7 | LTL Pharma

# % 20254F 5 HUET (45 4 10 BN BE HASBR I 7 5
* 2024»41:‘ 5H EAIET ﬂﬁ%@%ﬂm 876131
N RO . L L o 5
3 I T N N~ N 77 Iv125 7 7 V250
TEXULA
AMRL : 2 4% J :E S/ ) 7 t) [/ ABFE | 22200AMX00974 | 22000AMX01586
~ L ) 125 5 B 43 2011465 197541
~ Jubro
BOIUY) nren = %
HR10% 51250
o)) 250
~ 1 HE
J U J Aol K275 | 22000AMX01585 | 15400EMZ00930
A 19754 1 A 19814F 11
YoV wx10
N
U2 m#10%
ay ®
B2 %250
TEX D) KN RE|
ofJe_® Capsules 125 + 250, Fine Granules 10%,
SGWGCIIIIH Tablets 250
) EE-EESEOMFECLVMEHTLI L
2.BZ (ROBEICEHELEVI L) Wres | AR | w B - hox S - TR jﬁk_ﬂli
2.1 BHF O3 LB BOE O B O » 5 BE (8.2, . " o
9.1.1. 11.1.1-11. 1. 3 0] :
2.2 (R HBIED BE [BEORBBPE L HDLBEN Foyy 34z @ @ 250
W %o] 5250 | R | s SAW
] i Wifk JE % B
3. #ERL - MR #100mm | %47mm | #380mg
3.1 #
WisE 4 RIS A 4. WEER IZHE
B AFT) BT AV (BT UhTRIVID, 72U HTRIV2550, 72
o | R TEES LU AR | A €TF Y TN U > 42250)
195 125mg (Jufiti) (1 7 7 &n ) | Bl B Y 7 &, ARE102 RS ETE)
. w5, HE Y
P P S AACBHROT FOHERE. L yHER. BARE B
S | B TER S kR | A T F L T HERE. HE ABE. 7O79Z - I5EUZ, 127
I A A M o LI HE. AUTNY A— - EOY. HERLFEZ—7
— - CEISEE)
VA K1 N
AR At BRI, RAMERRBRIE, U > /N8 - U/
FII | HE TEF YD) VKA | AN wEL S=) v, S iR, BHREE. SHE - RIERVUCFMAIFDO ZRELR.
ARIL0% | 100mg Ol (1 gt HELy7Ya—L, 7 VB A - BEOZRBE. LRK. BHER. WE - BEL.
AU Y, BEEB5ET VI _ .
T Rk, AMEETR. L. BHTERERTDSRER,
T A n Ay Bbt%. BERR. MIBR (RIE. BME) . MR
YwA, bFRFY IO X (BIEAR). HEBRLE. BE. FEARE. FEMNE
e ‘ji’f;‘f’;ﬁjgﬂ*%"z B, TESHSBA. RER. THE. dERX. hAM
L B P ! ! \ o = Y = — sepEs
58250 | 250mg (i) (1 §eErh) FTU VBT RV YA, ‘. EEAER. WX BN BES T RBRE-

BRIy A W BRL T
FAMY v, WEBS5GT
VI hL—F

3.2 RHOMRK

Lg%d il 17 SV - - R
FII) Y 9993 2sir)
BT | WATRVE | Bt P R Tt
125

3% #1200mg
HFI3 v wwy
BT X | WATRVE | et Fh m pren
250

2% #370mg

Wises A T
HFI)y N T
HIEr10% AL RN AT AT

H73) VIEGSK T N — T DEFRRE T,

BMALTY >/ BE - 455 M m RS> HERHRs - RHEE
IS AAMENEERBICBTBAYaNY 42— - FO
YREZIE, ANUaNYZ— - EOYRBREER

(720 2 H%010%)

(BICERE)

AEICEMOT N IBRERE. L VHRERE. MAXKE. B
HEE. #E. ABE. 059X IS5EUX, 127
WIHHE, AYany4—.-EOY, EErLER—~
(GERSE)

REMBEBPE. FEMBEBERBRPE. VoNE-UIN
iR, BHREE. SHE - ERCFRAIZEO ZRER.
UHA - BEBORESR, LR, BHR. HWEE - RER.
R, BMREZR. WX, BHFERIBRED - REE.
BEbts. BRER. ARk (BME. BWE) . BELG
% (BIEAR). HMEBPE. BE. TEARE. FEFE
B/R, FESHEBR., REX. TNE. hEX. EEME
Bx, mEEAER. A BN §5EE - - T -HEBE%
ICBFBAUIANYy 42— - EOVREEE



5. MBEX (ENRICBIET 2R

(UREE - MEEEZ. Wk, AMREXR. FER)

5.1 [HiEmEEMHOTF &Y 28R L. xS
DOVFEVEZ W L7z BT RAloRG 5@ L s h s
WEIRETAZ L,
NYaANyFZ— - EQUREE. ANJaNy4a—-E0U
BEEER)

5.2 EATHIEMALTY ¥ SEICx§ A~ a2y ¥ — - 0
) BRBERO A DRI L Twe v,

5.3 RS M/IMGR A PESRBER I L Cld, IS K94 5%
ZEIL, AV aNZy— - B0V BREGREIEY) & H W
ENDIEFNC D AR B EAT) T Lo

5.4 FUEHE ISR 2 NS G H DA, ~) an
77— ¥n ) BREEEICE S EEOIENHIC T 5 H
BIPERRES. L T2,

5.5 Ay anyy— - ¥u) EGEERICHCWSERIZIE. AN
aNyy— - ¥ FEETH L E KR ONHSIREIC X
DAY anyy— - ¥n)EEEETHL L EHERT D
&,

6. RIERUVAE

(BUFIH3E)

ANYaANY g2— - EOVRBEEE R BEE)

WA TEFT Y AR E LT, W@ 1 250mg (J)
fli) 21H3~4MFEIHRGT 5,

B, AERE R X D EERIRT 5.
TEXFTYY KNP E LT, #@F 1 H20~40mg
(i) /kg % 3 ~ 4 N3 ERRII% 59 %0
LBy AR, EIRIC X D E TR B A5
L T R90mg (Jifilf) /kgx iz 2 &y

/N
1H&EE

(BTS2 USHTERIG, T2 > HTEIL250, T
1) > §2250)
(ANYanNya—- EQUREEE. AUaNy 42— -EQU
BEER)
CTEFTVY UKW, 75V Aux A4 Ty RO A b
VEVTA ey — oA
EHEL AT EF VY YA E LTI H750mg
i), 799 2u<=A4 ¥ LTI1H200mg (Jifii)
FOTO bRy TL ey —D3FI FEEIC1IH2
W, 7 HERORG3 %,
BB, rIVAavA Y Uid, LEICS L CGEEEE
HIENTED, 7272L, 11400mg (Ffi) 1 H 2
ERET D,
CTEFTVY UKW, 7Y Aux A4 Ty RO A b
VRYTAL S —EHICE AN anNs ¥ — - ¥
) OB HRBEAAEI OB &
EEL AT EF TV YA E LTI H750mg
Oifii)y A br=FV— & LT1E2550mgk 7 k
YRYTA ey —D3FEMEFFICIH2H, 7 HH
OG5,

HT2 U HBE10%)
(BiEE +=fBEEICEIBdANYINIZ— - EOVURE
BAE)
CTEXFTVY VKRR, 75 AL YU RDT VY
77— VO
WL AT EXF T VY YK E LTI 750mg
i), 799V 2u<=A4 ¥ LTI1H200mg (Jifii)
RS v 75— E LT 1 H30mg® 3 #) % FEIC 1
H2m, 7HE&EORST %,
BB, rIyAavA YUk, LEICS L GEEEE
HIENTED, 7272L, 11400mg (Ffi) 1 H 2
ERET D,

8.2 Yav ., TFHT74T7FT—,

CTEXFVIVY VKW, 75 AURA VYRGS
IV =)V M) APEHOYE

WHEL AT EF T V) YR E LT H750mg
(i), 799 2aa~<A4 Y& LTI1E200mg (J1il)
MO TRTF—=)vF v s LT1HI0mgd 3% %
FEC T H 2100, 7 AR&EO%S 5,

B, ) AaTA Y, LEIE U CH R

LI ENTED, 72720, 11400mg (Fifi) 1 H 210
LERET D,

7. AERUAEBICEET 3R

(B T7'IV125, HTHIL250, $2250)
ANYaANYBE— - EQURBSRE, AVIANs 42— OV
BEBR)

Ta LRI ey =g o077 —=nE LTI
[A130mg. *+ X 7F V=& LT1H20mg. 7FX7F V' —
VF P AELTLHIOmE TYRATIV—LE LTI
M20mg XK 2 74 > & LT1H20mgD 3 s 1#
ZERT 5,

8. ERLEANIER

8.1 RHNOMMITH 72> Tl MHER OIS E B <720,
JEHIE U TSR MERR Ly B O iR E B i /N D
W oOFGIE DB L,

T UNVF =B 2
PREIE R, FERNC X D EERE S NS Y IE R O Fs 4 %
MEEICTHTE B H BT WA FRI Y FEFR OB
FIZOWTTHLBZEIT) T L. b, PUAPWHICLS
TUNFEF—RELTHRET LI E, [2.10 9.1.1, 11.1.1-
11.1.3 ]

8.3 MR ERIE A, MR 238 b b 2 L hH 5 DT,
ERITMRAEZAT O 0 IS % T501247) 2 &, [11.1.5
S ]

8.4 WJH, AST. ALTO LAENHSbNE I L0HBHDT,
ERWITMAE AT 6 EBIE L T51247) 2 &, [11.1.6
S ]

8.5 AMEMESDHEELEEENSHLLNLILPDH LD
Ty BRI LZAT) R EBISEL T5IAT) 2 &, [11.1.7
Z ]

LBENEREHIHBEICHT IR

9.1 &HHE - BMEREZEDH 8%

9.1.1 XZV U LRIt T T LRMEME X UBSHE
DEREEDH 2EE (770, FEIC3 UBBIEDELE
BDOH3BEICIIBELAEN L)

(2.1, 8.2, 11.1.1-11. 1. 3 ]

9.1.2 KAXRIEHEH. RRICREZWR. K5, ERSSE
DFULILX—ERERBILPTVHEEEET2EE
9.1.3 BROMBOAREBERIHFBORBOEE. 25

REOBVEE
BE2 5079 2k, € I VKRZIERDS D bbh
LT EWNH D,

9.2 BREeEEEE

9.2.1 SENERENH HEE
BEORIZIN U TGz L. #50MEE &
JTREAS A 2 o MHRIEA RS B0 [16.6.1 2]

9.5 1T1@
TR AR LT BT EEE D & 5 etk icid, R LA
P fEbEE L2 LHB S HEICoREETH L,
BB, R (v b)) 1ZBWT TEFT V) VKW
(500mg/kg/H). 7o) Aaa<4 > (160mg/kg/H) K*
V75V =) 50mg/kg/H) %PEHTGT 5L, BE
TOREOR & L BIIEIROFEE I ORMERARD H T
Wb, T2 Ty MITEF TV YAAY (400mg/kg/H



PYb), 79y 2u~<4 v (50mg/kg/HUE) KOTIAX
TS5 —F MY s (25mg/kg/H) % 4 B OG-

L7238 C, M CREIREDOEALZED LTV 2D,

9.6 ®ILIF

W E QAR R B REO AR Z ZRE L, IOk
FEIHIEZ A 56 2 Lo REELIABATT 5 2 & AiE

ENTWw5, [16.3.1 ZH]

9.7 MR

ANy a— - EOQUBEE. AUINY42—-E0OV

BREB Rz BRIE)

MRHARE I, B e R L LA OV 4t & 4

FRE U7 BRRFRBIE FEN G L TV,

9.8 S

KOFATER L, HEECICRGHBICREST 5% 88%

DOREBEBEL 203 s, HEICKTTLI L,

CAEBBRESMLT LT A 2 EAE K, RIEHAREIL R

Tlf\o
- B I VKRZIZE DHIMEDSH S5bh b T Ehd b,
10. B E1ER
10.2 BFRER (BERICEERT B L)
E S PA FRRREIR - H5 1 71 B - bk
TVTTIANVIA | TIVT 7Yy AY T A | ERMEICESE S 3
OIYERD RS N B B | YKo pEd: %25 %
ENDDH 5o CENDH DL,
FRIMEIT SR FETMEIESE DR R AT | BaNM 2 2 b S
BT ABENNDH L. | KRIEELLSE O B BTG B
12 & B PRI A P4
HLEZBNTWA,
PAESAE A AT O ML E A BN | A1) O JRANGE 5304 % KL
K5, L. R HEE 2T
SHHLEZ LN TV,
*®%| A MMLFH—T AMMLFH—boR | AN FLFH— DR
TEM A RSS2 B2 | MEFWBEREL, K
s s, FHPEIE RTS8 5 &
ZZbNTWh,

1. BI{EA

ROBIWEHD® HbND Z EHNH LD T, Bz 51TV,

SR AR 5N

192 &,

1.1 EXGEMER

1.1 2avy,. PF747%7— (£01%K00)
IPWCPR B, 4 B lal, AP, FEMRES a3 IE
MDD T, AP DTN E K WG, K, 3,
HiBg, S50 5 b e ik b e ik L. #Y)
RILEZITH) T &, [2.1. 8.2, 9.1.1 ]

1.1.2 PLILX —RUSICHE D SMTERE (HEEAY])
[2.1. 8.2, 9.1.1 =]

*11.1.3 BRI LY BRINIBBRERE (HEAY)
255 6 BRI DA o BOEVER I 2 FEIR & L, T,
WENR. A . AR R, PR ERBOINAE 2R .
EERAFEEE BRI L7 VL F o 8%k
(Drug-induced enterocolitis syndrome) 2@ b5 2
EWHbH, FINRTHESN TS, [2.1, 8.2, 9.1.1
2]

11.1. 4 hEHFREIRFERBAFAE (Toxic Epidermal Necrolysis :
TEN) . BEHIERGEREE (Stevens-JohnsonfEfREE) (4%
0.1%A0) . STATH. SMARMRESHRAEE. LRIE
(FIBMERER) (W3 HEEAH)

SEE VHTE. BOEE. RE R RBLOALEE - K. IRE.
BEIE D BEIRIE - SRR - I E O RE DR S G
WIS 2 dak Ly s R 2479 2 &

11.1.5 FERIERIR D (0.1%Ai) . MU/ MRIRD (BEAH])

[8.3 K]

AW Z kY B 7 Sl ) 7 ALE %

11.1.6 FFEE (HEEAH)

W (0.1%A ). AST. ALTO E5 (%0.1%Ki0) %
BHOEbNLEIENH b, [8.4 B]
11.1.7 BEE (0.1%KH)
AUERESOEELERENHLDNL I LD 5,
(8.5 BH]
11.1.8 KEBX (0.1%Ai)

TBIEVER G 22, NI PE K 95 55 oo i % 1 5 BE A 7 K
RBHOLONDLIEDNH D, B, HOTFTH» DD
NI B IS 2R L @Y 2 0E 2179 2 &,
11.1.9 BEMMRE. IFEERMEL (W3 HEAD)
RNk, R, SEEGEASERD SN2 EAITIE, HRe
WHERXH, MECTSoMAEX FEiid 5 2 & ME MM
P&, WFRERMENG S s b N 22 a3k S 2k L, E
BRIV E LA OG0B LE T T L,
11.1.10 |MEMBEER (HEA)

TERAE N, FEEL. B, O - D 2 W IX AR S
AL MR R RS D 5 bbb T LD D,

1.2 ZOfDEER
(NN a— - EOVBERE R REE)

0.1~ 5 %A 0.1%A1iii BHIEEA ]
W E | 3% fo ZIHE
il W | PRk S
WAL gL EL, R BEE
TR 7 RN
JiE
* x| 7 8 MURTg AR i
W AR ON%, Ay vy
i
vy ¥ ¥ 3 VKR ZHE
xR Z E FINIC: =l =
S 16 e 2 11K
f%), ¥¥ I VB
TR ZHEIR (GG 2.
N 2%, FAANIR
e e 55)
z o b MR EICB VT,
Y—Uvra -~
W7 ANA < — L
G ok
BI&, JRS 0%
H IR OWIE)
A B EDD
%o

(ANJanya— - EQUBRE. AJaNy4—-EOU
BB )

5 %Lk 1~ 5 %A 1 %A | BEAW]
oAb | FI(15.5%) . BEdE. BRI | e, B, | BB
WAE (135%) | & IN%E, | Tk, Bl
TR S H B, R W, e,
REtis N
Wi, A%
FAR
JiF T AST EH.ALT | AP LR, ¥
b5 LDH EA UV vE ¥ k5
y-GTP L4
il i3 B BRI, W | AL, iR
[ E W%
W E 395 ZIH
i EUEESEN UEHFE. Lo
& O F v,
IRA AR,
3 D IRAE
Z O i IREEBETE. b | RAERTE, TR
VYY) FE|EEES BR
R, war x|k il
a—Vo ks |, QT
KT R, HrY
FE. T,
ME F5. %
i)




12. ERBRERRICRIFTHE

ANYANyA— - EQVBLEIE. AVIaNYy4— -0V
BELFR)
SUIVDTIIT—NVEOTO N VR TL I E Y —R T E
FIVY UKW, 7o) Aux A Y U EOHEWE RO
A LT ZF Y= VORI R G TS T PCIR KT
SR D H ERE R DBV 2 BB H B 728D, BCIR
FIPEABRC X BBRNHE A 1T WA ITIE, T 03EH
DGHET 1 A AU FEORE T CTEMT 2 Z EHLE L,

14. BALDFE
141 ERIZSEOER

(BT +HIL)

14.1.1 PTPEEDHFNIPTPY — b2 50 L TRAS
X588 THZ L, PTPY— FOMKIZL Y, FWE
FERASE R AT A Uy B2 13289l % B 2 L CHERE
REOEELEMEEZHRET L2 LD 5,

€7

14.1.2 Wtk o7z, RAERCEEHR 2000 M3 X 95
DL, [20.2 ]

15. ZDMDEFE
15.2 FERRPREAER (CH D  153R
Ty MITEFT V) VAR (2000mg/kg/H). TV
75— (15mg/kg/HU L) % 4 BBPHROHRSE L

7oEBR, RO T EF VY KA (500mg/kg/H) .

v 75V — ) (100mg/kg/H). 75V Aa~x( >
(25mg/kg/H) % 4 HEPEHEIERS L2 BT, 7EF
T VR D B BRI S- L 22BR
RO LNTWBEY, 7 EF T T VRN DHER
BIHIMLZ2bOTHD, ANTHINLZZ D TIELZWS
EPHER I N TV 5,

16. EYEIRE
16. 1 MeFEE
16. 1.1 Z7EFX > 2V DK BEIBIEDIHFE
H 7 250mg (JiAii) 2 fe R R N~ 22 B IE 3 ] P 555
& 3.68ug/mLoOD iR ML i A S 7z
250mg (i) MRS 3% G- M iR (R A)

(pg/mL)*
U
$
)
i
B
T T T T 1
05 1 2 4 6 (h)
0 IR 304 | LI | 2 ReR | 4 R | 6 KR
M e E (ug/mL) | 106 | 344 | 368 | 123 | 032
05 1 B 46 56 56 54 54

16.1.2 ZEX UK. 750207314 > RUS
PITSI—IVHADEE
TR 6 BIC T EF 22 VM E LT 1 H1000mg
i)™, 759 2u<4 ¥ & LT1H400mg (Jil)
BT v 75— & LT1H30mgd 3 # % K2R
M5 L7z &, 7EF T2 VKM OEYBEFY
KT A—=% (AT) I TFTEDEBY) TH 5D,
SHHMED T E %2 30 VAR OSEWBYREEI /ST A — 5

Tmax (hr) | Cmax (ug/mL) | t,, (hr) | AUC (ug-hr/mL)
167052 10.05+1.62 1.0+0.2 29.04+7.15
Mean=S.D.

LB, 3HIBEHEEO 3 #1454 o IR R G o
MR BE &R IF Bk DHERE 2776

F 7o HEEER A 7B 3HI & RO = TR H 2
7 HE SRR S Lz b &, SEWEhaE I A biIZiE0
S5NTWVR W,
16.1.3 ZEX UK. 250 Z20%1 2 2 RUA
A TSIV —IEHERDEBE

TR ANICTEF T2 YR E LT11750mg ()
fi), 7o) 2~ A4 & LTI1M400mg (i) KO°
F AT TV =)k LT 1M20mgd 3#Z R 1 H 2 1
7 HB GRS Lz 6, w5 %07 E XV ¥
Y VKHI DM NS X —=FIETRDOEBY TH S,
3HBEHIED T EF 2 ) YK OFEYEREFH N T X — 5

Tmax (hr) | Cmax (ug/mL) | t,,, (hr) |AUCy-.. (ug-hr/mL)
42+1.1 56878+1.7574 |1.15+0.14% |  27.069+10.002%
n=11 (¥ :n=3) Mean=S.D.

16.1.4 ZEX> DU K. 77V RATA I RUT
NT SV —=IvF MU LGRADES

EFRERANICT XY ) YRR E LC1RE750mg ()
i)y, 759 2a~4 3> & LTI E400mg (Jufii) ¥
SRTFGV—=F MY sk LT E20mg™ »3F %
FIEFIC 1 H 2180 7 HRIRERIHE S L2 ga, wikixs
BOTEXFT VY VAR OMATEIE S A —FI13TFH
DEBYTH 5D,

7270, HEHEIAAROE 7 AL A1 EERO%E
5 (#aT) & L7 Gri2mE).

SHIBEHRED 7 €% 3 2 ) ¥ RH OEWBIEF/ST 2 — 5

Tmax (hr) | Cmax (ug/mL) | t,, (hr) |AUCy-;, (ug-hr/mL)
1.63+0.37 9.86+2.79 1.09+0.19* 25.82+541%
n=19 (¥ : n=16) Mean=S.D.
16.3 2%

16.3. 1 ELit#81T
IR 6 BT EF T 2 A E LT500me (FIf) ™
HLRE LT 5 0 3Lt R A7 3 5.5 2 ~ 6 RE B C
trace~0.6ug/mLTH 7", [9.6 BH]

16. 4 X3
& b O ORI HRE A E % B B o 727

16.5 et
77 N250mg (Jfifi) . 500mg (Jfili) ™ #8135 K 0 JR.
PRI 2 EN527%, 462% Tdh - 727, F72. —ibid
AR CHEIE S A, i R e & IR R A [ R L
L7z 3 BTN i EE D peak (3 L3 HH i BE\Z FEXCHE S

PCE o727,

16.6 HENEREZHI2EE
16.6. 1 BipEEESRE

AFN250mg (JIili) % Z2REREH PG L7z & & DR

PRI B BB E R (260) ©35ug/mLIcx L.

BARERE (56)) TIE77ug/mLE %), Fmilizzns

NOITHER, 1260 TH - 72" [9.2.1 BM]

FD [N anNyy—-¥al) RERE, NIy y—-
Yoy g R 12BWTiX, 7EF YV VKM
WL L CoRBMEILEHE 1 M750mg (J1fli) T
bo Fizoo [N any y— o) Bk ki K
YSE ] I2BWTIE, TEF YY) YKmELTD
AR 1 W250mg (Jiffi) TH 5.
[ANVanzy—-va)E4El ITBWTid, 7
NRTFG—=F )7 e LTCORBHEIZER 1
[H10mgTd %o

1£2)



17. BRPRRHR

17.1 BHMERVORLMICET 555
ANJany g— - E0UEEE R ERE)
17.1. 1 ENERRHER

1,33561 0 — MR AER (7 7 )v, kD) IS8T 5 ik
BERIROEBY) TH L, T2,

3o L H MG

B2 BT b A OF AR HhTw by,

B A

A

e .Ef-'.‘

i FRBLLE (%) |24 (%)
CERE%. i) 23/35 (65.7) | 34/35 (97.1)
VRAEVE Nz 1S 1k i
(2. 0k H¥H.| 52/68 (765)| 59/68 (86.8)
Wk )

DIVPAL SR EVPAY

i g%

8/9 (839)

8/9 (889)

BPERR e (e
B, Weds. BREZ
HE EHE)

19/29 (655)

25/29 (86.2)

MG - B R OF
MBI D ke

11/20 (55.0)

15/20 (75.0)

“;tﬁg%? %%Q"E%@* 3/7 (429)| 5/7 (714)
FLR 2 7/10 (700) | 8/10 (80.0)
(i3 P 6/9 (667)| 6/9 (66.7)
A % 9/10 (90.0) | 9/10 (90.0)
— i B 4% ' 80/95 (84.2) | 82/95 (86.3)
RAELR 34/44 (773) | 38/44 (864)
Jiti %% 58/68 (85.3) | 61/68 (89.7)
B3I 5% 215/270 (79.6) |217/270 (80.4)
iﬁgjﬁmgﬁﬁ% 41/63 (65.1) | 43/63 (68.3)
[IADS 16/19 (84.2) | 16/19 (84.2)
ﬁi)mkk W0 0 2/2 ()
R R 59/68 (86.8) | 59/68 (86.8)
TE PIREG 27/35 (77.1) | 27/35 (77.1)
It NBHEE | TR s 31/38 (816) | 32/38 (84.2)
EREE S ey TS 2/4 (-) 2/4 (-)
) AR 2/4 (-) 4/4 ()
PR FHiE 20/32 (625) | 26/32 (81.3)
TR [ % 44/54 (815) | 45/54 (833)

PR} L1PES R

BRI (A
Hoe, EAREES)

11/14 (786)

11/14 (786)

BRI P gE (R

9/14 (64.3)

12/14 (85.7)

BEIREYAE | PSR
FHAE (FHAT R PR 2%
S 12/18 (66.7) | 16/18 (889)
PRAT 24 42/43 (97.7) | 43/43 (100)

ANYanya— - 0l BRE)

17.1.2 EREEREER (FEXD UK. 75U 20O

RAD ROV T T —IVHARE

ANYTNT H — -

Yoy Btk o B s E - iy
DOEHENRE LBROBERSE (T2 VK
., 799204 RT Y ITII—LD 3K

HEE) ICBUZRE I TROLBY Th 2.
HIEARE N OHIRZ ITE O R TS B

HEBICB 0 B ERE= (7 HRRE3%S)

KA D 1 PSR 5% NGES
TEFXT IR 750mg (Jiii) 875%
r59ATYA Yy 200mg () 2 A/ H (84 /;%,;;u)
5075 —=)V 30mg
TEXT IR 750mg (Jiili) 80.2%
r5)ATYA VY 400mg (FI) 2 [H/H 3 /'93%“)
75 —)V 30mg

PRI HISIEARNT QR 2 R & L7
TEARRAEB S B A RREER (7 HFEELIB)

FIEA D 1 %55 EpacA ks EEES
TEF IR 750mg  (Jifili) 91.1%
259Aa%4 > 200mg (1) 2 /H & /'90;;”)
V75 —)V 30mg
TEF ) KAY 750mg (Il 337%
59204 400mg (F71if) 2nl/H (82,/981)

FI7 57— 30mg

WIS IEAR AT RER 2 R R & L7z

Hifh PR M A il 0 S A2 B & & T R U, 43081 21741

(50.5%) ZRED BTz FEEIEM . BE6] (13.7%) .

THI38HI (88%) T -7z0

B, KEROEETTbhzAY)anNs y— - ¥oy

B+ TR BB 510§ 2 BRI DB 125 v

TH. FBREOBRWEIRD LN TS,

Hifh PR M A il D S A2 B & & Lo R U, 54861 17941

(32.7%) WCREHHNT WD,

1) FEH oG, ST TEROLBYTHY,
ENORGERE - HmE b,
KE:7EFT Y YAMPE LTI H1,000mg

Hfi), 7959 Aa~<4 e LTl

500mg (Jifili) KOF5 >V 75—k LT

11H30mg® 3% % 1 H 28, 10H ¥ X114
H R 5

CTEFR T VY VKA L LT IH1,000mg

). 7959 A2a~<4 e LTl

250mg (Jiflf) RS v 75— nE LT

11H30mg?» 34 % 1 H 2, 7 HH&OH#
1=

17.1.3 EBREERRR (7EX> U KfM. 77920

YA ROF X TZ I —IVEERE)
AN ANy y— - ¥n ) Etko g L IR
OBFEEWNG L LI-ENOBRRBEICB 2 BREEIET
EOEBYTH 5,

HiES - T IRBESIC B 2 RRE (7 BREOES)

B
A | IR | P -
&% ekl kel Wi | W g
iy
TEFTIYKMY
750mg (Jififi)

0 ) 9% | 818% | 788%
77V Ra AT d0me| 2E/H 4y ee) | (45/55) | (89/113)
(1)

FATF =)V 20mg
() MK

R AR A o B 5 8 % & &Rl E R &, 113610 the7Hl

(59.3%) ZFB BTz, EREIEMIL, THi2460 (21.2%)

WHAE216] (186%) T -7

BB WIS B VT, BT OERE o+ iR iEg

BE EEN O EEERE 2R L L2REBR 128w T

b, AREOBREHEIEON TV,

¥2) #HAOWRGE, I TROLBY THY,
ENOKEMDE - Hm e B b,

TEFTYY UAKRMWE LT1MELO00mg (S,
ryo9yz2ax4 e LT1RE500mg () Kot
FRAXATI = LTCT1RE20mg» 37/ % 1 H 2 E,

7 1 G-



17.1. 4 BABRKRER (7EX> UK. 77020
YA ROTINTZI—=IvF b)) LGRS

AN any g — - v o B O+ IR
DERBERNGL L2EHNORBERREBICB ) 2 REERIET

KDOEBYTH D,
Wik - T TEBESICB T 2 EREE (7 HREREDRS)
B
HHAN O 1 g | B | s .
ERisy g i
e
TEFIIYUARMY
750mg  (JJAih)
ZFVATRA ¥ 200mg om/n | 8T7% 83.3% 85.7%
(i) (57/65) | (45/54) | (102/119)
SRT G —VF A
10mg
TEFVVYLKMY
750mg  (JJfili)
sFNABRALY 400mg| o on | 897% 87.8% 89.0%
(i) (61/68) | (36/41) | (97/109)
SRF5—F N4
10mg

() Mm%
R R O BH B % & G Rl &, 25260 Fhosf
(37.7%) @B LNz ERFEIEHIL. TH4260 (16.7%).
RAE265] (10.3%) Th o720
LB, IO IANY) anxs vy — o) o E -
+ IR S T A R O BRI 1I2B VT,
FFEEORREEIE LN TV S,
H3) KA OFG =, HGHEIEFRROLBYTHY,
ENOKEME - HE e R b,
TEFY V) VAN E LTI MIL00mg (Jii).
ryI9)2ax4 e LT E500mg (Jifli) &
FNRTFYV—VF YT aE LTI H20mgD 37
Z1H2ME, 70RO

18. FERhEIE
18. 1 1R
M oML DG Z ET 5,

18.2 ME{EA

18.2.1 7 N ERHIE. L vV ERWIE. Mi%ski. BEkwE
F0r 7 AEEE, LUK, KBE, 7a77 X - 3
SEY AR, A4 Y7V UFEED T S AR Lt
WERZ RS EMERERENTH Y. BREEHIET
YY) v EEEWYT? (invitro) o

18.2.2 ANUONY Z— - EOVICKHT B1ER
(1) REWZPEIEH 2R3 (in vitro) o
Q2 7EXFVVYUARAME S 2T AL Y EDOH
BT P I, HFESOIAMIER 35880 &,
WITNORKIZBWTORPUEHIZRD S Tniawn

(in vitro) o

18.3 ANUaANY Z— - EOVRBEIE, AUINY4—-ED0
UBEBRICHTHITEXI DU K, 750207
1RO TAON R TA o EESZ—D I EIEE
18.3.1 7EF V) VAKAMIR V7 ) 2Auaxf L

2T vV 7=V EDBHICE Y., ROKGHOHM
s EAPBDOND (T M),

18.3.2 Yu b v R T4 v ¥ —Dih 5 FE W
FEMIZE ) HApHZ ER S22 12K, TEF VY
VYRR S Aa<A Y OREIEESE T S
LEZLND,

19. FRIERMCEE T BIB{EERFR
—REETI : 7EF T V) VKA (Amoxicillin Hydrate)
1t % £ : (2S5R6R)-6-[ (2R)-2-Amino-2- (4-hydroxyphenyl)
acetylamino]-3,3-dimethyl-7-oxo-4-thia-1-azabicyclo
[3.2.0]heptane-2-carboxylic acid trihydrate

4 F R CHEN;0,S - 3H,0

4 F £ :41945

i3 W 7EF T VKM~ 1 GO
IR EDOM R TH D KXIEA Y —)ViC
T2, T 7 —)b (95) IR THIFIC
W,

EFEE=R

o HcoH

/
HN H o N CHs
y
N CHs -+ 3H.0
IS
H H
HO ©

i = 195C  (4#)
& 5 : AMPC

20. RV EDEE
(B HE)
20.1 R EMIITHRATHI L,
€]
20.2 iRtk D -0 EED T FHAET S 2 Lo IEERS
T THBRZAL R A BN S, [14.1.2 BR]

22. ‘a3
(BT > HhTRIVI25)
1004 7+ v [104 7N (PTP) x10]
(BT YU > HTEIL250)
1004 7+ v [104 7N (PTP) x10]
500% 7 [10% 71 (PTP) x50]
BT S HEE10%)
100g [, #2i#ly b ¥ x v 7]
(73U > $8250)
1008¢ [10%E (SP) x10]

23. FEXHK
1) J52 A= 55 68 28 Al ) A A S e A PO W 8 1 A o
Fi51& [R-07700]
MR R T 21N H AL E BB AR E T VR T T A
Amoxycillin, 1973 [SAW-05134]
DA Ml H AL AL AR 19735 21 (8) 1 1752-
1758 [SAW-00180]
) FHWER AL 0 HARCZ R MRS 19735 21 (8) & 1780-
1786 [SAW-00184]
S)FNITRHME Al 0 H AL LA AHEEE 19735 21 (8) © 1399-
1408 [SAW-00115]
6) IR Al © H AL LA AHERE 19735 21 (8) @ 1624-
1628 [SAW-00161]
DR B Ml HARL R MRS 1978 0 26 (3) @ 311-
316 [SAW-00744]
8) H AL FR I MRS 1973 0 21 (8) & WLMCHERT
9) =AM AE Ml HAMLAHRIE A AMERE 1973 5 21 (8) ¢ 1355-
1358 [SAW-00113]
10)/NEFHEE Al © H AL LA M 1973 121 (8) ¢ 1359-
1368 [SAW-00133]
11) HRIE = At 0 H A LSRR 1973 1 21 (8) ¢ 1375
1382 [SAW-00135]
12) I E= Al 0 H AR L= # kS 2 HERE 1989 0 37 (S2) ¢
9799 [SAW-02506]



24. XEREEKERUBEWEDHESL
LTL7 7 =< A& a—-vtr s —
T160-0023 HEASHEIXPEHTE 6 T H10% 1 5
7 =% 4% 0120-303-711

26. BEERTTREF
26.1 BHEIRSS

LTL 7= ka4t
RREF EXEHECTE 10515

SWX1104





