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VOV ET AEABEOEHBKIZES L TWD Z LRI TN D,



10.

11.

12.

13.

14.

(715) A REHRRE S RLE
AREALM: - A5k 50rpm
RERIE - K (900mL)

(F55) 15 M OEHERIL 80% L. EThH - 72,

PR ER L
BB

WA DHR S OHERHAERE
AN TR EERNE S (R R : 235~239nm M (Y 292~296nm)

HEPOBEMRSTDEEE
kv~ s777 14—

pakfi
AR

BAT 2ARMD 5 B IHD
AR L

AR LEENBELES - MENERUERICET SR
R L

Z D



V. BEICET3IER

1. ShEEXIFHR
ARIRAE (R & ST K OV 5 DI IS D RIRAEIFER <)

(GGHEER (TN RICEEHET AFEARALDFE)
KA DOFEEIL, RIRIEOFEBEZHET L TNHITHI) 2 &, 0B, MERIMIEDH D VITEE S o
IR O RIRIEIZIIAFIOFZIEFEARG TE 20,

2. BERUA=E
WE. RACIEY LV ET AEAEEE S LT 1A 5~10mg ZbEEANCR A& E1 5,
B, FEEICIE 1 E bmeg O G EZBRET 5, . SER, A IV EEHEET 553,
1H 10mg #2772\ & &7 5,

(AZERUVHAEICEET HERLDEE)

(1) AANZKTT 2 RITIZEAZERH Y . 2, b5 A9 MREE, MEIRFEAEL (e R E)
ITHEKRGFNCH Db b DT, AflEEET 25512305 (18 5mg) o4& 5 %5
52 &, RUESTHET 2HAFBILEEZ TIATVWRBLEEICRG T2 8, -
7201, 10mg Zfx7eV\WZ & & L, FEROUEEIC > THEICE DD Z &,

Q) AFNEBET D5A. MEOEMMCBAIES 2, 72, WAL TRRE L%k, BFEN
IR L CikEh 2 BRtA T 2 £ T+ AR BEIRFERI 2 & /e o 72354 SUTMEIRE 2B 0
TSR L THEFE 2T oA R EICBVWTRER S bl ODRENDH D
DT, FEHPHEIT D ENIEEN & BIAAT 2 AR B D L IXRA S22 Ly,

3. ERERAL#E
(1) BBERT—2/1\vH5—2
AR
(2) ERERHER
MY ER e L
(3) ERPRZEIRHER
MU ER e L
(4) BEFRHIER
MU ER L
(5) HRELHIERER
1) EEALAITRERIGHER
MY ER e L
2) HeBREAER
MU ER L
3) HEMAER
HUERR L
4) BE - RERIGER
MY ER L
(6) ;AERER
1) FRABERE - FEFEARERE FEHAE) - ERGREBKRRER (MREREKRHRER)
MY ER L
2) RBAFHELELTERFEOARX (TEME L = HBOME
BAROAA



VI. EEB(CEITSIER

1. EEZHICEEH S LEMRTLEHE
A IV Y VUEEE AT LN Y VTR R

2. EB{EA
(1) YEFREMI - /EFKRE 5
YIVET AEABEIINR L Y VT B R EAM TIZ ARV, R U T R B UG ERIR
IICHEA L. FROIER 24, RN U7 B B U iSRS Z Y E GABAAS &
KOV T a2=y MIFEL, Z ZITHAT 5 2 LI L W GABAAZ EIE~DGABAD B FMEZ # o)
GABAAR DA INGIBEHE 2 #9508 L CERSFHMER 27~
(2) FEMEZEMTITLHARBAE
MEER R L
(3) YERFIREFM - b
MUERR L
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VI. EYEhEE(CRET3IEH

1. mAEREOHTE - BIEE
() AELAEMDGOFRE
MR L
(2) REmdEERERR O
[VI-1-(3). EEPRFRER CHER Sz R | DIESMR
(3) FRERABR TR INzMFRE ©
EMERNRSEHERER
AREFNIZIE =IO L FH R EERER T A T4 > CER9FE12H 22 FEBRAERE
48775, —¥#PikiE “ERR13E5A31H T HMARERETS6T) (CHEL,
1) Y AEF Al EESE smg (727 7 |
VIOVET MEATREESE bmg [/ 7 7| CEEMERIFIE . s e A4 ——JEIc LD ENE
N1V ET MEAEEE & LT Sme)fdtal A\ B IR a0 5 L TR
TACIKIREE 2 JE L, B o= yEhife <7 2 —%(AUC, Cmax)lZoW\ T 90%EHEX
FVEIC THERHIRAT 21T o 7o i R, 10g(0.80)~1og(1.25) DEIFHN TH 1 | Al DL 7Y
RIS DS RS S L7,

B HIENT A—H BERTG A —H
" AUCo-10 (ng-hr/mL) Cmax (ng/mL) Tmax (hr) tuz (hr)
Va ° == 1Y et £
//DETA{EE@kiEﬁ 231.725+129.118 67.602+£23.654 0.79+0.22 2.18£1.07
5mg (77 7|
YA T X
PR 234.618£t£121.399 71.925+29.079 0.83%+0.35 2.08+0.84
($EA), bmg)
(n=20, Mean+S.D.)
(ng/mL)
100 r ST p——— — =~
—o— VLT LBEGRIBHIE S melor 7 7]
0 T --o- B GEA)._ 5 mg)
il 801 (n=20. Mean%£S.D.)
= 70 PoT
¢ RS W
EE 60 1 H
Zoopif i
TZE 40 F i: : H
= 30Fd:
B o0ty
10 ','" ;
O T 1 1 1 1 1 .L 1 1 1
0 1 2 3 4 5 6 7 8 9 10 (hn)

IS

3 ONT AUC, Cmax 5500/ A — 5 [ZHERE ORI, (RIROIRIUEILL - HER%5
DRIRGEIT - TR 2 THEMED 0 5.
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2) VNET ABEAESE 10mg [/ 7 7|
VVET MEARRESE 10mg [ X 7 7 | SEERIFIZ 7o 24— "—EIc L EnE
W1/ VBT MBEAFEN & LT 10mg) AR A B2 & B ek 0 & 5 U TR
BALRBEEZNEL, o8 YEiE T 2 —2(AUC, Cmax)iZ oW\ T 90%EHHX
MBS CHERHIRNT 24T - 7245 3. 10g(0.80) ~1og(1.25) DFFAN TH 0 . M| DLW =2H)

[FIZE M RS S T2,
HENT A—H BENT A —H
W4
AUCo~10 (ng*hr/mL) Cmax (ng/mL) Tmax (hr) te (hr)
STUCENN, =
SET {ELE@( e 510.228+196.916 165.378+=56.109 0.78+0.32 2.23+20.85
10mg 737 7|
5 Y LK
FRHERA) 559.331+240.246 160.964£52.564 0.81+0.22 2.43+0.91
($24l. 10mg)

(n=20, Mean=*S8.D.)

(ng/mL)
2507 —o— VLT LBORIER10me T =7 7
--o- - R EEFl. 10mg)
mor I- (n=20. Mean%S.D.)
i LT
un] '
3;150 : i
%= (H .~
1t i o .
%100 /i
= i
Bl TR
O - 1 1 1 1 1 1 . e E—
0 1 2 3 4 5 6 7 8 9 10 (hn)

M EEIE ONT AUC, Cmax 5800/387 A — 5 [ZHIRFE ORI, (RIRO LRI - BEH %
DFRBREANNT L > TR D ATREMEN H 5,

(4) ez
LB L
(5) B - HAKOBE
BB L
(6) BEE (KE2L—33>) B YHB L -EYARNDEEDER
PG L
2. RUBEERAIS A— 5
(1) B
BB L
(2) AR RS
BB L
) "AFTRAFEY T4
B L
(4) HEEETH O
0.3778+0.1427hr!
(BEFER A TIHE, /L &' F M AEESE Smg [/ X 7 7 | G MR WIIRE 1 2 5)
0.3530%0.1246hr!
(BEERABHE, /0 €7 MBE AR 10mg [ 37 7 | G2 M Otmie 04 )
(5) FUFF YR
BB L
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(6) DB
R EE R L
(7) mEFESHER
R EE R L

3. IR
AR L

4 5

(1) i —RAPSER
LR L

(2) Mi—HARBEPTER Y
L ER L

(3) Fit~OBTE
R~ OB S SN TS,

(4) BEEA~OBTHE
LR L

(5) ZDiOBB~OBTHE
LR L

5.

(1) B R U RS
L ER L

(2) REIE5T SBR (CYPIS0H) DHFHE
AFIT, E& L ORISR CYP3A4 X Ui CYP2C9, CYP1A2 TItHBISN 5,

(3) PEBEHROAERUZOME
LR L

(4) REMOBIEOBRRULLE
AR L

(5) SEABMOEERI S A— 4
s L

6. HEtit
(1) HERERGLI R DRER
BRI L
(2) HEetts
Pt e
(3) HEMRRE
MG RR L

1. FSURK—5—IET B
BB L

8. BMFIZLBBRER
AANTMIRENT TITBRE Sy,
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1. EERE L EDER

QL (ROEBEBEHEIZIFIBELENZ &)
ARNORAZIZ, &9 A DIKRE, HEIRFEEHER FEERSE) RbobhbsZ &Rbb, £7-.
MNRETDO, HOWVEHFRFERFOHEFEZFTBEL TRV ENRNBLIOTHERETDHZ &,

2. #NELT0ER (RAEEZED)

OEZ(RDEHIZII/E LA &)
(1) AHN D B 53 56k U UE DREEE D & 5 B
(2) HELIIEEFDH 2 BE
[REFEREOER NIC L Vi PRELS ER L AERANRSH oD BENNH 5, ]
(3) EJE MM E D B
[t KV IER 2B LS8R H D5, ]
(4) RMEPAZERE A RN PR D B
[IREA EF L, EREE(L S BZNRH D, ]
(6) AANT & v MEARFEFEAEIR (FUBERE) & L CRETHZ I LI LD L5EE
[(EER AL - MUETR, FHEICEDMIREHEREZ RIS 280 H D, ]

OFRAIEZEZE (ROBHEICIERELLGEWI EZRAIET EHH, HITHELT HEEICITIEEICKR
5452¢)
JtitE Oy, AU, AU S0 S KON ML R 55 D 2R 7 & CREASRE N S IR F LTV 585

AN

[RERHIENC L W REE T A F L a— 22 Z Lo 0, ]

3. MEERIFHRICEET HERALDEE L TDEH
[VIRRICBE T 5HE ] OEHEM

4. FZERUVHEICEET SFERLDOFEELZTOER
[V IREICET2IHE ] OIAZR

5. RERSANRLENER

EERE (ROEEICIFEEIZBETEZCL)

(1) =558
EMOERANELS HObiv, BHEAREE LTV, ]

(2) miEE ( TVI-9. @i ~0#hE ] OESBMH)

B) LEEOH D BHE
EE TR LbNIBENLRHY, LEEOH S BE TIHEROERICONDBZEN
NHod, ]

(4) HEEOH L EE ( T-2. Z22NE &2 OBH(©Q)] DERR)

G) BEEDOH L BEE
[PEfEBIE L, NS o IBENLH D, ]

6) M EERIEED S b BE
ERPES H bbb DdBENLH D, ]

6. EELEFRKIE L TNEBHRVLESE

EERELMIE

DERC LV EMEGFZECD ZERHDHOT, BRE Lokl 512 & 2 R 28T %
Z &, AAOERG EMkT 256 1C1E, BRE EOBENEE HIChET S 2 &, ( TVI-8-
RITEH (2) EXRRRIEH & OIHIER ) DIEZM)

(2) AFNOFEN LRI RO, MR TEE) - ) - KATEBRE )2 EORTRREZ 22 &
W% DT, ABIHEOMIAR SfERE (O MO BMEICEE SRV LS ICERETH 2 L,
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1. HHE/ER

AAFNL, E& LU THFEDAGHEESE CYP3A4 K OV CYP2C9,

CYP1A2 THEH s D,

(1)

(2)

HFRESE T DEH
RN
HFRTE L T DEH

HRAZEE BRISEEISZ L)

IIVEY — VIR R

B

oz,

A4 BRAREAR - FE 71k B - fERIA 1
R FERAMEIA S S D Z & 03D | FINANZ RN 23] S 5 ml e
HOT, EEICEETAHZ L, | ERH D,
R AR S 71 FHEZ HAR A I VR A3 AR | ARAI M OV A © O SAI X Hp AR
T )F TV UEEEIK THZIERHDHOT, HEEICE | BRINGEERZAT 5,

Tva— (fkiH)

FEARERAE - Ao - EEIERESF O
ETRHEERT L LENDHLD
T, TELHRTHHEEX S
L&,

7V — % GABAA ZEIEIC
TER4 2 2 & 551 X 0 s
MHER 2R3 720, OFAIC K
0 FH A FPHE A A IR 2 1
WTHZERH D,

Vo7r7o BT

AANOMPEREMET L. 1B
BT 2 BENDRH D,

SR CYP3A4 iFE S
., ARNIORFIIMEES D,

8. EIEH

(M

(2)

BlIERADHE

AT A PG A A 5 D B S8 SO RE 3 WA e & 70 %

A2 T L TR,

EXGEIEA & HEIK

EXZEIEA

© 5 55K,

(D IRFFME, BERRAEIR CHEEAH]) - MAIC LV MK GFEEL AL L2 2L R3HHDT, BlEL+
ATV, AEEOEAERICERE VEEICRE T 528, 2, EHTICRIT &5
BEORBLWD 720 LIEEOPIEIC LY | KBMERIR, W5 B OBEBUEIR 2 & 6
PnoZeRHHDOT, HHEEZHIETDEAITIE,

() FBEIK. BHEEE (HEAW)  AZE, 8L, LR, B, B, Bkl Lol
TEHEOBHIERK EBEENHODOND Z ENHLHOT, BEOREZ OB L.
RENRBO ONIZEE TG ETIET S 2 &,

(3) —iBEATRE .

A TR T D7 SEEICIT) 2 L,

MEERPEFFAEIR (SMEEEIRFE) (BHEEAM) : —@Pkal
MRS (REEARE CTCOHRFELREZ TR, ETRERFOHRFELTZ TR
W) b9 A IREE, BEIRFEFEEIR (SFEERE) BNHLPNDL ZERH LD T, sk
RIFESHE S, BRPIGEZ SQAWESICEET L2 L, B, HoICREBELZRWY
£E., HOEIR, BFEFEZITV, TOHKRFEZLBL TORVWEORERH D, Fk,
RCZEUHEERAE - tET5, FHEORELH D, BFEVEO LNEHEITITR

Hahi+sz L,

(4) FEOR NS (BEEERBA) : FERNEIN S Db b Z E0nb D, £z, FERIEREN = I T
LTWABRFICERE LB, RBIAFTLI—V RAERITIENRHLDT, 2D L
IRBRIITRE LR L, MR A I D e ElEU R EEZITH 2 L,

() FFEerES, &8 (BEERH) - AST (GOT) . ALT (GPT) . vy-GTP. Al-P » 7%
ZfE D FHEEEREE . BENH LN DZ ENHDH DT, BEEZ 01TV BENER
SNTHA IR G2 L, EWYARNAEEZITY Z L,
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(3) ZothnEI{EA

ZDtDEIER
AEPE ANH
" Sbox | IRA. U, FRIRE BEEKR oF», AL, BE Somd. 6
T
m & BRI, A iR
o ALT (GPT) FX&-. y-GTP k5. AST (GOT) k5. LDH k5
T B E=1

H B & A, R, BACRIR, MR, TR D OSSR, BATTE

& I’ & iz
B B OfETV | L. T O

- PEEER, 0. TR, e
iR B, RS, B

£ D b PYE, AP, T2 R RE

1) BELZBEIE, BEETIETL 2L,
1 2) IS LY milnE 0 EIT T S BIAEHRE Sh TV D,

(4) HERBEFRERBERUVEREREERER—R

EEE R L

() EHBKRE. SHHE. BEEERUVFNOFEFERAORMEFRARREE

AR L

(6) EMT LILF—ITXT 2 IERVHERE

9. BEME~NDRS

10.

11.

2?2 (ROBEIZIFHBELELNI L)
(DAFN D A3 12 5E UIBBUE DBEFERE D & 5 B

BlfER
(2)Z DAL DEIER

MOE R B

BEYEE | BB, T )RR
E1) BELEEAICR, K52 FIETHZ 8,

BEIEHNE Z Vo9, £, BIERARRE LT VWO T, A& (1[F 5mg) 22645 4 B
L, 1 10mg #2202 &,

R, ER. BIBF~ORE

(DIERREE - 107 UTIENR LTV B A BEMED & 2 I N I2IE, 15 L OB RYENGERME A Rl 5 &
W ENABEEICOLEETH L,
EAR T O 5B B 22 MM L Ty, ARSI e FCHREBZ@EBT 5 2 & 2NH
HENTEY, HRGBEIICAR ZHRE5 SN BE L0 A U2 RIS G, et IR,
SR, LIRS OBERER N S b b s Z E b b,
B, INHOMERIT, HAERMKELE L THESNDIBAELH D, ]

QBT BT ORA~OEGITRET 5 Z ENEE LWV, RO B TRETHEAIL. &%
HLAEwTIEHr L,
(R A~BATT D EnHEINTEBY, FrAERICEBRZE. BT’ bH 5, |

INREADRS

R AREE, #AER, LR, SR SUT/NRISHd 2 2223w L CTu 7wy (R BR 23D
AJ/A) I
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12.

13.

14.

15.

16.

\

%ﬁ@ﬁ#%l&& 7
B R L

BERS

fEAK /»tTA@E%ﬁ%ﬁﬁﬁ@ BER G T, IR D EEE COEREENHRE SN
TSP, (AR . AR, REN N, SRR A O EE SRR B B o

;héis%hz’)%éo

ME PR IR, MEDOEMRZITH & & b, e, Hiked., WEH - THIO®EE ., Wik,
KUBDHERFE OO RNEZ1TH 2 &, £z, AFIOWMER G2 B XX bn 56 Dl
BEELTIZNA~E=L (R OTEE SR EETAD 2&5T 2561203, RN
N=EB=VOH EodE (e, EERS, HEERS) 205l &,
¥, ARNTIMEEN ClEbRE SR,

BAEDIE
BHNAZ AT PTP OEEDFFLPTP > — F bV L TIRAT 2 L5 ETHZ &,
[PTP = ORI LY | OB EIERBEASRIA U, B3R 2 U THERRTN 7%
FOHERE ﬁﬁcf AT LS TV, ]
ZOMDIEE

PG LT 3BANFFE SN NWE FI 7W7ﬁ%W(A///7ﬁt/xﬁW# Al &GS
NIZBE T, FIlCA R ZR ST 58546, AFOES . FUSI/ERANEL, BET5B8F1N
H5D,

Z Dtk
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X. JERGPREAER(CRE T S IHE

1. EIEER
(1) ZEpEEHARR (VI RHEEICEHT SEE] S8)
(2) BIRBIZEEHER
Y E R L
Q) REMEEHER
A EE R L
4) ZDithoFEBHER
EER e L

2. HHHER

(1) HEE5EHaER
EER e L

(2) REXRSSMHHR
BRI L

(3) HERESMAER
R EE R L

4) ZothorHEkE
REER e L
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X EHEHMWEEICEATSIEH

1. REXD
BA

VYT MEARMESE 5mg + 10mg 77X 7 7 |

MREAREE, HEEEES CEE—HEMEHD) |

LGRS CEE-EREONFEICIVFERT L L)
BRESY

VYT MEA R
RS AR B e 3K
AL

2. AR XL ABIR

FE-EEMESHY)
EEFELS CIE-EMSONMFECIVERTS L)

VIVET MEAFEYESE 5mg + 10mg (77X 7 7 |
BRI : 34 (ZEMRERAERICES)

3. BTk - REEH

P

4. RHHFEFOEDEER

(1) ERTOFRFEVWLEDBESIZDINT
LN

(2) RFIZMAFOEFLZDONT (BF

BEMEKRLTA R B
<THoLBY : HY

Q) FHFIFOBEARICONT
PR

b, EPBEHF
BARSAN

6. @&

YV ET NEARRERE 5mg [ 7 7 |
YN ET MEARRESE 10mg [ 7 7 )
1. BHROME
PTP
Er—adE AR Y e
Mg (NT7) RV ZF L
8. R—mi% - RzhE

cRY)Faurry, 7=

(FERMRAF) 7272 LEERI 0 FItR I 2O

ooy

%£(128BE
[VII-14. #H EOEE] OHESMH

: 100 & (10 $£X10)
: 100 82 (10 $€ %X 10)

A

[Al—pm3E © ~A AU —§E 5mg, ~A A —§E 10mg
W %) #F:.vverur MITYIA =FTERLE

9. EREEEARAR
VLB ABIAL 198746 H 9 H

10. HERTAZFABRUVERES

TR EBASES)

R5E4 GRS ABEA H R
VIOVET NEAERYESE bmg [/ 7 7 | 201242 A 15 H 22400AMX00445000
VBT MEAEEESE 10mg 72 7 7 201242 H 15 H 22400AMX00446000
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11.

12.

13.

14.

15.

16.

17.

EMEZNEFAR
VIVET MEARESE 5mg [ 7 7] 201246 H 22 H
VIVET MEAREYESE 10mg [ X7 7] 201246 A 22 H

EER [FMREM, MERVAEBEREMEOFABRVUEORNE
LR

BEEER. BESRLAREABRUVETORR
R LR

BEETHM
L

REMRHRERRICET 517K
JEA T SR 97 5 (FAk 20 48 3 A 19 BAT. Fpk 18 SR A5 &5 107 5 —#D
WIE) IZESE, 110130 HAy 22 2 BERITEEH b Ty,

£i#Ea—F
- =] == 8K j:‘? o ok -
w4, HOT (9 fi) %5 |G h ERIER | o a1
T LR
5mg 737 7 | 121625701 1129009F1017 622162501
T T 7 L AR
10mg (737 7 | 121626401 1129009F2234 622162601

R EDEE
ARFNTZIEHM L ORREERLTH D,
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1) BARZ 7 7 att - etk OnERE) (B3 2&kR GENEED
2) HARY I 7 7St « BAEREEIC T 2L EMICET 28R ((NERL
3) HAY I 7 7RS4t  pEI% owEMEICET &8 GRENEEL
4) AR I 7 7 EASAE BT 2 @R GENEED
5) HF+ \SIE B AR 5 figanE C-3037, /8113, U, 2021
6) AR I 7 7 A SAE A FEORSEICET &8 GENERD
7 BARZ I 7 7 RS B ORERICET &R FENEERD

2. ZDtDSEIH
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2. =BT DERERKIEIES
AR L
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AREOHEHRIZET DR ARIIAERELZIT TORWMEICET 2 H RN E £ 5,

RBR T

EEPHSLL TOWRVWARLEENTEY . H ETHREHB SN TV LRBRITIE TR bR
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FEOAAG 2T H DT,

FORURIL - TR = FE S O IR GE G MR RN AT 514 T4 V2T 2 Q&A 1251 T
(2D 3)) (FHTLH 9 H 6 BT JEAET A ESR - AT R SIS - RS

PR F )

(1) 5
Ky 7 E BB 7
W REAE  |GGERE]  RRRE R
40+2°C 300 |,y f;%x g | PELE 2B LA L
e T B | BB | B | LA am L
120@?? - hr B REN T 2555 mﬁﬁE@
4042 301 | f;i jes | ML 2250 L
Y {EJEZ 5 fj@‘:@ﬁ%}? s -‘??}EH S A | - B | BREEARAZKAL
ot | | mEwaem | PO

HIEEE - PRR, ERIE
PRIR. ERIE

(2) Btk - BAMRUVOBREEREF 1 —J0OEBMN

BRICR=T S &

MM BRI 7 7 RS4E < T 0 M=
TEL. 0120-47-9321 03-3863-1225,FAX.03-3861-9567
SATHERE] ¢ 8:45~17:30 (+HHMAH Z%<)

2. ZOHMOBEEE
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