7 | LTL Pharma

*20224F11 R (58 2 W)
20214F11 HEZsT (55 1 W)

iy

BMEE - TR - B B4R,

p- 3

S PRAF

Mk - 2 4F

BERNZ2 U CREA
DA BERR®
AARFH

TEXIU ATV
YU 571125
YUY 571250

B2V wxi10%
Y2250

TEXT D KN RE
ofJe_® Capsules 125 + 250, Fine Granules 10%,

Sawacill

) R -EMSEOMTEICLVEHTLZ L

2. M=

= FASICN

(ROBEIZIBELEWIE)
2.1 BHF O3 LB BOE O B O » 5 BE (8.2,

9.1.1, 11. 1.1, 11.1.2 =H&]
2.2 (Y HBIEDBE [(REORBEELZBOLBTN
5]
3. HERR - MR
3.1 HRk
Wisess VR % Il
e AFTY VMY AY Y
TS R TR Y S KA | A €T F Y, TN
195 125mg (JIii) (1 4 7 ki) | BifEF ~ ) 7 A, #8102
. w55, Hil g
N AFTY VYT AT
:;éﬁ HIR 7EXS YU VAR |4, €5F 2, 5900
950 250mg (Jufili) (1 4 7k | HEERF b Y 7 A, #1102
. w55, Hl s
7TV R AT
05mg, “EEEET ~
! kL
FI | R 7EXY LY 2k fo@gcgfLF;b
HH10% | 100mg (i) (1 grh) vz i
a—=, FF AN U,
BW5ET LIy AL —
e
FBE, AN Aa—ZH )
YwA, eFuFy 7o
Ertira—2, v
FIY | R 7EFY VY VARB |V Y F Yo Ak, X
52250 250mg (i) (1 §eH) FTYV YR TR T A,

WHEAKT AW, &L 7
FZA MYV, 55T
VIZy AL —F

3.2 WA OHERK

Witk | AV o SV - BH IR
73y 990y 2517)
BT X | WATRVA | Bt A P e
125

3% #200mg
SN CRED)
NI | WATEVA | W Ei P e
250

2% #370mg
izt HI @
VAN . N N
HIK10% Al FFVENENE

A

Y VIEGSKZ WV — T DEFRREGEE T T o

in Tablets 250

H A HE 74 ity 0 H T
876131
7 TEN125 5 7 V250
KBER | 22200AMX00974 | 22000AMX01586
S 20114 5 1 19754 1 JJ
HR10% 42250
KZES | 22000AMX01585 | 15400EMZ00930
A B 19754 1 H 1981411 H
U e , . ]
Wsess | e ] I - K& S - B S
# 5 W
TN | e | STV @ = | 20
52250 NN SAW
IE 5= e
#10.0mm | $4.7mm | #380mg

4. RHEER ZTNR

(BT USHTEIV2, TS > H TR0, T
1) > §8250)

(EISERE)
AEBEMOT NYRER. Lo YRERE. BRARE. B
HEE. #E. KBE. 707 9X - ISEUZX, 127
WICHE. AYany4g— .0y, s hLRx—<
(GEISTE)

REMRERBLE. REMEBRBEE. VoNE-UIN
g, BHIREE. M8 - BRIBROFMEIEFED ZRBESE.
VS A - EBEOZRBESR, HRE. BEKX. WEE - RER.
kK. AMKREXR. MR, BHFRERE O RBELE,
BEER. BEBX. SRR (SME. BM4E) . BELKE
% (BIZAR). HEABEE. B85, FERARE. FEMNE
BR. TEESHEABR. RERX. ZNE. dEX. HEHE
R, mTEERX. R BIH. §FE- - +-EHE%-
BMALTY > /\HE - 455 MM/ MRS HERNR - REHEE
X 2AMBRIBERBICBTBAUINY 42— - EO
YREEIE, NUINTE— - EOVBEER

(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. MEER IR ICEET BXE
(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

(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,

/N

1H®EE

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 RADMAICH 72> Tid, TR ORBE %P <o,
R U T2 R L. PR O EE LB R/NRO
WHokgicr sk,

T UNVF =B 2
PERAERRE O FEE IS T T E 2 30d v Ahs, i
WCUFHRGLOMAELE ICOWT o aMZ2IT) &, &
BPAEWHIC L2 7 LV F -GS THRT 5 2 Lo [2.1,
9.1.1. 11.1.1, 11.1.2 R&]

8.3 MR EKIHA. M/ HH b b 2 L23H 5 DT,
EMICRAEEIT) 7 EBE 2 T ) 2 k. [11.1.4
2]

8.4 #yE, AST. ALTO LHSEDRHSbNL I LHH LD T,
EWIICRAEEIT) 2 EBE 2+ Ty 2 L. [11.1.5
2]

8.5 AMEMESORELBEHMENDLLNLIZENDHLD
T B 21T 7 EBSE T T 2. [11.1.6
2]

LBENEREHIIBEICHT IR

9.1 &HHE - BMEREZEDH 8%

9.1.1 XZV U LRIt T T LRMEME X UBSHE
DEREEDH 2EE (770, FEIC3 UBBIEDELE
BDOH3BEICIIBELAEVN L)

(2.1, 8.2, 11.1.1, 11.1.2 &MH&]

9.1.2 KAXRIIHEH. RRICREXZWR. K5, ERSSE
DFULILX—ERERBILPTVHEEEET2EE
9.1.3 BROMBOAREBERIHFBORBOEE. 25

REOBVEE
B2 079 2k, ¥ I VKRZIERD D bbh
LT EWNH D,

9.2 BREeEEEE

9.2.1 SENERENH HEE
BEEORIZIN U TGz L. #50MEE &
JTREAS A 2 &0 MHRIEA RS 5o [16.6.1 2]

9.5 1T1@
TR AR LT BT EEE D & 5 etk icid, R LA
P fEbEE L2 L HBF S EEICoREETH L,
BB, R (59 b)) IZBWT TEFT V) VKW
(500mg/kg/H). 7o) Aaa<4 > (160mg/kg/H) K*
vV 75V =) 50mg/kg/H) %PEHTGT 2L, B
TOREOR & & B IR OFEHH OMIRA D 54T
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-
L7z BT, METHRBIREOEALAED SN TV,

9.6 ®Ilw
W E QAR R B REO AR Z ZRE L, IOk
FEIHIEZ A 56 2 Lo REELIABATT 5 2 & AiE
ST, [16.3.1 2]

9.7 /MR

ANy B— - EOQUBEIE. AUanNy4—-E0Y
BEE R 5B BBYE)
R AEARE, SrAEREZ TR E LA ROREEE TR
L U7 BB IZ R L Ty,

9.8 mlnE
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)
S 44 %5 7 STRINGETCWAREN B - fabrn T
TINVT7IYA)TL | TN T 7Y h) T A [ BNMEICESE S 3
OVERDBREN LB | VKO FEA 2 ¥l $ 5
ENDDH 5o e b,
FEBEATSE FRIREATSE O R AR | W 9 Ml 147 38 % 284k &
2B ENNDH L. | BIEEEO B
BRI X 5 PRI 2 $
#HyzsLErohTw
%o
PARRAE AN ARAN O AL IE & BN | A 0 BRI 55 % B
¥ 5, EL, RPPEIZ T
SELHEEZEZLNTWY
%o
1. BIfEA

ROBWEH D ® HbND T EHHBHDT, BlEZ T3V,

B DD b NP3 2 ks A 7 Sl e ALE 2

1oz &,

1.1 EXLEIER
M1 2avy, 7F7147%2— (K01%K)
WP R, 45 iiae, A IRAE, SRS SE R L
BHDHOT, APE. CINRWR, WG, R, f#E,
HuG, FHERD S b3S 2dik L., @)
BAEEITH) 2k, [2.1. 8.2, 9.1.1 &#]

*11.1.2 PULIX—RISICHED SURERE GEEARH)
(2.1, 8.2, 9.1.1 ]

11.1. 3 hEHEMREIESEBMFAE (Toxic Epidermal Necrolysis :
TEN) . REHFEBRIEREE (Stevens-JohnsonfEf&EE) (%
0.1%A0) . STATH. SMARMRESHIRAE. LEE
FIRHEREE L) (~Fhb HER)

FEE. UENE. BAMNE. BERE R OKIEE - K. BRI,
BERE D BRIRRK - WEK - KRS OB AR b s
WiEsh-2dk L, @2 0E 2179 2 &,

1.1, 4 FERIERR A (0.1%A0) . M MRiES (HEAD)
[8.3 &)

11.1.5 FFEE (HERH)

W (01%Ki). AST. ALT® L5 (%01%Ki) 4
BHLbNLIENDHbH. [8.4 BIK]

11.1.6 BEE (0.1%Kim)
AMBEESORBELETRENDODLNL I LD L,
[8.5 &)

11.1.7 KEBR (0.1%AK)

TBIEVER NG 22, NI PE K 955 oo il % 1 5 BEEE 7 K
RBDHOLONDLZEDNH D, B, O TFTH» DD
NGB IS 2R L @Y 2 0@ 2179 2 &,
11.1.8 EIEMMR. IFEEERMERA (V3 h b HIEEARH)
RNk, FEIE R, SEEGEASERD SN ZSAITIE, HRe
WA, MCTSOMAEX Eiid 5 2 & MEMEM
96, BFERERVEMG 28 5B b N WA Id G 2l Ly
TR ANE ARG EOEY BB EITH L
11.1.9 EEMREIER OHEAH)

TR, FE2A. BUW. Bl - kD 5 Id AR S
AL MR R RS H 5 bN b T LD D,

11.2 ZOOEIER
NNy g— . €0l Bg%E g BLE)

0.1~ 5 %Al 0.1%A ik SR
B E | S5 b 8

i | IF R Rk %

oA & L T, R BT
L N
e

N, A v o
JiE

Y% I VKRZIE
® (7 a bar
YU E, I
M%), ¥% I VB
TER ZHEIR G %8,
N %, BRAR,

B2

S
M
B \

z o i M BBV T,
Y—)vra -~
W7 ANA T —
S GEE s
Bk BURSEO%R
Bl A DO REE)
D END
%o

(ANJanya— - EOQYBRE. AUanNs4—-EOU
RILE )

5 %L1 1 ~ 5 %A 19%Adm | BUEAD]
ML & | TH(155%) | U, B | . CEL, | BEW
HRAE (135%) . & IAZE, | H¢, Hid
BRE T H b, fUii g W MR

Rt
MR-, P,
EAAR
J Jik AST L5, ALT | AP LR, ¥
L& LDHES| Vv ¥ kA
y-GTP L5
ik it UFpERIRA, OF | Fai, H sk
ek % W%
R EUES TS . LU0
D F W,
5 AR
9 OIRIE
Zz o b REABE, N | R, IR

V7)) FE|EBER, BR
S BIV AT | K UK, B)

u—vo kR - [RGB QT

fiKF e, >y
FHE, 1R,
M E5 %
H

12. BRBRERRICRIETRE
(AN E— - EOUBRE. AUINTE—-EAOY
BEBR)
TYVTTI-ANEOTU L YK T VS —RT
¥ VKA, 2 T)ATTA Y L EOHEN TR O
A P u=F =V ORAT R TEE TR PCIREN



SRR B B A BIAYE NS 72 2 T EMEA 2 5 7200, PCIR
AR & B REWEZ 1T A1, SR b O%Al
DRGHET B 4 MUROW A TERT 5 2 L 42 E Lu,

14. BHEDEE
14.1 FEHIZFEFOER

(Bh7&I)

14.1.1 PTPEEOIEANIPTPY — b2 50 L TRAS
HENIRETHI L, PTPY — FOEKIZE D, BV
FRA BRI A A L, 12132l B 2 LR
REOBEERGIHEEZ IR TS 2D 5,

(&)

14.1.2 WiRtko -0, RTE
DT L, [20.2 K]

15. ZDMDEE
15.2 FEERAREAER (ICHE D 153k
Iy MITEFT T VKW (2000mg/kg/H). T ¥
75— (15mg/kg/HU L) % 4BEBPEHZERSG L

WEERI AT 9 & O R

TR, ROA XZTEF TV YR (500meg/kg/H) .

577V =V (100mg/kg/H). 7 51)Aua~<A
(25mg/kg/H) % 4 MBI BEHMZEOERS L2 BT, 7EF
YU VAR B B D B I BE RS L B RS SR
WRDHLNTVBAS, FElE7EF T ) YARMWA il#ﬁ{
B L2b0THD, ANTHI Lz DO TEARNE
EDHEREINT W5,

16. ¥ EE
16.1 MAFEE
16.1.1 Z7EX I 2 U DKM BEMIZS DHE
717 N250mg (JIfili) % MR Bl A~ ZE IR L el 5
% & 368ug/mLO IR P A 57",
250mg (JJfifi) HEBIREC$ G- R DM iR (%A)
(,ug/mL)4

T T T T 1

05 1 2 4 6 (h)
W R 3075 | LHER | 2 WER | 4 BER | 6 FER
M (ug/ml) | 1.06 344 368 1.23 0.32
T IE B4 46 56 56 54 54

16.1.2 7EX YU LKF#H, 750 Z2A%1 Y RS
PITSI—IVHADES
HEREREN 6 B 7 EF 2 2 ) YkFIM E LT 1 1011,000mg
i)™, 799 2u<4 ¥ & LT1H400mg (Jii)
KT >V 75— & LT 1 R30mgo 37 % FEZ#%E
OG- L2 &, 7EF Y VY VRO EIRES:Y
NG A= (HEET) ITROEBYTH b,
AR T B Y ¥ 1) ¥ AR OEDRESEN S5 A — 5

Tmax (hr) | Cmax (ug/mL) | t,, (hr) | AUC (ug-hr/mL)
1.67+0.52 10.05%1.62 1.0+0.2 29.04+7.15
Mean=S.D.

B, 3HIPEMRE O 3 H%& 4 o ik B S B G o
MR EE &R IFFEBRDIER 277

F7o REHERN T BN 3H 2 WAk MR T T H 2
[ 7 HHPAEREI TR G- L7 e &, SR E)RE 2 ALI3FE
LTV Z W,

16.1.3 ZEX UK. 250 Z20%1 2 2 RUA
ATV —IVHADES
TR NICTEF T2 YR E LT10750mg ()
i), 751)Aa<A & LTI1MH400mg (Jifli) KO
FATFV =& LT1E20mg? 3FZ KT H 2 [\
7 HB GRS Lz 6, w5 %07 EX v ¥
) VKM OMAHEE /S5 X —=ZIZTFERDEBY TH b,
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 UK. 27502012 RS
NFZJV=IF N LGRADOSE
BEHRERACT EF T2 YRAM L LT 1 H750mg ()
fli). 2oV Aa~A e LT1E400mg JIM) KO~
FNRT TV —NF YAk LT E20me™ o 37 %
FIREIC T H 2807 HBERAERDORS L6, iy
BOTEFT V) VKA OMAIEE NS A —F X FFE
DEBNVTHbD,
722U, HEGEITHBEROETHEIE T H 1 RO
5. (i) & L7z (Fhzm),
SHBEHIED T EF 2 ) VK OFEYEE =R ST X — 5
Tmax (hr) ty, (hr) [|AUCy-,; (ug-hr/mL)
1.63+0.37 1.09+0.19* 25.82+541%
n=19 (¥ : n=16) Mean=S.D.

16.3 2%
16.3. 1 ELiteh#1T
23U 6 BT EF 2 3 VM E L T500mg (oA ™
R G %OAT R BATIZR G %2 ~ 6 % T
trace~06ug/mLT&H o727, [9.6 ]

16.4 X3
t b OIH R OTRHI PRSI B % B 2 0o 727

16.5 et
77 N250mg (i) 500mg (i) ™ #1355 K 0 JR
R I 2 M EN527%, 462% Tdh - 727, F72. —ibid
AR CHEIE S, i R e & IR R & [ R L
L 7z 3 BTN i B D peak 13 L3 HH i BELZ FECHE S
Mo 72

16.6 ENEEEH T RE
16.6. 1 BHepepEERE
RAN250mg () % Z2EREHMPES L7z L & ORE
FRE BRI B (2 81) ©35ug/mLIcxt L. 1@k
BARERE (56)) TIE77ug/mLE %), Fmilizzns
NOI7THEE, 126 TH - 72" [9.2.1 BH]
FD [ANYanNyy—-¥al) RERE, NIy y—-
oy EgeE L] I2BwTid, 7EF YT VKM
WL L CoRBMEILEHE 1 M750mg (J1fli) T

Cmax (ug/mL)
9.86+2.79

o Fizoo [N any y— o) Bk kK
YSE ] I2BWTIE, TEF YY) YK ELTD
AR RIEEE 1 W250mg (Jiffi) TH 5.

A2) [N anzsy— - ¥a)EYE ] I2BwTid, I
NRTFG—)vF bY sk LTORBHRIZER 1
[A10mgTH %,



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
FIA O 1 W | B G- mE R = .
ERisy e 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]
(72U > HK10%)
100g [, #2i#ly b ¥ x v 7]
1gx1008 [1g (44) x100]
(73U > $8250)
100%¢ [108¢ (SP) x 10]

23. FEXHK
1) J52 A= 5548 28 Al ) A A S e A PO W 3 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 0 H AL LA AHERE 19735 21 (8) @ 1624-
1628 [SAW-00161]
DR B9 Ml HARL P MRS 1978 1 26 (3) @ 311-
316 [SAW-00744]
8) H AL FR I MR 1973 0 21 (8) & WL HERT
9) =AM AE il HAMLAHRILE A AMERE 1973 5 21 (8) ¢ 1355-
1358 [SAW-00113]
10)/NEFHEE Al © H AL SR M 1973 121 (8) ¢ 1359-
1368 [SAW-00133]
11) HRIE = At 0 H ARSI MR 1973 1 21 (8) ¢ 1375
1382 [SAW-00135]
12) I E= Al 0 H AR L= H 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. REERTTEEE
26. 1 B4SERSE
LTL7 7 — <t &t
HRARHTE X VU 1E 6 T H107% 1 75

SWX1102



