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HERREIRZIT) Z Lo

5.3 BIEIH MM T 52 NHLEER AR RS LAHZid, A~y ansy
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*%8.2 7O NVRUYTA ey —OENHKSICIVEKY AT Y

AIENRH S bNLET EDVHLDT, 7B bRy T el
y— & RIS A, EMIClh~ 7 T AR A
ETHT L, [11.1.55H]

(TEXD DU KW

83 av /s, 774 7% —, TLUVF=pIfE) 2t
SEMRRE, SEANC L VB SN D B SIEBEREO S A 2 iEFICT

HTEDHER DS, BRI UHEROBRAREEF IOV

SHRMBEIT) 8. BB PUAEWEICLZ T LVF—FIE
FTHERT A2 Lo [9.1.1, 11.1.6-11.1.8%MK]

8.4 TMBFREEFOERLERESHOLDLNDL I LVHLDT,
EMICEZITO 2 & B2 1512479 2 &, [11.1.105H]

8.5 WHIERINA . MUMRIRAHH Sb b Z L3 b DT, EH
HCIRA 24T ) 7 BB % 4701 Lo [11.1.11=M]

(A rOZEY =)

8.6 HIMERINA . WHFHERIEAD D SbN LI L EHDT, EH
IR 2 ERfT 2% &, BEOREZ T5ICBIET 52
Lo [9.1.4, 11.1.21MK]

8.7 HKEEEENDH S bN L Z LD 5D T, ELWIZHFHEIER
ErERTLHE, BEORELY THICBIET 52 L, [9.1.6.
11.1.23% 0]
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9.1 AHHE - MEEZEDH 28E
(TEXD DV KW
911 RZVYLRRIGE7 1 LRAEYE IS UBBIEDRE
BOH38E (L. TEXD DU KIMYICH UBEBED
BEEEDH 2BEICII/ELEV L)
[8.3%:MH]
9.1.2 KAX TR, RBEICKREXWER. H#5. CARSEDT
LILX—EREEC LT VVEEEEF T 28E
9.1.3 BOBRMOAREBEXIIERORBOERE. £HRED
EVEE
Bigtx 141415 2
A hOz=&J—Iu)
9.1.4 MFERBDH % BEE
HIMERR A, FRERRDrH 5 bbb Db, (8.6,
11.1.213H]
9.1.5 BRBODEE
AR D D S b D Z EHd . [2.5. 11.1.175H]
9.1.6 I 1 UIERBEDEE
BEEONHEE I EMTIAEYPRR LR CICEL LD H D,
[8.7. 11.1.23%:M]
9.2 BHEEERE
R TIH Y OPAEES A Z LI X ) MRS RS
ZENH D, [16.6.151H]
9.2.1 EENBHEEERE
LRI b, TEXFT I VAR OIMFIEEAS ER$ 5 S
EHD Y ARG TIIERA O Gm 2 WETE v, [2.43 ]
9.2.2 MEBFEE
A MO=ZF = VOEHFNIZBWT, A O =4V —)L500mg
OB TR R O MAENT 12 X ) . $5 R 0R45% D B2
ENT L OWENDH B,
9.3 A ERE
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(R TSH T 2IVEE)
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K 759 ORHR (AUC) 028G 2 RERET. A
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FLRIBAT L 722,
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AP, NSRRI, R, HHS. S50, Wb, IR g,
MR, 25O - UAMBSEORE RO b6

(MEePc R | PN

At S

BB AT

|FBRIME. AMERD . M/ MRS (0
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TEN). REHEIRIERE (Stevens-JohnsonfERE) (Wi
0. 1%AIETY) . STATHE. SMEARMRESHREE. LEE R
BRMEER) (W3d HEAH)
FEE UHFE. PIETE. BRI OAIE - KR, BE. EEO
BRRRIE - BK - RSO RE RO S NG ARG A T
L. BYRLEETH 2 &,
11.1.10 2aMBEEZOEELBEE (0. 1%K£H™)

[8.4ZH]

111 FERERIE D (0. 1% MMRigD GHEEAH])

[8.5Z2H]

1.1.12 BEMKREXEOMES #>EREKERX (0. 1%A5H ™)
M. HEOTHID D & bN A IdE b IS 2 hikT 5

e EEY G IE %

S -

’TT7 ‘-‘&o



11.1.13 FHEREREE. BE (W1 L0. 19%KI)
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b B 720, PC-IREMLABIZ L 2 IBRHEZIT) HAId, 2h
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15.2.1 ¥ 7 AR T v b 24RO A5 A RIS BT,
20mg/HTOE MBI LR 75 0EGEe (AUC) L%

FEFERE OWESE = C 'l O HRE N - WAE I A%, 930065 C B OIjhE (=
W A) DS, F oL WISRELLE (v R) ROWSSEELLE (Fv b)
CHHBHER 25780 5T b,

(TEXD DU KI)

15.2.2 9 v MIT7EX T2 YK (2,000mg/kg/H). T~
vV 7F =) (15mg/kg/HELE) % 4B BEHFREHS L7253
Brc, TEXR DU VKW E BB D IE B S L 2B
AR IRDFED HIL TV BN, LT EF T 2 VKA
PRBICHTH L7z oTh Y, RNTHH L7z D TiEARNE
EDSHERR ST W 5,
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16. EYEIEE
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16.1.1 K/ 74> PEXI DU KMPRU A hOZE Y —
IV FRF
ERERABFZ2HRIZK ) 7592 20mg. TEFT T VKA
W750mg (Jifif) KO A MO =% —)250mgik 1 H 2 &%
J O EHRICTH S (35 B afkLm) LR, #%
H57H HOEYEREFN /ST A =2 IFTEDEBY TH DY,

R TFH KA

Cmax (ng/mL) T max (h) AUCo-12 (ngh/mL) T2 (h)
34.9+13.9 (3.0 (1.0,4.0) 250.1+83.0 7.3£0.9

n=11, Pl £ EERFE, Towld PO GR/ME, BRMH)

TEFR TV REAR

Cmax (ug/mL) Tmax (h) AUCo12 (ug-h/mL) | Tiz (h)
10.4+2.4 3.0 (3.0,6.0) 40.8+6.8 1.3£0.2

n=11. FIIME £ FRERE, Toald PO R/ME, FRMHE)

A N0 =¥ — VR A

Comax (ug/mL)|  Twas (h)  |AUCo1z (ug-h/mL) | Tiz (h)
8.9+1.8 [3.0 (1.0,6.0) 75.5+19.6 10.8+£2.8

n=11, FIfil £ FEAERFE, Towld PO GR/ME, foKMH)

16.3 210

16.3.1 X FAOZHJ—ILORBREADEIT

SUEBAIG IS 2 b O =7 — LV INIR$E200mg & 3HEH] & &
ZHEG LT, BTodgErilELzs 2. BEEM Y @
LTIRIBICBATT A 2 ooy JHEANCE B2 T7F—%),
[9.5.1. 9.5.28]
16.3.2 X hOZ 4V —ILOBILHFADIEIT

S22 5% O BB OV R5 H o # A 1061 &2 5 O, BRI
A ba =5y — VNIREE200mg & HEFRR IS L, B0 & & 1oz
FLL TR R OHHE R oM ~OBIT 2 ME L7z BT OF
I R 3P - AR H T3, dug/mL. 8 H Tl32. 2ug/mL.
128518 H Tl31.3ug/mL CREBL D M & [FMAREE IS R84T L7225, &
Ao BRI R AL LT ~0. 4ug/mL & RO THETH -
729 (MI5EHE © polarography) (JHEIAIZX 57 —%), [9.6.357]
16.6 HENEREH T 8L
16.6.1 BipefEEHRE

(1) R/ 7Y B 5

BAEAEIEH % (eGFR @ 90mL/min/1.73m?LL L), B (eGFR :
60~89mL/min/1.73m?) . % (eGFR : 30~59mL/
min/1.73m?) RO EBEHEREE (eGFR : 15~29mL/

min/1.73m?) . LK IEA 4L (ESRD) (eGFR : 15mL/
min/1.73m*H0) HBEZ W RIIKR ) T TV L QMY BREIZ 71T
TEREREEOREZME L -BRRBRICBYT, KT IY
YDAUC ©in) Je UCrmacld, BEEE, HEFEE N O BB R IERE 58
TIXERREILR & & L CE NN . 3~2 45 K 1°1.2~1.8
R L BT I EN L, £72. ESRDEHICBITS
AUC ©-int) } UCrmaxld BHEBEIER & & LKL CZNENL .3
T O 2fwh - 7210 BMEANC L 57— %), [9.25]
16.6.2 FFipEREEEE

(1) R/ T4 B 5

FFREREIE R . W ONCEREE (Child-Pugh/ 8 A a7 A), &R
(Child-PughZ i A 2 7B) J OB EE AT BERE 5% (Child-Pugh
SHEAATC) ERMRICK T T ORI LTI IR
B E DR A ME L2 BIREBRICB W T, K 799 DAUC
©-int) M OComaxldy TEEE. HPEEREE K OV BEITARRE R 5 2 C IR
REIEH & LI CENENL.2~2 615 K O1.2~1 . 8f5 0 -
720 (BEANZE B 7—%), [9.32]]
16.7 EMHEEIER
16.7.1 R/ TZH¥ > 34T LHABOEDEE

AREMERES AN 2 X SICTH H R O9H HIZ 3 579 A2mg% H.[H
OG- L, 2~10HHIZKR , 795 & LC20mg% 1 H 2R X
ERHRG L7238 oiER, 34T 2DAUC 0-inn S D Craxld
B G L I L TR 7o v Lo HICW TG 1.9
B3 %%, [10.25H]
16.7.2 £IBZFMNEYRERETIVICED S IaL—-2a> (U
TrrEY, TTFELYY)

R TIH L LT10. 20, 40mg7k Hilal$z5- X i1x10mg% 1 H 1A,
20mgZ 1H 1A L {2, 7HMEEROHRS L, V77 v ¥
2 v600mgE 1 HIRPEI G- L7z e & T, K 795 DAUCm
1X78~819%ME T\ Craxld71% NI 72%MK T3 % 2 L 2MEE S 720
KT L L T10. 20, 40mg#x H[A$ 5 13 10mgx 1H1
A, 20mg#x 1H 1\ L <132, 7HRMAERO#%S- L, =7 7
YL rv600mgzx lHIBGEHEG Lz &T, K2 7749
DAUCwulI54%ET v Cmaxld44~46%IEK T35 Z & D3HEE S
729, [10.22H]

17. ERERRCIR
171 BHHRUORLMICET 2 HER
17.1.1 BiEEXII+ =B EEICBIT AN 22— - EOYRL
(1) ENEIHERR (CEERILERR)
RITIH L NET VT TI— e, TEXFD ) VKRR
7)) A0YA Y OFFEGIZLBAN) AN sy — - Ea) O
BRI CH - 725081 % 1t G & L 7zBiRRER I BT, K/ 7
T 20mg. TEXFT ) VKA R A =5 — )V D3F| &
LH2[7H RS L 255 OBRBEERITRO LB TH LY,

AN TNy F— - B TR E
HIEH O G5
KR 7T 2 20mg
TEX V) AKT0me (JI1ll)
A =% —)L250mg
() BRI S
1) BC-RFEITA RO AT
B FEBUBEIE 12.16.0% (8/5061) TdH - 720 E 2 BIEFIE. T,
G, T YT I NI AT 25— BN OT AT F
VEET I NI VAT T —EHIN£4.0%(2/5061) TH o 72,

18. ZEhEkiE
18.1 fEARAE

TEXY DY R OMIEE SR E HET S 2 LIk
DRhRAE ST 5,

R T I IIZ L AL LB L&, W Th ) 7L
A VICEAM N TH, K-ATPase# [HET 2, K/ 75

A NI FENE YR < B BEIIE O BRI SRR R L CH R

i

98.0% (49/50f1)
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TR ARDOIRIC L > THEITLE . = hu v ks (R-NO)
WAL T 5o ZOR-NOWANY TN & — - ¥ 0 )23 53
EMZRT, /o, UBOBHFCTER Lz FOF T IV
ADNAZ YJIF L. DNA S8 AREOREZEL IR T,
TEETV) VKNP R X O =g — )bk DO3FEEIZBL
BRI TIFroEEIFENpHE LR G2 EICED, 7E
FU) YKL A PR VORI EEE O D 2
ZhbEEZHLND,

18.2 ZEIP(EA

18.2.1 HEERA

TEXFT V) YKAPIEANY) TN F— - Eu ) I LR
RAHER % R 3.

19. B2 ICET 2 EEZRIFR

191 K/ T7SH L T2 IVERE

—f4 R T F 2 7 < VERE (Vonoprazan Fumarate) (JAN)

b4 - 1-[5-(2-Fluorophenyl)-1-(pyridin-3-ylsulfonyl)-1/7-
pyrrol-3-yl]-N-methylmethanamine monofumarate

45 F3K - CirHisFN302S + C4HaO4

5Fi& 1 461.46

bt s
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073, - HO,c~ 00
H
\‘ ‘R
CHg
F

PR R 7T 7 VERRIE AR ~13 L A SO T
HEDH KR TH Do TV AF WV ANKF Y FIZRRBEITRT N N-
TAFNTEIT I FIZRRETFIZL AY 7 =V RUIKIZET
12N 27 a8 =V ROTTE P = MY VIZIZE A LT RV,

Rl 0 194.8C

19.2 7EX U K9

—f T TEF ST YKHY (Amoxicillin Hydrate) (JAN)

f%%5 © AMPC

1bZ44 © (2S,5R , 6R)-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

4513 0 CisH1aN305S - 3H20

5 F 0 419.45

(== Sis- e
o H CO,H
N CH
HNH /§< 5 a0
N & o
H H
0
HO

PR 0 TR D) YR, BB~ R ORI
OB KTH Do KXIIRA T/ —VIZEFIZL L, =F /=)
(95) 12D TEITIZ L v,

Al A9195C (53

19.3 X hAZHEY -V

—f%% - A hu=%'—) (Metronidazole) (JAN)

1b&#4 © 2-(2-Methyl-5-nitro-1/-imidazol-1-yl)ethanol

73 F 3 0 CeHoNsOs

5FE 171,15

bt E
O.N

/N ~~_-OH
Nﬁk\

CHjy

PEIR © A br =g —uid, O~ ORISR
WETH S, Bz (100) :@H%?<\1&/—w<%5>1
E7 b AR L IKISETIC W FRRBIZET 5,
HiZ Lo THEBLIZ R B

Bl - 159~163C

A% 0.81 [pH7.4, 1-F 27 %/ — Vv/#%1]
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