2023 4= 10 A kil (BB 7 h)

HAKR YRS S 0 3 5 872149

EREDA O AELI—T 44— LA

AARIEERIEIEO 1 FELSEME 2018 (2019 F£EHAR) (TEH L THER

EHRAEAT L Ty —T 0w i —
HAEKFH AIVATILEY > ARFYI)VEE

FIWATIL Y >/s5bmg [—70]

FILATILY >/510mg (=70
FILVATIV Y >/5z20mg (=70
FIWATIL Y >/540mg =70

Olmesartan Tablets

#ll e | BEAl (R8E)
WA o HlOH X A | MHEEES FE-EMEOLGEICLIVERT A L)
FIVAYIVE U EEbng (=71 | [FlEE 1omg =71, [FEE 20mg =
7', [FEE 40mg =7
Hi ¥ = =
18T AAMKEG AN APFLE ARFY I L
bmg, 10mg. 20mg. 40mg
B . p & ANV AFALE L XA REY I (JAN)
. E44 : Olmesartan Medoxomil (JAN)
o ko5 K R OAE A B | BUERFEAKGRIEH B - 20174F 8 H 15 H
HOMm OO #® SRAMEEVENGEAEA B - 201742 12 4 8 H
B 76 B % % H H |REMRBHFEHB 21741245 8H
oE Ik e (fwm A ) -
BOERGE T« =7 o REtt
TR RS EPNE T R :

=7 ukatt EEMER=E
TEL : 0120-226-898 FAX : 050-3535-8939

M w & b & & 0 \
RGN T R — b —
https://www. nipro. co. jp/
A IF 1% 2023 4 10 HKGETOEFIR ORI K ST UKEZT LT,
BHTOME AL, MNATEIEN EIR L ERE R O AEO BRI ERMBE -V TR LT EE

U,



EEGLA A Ea—T 3 = LFHOFS & OME  — HARBEAIRN S —

(202044 H 4zT)
1. BEEA LV ZEa—7 4+ — MMERORKE

P FH R SRS D AR 72 B & L C, ERAEELIRMNSCE (LT, R 30E) 236
5. B CEEAD « EAANE O RS DY B E5 0B 7 35 oo B4 g 2 16 H
FTHBUCIE, WA SCEICEHE SN E S 2 BT 2 BICEMRERALERIGARH Y, UK
WHEOEIRERILE (LLF, MR) E~OFEHOBMGERSCERIC L 0 FREHE L C& T
5. ZOBRICHLERIEREBEBODICATTLZOOHEA U A M E L TERMLA VX2 —7
F—2 (LLF, IFERET) 2534 L7z,

198841 H AP AIRT 2 (LLF, BRI FNE NEESNIFOMES T, TPk,
IFRLRCEHZ RE L, € O%1998FIC HIRSEAITERS/ N E B RS, 20084, 201342 HIREKE
SENERE R 2N IFRREROWG 21T - TE 7.

IFREHERE2008 LA, TFIIPDFZEDB T —& & LCIRIET 2 Z LN FRIE ooz, Zh
IZEY, WA CEOEERUGTN S > T2 IGA I WET ORILT — & 21BN L7 IR e S H ik
SNDHZ L Llpolc, BFMOIFL, EIRGLERESR OGN (LUT, PMDA) R EE G
TEHRMEE D ~X— (https://www. pmda. go. jp/PmdaSearch/iyakuSearch/) 2 CABE S TW
%, HIRFETIE, 20094 & 0 HEHELDOIFOERE BT HMkE LT A Fa—T7 4 —
LRt ZEL, Hx ORI SCEEZ T T S EFEAE®R & L CGEINER - L
TN,

20194E DIRM CEDHFHOLF IS, TIFEHEMHE2018] NAF SN, A TERH
P3RS ORETE AR BHEENCB T 2 A R T4 > (BT 2 EREH D7D, O HHRE
WE L.

2. IFEIX

IFIX TR SCEZEOEREZMTE L, ER - R EOEBREFEE L > THFEEBICKNE
72, EESOMEEROTODOFER, WHRFOODOER, HAIOZOOFER, EXKLOHE
EERA D7D DIER, B REET T D10 OB REPER S TG 8785 00 12 35 5 iR
ML LT, BIRESTEEEERE L, AN 72 010 Y 5% = 3K 5 o B IR 52 U GE S
Bl D EITHER M QMR HE A (KIE L TV 222058k ENLERT BN 5.

TFIC AR 2 T B AR A E L7 IR A S YL L, — B8O fils % I X FRR O
FNOBERNTEE S ND. 72720, BERAEOMESEICEDL L OKOFHE B O FHME - 4
Wi« SRS REHIES I IIFOCHFEL I 5. SNz 5 &, REEMENLRItS -
IFIL, FIHE A ORI - b - BREA T2 & &b, VERFMTEET D20 L0 ) BilkE
FOoZ L&A LTS,

IFORMITE T —F 2 AL L, BEESETORAIIMNAETITRV.

3. IFOFAIZHT=>T

B HARDIFIE, PMDAD MR 3R A A B SR D~ — DI #liG T AR E SN TV 5.

USRS T [EE A o ZEa—T +— LMERDFES X | 126> TIFER1ERR - 123 2 23,
IFOJF R ERE 2, EFEBGICAE LT D IEHR-CIFERRFICFRdE U MEHRZ IOV T il
HWEEDOWRES~DA V' HE2—ICLVFIHER ODPARE RIEIE, IFOFMMZED D ME
N5, Fiz, FERFSGET SN EOFEESEICET 2 FHICH L UL, IFASGEISNDET
ORI, BERSENRIET DUETNAZH SN LT SCES, 5 5 WO I35 TE 0 [ 38 5 15 it
P— R L A E LT D L LIS, IFOMAICH - TE, BFORMNCE
% PMDAOD [ 35 5, [E AR BT AR B DO — U TR T D MEN H 5.

72¥, WIEMHSCLEMEOHERO S DRE SN TS V. 5. KRR < IXIL. &%
B, IXITL. %) BT 2 AHFIIAREZIT TORWERNGENDLZ ENHY, D
BOHNITHEETRETHD.




4. FIACELTOBER
[FEHEEEBICBOTRNTZENTERVERLERIRE LUEH L TWEEE 0.
IFIXHREDOEFE 25 1F T, YakEHRS ORERTE TR D 2 BEIMERK - 1R 5,
RS EE A DO 7= O DFMTER T 5 & OALESIT 7223, Fldk - RBUILEEK S, ERES
LEOWE, AR OLEMEOMERE BT 21EA O IR EFAIRCIR A Wi EE T A N F A
v, W a— R AT - T T 77 0 AEORKE —EREZIT 52/ R Wi
BB A RT A 2 TlE, RARBIESEI O FEFICRET 2 MR O\ T, REEAEENE
BHEEZE PO ORDIGE L TITY ZEIFAE LKV E SN TEY, MREADA U H B a—X
HODXXHGFHAE 2 EICX Y, FIAEB ORIFONFEREIELIREEDOTHD Z 28 L
TEMrRTNER 670w, BEEPENGE LN D IHFROBI TR ZHEE L, £ OEEIME A
hE, ERASICBIT 2@EMEHZMET 2 2 L ITEARORE THY, IF2FHA L TREE

BaEEIMEH D H DI L TW7E& 70,




I. BiZICET 5EE

L BAZEDERIE oo 1
2. B OVEFRFAHIRGE - o 1
3. B ORUAIZEAGEEME - 1
4. EIEMAICE U CEmME & fE 1
5. KRR B ONRE « fEH Lo fIFRFE - 2
6. RMPOMEEE - v 2

I. &#ICEY 5EE
L IREEA oo 3
0. AL e 3
3. ARG SRR 3
4, TR OG TR o 3
5. LA (Madhlh) SUIAR - 3
6. 4. B4, M, ST 3

. BHMSISEY HER
1. WERfLSRg T e 4
2. ARSI DERRMETICIT DRENE - - 4
3. ARy OWERBABRIE, ERIE oo 4

V. ®EIICEEI HIER
JE - - 5
Q. BUFNOFFR - ovvrvr e 6
3. {ﬁ{#@ﬁg{rﬁ@%ﬂﬁz&’(}ﬁé ............... 6
4. jjfﬂﬁ ................................... 6
5. IBAT D AREMED D DAy - v 6
6. WA DARENE TITBT DLEM - 7
T, IRBOEROVEMRE DOLENE - 11
8. flAl L OELAEL L (EMLERZAL) - 11
O, TRHAPE - oo 11
10, ZE88 ¢ ARHE o 18
11, BRI S I AGEMEE oo 19
12, 0L < eveee e 19

V. BRICEY $5EE
1. ;ﬁﬁ%x&i;ﬁ% ........................... 20
2. PRESUINRIC B DR - 20
3. )EH{£&U\)EH§ ........................... 20
4. FEROHBRICBES DR - 20

VI. EpEE(CET HIER
1. SHEZICBED 2 e A RE -
2. BEEEH

VI. EYMEBEICEY SEE

1. HLFEEEDHERS o ovve v
9. PR HERAI /ST R B oeeeeeee e
3. RHEM (REal—ay) fpr --ooee e
B, WU «cvvee e
5. ﬁj\ﬁ ...................................
B. FRE oo
TooHEE oo
8. hTUAR—L—IZHT HMHEH e
9. BT L ARRTETR oo
10, BEEDIE BT D e
11, Z DM« oo

VI £t (ERLOZES) (BT S1EE

1. BN L ZOFRE v
9. ARENA L Z DB -
3. REESUTN R BIE T SR & DB - -
4. MEKROHEICHEES 21E & 2 0MH -
5. BHERBARPIEEZOBME e
6. FFEDERARTLEEICHTLIEE -
O = B =3 < R
8. BIER] ~ v
9. BERMARE RIS RIETEE
10. 1@%&5 ...............................
11. i@ﬁqi@@a% ...........................
12. %@{&@Gﬁ% ...........................

X. JEBEERRERICRET %I1EH
1. BEPEEER

X. BEMERICEY SEAE
1. ISy
2. AR

23
23

25
29
30
30
30
31
31
31
31
32
32



3. ALHRBE T ORI <o vvrer e 49
4, BB EOES oo 49
5. BRETTIEAL o ooveee e 49
6. [l —pksy « [RIBHER oo 49
ORNES ] 2 ot = = I 49
8. BUEMRIEARRAEA A R UVKRE T, HKifh
FEAENGHAE A B BOERRREEA R e 43
9. MRESUIBAIBM, LR OCH LT R
jm%@ﬁgﬂ E&U\%@Wﬁ ............... 43
10. FREEARR, FRHliASRARER A KT
%@Wﬁ ............................... 43
11. ﬁ%ﬁ/ﬂﬁﬁ;ﬁ ............................. 43
12, BEERMMIRIRICEE S D0H oo 43
13, BREDI = R vevreeennniii s 43

14.

XI. XHk

1. %lﬁﬁjﬂﬁk ...............................
2. %@{m@;ﬁ%jrﬁk .......................
XI. 2EF&H

1- E%&%T@%&J’i’i%?ﬂ ...................
2. WA D TR SR -
XI. &=

Lo FA - AREESHRICER LRI 217 9

IZH Tz > TOBEREH
%@{&@Fﬁ@iéﬁ*/} .......................

52



MR

ALP alkaline phosphatase: 7V VKA T 7 Z—F
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AUC area under curve : WX HHHR TS

BUN blood urea nitrogen : MIKJRFZEFH

CK (CPK) creatine kinase : 7 L7 F ¥ —F
(creatine phosphokinase : 7 L' 7 F kR AR FFH—F)

Coax e v A R

CRP C-reactive protein:C MMEER (E)

eGFR estimated glomerular filtration rate : LR ERIATEEfE

FDA Food and Drug Administration of the United States : J[E/5HE
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7-GTP gamma—glutamyl transpeptidase:y Z /L% I/ T U AXRTF L —E
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LDH lactate dehydrogenase : {7 b Ra 7 —¥, ILEeiKFERESE

RMP Risk Management Plan : [E3ESL Y R 7 4 B E|H

S.D. standard deviation : FEHE{RF =

s TH 2R
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DOFEJEH R 12% OFFHZ B Z 5 b 008 12 fHH 1ELT T, £20%0
HHEZEZ D DO,

RERRER  [FSMERBR AT A R T A N TAN APV Z U bng =7 1| LSRRI (4
VAT H L EEIOmg (=7 1)) ORI Z I L, TO/R, £ TOHRMN
IZBWCE B O RIS O E FEE Rl 72 LT e, AT A FRIIC
% Ch D &HT LT,
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At EE 38T D 5alE

QAN AFNZ L BE 10mg [=Fm ] 19

QAN AP H L EE 20mg [=F 1] 1©

@A N AP IZ L BE A0ng [=F 1| 1D

(I F8 5 3 D A 2 R SRR T A KT A > - SRR 9 4F 12 1 22 B K 487 &, F
RZ 1345 A 31 B—#BdiE EIRFEHS 786 B PRk 18 4F 11 A 24 B i E IEEFARE
1124004 5 K OVERK 24 4F 2 A 29 H —EBekIE RAFRA % 0229 45 10 =)

BT IE AR —GRBREE R ERE (O RuiE)

B S
ALTE EIL R0 BRI kiR i IRE
pH1. 2 = H ARIEJG H ¥ R 1K
pH6. 5 =i 7= McIlvaine OFBEEK
50rpm
. H6. 8 = HAEK G H IR HFEREE 2 17
/N RV . AR R HRERE 2 ¥ 900mL. | 37+0.5C
7K
100rpm U,
. pH6. 5 =i 7= McIlvaine DOFEMEK
(@8 20mg D I)

FlERE - SBREUA O A =R % | AR ERIA D SR R & T D,
FTARTOBEHRBREMEICIS N T, UTOWT O EICEEGT 5 & &, Btz
EAFERIL WD ET 5,

OFEHERIFI A 15 43 ANIZ ) 85% UL BRI 2554 ¢

FRERBUAN DS 15 43 AP ) 85% UL E¥AHT 5,

OFFHERIF DY 16~30 5312 ) 85%LL F¥EHT 254 ¢

FF RN DSBS RS 60% & Y 85% AT & 72 53824 72 2 Rl BT, &R
B 1] D S PR HH S8 SR VE R D RS R = 15 % OFEPHIC & 5
(DIEHERIHN 3 30 43 LANIZ -2 85% LA FIEH L2 WG4 -

a. FE S V72 BB I I do W\ TR HERLA D S Bs HR78 85% LA & 70 % & = |
FEAERLA O SEIIVE RN 40% M Y 85 % AT D3 24 72 2 RSBV T, 3BR
BUFN D SEIIUR H A YERAN O IR B R £ 15% OFEHHICH 5,

b. BUE S AU aRBRIRF 2 35U TR HERLAI oD PR HH -8 50% LA L 85% 1T L
& x| REERFI S HLE SN RBRIRE N 35 1 D A R D 1/2 D
B R a m i 2 e R R R OBUE S 7 BRI L2 o W\ TR LA o
RET S SR AR HE R O SR H 2R £ 12% OFIPHIZ 8 2

c. BUE ST RBRIFIC B T, ARKERIH O B R D 50%IZE L7 &
x| HEERFIDHEE SN RIS B T 5 FHE RO 1/2 OFHIRE
AT Y e, LOBUE Sz BREER IRV T BREAI 0 )
Vs HH 3R SR ERU R D S 2R 9% DFEFHIC & 2



ABRAE R [FSEMHERBR T A R T A N TANVA YA EE 10mg [=7 1), [FISE 20mg [=
7r | KOESE 40mg =7 'm | LARMERLR (VAT v 7 §E 10mg, [FISE 20mg,
[FlE 40mg) DIFMLZET A LR LTz, TORR, R TOERMFIZB W THEHZEBI O
VEDHIEFAE A 72 LTIz T2 | T SAI ¥ ST L L T D &l L 7=,
OA N AP K 88 10mg =7 1 |

BRI pHL. 2 1281 2 R H Bh#R  (mean=S.D. . n=12)
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SHKERUE K 1I2BIT A A AL (nean®S.D. . n=12)
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@A N AP ILH BE A0mg =7 1 |

PRBRIE pHI. 2 121 2 PR H Bh#R  (mean=S.D. . n=12)
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FRBRIK pHE. 8 12351 2 E TR H ik (mean=+S.D. | n=12)
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(AR B~ D E)
OANAYFNH A FEbng (=7 1|, [FHE 10mg (=71, [FHE 20mg =71 |

7k c AARSER S EHEBRE (O8N RUE)

ARBRIE B HEEBRES 2 K 900mL

[El#5%5r : 50rpm

FRERAG R ¢ 30 4 LANIC 80% LA B¥EHI L7z,
@A N AP HZ L BE A0ng =7 1 |

J7i c AARER T EHEBRE (O8N RVE)

ARERIR - R HEBRES 2 % 900mL

[El#5%r  : 50rpm

ARG+ 30 2 LANIC T5% LA R H L7z,
TN AP IR U EESmg =7 v |, [6EE 1omg =72 |, [HEE 20mg (=7 1| KOESE 40mg
(=71 X, AARERFERLERCEDONIZAN AT LE L A RE Y IVEEOIREH
FEIZHEA LTV D Z EDER I TN D,
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(1) FEMSRELGRS - 8. SNENERERSR - ARICHT HFEHR
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11.

12.

(2) B%

22. a%
(FILAHILEZ UEEdmg =70 ))
100 & [10 & (PTP) X 10]
(FIWASILE Mg T=TR )
100 &£ [10 & (PTP) X 10]
140 &£ [14 £ (PTP) X 10]
500 $E [10 §& (PTP) X50]
700 #E [14 & (PTP) X50]
(FIWASILE 8 20mg T=FA])
100 & [10 & (PTP) X 10]
140 $& [14 £ (PTP) X 10]
500 &£ [10 & (PTP) X50]
700 #2 [14 $2 (PTP) X50]
(AILASILE Vg 40mg T=T O ))
100 &£ [10 £ (PTP) X 10]

(3) FiRBE
LR

(4) BEOME
PTP: 7RU Fubt’'Lr, 7AI=7 4
TiIrve— TN I=gs, RJZFL v

AR SN SEMER
Y LA

ZDfs
H 855 eI~ D5 & MRS EER 1

A TORBREMICB N THE L ERNCEN KT TR b o 1=,



AEICEYT 5EE

. PHEEXRIELHNER

4. #hee - R
& I FE SE

. MEEXRIEIMRICEAET BFE
BRE I TR

. BERUVAE
(1) AERUVHAEDREDR

6. A% - FA=E

W AT A A L2 A RFY 0L LT 10~20mg & 1 B 1 [\fRO#EE
T 5, 7%, 1 Hb5~10mg 22H G204 L, Fln, JERIC IV EEEET 223, 1
Hfc k& 5-81% 40mg £ TLT 5,

(2) RERUVHEDRTRE - 1B
mMERR L

. RERUVEAZEICEET 5FE
BRE S TN

. ERPRAHE

(1) BRERT—2/Xvor—o
UER L

(2) BRPREEFER
EER L

(3) RERGERHR
EERR L

(4) HREEAIERER
1) AhiEREEEER

17.1.1 ENERREAER

AREMEE M EREEZ R E LAV AL Z Ly XA REFY I VO ZEHERIE
WA 2 B AR T PHIEARRE] 2B TRRER (TR /FHm 5450
1379. 8% (364/456 i) . THIERGE] 23 F R VIEERIT 84. 7% (364/430 fi)
THoT,




2)

BB, OO HEYE - HESEO ARG MEERE A XIR L L —HEERIR

HERC LT, ANAAFALEY A RXFY ILOFRAMERHR ST,

BEENRITA N AL HZ Y A REY IAEEH LEBCTREE L, 2 HFELN

WCHBERBEEZ R LIcth, A~8 B CTRKRICET D 2 L BMRINT 192,

1) R GREImE (-20mmHg LA E) R OMEsRMImAE (—10mmHg B ) % i
T 5E . PHME (-13milg BLE) &3 58, 5\ E TR T
T - T 150/90mmHg Aili (7272 L, AP TlE 140/85mmHg Awii) 12
BelE L= A

VE 2) TR - OGHEIIE  (—10mmHg BA L) R OMEESIME (~5mmHg PA 1) %
Wie %6, &5 WVIEYME (-TmHig BL L) &2 9545

TeMHER

17.1.4 ERNERKREAR (REAKRE)
BIE « TEEAREM G M EAE B 2RI, 12 y ARA VA L2 AR
Y INVEBMERE UTRER, RE LTEREDRDPG N, HERRE] 25T
B[ E320% 80. 7% (134/166 ) . PHIEARE] 25 F 72V BEESRIL 93. 1% (134/144
Bl) TdHolz ),
17.1.5 ENEMERR (REAKRE)
BE - HEEREARREME & M ERE B 2RI, 12 p AMA AV AL Z L A RF
Y INEINT T AFEFHIS LT A T YA RRFREEEAZ O S Lz
FER, L LEBEDRMNMG DN, ATy MEFFIGFRRE O NHEAR
RE) A TREERIT85.0% (17/20 #]) . NHEERGE] & £ VLRI
100. 0% (17/17 ) T o7z, FIRAGEARIETO DHERGE] 23 RER
1X72.7% (16/22 f) . THIEARRE] Z & £ RWEELE=RIL 100. 0% (16/16 #i) T
ol
RIVERZEBUBEEE X, v o 0 SEEHUAIOF FERE C B M RER S 4. 5% (1/22
Bil) . BRI A Y 4.5% (1722 1) . FISRAIOF B FERE C B AR A3
37.0% (10/27 #) . BEIEMAMERE M 25.9% (7/27 ) Tho7-, ERHM
FIEROBIERIE, v 0 LFEHHIERFERECTILH < B2 4.5% (1/22 f) |
FIRFNIOEHPRIERECTO 0 14.8% (4/27 ) THo7= 2,
17.1.6 ENE DIERR (MEBANZEE)
BRAE - FPEREARENE R MR 2 X BRI, ANV AP LEYy ARV IVE 12
45 L, BHETE FILEREIC L 5 24 BRIME B NEB 2 ME LR, 7
NAYFNE L A RRY VT A LERGIZENT, EHBEO 2 7 7 A
B ERIFTZ L, EREMMEZBEIK TS 2 L 7p< 24 FERHE
LELTBEER 274 2 E R ER Sn 2,




(5) BFE - WERIHER

(6)

(7)

17.1.2 ENEMERR

BHSREREE AL O MIMTEERE XS L LieA VAP L Z Yy A RE Y VoK
KRBT DHERRE] 28 TeEERIT68.0% (17/25 ). THIEARRE] 2 & F20
BEESRIL 77.3% (17/22 ) Th o7z,

RITERFE B IZ, BMRAERAY 10. 0% (3/30 1)) | BEARMRAMEEEH 23 20. 7% (6/29
) THHL, RBOLATZAMTIERORMIEH X, BHE (&), K&K O3 %
3.3% (1/30f3) ToH o7,

17.1.3 ERNEMERR

FEEMTREERE 2R RE LA AT LZ L A RX Y I LKA TD N
EARHRE ] Z a8 TR ERIT 86.2% (25/29 ), THIERKE] Z& £ 2 WVBERIX
92.6% (25/27f5]) ToH -7z,

BIVER BB X, BIEIERAS 6. 9% (2/29 B1) . BEAMRAEE 2’ 21. 4% (6/28
) ThHH. B O BMEIEROBIERIL, IR OHEN A 3. 4% (1/29 Fi)
ThoTo?,

SAEREE A
1) EARERE (—RERAKGEHAER. FECARERE. ERARELERHAR) . SGER

RRT —FN—RAHE. RERTRERABROANR

R L

2) RRBEHLLTERFEOABXIEER LI-HAE - HBROBE
MBI L

Z Dtk

HMER L L



EMEE(CEHT SRR

. EESPYCEEHHILEYMRITILEYEE
T UV FT v MR

EE

CBEOH DB DORIEE - HIRFIL, BHOBEFIRLEZRT L 2L,

. REER

(1)

(2)

{ERBRALL - 1ERBEFF

18.1 fEFAKHF

FNAG B ARXYINVEFT BRIy 7 THY, AERNTEERHE TH 5
FNAYP L AEBEIN, T T (AIL) 2471 (AT) ZEIRIC
BIRUMERA L C AL OREEZBAEMNICIHE L, FERTH D AL OFEBLER & ]
T5 9,

B & FAT T D HERAE

18.2 7o oA T oL I 2BHERER
FIWAPF N E D AT, ZREEETUER &2 & N AT, 28R~ PI-AT A BRE Tt
L7zl Z A, 50%HERE (IC,fE) 1X1.3nM Th o7z (in vitro), F1=. A/ A
PAZ ATTHFROENLE Y FORHMAE TN T, AL K 2 IGHE RO 2 #i]
L. ZOMHERITEDREZL LR CThH -T2, 7 v BROS XIZBWT, A
AP B s AREY VL, RAESICEY ALIC K2 FJERG % Fr el
L7z,

18.3 MEE1EFA

18.3.1 AN AHLEZ ARFY IVEIRAKGIZED, BEESOLET v b, &iE
BARFIET » b, IEWIIET > b ONEICFRWEEEEN 2R LS, D%
270729,

18.3.2 A/ AV Z Yy A RFY I)VEGMERRIIET >~ MO 24 B RER D&
3oL, MEEZECDZ LR LELEREERZR L, KHEOBIRGRD 5
Niginole, Fio, 14 BREIBER DR G%, KEL T U AT & NITERD b7z
272

18.3.3 AN AV N2 & @mIERRIIET v MIFIRNE ST 5 LA g #H)8
B L B ERELOBD 2GR0 Hivlo, MEIX TR L7228, DAEIc 2 iz e <,
OB R Lz, 18- T, AR PN E o OBEERITES IS OLRIC LS
<R MEEMOBIICE b0 EZLND 9,

18.3.4 A A2 X RFY I VAEIMERREET v M 20 BEER O &
35 L, MEOTREE & GICRPEAYRIEL T LT I CHREEDRED D3RO 5
A, BRI ERET R OYGE HFR O H LTz - 20,




18.3.5 AV AHLZ L AREY INEGEMEARBIET v M 8 HERER D &RE
THE MEDFEEL & BITOEREDOER F L OOHMEEDOD2FED b, LI
RZEMHT 2 Z &R STz 2,

(3) {EFRIRER - iR
MU EER L



VI

EWEREICEY HIEE

B

il
X

HREDHER
(1) BELEDGOFRE
UERR L
(2) B

op

‘f

BB CRBSNOPRE

16.1 MARE
16.1.1 B[RS

e 1. 7~2.2 B4

RN B 24 BllC AL AP L2 XA R¥F Y )L 5mg, 10mg, 20mg M2 T8 40mg
TR AR O G Lm & & AL A YL F D IHE R I TE LT R L

THEICE LT, C, MOVAUC 13 G- BICHEV I L 7= 29,

FNAGIH L A RF Y IVHERR OB GREO AL A )L o DY ERE/ ST A

16.1.2 RiERES

—4
Coax Thax Ly AUC
KhHE | Bl

(ng/mL) (hr) (hr) (ng * hr/mL)
bmg 6 152+31 1.8£0.4 8.7+1.2 892+191
10mg 6 27746 1.7£0.5 10.2£1.8 1,576 +244
20mg 6 481117 2.27%0.4 11.0=£3.8 2,903=*=915
40mg 6 1,006*+=152 1.7£0.5 10.6£4.7 5,807=*1, 142

mean == SD

AR E M EEEE ANV AT ILZ L A RE Y 30 10mg (20 ) & OX20mg (19
f5l) % 14 M, 40mg (10 f5)) % 7 HEIREROEG LA, REBOF /LA
PV E o DIYENREFLA N T A —F (L, ROLEBY TH o7z 2 30,

E1) 14 HRE#S
E2) 7 HRE&S

&5‘5 'fﬁdiﬁ CmaX N Tmax t1/2 AUC Y
==N
(ng/mL) (hr) (hr) (ng + hr/mL)
N 285. 1 1, 981. 2
10mg D 20 2.2710.8 6.51t0.9
(0. 253) (0.234)
) 496. 0 3, 288. 9
20mg &V 19 2.6F1.1 6.3%x0.8
(0. 300) (0. 254)
- 1, 008. 5 7,848.0
40mg 2 10 2.6E1.0 6.0£1.0
(0. 267) (0.301)
mean +SD




£ 3) A OB DR ERZE)

RN B 27T Bl A N AL Z 2 A RE Y )L 10mg, 20mg KON 40mg 2 1 H
L[E7 HIEROBRG LS oMmFEFR ANV A LZ RBEEZRFTLIZE Z A,
LM EFIRREIZE L, FREMEITITEACRD LN o730,

EYFRRIEERER
AR RV BN ERBR T A R T A v
QAN AP NE i bng [=F ) W
(M5 BN B 2 % 0 B RA O LM FHIRI SRR T A FF A4 > 0 Rk 24 2 H 29
A SRARA R 0229 45 10 &)
FNAPIE g bmg (=7 0 ) [ TA VAP AR 10mg =7 1| ZAEHERIE] &
Lzl &, WHZEHNE L, AMFNICRE L 2l Shiz,
MV. 9. FHHtE ] DS,
QAN AYNLZ U E 0ng [=F w19
(TM&FE IR DM F IR A KT A 2 PR 9 4F 12 H 22 B [EIEGRER 487
oy FRR 13 4R 5 H 31 A —#dE EHEEIEEE 786 5. Rk 18 4 11 H 24 H —#itE
SAFAEIE 1124004 B L OV 24 4= 2 A 29 H—¥tE FAHFAF 0229 5 10 =)
FIAF A EEIOmg =T EA N AT 76 10mg DFILEILEE (AL A
s ARFYINELTI0mG) %, 282D 7 v 24— "—JEIC LV fdHE
RN 7SR BEETH 1 - L C LC/MS/MS 52 Tl g R (2 41
Z ) REEZWE Lz, BN EWENE T X —% (AUC, 45 Cp) 1Z2WVT
90 % 5 FE X A THEFHIEMT 21T o 725 . Log (0. 80) ~1og (1. 25) DHIFAN TH
V. A O RN VD R S LTz,

(ng/mL)
500+

400 1

—— LAY Y ig10mg (=70
-A- AV ATy U EE10mg
Mean=®=S.D., n=20

300+

2004}

PEF - ANGNRSIS AR =

100
O T Al
0 6 12 18 24 30 36 42 48
B (hr)



HERT A—H BENT A —H

AUCO—>48hr Cmax Tmax t 1/2

(ng*hr/mL) (ng/mL) (hr) (hr)

AoV APV BE

i 2377.39£563. 78 | 387.56£83. 21 1.8%£0.5 8.5*+1.1
10mg =712

FNVAT v 7 6E 10mg | 2287. 291523, 31 | 374. 78£87. 58 1.8%0.5 8.3%x1.0

(Mean=*S.D., n=20)
I 5 HR R B N AUC, C,, D8 T A — &, #EBRE OFRIN, (KR ORI B - K
S ORBRSEMFIC K-> TR D WRMERS 5,
@A N AV NHZ L BE20mg [=F 1) 10
(M FE IR DO EFI SRR A R T4 2 PR 94F 12 H 22 B [R3R5EH 487
. PR 13 4R 5 H 31 A —H#PdE EIEFERE 786 B, K 18 4 11 H 24 A —#duE
FEEFAIEE 1124004 5 K OVERL 24 45 2 H 29 H —H#d0E SEAFAR 0229 25 10 7))
FNAPIE o FE20mg (=T 1] EANAT v 76 20mg DZENEI 1 EE (4L A
Pk AREYINELT20mg) %, 241207 o AF4— S—{EIZ X0 fdFE
RN 7SR B AT 1 5 5- L C LC/MS/MS MEIZ CISE R TEERE# (A AL
Z ) REEZRE Lz, HOoNTEYENRE T XA —% (AUC, .45 Cpy) 1ZDWVT
90 %15 #H X HEIZ THEGHIFHT 21T o 7o i A, 10g (0. 80) ~1og (1. 25) DHIPHN TH
V. WA ORI VD R S ATz,

(ng/mL)
1000

800+

—o— AL AYILY EE20me (=70
-A- AV ATy U §E20mg
Mean=®=S.D., n=20

600

400

RRFE\ S F S NERE

200

T \
0 6 12 18 24 30 36 42 48
B (hr)



HERT A—H BENT A—H

AUCO—>48hr C Tmax t 1/2

max

(ng*hr/mL) (ng/mL) (hr) (hr)

AV APV BE
20mg =71 |

4351.16%965. 44 |699.35%£152.48| 1.9%0.7 8.2%+0.8

FNAT 75 20mg | 4470. 12634, 35 |677.29+£112.34| 2.1£0.5 8.0%0.7

(Mean=*S.D., n=20)
I 5 HR R B N AUC, C,, D8 T A — &, #EBRE OFRIN, (KR ORI B - K
S ORBRSEMFIC K-> TR D WRMERS 5,
DA N AP NE L BEAOng (=T ) 1D
(M FE IR DO EFI SRR A R T4 2 PR 94F 12 H 22 B [R3R5EH 487
. PR 13 4R 5 H 31 A —H#PdE EIEFERE 786 B, K 18 4 11 H 24 A —#duE
FEEFAIEE 1124004 5 K OVERL 24 45 2 H 29 H —H#d0E SEAFAR 0229 25 10 7))
FNAPH o EEAmg (=T 0] EFANAT v 76 40mg DZNEH 1 EE (4L A
P AREYINNELTA0mg) %, 2412 o7 o AF4— S—{EIZ K0 fdFE
RN 7SR B AT 1 5 5- L C LC/MS/MS MEIZ CISE R TEERE# (A AL
Z ) REEZRE Lz, HOoNTEYENRE T XA —% (AUC, .45 Cpy) 1ZDWVT
90 %15 #H X HEIZ THEGHIFHT 21T o 7o i A, 10g (0. 80) ~1og (1. 25) DHIPHN TH
V. WA ORI VD R S ATz,
(ng/mL)

14009 T

12001 1

—o— AL AY)LH ER40mg =70
~Oe- A )V ATy U E40mg
Mean®=S.D., n=18

1000

800

600

400 1

D AN R A =)

2001

O E‘ T T T T T T T a
0 6 12 18 24 30 36 42 48

RFfE (hr)



HIENRT A =4 BENRTA—H

AUCO—>48hr Cmax Tmax t 1/2

(ng+hr/mL) (ng/mL) (hr) (hr)

FIRAYILE L BE
40mg =71

8282.10£1836.21 | 1179.49£280.12 | 2.3=£1.1 | 8. 1%1.1

FNAT w7 §E 40mg| 8434.70£1662. 19 | 1164.52+258.78 | 2.1£0.6 | 8.6*=1.5

(Mean=*S.D., n=18)
HLAE R NS AUC, G, /3T A— B 1d, HBRE ORI, IR OB - B
S ORBRSEMFIC K-> TR D WRMERS 5,
(3) HEE
ZUERR L
(4) B - HRAEDOZE
16.2 IRIR
16.2.2 BENHE
fERE 72 BRI 12 BllC AL ATV Z v A RE Y IV 20mg & Z2fERE, IRIRNH &1
B 30 53 8 B\ M E @RI R 30 /) RICHIEIE Q5 LIc L & ZREROAL
AFNE D Cpp T RAUCITIZIE & A LI, REORBIIRD SN2 o

f: 32) .

2. EYRERI/TA—4
(1) BWAZE
LB R e L
(2) RIGREEH
MR L
(3) HREEEH
frERE R A BRI O -

wh& 10mg 20mg 40mg
(10mg X1 #E. n=20) | (20mgx1#E. n=20) | (40mgx14E. n=18)

kel (/hr) 0. 082+0. 009 0. 085+0. 008 0.087+0.011

(Mean=*S.D.)
(4) V753 2RA
SR L
(5) AMEHE
TR L



(6)

Z Ot
E AR L

3. B&H (REaL—Tav) f&H

4.

(1)

(2)

fEt A&
MR L

NG A= EFHER
MR L

LS

16. 2 IR
16.2.2 "AFTRASEY T«

R N BYE 24 BNC AN AP L Z 2 A RF Y )L 20mg Z 22 i8R HL[ERR O 3% 5 &
AV A YL HZ 16, 2mg ZFRAIRPICHAIR G- L, #axct A 42T XA T8 ) 7 ¢ RO 7=k
HB.25.6% Thot=® HEAT—H),

(2)

(3)

(4)

(5)

(6)

1 3% — i BE P & 5@ 14
AZHER R L

% — ha AR EAFT @@ 1
U ER R L
Ht~0BITH
MERR L

(2%E)

VI 6. i E DS R A AT 5 HREICET 515 6) il DOEBM,
HRA~ADBITHE

M ER L

Z DD~ DTS
M ERR L

MmiFEBHEEER

16.3 »f1

16.3.1 MAEAHEER (RONEEE)

FNAPNE L OMFERAFRERILI9% EFmL, BT AT IV OILT7 7 ) o4
A4 NMZHEAT D (in vitro) B, TN 7 7V EDOHRBRTU LT 71 o DIEY)
BHRB IS 70 MR RIS B E R S e hro 72 30 %) BMEANT —#),




6.

(]

(1)

(2)

BARR AL B AR RS

16.4 ¢t

FNAYILE L A RFY I VL, RO&G%, EINE EE, IFESOImEEIC RS
WTCERT T —VIZ K DMKGREZ T EERE O A4 22 oG Eh
Do MBEFITITA N AP ILHE o DBDZRD B, T OMOREIIFEE L7220,

REICE5T 58K (CYPE) OAFE. H5FE

16.4 {3
t hAFS 7Y —2aZ& U, F b7 o— L P450 4y 1-FE 7 FRE (1A1&2, 2A6, 2C19.
208%9, 2D6, 2B1, 3A4) DIEVEIZOWT, AN AP NZ AL HEREBH L
L ZA, BRAETHRE SN MEFRE TIIWTNOs BT E A SFHE LR
Molz, £, b MEBFMICC, AL AFLE L ARXYINCEETF Y
12— 2 PA50 OFFEITFRD b o729 (in vitro),

(3) NEBBHEOERRUZOHE
B L
(4) RIPMOFEOERRUERL, FHELE
BB L
7. i
16.5 HEt

8.

TR 7R R AN BRI C-A NV AL Z Y A RF Y IV 20mg HHEREO#HG LZE 2 A,
P b U= BE D 12. 6% (240 BEf#: £ C) 2MRFIC, 77.2% (312 etk £ T) 23
#EpcHt sz Y UKEAT—4),

fEREZR R AN 24 BIIZ AV A L2 A R¥ Y )L bmg, 10mg, 20mg & O 40mg % %%
JERFHEIRR O G- LTz & & #5548 M & TIZIRFUTA N A H L& 53 11.6~14.6%
PElt S 7z o0,

kS U RK—E—ICET B ER
BLER L

. ENFICEDBRER

TR L




10. REDEREATHESE

11.

16.6 HEDEREZHIT HEE
16.6.1 BEHeEERSE

R gl N1 8 il & | T RERR T FR R 26 41 & EIE RIS 8~9 370 3 BRIZ AT 7o E
AFNCKI L, ANAYFILZL ARFY I 10mg A 1 H1E7AMRERAOEES LZ
LEXD T HHBEOERIREBIZRE T HIMIET A/ XYL & D AUC DAL, BHERE
IEFHFE LR LT, BE, PEEXOCHEEBFERBREERE TENEN 1.6 5, 1.8,
2.8fFTho7=® UEAT—F), [9.2.1 28]
16.6.2 FTHEEfES2E

R N NP A TR RIS E R 12 B AV AL Z L A R¥ Y 3L 10mg & 22 H
B O# G Lz & &, e ER#H & g U iR A4 2 1% @ AUC IZENE i
L1fE, L7 Tho72® GEAT—4), [9.3 5]
16.6.3 SkhE

fdE 7l e (65 LA E) 6 BNCAL AY L HZ L A RF Y I )L 10mg & AR O G
L. fEERIEEERE L AN AYILZ D AUC DB Z R LT 25, 1ZEAL
ZITFRD 7o T3,

Fio, mmE i EERE (5l b)) 1T A VLAY LZ L A REY I/ 10mg & 1
H 1A 14 AFRER ARG Lz 24, FEmlinEE IZH U AUC OB AMEAS 1. 4 f5
EEZ R Lo, SRETIE LA ERD N7 GMEAT—%),

Z0th
LR L




. ReM (ERLDOFES) (CBYHIEB

ERNBEFNDER
E I TV

Mo g

. ERAB L TDER

2. B (ROBEIZEBELLEWNI L)

2.1 RANIOF KT LiBUE OB D & 5 B

2.2 HTIE SUTAENR LT B ATREME D & 5 &b [9. 5 2R

2.3 TV AF VLU TSR ARG T ORERREE (2L, tMOBERKEZIT>TH2R
BfEOa hr—ARNE L ARBOEBEEZEZRS) [10.1 /]

. PEEXIEIHRICEET 5FE L TDER
BREIN TR

. AERUVA=ICHAEYT 5FE L ZTDOER
BRE S TN

. BEELGEARRTEEZOER

8. EELERNIE

8.1 KH =BT o VFT vy IR EETAIR G T ICEE R ITHREREENH & biv
EORENDHHDOT, MHRERELZ R4 572 CBEE 012175 2 L, [11. 1.5 3]

8.2 Tl 24 FERNIIEE G- LW 2 EMRLEE Ly, 7o U4 T v v v N REiA# G-+
DEFIT, B OFPIC L =0-T v O T o3 ZROMBIERNC X 5 B 72 £ K
TaE T RN D D,

8.3 BEIEAERICESS O EV, Sb0XRHLLNLZ ENHLHDT, EHTEE., HEIE
DOIERFIEIR A 1 O A B E T DBRIITERE S5 2 &,

6. HENERZATVBBICHT IR

(1) BHtE - BEEFDOHHESE

9.1 SHHE - BIEEBFDHDHESE

9.1.1 MAIBBRKEDHDEEXIIABETEIRREOHDEE

B LSS ST SN S B E2BRE . RIS 52 2 &, BlfiEoRd
RAREASBEDE TIC L BURICBHREL TS E BN H D,




(2)

(3)

(4)

9.1.2 @A)V LMEDESE
BR B2 Hl SN 56 2RE EAITRET S 2 &, @A U U AIE
ZHEISE LB ENLD D,
£lo, BREEREE, 22 b — L RROFERFECI O MIED ) U AMEREL LY
RTWEETIE, MED Y U AMEIZEET D2 L,

9.1.3 INMERENHSEE
HEDOREESMMLE A E2EE L, WEzELSE2BTNRH 5,

9.1.4 BERBIERETDESE
BHENORGZBM L, WMET L5813 MRAITITO 2 L, —tEORER I EK
TEEZITRBTWRH D, [11. 1. 438

9.2.1 E’% % EfEE (MEFEYL7F={ES. Omg/dL LIE) OHLESE
INOOBEERGE LA R VR 2 MET 2 BRI 50 L TV 72w,
B r BBz nH 5, [16.6.1 2]

9.2.2 MZREHFDEE
EHENOEGEZRG L, WMET 256 13RAIITY 2 &, — RO 2872 i EAK
TEEZTBENRH D, [11.1.4 58]

=]
WS T PR ORI RERE B3 (Child-Pugh 0 A 27 : 5~9) TANL AV /LH
COMBEFEEN FHT5 2R ESN TS, [16.6.2 ]

HEREERT OF

9.4 £EREHT HFE

9.4.1 1R HAIREMED HHKIE
R L TWD Z RSN T VAT v VEBBERILERN LT AT
\‘/‘/H%%?{Zliﬁfﬁl ML, B - ER~ORE (Bre, HE - M- Tok
PR ) DR L NIBINHE SN TND 01,
ZIK%JOD&EJL ZHNED, BRI OA IS S EJE L CTARFIE 5 O EVE 2 R ITRET L.
TR EOFREMENERIEL BRI D EHEN DB RICORKRET I8, Fio, &
BN ERG A IITROEREFHICEET D2 &, [9.5 M
(D) AFBE-BRAARNCAEIR L TV e W2 L Z2fEsd 5 2 &, AAlIRGH S, MIRL

TWRWZ &2 EHRNICHER T2 2 &, RETITERAHA L HEIE, |
bicgkGahiEdoZ L,




(5)

(6)

(7)

(8)

Q) RDEHNZHONWT, KAIKREGFRRICEAICHAT 2 &, £, BEPLL
BIS LT 2 &,
CIEIRTPICAR ZE LG, BRI B ERICEEE RET U A7 8D 52 &,
IRRDVHIB L7 3B DN D5 E 1T BT EICHR T 5 2 L,
CIEIRAZRTET 55613, HYEICHRT D 2 L,

b1 4

9.5 1147

HE0 SUTATHR LT B ATREME D & 2 MBI IT G- L 2 & G I aRiRA ]
LEEBAIE, BEhick5a i+ L,

PRI R ORI T o T v M RRIETRN LT AT o %
FIEAZ L5 SN BE CHRARDE, B - FrAEROET, AR oK E,
AR, @h ) U AIME, BHEOERARK OEKIBDIEIZ X 2 & HEH S5 i
OfE, EEHEOETR., MOBRAEENS bbbl L oWERH 5, [2.2,
9.4.1 2]

RELIE

9.6 =ELIR
BRALRNZENLEE LV, BWFEER (7> ) O bmg/kg/ H THIFF~DBATH
BOLNTWD, BWFER (T > MEER LK ORASEAES) O 200mg/kg/H T
AR RIS B dafinf A 1 © FE T R OMAE DY, 8mg/kg/ H CHIAR RICIR B G INAM K&
ORI DORIENFRD HIL TN D,

INRZE

9.7 INR%Z
INREEZ RS b U T2 RGBT SEHE LTV,

= E

9.8 B#hE
PAAE4 T L, HMEICRE T2 L, —RICBEOREEITGFE LI RV ESH
TW5, MHEEFENEZ 28001 H D,




7. MHEAER

(1) BtAZEEZDER
10.1 $tEES (BHtRLAZWLZE)
A4 BEEREAR « & 51k & - faRIK T
TUAX LT VIR | FEBGEME RN A B RERE | L= - T U T v R
T LA E @AV U A GE R OMK i | BEER 2358 S 402 FTREM:
BERIF BB T 5 JED Y 27 BB RESHT| 235 5,
Bt T272 L, toREE W5,
BB IT-> Th 72 RIE
DAy ha—ANnELL
REDOEEZERL,)
[2.3 & 14]
(2) HEZELFDER

10.2 HtRER (BFRICEET S &)

A %

BERIREIR - HETE 515

B&FY - fEBRIA ¥

AU 7 DAREFER IR A
Avw /)77 My
N T AT L

VDR 5
¥ oyl

IMiF7 U o MEDR L7 5 Z
LD D,

AENOT Vv RAT a5y
WHHEHERICE Y B w
LITEER SR 5 %
ENBH 5,
fERIR - - BHgERE R E O
b5 EE

I PR B 4
Zut3 R,
Ny ZapiLRAFry
N2

[11.1.4 2]

—IEPED BT R ML AR T %k
BTN H D5, KHE)
bk aBnL, HMET L5

BTt ITITH 2 &

FIPR B A CTlaR & %2 0
TWHRFIZIF L =%
PERTUHE L T % BE N
%<, REINBEH LT
,

DEA/FN T
BREEY T A

UFULhENZ DBEN
VAV XAR

e 7 P IX R CTH 5
74NN B SRRV VS (7 RV N
BTV F U LA DY
BEEST 2L b T
WA, KRR Y
U AP A RS S 2 &
WEhiEZsrEEZ BN
Do




N B D ,eGFR A 60mL/
min/1. 73m* A O B ERE &
DHDHLERE~DT JAXL
7= Vg L ORI DN T
X, IR BT 21570 &of]
Wrs i 2% GabRERET D 2
E

VL A 3
GES R

BHEREIRE. Ml Y U AIE
M OMERIMEA & ZF 2 nn
o,

HHIA H W ARE LR - R E 1A e - fakRX 1
TYURAXFL 7w )L | BEEREE, 5V LML Lv=-T o oF Ty
360 JEA OMRIMLE 2 Z 38 % | REEEHNEHRIND

ATREMEDN B D

AT v A FPEHRE
icgall

B 238559 % B2 s
o,

FEAT v A RIHETH KSR
Flx, mAERERZA
TALTRRE T TV
DEREEFEEMITED,

AHN O BEJEER % 855 S
BB AREMN D D,

JEAT O A RMEMHRE | BHEEAZELLIEIBZNAN | TR E2 7T 000 D4

Jra A B D, REPRLEEHIC LD, B
MENMETT27-0E%5
2B,

8. BlER
11. BlER

ROBWERB S SN D Z LR35 DT, BEZ H3ICATV, REDPRO bNIZGAIC
TG 2T 57 EERAEAITO 2 &,

(1) EXGEIMER & MHER

1.1 EXTEIEA

.11 MEFE GEEAH)
B, D, WEE, HFOERSEMERE LTHLOND Z L0 D5,




(2)

11.1.2 XL (HEARH)

11.1.3 @A UDLME FEERH)

1M.1.4 >avy (HEEARH) ., £ HEEAH)., BREEKX (BHEARH)

W MR, BRI ARE R D O b HAICIE, BEBICEREEITO L, [9. 1.4,
9.2.2, 10.2 ]

11.1.5 FrgaefEE (AP, &EE (WERH)

AST, ALT, y-GTP FHSEDF¥EREENH OO Z b5, [8.1 5]

11.1.6 m/hRiEd (BEEERB)

11.1.7 {&M¥E (BEAR)

Wik, ZEMERE, T, FoEA. R KRT, &8 ElEEENH O bivicS
A2, EYRLEETT S 2 &, HRBIBIRTOBE TH LT,
11.1. 8 t&RARAARAE (B AHT)

AR, B, CK E5- AR ORF I A7 r ey ER AR L 3 2 B0 iz
FENR S HDOINDZENHLDOT, ZOXIBRGEICITEBICEGEZHILL, @k
WEZITH 2 &,

1M1.1.9 7+ 74 5F— (BFHEARH)

Z O, BEFAR. MEERT. MREEENERE LTHLDbNLZLBH Y,
TF747F%F v —Yav I EREILIZEORELH D,

11.1.10 EEOTH GEEAH)

EMEGICLY, REEDZE)BEO THRGbbNDLZ BB D, ERICED
R EZMEEDRD LNTZE DRENRDH D,

11111 B M GEEEA)

FEEN, WLk, PR DRI, M X AR E AL O MR NS DD 2 ENH D
DT, ZOXIRGEITTRGZ PRI L, BITRERVE CHORG%E O] 72 0L
BEITH>2 L,

Z DD EI/EA

11.2 ZDihoa|1EHA

1~5% At 1% At BAEEA
I EUE S IR
IIRY:3 PRILEREGIA . ~F 77 | F i BR 554 0| #ii

2 e o~ b7 | SR
U Mg
FEFRARRE R DEW, B O A B, BHE K,
S b DOEK 8




10.

11.

1~5% At 1% A LA
Ik Lghy TR MRS - MR, 1
B, IR, BEAIR
&, (ERA, R
B DEAE, B, 13T
v, Mg

JF- ek ALT E &, AST bk & |ALP E&H
7-GTP L5, LDH - 5-

WK Ao BUN |- 5- Mg 7 v = | MR
> EARERA
B PRI
Z it CK 5. CRP R b | B aamk, Wk | 70E, R (R,
V7 VY REF, M KORELE) | MR
D NI L &P . B R,
EA I, LU, BREHE
NS

. BRBRERRICREIHE

RESH TN

BERS
BIE SN TR0

BERALEDIE

14 ERALDFE

141 ZEFFARFOIE

AFN % A BRIV UHERERIAI I T AL v b A DOVERIE KIS L — a1k L EiR T
FUTICTRIELIZE G, A ML U RIAI LI | A 2 b A U Vi SR %
WEBTHZERDHDHDOT, —alfbidElT 5 = &,

14.2 ERRAEFOEE

PTP EJHEDIANL PTP o — 2D HD (L CIRAT 2 L 5785252 &, PTP & — h i
BRIZ KD | OGN EE R A~FIA L, EIITERL A2 3 2 L CRERRIA R E D EE 72
AOHEZPFET D52 LB H 5,




12. Z0H0EFE
(1) BRERERIZE D 1HR
BE TR
(2) JERRRREERICE D < 1E#R
BRE ST



X. JFERPREAERICEIY S1RHE

1. EEHER
(1) EHEERR
[VI. EZIEPPHT 5HE ] OHESM
(2) REMEERER
MBI L
(3) ZOihDZFEAER
MG R L

2. EMAR
(1) BEEHRSEHRER
HMER L
(2) REHRSSHHAER
EER R L
(3) EinEHERER
M ERR L
(4) PARMRER
MERR L
(5) HhEFAESMHRER
M ERR L
(&)
VI 6. ¥ 7E DS B A AT 5 HBEICET 515 6) Bl DOHEBMH,
(6) BFTRIEMEER
MG RR L
(7) ZOOH%SMH
AZHER R L



. BEMERICET SIEE

|

LS

B Fl ANV APAE U EE Bug (=7 0 B 55 [ R )
ANAPNE GE10ng =71 | VUVE 1538 SRR
ANAYP NG GE 20mg [=71 | RIS S R 1
A IS L BE 40ng [ =T 1 QLS55 [ S 1,

GRS BAERS ANV AYP L A REFY L AR

) EE-EMEONFECIVEMTLZ L
- AR
3 4F

. BENRETORE
R PRAF

. RV EDEE

20. BEWLEDEE
T o —RRERITBR TR CRIFET S L,

. BERITEM
BEREELTAR HY

<THoLEY %)
FOMDODBEBNTEM : L=y - T o T o U RIBEEROH A B IR S5 4otk
DBEE o~

[XII. 2. Z DOt O BAEE R DIEZR,

— 5 - REhE

—RE AV AT 7 0D $E bmg., [F] OD € 10mg, [F] OD & 20mg, [F] OD & 40mg (35— =
1)

[l % T T oy RS

1|

. EREEERE
A L




8. AERFTABFABRUVKIAES. EMELEWNEERAD. REHEBERHE
BB E AR B : 201748 A 16 H
TR AV AP ILE EBE Bmg =7 1| : 22900AMX00920000
TV AP ILH L EE 10mg =712 : 22900AMX00921000
AV AR U EE 20mg =71 | : 22900AMX00922000
LAY ILH L BE 40mg [=7 12 | 1 22900AMX00923000
FRARELVEGEAE H B - 2017 4£ 12 H 8 H
HRFERAA4EA A : 2017412 A 8 H
9. MEEXIIZNEEMN., AERVEAEEFENEOFABRVUZTORE
LN
10. BEEKER. BiMERELAREAERUVUZTOAR
BN
11. BEEHME
BEARRANA
12. IREFEHAREFIRIZEE T 515K
AFNT, B (HDHV0TEE) WIRICRET 2 HIRITED 5TV,
13. &#Ea—F
. JEA S FAL L | EREHE T = — R - L7 NERAEE
74 . ) ) HOT (9#f1) &5 | )
IR = — R YJa—k) VAT LAHa—R
FIAY LB
2149044F3019 2149044F3159 126031101 622603101
BEbmg (=71
FINAT I
2149044F1016 2149044F1148 126033501 622603301
B2 10mg (=71 |
FIVAY LA
2149044F2012 2149044F2144 126035901 622603501
BE 20mg (=71
FIN AP IV
2149044F4015 2149044F4155 126037301 622603701
B2 40mg (=712 |
14. RIFHBGLOFE

ARANZ, 2HREI L ORI ER A IZEE T D,




I. Xk

1. BIFAXH

DEHHNSOE AASRE S s (BIFEE) C-1265(2021)
2) B ARSEAIRAHE ® o & —fR « BAER S EELIER 2021 (CI1EH) 172(2021)
3) =7 mERFENE R ErE Ohnig) FER

=7 RN ER  ZEME Ong) R
5) =7 mRFEINE R}« EtE Ohnid) FXBR

=7 aNER - ZEME Onig) 3R
7) =7 arENE R - e (BEIRIE T oL EN) R
&ﬁ7m%ﬁW§ﬂ ZEN (BaSREcoOREN) Bk

2R - ENE (R EToREN) R

1®:7u%ﬁmgﬂ ZEM (EERETORENE) R
1) =7 o ttNEEL - e (EI%OREN) R
12) =7 2 RIENERL - ZEME (OEI%OLEN) R
13) =7 e tENERL - REME (OEIROLEN) R
14) =7 a RENERL - A PR RSN () SRR
15) =7 a (tENERL - AR RSN (EH, PR ENE) R
16) = 7" e (RFENE R - AW PR ENE (B, AR ERE) Bk
17) =7 a@tENERL : AFESEN G, PR ERNE) 3R
18) =7 a (RAENEEEL - B B o aiE A~ O A MR RS

19) PFEFT ORER (A AT v 7 §E : 2004 4 1 A 29 H 7K,
MM EEE RS E L7 Lot ay B (VAT v 7 6 @ 2004

F£1 A 29 HAR,
2D) BB G- OB (AN AT v 7 5E 2004 4F 1 H 29 H AR,

20) BLIE - HHAESEANTE

CTD2.7.3.3) (L20230065)

CTD2.7.6) (L20230066)

CTD2.7.3.5) (L20230069)

22) RReMEm MEBE 2R & Lic vy AisHiEE, A4 7 %A N RFRIEDH i 535k
(A AT v 7 §E - 2004 4 1 H 29 H&FR, CTD2.7.6) (1.20230070)

23) BRE - HESEAREME E MR B E R & LB IR (A 27 > 7 8« 2004 4F 1
H 29 H&FR, CTD2.7.6) (120230071)

24) BHEREREE 21 O | EREBH 2 xR & LB IHERER (v A7 > 7 8 2004 47 1 A
29 H&Z, CTD2.7.6) (1L20230067)

25) BE & ML ESE 25t R & L2 B IR (v AT v 7 §E
CTD2.7.6) (L20230068)

26) /NILTEZ1E ) ZEATAE#R 2003 5 55 1 1-91 (1.20200292)

27) BT x T 21EH (A /v AT v 7 8E 0 2004 4F 1 H 29 HAFR, CTD2.6.1.3) (1.20230072)

28) H BT ) ¢ BERZESE 2003 5 19 (10) : 1131-1142 (L20200287)

29) WRAE - HHEEAREME L R 2 kPG & U R Eh R & R IEER O BROKRE (Fr A
T v 7 §E 2004 41 A 29 HAGE, CTD2.7.6) (L20230056)

2004 4= 1 H 29 H #&GR,

=

— N



30) ASREME i L ESE BT & xR & L7z 40mg G- O IEMBIRE DG (F/v AT > 7 §E : 2004
1 /29 A&, CTD2.7.6) (120230057)

31) | ZElUE s - BERESK 2003 ;19 (10) : 1143-1156 (1.20200288)

32) HPZEdUE A ¢ BEPREESK 2003 ;19 (11) : 1283-1295 (L.20200289)

33)BARER (AL AT w7 8E : 2004 4F 1 H 29 HAFE, CTD2.7.1.2) (L20230058)

M) EEFES PV AT v Z75E 2004 4 1 H 29 A7&ZR, CTD2.6.2.4) (L20230059)
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