2 EHE -
REMDT -y %25 | R ENEFTHH I EEZHFITHHL, 1>
Ta—LRavter  2B2L5. EBHIICEFI A L.

21.3 BB W THREERH UIEE R OBRHBIC OV TR, B THRHE
POICHEBER BT ERERET 22 &,

21.4 BEEMMSK T IS ToM. FElE LTENO 2B SRER % 5t 5R
L L BGERGESHAEEER L. AFIOMHAERICHET 2R (BF
BE. A - kel (MAIAROENYE - Zett2 &) RUE
MHEEROT—%%) 2INELCERMICRET LI, AR
OFERZHBEEHERICRET S &0

22. 9
605t D /37, BRAIAD]

23. FEXmR
1) HANER : IiEE I 2185 (71 > M L ZA$E400mg 20084E6 H
24H#%GE. CTD 2.6.4.4)
2) HAER : FTRATICET 1A (71 > b L A$E400mg 20084E6 H
24H7%GE. CTD 2.6.4.6)
3) BAGEHE  EREERERINNE Y= 2 7V SHIEBEEE R
4) Krishna, R. et al. Biopharm Drug Dispos. 2016 ; 37 (9) : 542-9.
5) Krishna, R. et al. ] Pharm Pharmacol. 2016 ; 68 (11) : 1359-65.
6) Krishna, R. et al. Clin Pharmacol Drug Dev. 2018 ; 7 (2) : 196-
206.
7) Croteau, D. et al. Antimicrob Agents Chemother. 2010 ; 54 (12) :
5156-60.
8) Yilmaz, A. et al. PLoS One. 2009 ; 4 (9) : e6877.
9) Kassahun, K. et al. Drug Metab Dispos. 2007 ; 35 (9) : 1657-63.
10) #MER : BRREREIC X 2B BRAOLEICET S (T4t
I L Z$£400mg 200856 H24H%FR. CTD 2.7.2.3)
11) HPER : FRRERE IC X 2 BB RAOLEICET S (71t
I L Z$£400mg 20085FE6 H24H%&FR. CTD 2.7.2.3)
12) Wenning, LA. et al. Clin Pharmacol Ther. 2009 ; 85 (6) : 623-7.
13) HNEFR : R#BERER TN T2 AR—7 =12t T 2 EEROCFEEMIC
B9 53 (74> b L A$E400mg 2008FE6H24H%&FE. CTD
2.6.4.5)
14) Anderson, MS. et al. Br J Clin Pharmacol. 2011 ; 71 (4) : 616-20.
15) Anderson, MS. et al. J Clin Pharmacol. 2010 ; 50 (12) : 1461-6.
16) Wenning, LA. et al. Antimicrob Agents Chemother. 2008 ; 52
(9) : 3253-8.
17) Iwamoto, M. et al. J Clin Pharmacol. 2008 ; 48 (2) : 209-14.

18) Markowitz, M. et al. ] Acquir Immune Defic Syndr. 2007 ; 46
(2) : 125-33.

19) Anderson, MS. et al. Antimicrob Agents Chemother. 2008 ; 52
(12) = 4228-32.

20) Krishna, R. et al. Biopharm Drug Dispos. 2016 ; 37 (9) : 533-41.

21) Iwamoto, M. et al. Clin Infect Dis. 2008 ; 47 (1) : 137-40.

22) Iwamoto, M. et al. Clin Infect Dis. 2009 ; 48 (4) : 489-92.

23) Wenning, LA. et al. Antimicrob Agents Chemother. 2009 ; 53
(7) = 2852-6.

24) Iwamoto, M. et al. Antimicrob Agents Chemother. 2008 ; 52
(12) : 4338-43.

25) Hanley, WD. et al. Antimicrob Agents Chemother. 2009 ; 53
(7) = 2752-5.

26) tNEFR B ERAE (ONCEMRK) (74> hL 2§£600mg
2018%5H14HA&R. CTD 2.5.4.2, CTD 2.7.6)

24, XEERERUENEGHES
MSD#st & MSDA RS 7 —H#H— ks —
R TRHEXUBIEL-13-12
BERBIGED T+ 7 ) — 41 F)L 0120-024-961

26. BOEIRTTREE
26.1 BHEIRFET

MS D# I+t

RRBTFAHXNEIL1-13-12

7004934005



