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FEEME Ca F5H0
HASER S TEAV=VE 8

TENLN=U Y8 8mg [BMD]
TENL=U Y8 16mg [BMD|
AZELNIDIPINE TABLETS

Al T | BEA CRIRRA Y F8E)

A o B OH X 4y | RGEERES EE-IEMEOLLEICIVENTL L

TENL=VE 8 8mg [BMD) : 1 8EF 7 E/L = 8.0mg
TENL=VEEE 16mg [BMD] @ 1 #EH 7 E/L =T 16.0mg
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b
e

M & :T7TEL=UEY (JAN)
¥ 4 : Azelnidipine (JAN)
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B2 10 F058E L, EIEROBID T CTHORLRMZE . BT Th 5 EEBIGOIANR, W7
(2> THE  ERERBEIIRE KB LT 2 25T T, Wk 20 4 9 HIZ BIRREEIGRER A
FUWTC IF FediZERE 2008 23RIE Sz,

IF FC#ZE6E 2008 TlE, IF ZfRADM & Uit 2 5205, PDF S0ERHIT—4 &
LT 228 (eIF) BFAIE a7, ZOEFZHOE T, IASCEICRBOT I0RE - i8R0
BN, Ml AR BRI ERTEROWGT | 72 EOUGT R TEAI, UGTORILT —4 %38
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A EELOT= D DOIE R, WITERFIOT-ODIER, IO ODIER, EERLOEEEHADT-HDE
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FKIETE 253 « T « $2 R X AT IF OFEEFE L 1350, S 5L, i
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FENTZ IF 1, YA CORMZ TR L U, MBS U TR E YA (PDF) 7 5E)
R LT %, B2 CORAITVETIZAR,
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JEDPERZEN 2 S, FEiT _REWNENRE K BT8R IF BUGT SN D,
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I. BiEICEY5EA

. #IZEICBEHd HIEH

1. ARORE
TENL= VBB, Bt Ca HHLAITTH Y . 2003 FiIZ B TWS, TEAL=UE UEE
8mg [BMDJ KO'7E/L=T 8 16mg [BMD] %, BFRRSHEN BRI EIMN & U TR%
A L, EAFREF 0331015 5 CFRL 174 3 A 31 BHAD) IS X B L OGREBR HIEZ R E,
IR, AR SRR 2 i L, 2013 45 2 HIKRZ IS LTz, MStte 4 25 ¢
7 A% 2017 4 10 A 1 BB S & 0 RS IR E AGR &2 &Mk L 72,

2. BROBEFN - AF|IFFH

(1) 7TPL=Y 8 8mg [BMD] KOT7 /L= 8 16mg [BMD) I3, R AL 7%
RGBT, FEENE N T A —% (AUC KX Cmax) ZaHli L723ABRIZE Y, TEAL=U B UHE
HERIF) & DAY FHIRIEVE DGR ST B RIEEL TH D,
(13 HZMH)

(2) EIEREC#ES 2 HT D,
(11 E&MH)

(8) AAN A FH pfg i A % o BIVE A BUBEE D3R & 72 DA 2 F0iE L T 72wy, EERZREITEH
LT, IFgREREE, B, BETa v 7, iEE RIRBH LD Z 3B 5,

(19 HEZMH)



0. &#MICAYTLER

0. Z2#MICEI SIRE

(1) ¥4
TENL=TE B 8mg [BMD
TENL=VEEE 16mg [BMD |

(2) *4%4
AZELNIDIPINE TABLETS 8mg BMD|
AZELNIDIPINE TABLETS 16mg [BMD|

(3) AFDH%
—id (TEr=UEY) +AE BE) TR - &8 (8mg. 16mg) +E5 (TBMDJ)

2. —fi&4&

(1) 4 (&fi%)
TEL=UE L (JAN)

(2) *%& (8%
Azelnidipine (JAN)
azelnidipine (INN)

(8) AT L
calcium channel blockers, nifedipine derivatives (WL 7 AF ¥ FUHEHAl, =7 =P
P#ER) : -dipine

3. BEAXILRERX
H

HsC._ _N.__NH,

SNo ] mowmemis
4. PFRARUDFE

7313 CasH34N4O6

4y : 582.65

5. £Z& (&%)
3-[1- (Diphenylmethyl)azetidin-3-yl]5- (1-methylethyl)(4 RS)-2-amino-6-methyl-4-(3-nitro-
phenyl)-1,4-dihydropyridine-3,5-dicarboxylate (IUPAC)

6. 1BR%. M4, BS. 58S
Y LR

7. CAS ZHi:&S
123524-52-7



. AHESIZEYT HEE

. Az ICET 5IEEB
1. PRI E

(1) 58 - 1EIK
PGB~ HODORBIEOMR IR MR TH D,

(2) BfEH

IS H AR DFRB
=% J—) (99.5) DR BT
FEfZ  (100) ETLT 0
7K ZEAEET 720
(3) B
P-4 A
(4) B (FER). R, BRER
BRI L

(5) BAEEAREEEH
DR L

(6) HEFHH
AR L

(7) F0HDFELRMEE
=X J—) (99.5) B (1—100) 1IFENHMEZ RS 720,

2. AR DERZHTICETAIRE.
MR L

3. MBS DOHERRRAERE
AAEDG [T L=U ) OMERRBRIEIC LS,

4. AR DEES
AR, [TELV=VE ) OERBEICLD,



V. ®HI<EYHER

IV. &EIZEEI HIER

1. Fif
(1) FIRORXA. HEERUHERK
ones TENL=TE 8 8Smg [BMD ) TENL=TE 8 16mg [BMD)
& - Al B WA - FIRA D DR EE WA - FIRRAY OHREE

A li HEET7.1
o L oo EfZ9.1mm
JEX 3.3mm
= JEX 4.1mm
ikt 0.14g =
T 0.28¢

(2) WHIOWHE
AR L

(3) #Ala—Fk
TENL=TE 8 Smg [BMD) : BMD49
7B =Y EVEE 16mg [BMD] : BMD50

(4) pH. BBEL. R, LE. BREOERUREY pH 9%
AR L

2. RAFIDHERK

(1) A CEMRS) OEE
TENL=VEVEE Smg [BMD) : 1 8H 7B/ =Y 8.0mg
TEN=TE U FE 16mg [BMD] @ 1 5EH 7 B/ =T 16.0mg

(2) &%

T7EIL=UEVEE Smg [BMDJ
fEmtlan—A KEHREE Fed oo tin—2 &EEK7 A RV L~<—} 80,
ATNVIv e Ry ot —RA BV AQ—ANNT T ATT Y Vg~ 32
AN

TEIL=IUE VU 16mg TBMD]
fEmEre—2 KEHREE Faxo 7o iin—2 BEEKT A, A Y r~<—h 80,
ATV b Raeduitila—RA, AL Aa—AhNVI TOh ATT VUV TR
AN

(3) £t
MM ER L

3. BEHl. FAIDDEREICHT HER
A% L7



V. ®HI<EYHER

4. WEODEREZHTICETIREN

FHEIL=ZCEVEE 8mg [BMD] v

R [ESE= SIS RAF ] RAFIERE IR R
hdEER | 40°C, 5%RH | 6 » A PTP v — h &7 V3 B r—ad ZfteL

(R HPH )

WIEER vk, MERRaBR, MR, WA M (GRS MR . VAN, TR
FTEL=PE U8 16mg TBMD] 2

R [ESE= SIS PRAF ] RAFIERE IR R
hdEER | 40°C, 5%RH | 6 » A PTP v — h &7 V3 B r—ad BfbaL

(LR HLPHPN)

HEER - PEIR, MeRlalBR, MIRERBR, BRI 1 (GEEY MR . ik, ik

TENL=UE B Smg-16mg [BMD| ORFEIIRE R4, MY, SRR, 6 FHIBRIXHRE
3HETHD, (X, BN FEHICET2HE] 2R)

5. ARERVBBREDORENM
A% L7

6. fthFl& DEEEEILL (MELFHEL)
Y LA

7. BHHE
RHEEEIC R T A EUM

TEL=PE V8 8Smg TBMD] ¥
TEN=UE B 8mg [BMD) GREREIA]) LAmUERLA] (BE4]. Smg) & OIRMHZFENZ kT 5
7o, TEFEEIES O LM LRGN T A BT A 2 it > QEHRBRZ2 1T - 72,
[ 5ik]
1. ABRSAE
$EE N RViE
BRI D& : 900mL
AERIE O : 37+0.5C
Bk (PR (rpm)) @ pH1.2 WHRERS 13 (50, 100), pH3.0 # 7= Mcllvaine Oif%
iR (50). pH6.8 WEMHEERE 2k (50). &K (50)
2. EHEOHEM
TN =D, IWHRBRIE T COfRT 5 2 ERARO LN TEY . pH1.2 BRIE TOEHER
EEHTAICHT0 BBRETICEHE LT PA=U ey & F0%ICER LD 04 &
& LTS AT EEEIC L 0 EE L, ISR AEH L,
Fio. ZOMOREBRIE TIL, FONMHEE L pH1.2 RERIK L VEWZD, TEL=UE O
HhEEERI o~ NI T 7 4 —IC LV RIEL TERRERH L,
[ R]
B A O SR R % FEHERLA O SR R & e L2 3 & TORHRBR I8V T,
TROMEREICHEA LT, £7207< s 1 DORHRBRSEMICB W THRE T 2 BREs
PR HE LA O SIS R A 85% LA FICE Liz7= 6, i A o H 288 1L LT 5 &
EINT-,
2B, [T ERS OEM LRI SRR T A 74 T 2 EEREEE (Q&A) (22T
FHDOWIEIZDWT] (2006 4 11 A 24 H FHHER) O Q42 2B\ T, ITEH L2 RlEX G5



V. ®HI<EYHER

DR, B, M7 EI2 Ko TRMNT B3 2 K 95 REE81213, MK E TOHER Cla iz
T 5,0 EH V., pH3.0 ERIKITRABRBIAE 45 7y, pH6.8 sBRiK ITFBREALAT 30 2y, /K
1L BRBH AT 60 20 F TOHER TH LT,

SR | B A PET (%)
i | e (WETERL T i i
wom) | 00 [mwwa | smma | =

FEYERIFIAS 30 40 LANIZ Y
85%LL E¥E M L7225
HE S - BRI B
U AR LA 0D S P P HY
N8 E LD L
=, FEUERLAI O SRR H
pH1.2 50 10 56.8 35.0 1.8 N 40% M N 85% i |
45 84.8 88.1 +3.3 D 2 9 T
T, BRI D P H
O EEAERLA 0 S 1
FE15%DHPFHIZH D
M, T 2 BB o EIE
420 EThB,

op

10 990 | 247 | 497 |EYERLFEIDS 30 4yLLAIC T
85% LA Bt L7e WG & .

HE SRR Ic 3 | EE
Fo Bl Ol 62 T, REYERLA O SR
HEMN 50%IZE LRV &

pH3.0 | 50 45 38.1 54.1 +16.0

15 8.3 2.7 56| X, EEMALEESN |

He. >
pH6.8 50 30 12.6 4.0 -8.6 7- RIS B 1T B

WHRD 1/2 O
SRERT YRR, K
OBUE S 7=k BRI
15 5.7 10.2 +4.5 BT, RBRAIOFEy |
x o0 60 13.5 15.4 s | EHEZEERFOYY | WA
W 9% DFIHICH 5
2y, X% f2 BgkofE

53 LU ETH 5,

FEHERIFIA 15 4y LANIZ Y

85%LL BT 256
ARERBIFI A 15 43 AN
¥ 85% LA ¥R 35 2,
i 15 /i BT kR
F D -H HH 38 3 U
H DL £ 15% D
#PHICH D,

=
o

pH1.2 100 15 92.0 88.1 -3.9

pH1.2(50rpm) pH3.0(50rpm)

100 [ 100
 ARERF| DT A HE 9%

0 | 80 [ O 7EIL=UE 4k 8melBMD]

- {RAE B (521, 8mg)

60 [ + AZERIF| O TR R 15 60

1 EE 3

)

40 40

(R) # EE 3

O 7EILZUEEE 8mg(BMD) &
w0 | = A (SH. Sme) 20

0 15 30 45 60 75 90 105 120 0 60 120 180 240 300 360
RIERFRE(5) FERR(5)



V. ®HI<EYHER

pH6.8(50rpm)
100 [
+;%$§mw$m%m$¢%
80
L T7EIL=CE 28 8melBMD]
m 60 WA SR (SRR, 8me)
H L
= 40
3{9 20 —a L 3l
0
60 120 180 240 300 360
-20
BERE(2)
pH1.2(100rpm)
120
100
* 80
% 6o I +:%$§ﬂ®¥m%&$ﬂ%
o) L
% O-7HEL=SE 4k 8melBMDJ
0 [ BRI (5. Bme)
0
0 15 30 45
RIERMG)

FHEIL=_UEVEE 16mg TBMD] ¢

(R) HEEH

100

80

60

40

20

-20

7K (50rpm)

+:%&@mamm%m$¢%

TF7EIL=UE G 8mglBMD)
- A R (821, 8me)

60

120

180 240 300 360

RIERR(5)

TR =T B 6E 16mg [BMD) GRERELF) & ARHERA| (JEA. 16mg) & OIRHZE) %z i
D7, TEFEEHR G OEMFRIRIFIERR T A BT A > 12> TR 21T~ 7,

[ 5]

1. kB SA:
HEE N RLIE
BRI D& : 900mL
PRI OIREE - 37+20.5C

AREBE (P23 (rpm)) : pH1.2 HERERSE 17 (50, 100). pH3.0 7= Mcllvaine D#%
g (50). pH6.8 ¥ it

2. RH=ORKH

HERE 29k (50). /K (50)

TEN=DE T, WHRBRIR T TR T 5 2 RO B TEY | pH1.2 3BRIK TOER =R
ZRET21CH7-0 RBIETICRH LT BEL=U By L2 ORICER LIz o0& 5t &

&L TEA AR EREEIC L VRIE L, WHRARE L,

T, TOMORBRIE TIT, T ONMREEIL pH1.2 REREL VEWEZD, TEL=VE LD

HEWR 7 v~ 8757 4= KDRE L THEIHERERM L,

[ 2R]

FRERBUEN DS R HH ER A FEUERIR OB R & el U 72 fE R & T o Rt I BV T,
TROHEREEAS L TRBY, £7207%< 8 1 SDOBEHRBREEICBW THET 5 kB
RPN A YE R D SR RS 85% L FITIE LT-7-9 ., MBIF| O HZEETELL L T\ 5 &)

EINT-,

2B, [T ERS OEM LRI SRR T A 74 T 2 ERSEE (Q&A) (22T

FHDOWIEIZDOWT] (2006 411 A 24 H FHER) O Q42 128\ T, ITEH L2 RlE G5y
MOfR, BOG, M7 EI2 X > TRT B35 X 5 2561203, K E TOHER TR ZE)
T 5, LH 0, pH3.0 X1 pH6.8 BRIk X5 BRI AR 30 43, AKITEBREHAAT 60 /3£ C



V. ®HI<EYHER

OHERB TR LT,

BRI

Lz

TSI (%)

(rpm) (D7) | FEgERI)

AR LA

7

I A

i

pH1.2

10
30

36.6
83.4

50

31.8
81.5

4.8
-1.9

FEYERIANAY 30 43 LANIZ T

85% LA E¥AEH LaWiGa
HE S n-RBREMICE
N TR HERLAI 0 SR P
N8 LD L
& EEVERLS O SRR
N 40% S OF 85% 1T
DY 72 2 BESIZRB W
T, ABREA O H
SR HERLA oD ST
R+15%DFPHICH D
. XiE f2 B o
42U EThB,

pH3.0

18.9
31.0

10

50 30

22.1
45.1

+3.2
+14.1

F2 B% |

70

pH6.8

10
30

5.0
13.0

50

1.4
4.1

-3.6
-8.9

K

15
60

5.2
13.8

50

7.7
14.8

+2.5
+1.0

FEAERLFI Y 30 4y AN )

85% LA LA L7anWiGa
HE Sn-RBREMIC
T, AEHERLE O SRR
HRA BO%IZEE LRV &

=
o>

&, EERAIDSHE S
7o RBRIG I C 38 1T % 1

BHRD 1/2 OB
R oRTIE Y e R, &
OHE S 7= R BRI I
BT, HERIAI DY
TR RS R ERL A D
WHHE 9% OHEPAIZH 5
M X 2 BB O RN

53l ETH B,

pH1.2

100 15 93.9

85.2

-8.7

FEYERIFIAS 15 4y LANIZ Y

85%Lh List T 554
FEREUAIA 15 45 LA
¥ 85% UL L35 0,
X 15 43T BT D akB
F D VLR HH S 03 B e
FI DR = 15% D
FPICH D,
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o
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pH1.2(50rpm)
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O 7EIL=CEEE 16mglBMD Y
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RIERF(5)
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- RS (FEA. 16me)

60 120 180

BIERR(5)

240 300

360




V. ®HI<EYHER

+ C BRERFOTHEHEL

T 7EL=UEEE 16melBMD)
IR RIE (G, 16me)

120 180 240 300 360

BRI (5)

pH6.8(50rpm) 7K (50rpm)
100 100
+:%$¥ﬂ®$m$&$1%
80 80
I TH7EL=UE 8 16melBMD)
& 60 W BAMH (G, 16me) f.ﬁ 60
H L
%= 40 ﬁf 40
% 2 = » = ] &
— ]
0 0
60 120 180 240 300 360 60
-20 -20
BIERE ()
pH1.2(100rpm)
120
100
B 80
H 60 | +:*§2§§4§U0)$t‘—];‘§‘ﬂj$115%
x
o
& 40 O PHIL= L8 16meTBMD)
20 T W R (§2H1. 16me)
0
0 15 30 45
RITE R (5)

NHBHABRA~DEE M Y ¢

TN =V 8E 8mg [BMD] M O7 L= ¥ 8 16mg [BMD (%, HAIR)E 7 ERK L4
RIZEDONIZT BV =V VU BEOREHBEIZHES L TWD Z BRI TN D,

[ 5iE] B RE s Kvik
Mt BRI - IRHERBREE 17
[FHA%L : 50 rpm
[K5R] 45 OB HRIT 5% U LT 5,

8. AWFHIERE
Y LR

9. HHIPDOEMS OIERHRE
AASR S [7EA= D8 b ORERRRIEC LS,

10. HEFOEIRDDES;
HAMRF [7TEL= U8 OEREEICL S,

11. A
Y LR

12. BEAT HATREMED &H 555 o
ERERWEIL, Ve Frt) DUBBBILS NN TH 5,



V. ®HI<EYHER

13.

14.

G N MHz
Hy =

e

CHy ©
P &

EENDELGESR - NEVRRCERICET H1FH
A% L0

Z Dt
AR L
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V. JAEICEAT HIER

V. BEICEY 4IEH

1. EERITHE
o I A

2. AERUVHA=E
BHERANZIETELr= e LT 8~16mg # 1 H 1 BIFIEZREN#KET 5, 7235, 1 [ 8mg
HDHWVITHEIIEAEN S HEGZMA L JERICE VEEHEET 5231 B K16mg £ TE T 5,
3. ERERALIE

(1) BRERT—2/3v 47— (2009 5 4 AUBRARMRE)
A% L0

(2) ERERHE
LR L

(3) BRERIIEEER
DR L

(4) BEMHR
AR L

(5) REEAYEHER

1) FEAILLTRERGRS
AR L

2) HERER
MR L

3) REMHR
AR L

1) BE - HENHER
PH LR L

(6) AEHIEHA

1) GEARERE - BEERRERE (BAHE) - WERERERRSR (MRERRRR)
LR L

2) ARAZHLE L TERTEOARXTER LERBROBE
B4R
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VI. EHREICEY HEE

VI. E3ER(CEI SIER

1. EERZPHNICEEHIIELEYMRITLEYE
b Rl PRI T ARG

2. EIE/ER

(1) EREML - ERAKR ©
Ve et Pk CafEhid, BEMMAFIE LAV D LF v RVITRRINIZHES L, il
NADHI N T LOWRANZ D SHED T LK | FEEMAE AR ME O i 2tk S ¥ 5,
e RrEY ORI T T DEGHE (RTARINRLVALTFTEL) LHET S & mEERE
3 < LD 70 AU D MR T8V, 238 ARSI E I DR IEN R B L Sh D,

(2) EEEA T ZHBAK
AR L

(3) EFSTELRT - FEREERT
DR L
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VI. EMEEICEY SEE

VIL.

1.

EYEREIZEET HIHEE
e RE DR - BT

(1) AE.EAM MR RE
DR L

(2) &= AR E R R
'VIL 1. (3) ERARHUR CHES Sz PR DESM

(3) BRRABR CHRIN-MHRE
A YFHIRIF IR ER

FTEL=PE V8 8Smg TBMD] ¢
TENL=VE U8 8mg [BMD] EAEWERIFLZ . o 24— "—jEIC LY ENENLEE (TEL
=V E LT 8mg) AREFEMRAS FICHEEREROKE L TR T B =8 R 21
EL, HFoNIEYEE T A —% (AUC. Cma) 1Z2VVT 90%(EFE X L THEGHENT 217
ST fESR, log (0.80) ~log (1.25) DOHFIFANTH V. Wi DALY RIZEME D MR S L7,

HENRT A—H BENRT A—H
AUCo-48 Crnax Thmax Tz
(ng-hr/mL) (ng/mL) (hr) (hr)

TENL =V B Smg
'BMD |
YRR

(#E4]. 8mg)

40.935+12.250 5.515+2.460 2.67+0.73 9.82+2.49

37.558+11.166 4.852+1.793 2.81+0.55 9.87+3.45

CHPEME AR RS, n=18)

AUCO—>48 Cmax

KEAEL D FEJED7EDI0%IEHHIXH | log (0.9650) ~log (1.2497) log (1.0171) ~log (1.2353)

(ng/mL)

3
% 7 - TEN=TVYE 5E8mg [BMD)
i 6 - BEHERA) (8], 8mg)
L s T + B (R 2 (n=18)
Vog ]
v ? 'ﬁ
g1 _

0 m ﬁ\ﬂ——\_‘_ﬂ

0 4 8 12 16 20 24 28 32 36 40 44 48
$e5-%EEM (hr)

MBI T AUC, Conax 00 8T A— 2 1%, BERE ORI, AR ORI - WIS 0
BRI o TR S ATREMEAS B 5,
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VI. EMEEICEY SEE

T7EIL=DEVEE 16mg TBMD] 7
TENL=UEUEE 16mg [BMD) EAFHERIFIZ | 7 o 24— —jElc kv EhEn 18 (T8
=V B E LT 16mg) ZEFMAS FICHEREHEROKG L TR 7B = v U iREE
HE L, BFoN-EYEHEE T A —4% (AUC, Cmax) (22T 90%(5 HE X [E IS CHEGHIENT &2
ITo b, log (0.80) ~log (1.25) DHEIPFANTH V. WA DLW TR R STz,

HIENT A =X

BHEINT A=Y

(FEA1, 16mg)

AUCOH48 Cmax Tmax T1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
L=V B
TEA=TEARI6ME | ) 001404301 | 11.51044.654 | 3.1540.89 10.38+2.69
'BMD |
5 4
PRI 84.421422.292 | 10.196+4.160 | 3.05:0.63 10.86+3.19

CPEME AR R 22, n=20)

AUCO*AS

Cmax

S D Sl D 7 0D 90% 15 15 X ]

log (1.0003) ~log (1.1668)

log (1.0146) ~log (1.2356)

(ng/mL)
16

BHE
o

EEvmylisg

- TH¥IL=ZVE rElémg [BMD)
o FEHE B (§E/). 16mg)

P + BEHEAR 2 (n=20)

0 4 8 12 16 20 24 28 32 36 40 44 48

5% KM (hr)

MSEFIREE ONT AUC, Conax 5085 A — 4 3, HiBRH ORI, IRIEOFIUES, - BRSO3
BRAPRIC Ko T RA D THEM S B 5.

(4) &
MG L
(5) BE - ftAXEORE
MR L

(6) BEH (REaL—Y3ar) @FICEYHBAL-EDENBEEHER

MR L
. EMEERINS A —F

(1) fB#AE
SR L
(2) TRULRFEE
AR L
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VI. EMEEICEY SEE

(3) NAFTRATEYT 4
AR L

(4) HEEEEH
DR L

(5) VVF7I3 2R
AR L

(6) A MBIR
EEER L

(7) MIREEHER
EEER L

DR L

(1) % —RBErTE B
AR L

(2) Mm% —RaBRRrT @@
VIIL10. 4B, P, RALWE~0L (1)) OHBH

(3) EiA~DBITIE
'VIIL.10. ik, k. RIGFHE~OHRE (2)] OEHSH

(4) BERANDIITH
U ER R L

(5) ZDILDBBA~DBITHE
MR L

. e

(1) REBERML B UMUHHRER
U L

(2) REICBEHS5T HEFR (CYP450 %) D Fig
AFNE, EL LTF b7 a—2La P450 3A4 (CYP3A4) TRHIEN S,

(3) FIEEBAMNROEERVZDEE
U L

(4) KEMOEHEDEER LR
MM ER L
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VI. EMEEICEY SEE

(5) FERBMOEER/ S A —4
LR L

< 31

(1) R UHE R
BAE L

(2) Bt
AR L

(3) iR
BAE R L

S U AR—E—ICET H1EH

LB L
BEMEFICKHBRERE
AR L
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VI. &t (ERALOEES) (CET5EE

VIIL.

1.

2.

=24 (FRLDFESE) (CEAT SHIEHE

EERREEDER

BARRNA

RELEDNER (RAEEZEZED)

22 (ROBFITIEEBELEWNI &)

(1) I XAXAER L CW D rTREME D & Dim N (ThEhs, pElw, RImE~O#E | OHEBMH)

(2) AHN DRIk UImBUE DBEERE O & 5 BE

(3) 7Y —ILRPIEEA] ROAL HEHAD (v Tafy—n, Jaty—, Zrafby
—)L, RAT LA —)u R aF—u), HIV e 57—EHEH (V) N FELE
HRA, RVT7 4 F N, THEYFFEL, RAT LI ENL, ZAFEeLEaRHA).
abv v RAYy MERMAIZRGRORE (THEER) OEBH)

3. MEREXIIHRICEHET HEALDEZLETNDER

7RO

4. BERUVAZEICHEET HHEHRHLDFE L ZTDERH

B4R

5. REREARLZDER

BERE (ROBEICKEEZEICERET S L)

(1) HERAT - BHRERET OO 2 88 AFIIITITRE# S D, i —MRICEE 2B HERER
FOHLHEETIE, BECHENBERENK TS5 RErH 5, )

(2) mimg (T&ElmaE~0RE ] OEHZM)

6. EEGEXRMIELZDEARVLESE

BELGERNEE

(1) By v riERFIORGEEZR2ICHIE Lz L & JERBSE(L LIEFNRE SN TV DE D
T, KEIOKRIEZ BT 25513k ICHE L, BIEL2 02475 2 &, o, BEIZIER
DOFRR LICIREZ T IE LRV E Y ICHEET D 2 L,

(2) AFIOEGIZEY  FNCBEDOMER T ZEZTHBENRH LD T, DX 5 RIGAIC
VIR RIS 5 7 Sl R B AT D Z &,

(8) BJEMERICH S OEVENRH HOND Z ENH LD T, EAEE. HEIHEOERS, &
B2 £E D B A BET D BRICIIEE S 2 &,
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VI. Rt (FRLOEES) T3 5EE

7. HEER

AAHFNX, & LTF b7 r—2A P450 3A4 (CYP3A4) TIEHE 5,

(1) HtRESEENEH

HAZES BFRALLZWLIE)

FHHF

BEAER - HEE 71k

B - SRR

AR NTFaFy—
(4 hU =)
SafYy—
(Z7mrU—1R)
Tatr S —)v
(7 hy)
KAVl —)v
(Fmo7)

AU afy—i
(A4 7= R)

T VSRR A (B O AL A

A NFafFy—nrtofft
MIZ LY KAlDO AUC 2
2.8 fFIZ LA 5 2 L3l
HEEIRTn5,

HIV 7'a 7 7 —EHEH
U ke A A
(/—¥7, BV K7)
FIVT 4 FEIL
(BTt H)

T HEYFF e
(LA TH )
RAT T LFENL
(L7 v 7)
ZVF eV E A A

B TRAY Y NEARA
AU EINR
FURA Y
FLPabry s &

(FVoRE, FLyary s R)

OF I &0 ARFO/ER D
HHRENLBENDR DD,

o oA CYP3A4
ERHEL, AfloZ VT Z
VABRKTFTAEEZLN
2o

(2) SRR L ZDER

HREIE BRICSEET S L)

FEFN 4 BRARSESR - 518 51k WP - fERRIRF
il o> e FE 7| WEOBRENLZIZBEZNND | EHA =X LR 5K
%o BENHIVIHORIEAIS D | ERI OO IZ X 0 FKEEH
VAR ZET H 2 &, DEFRE D,
= N PFHIZE D VTR 0D Crax 25 | I X T OBHEME (R
1.5 %, AUC 2 1.3 %I A2 | W) KOBSNNL OHE
TEMHEINTWS, LERD | MHERETIEZDEEZD
IR UoEREETLIZE, | LD,
VAFV PFRIC L D ARFIOER B ERSIL | 20 b OFEAFHN CYP3A4
A ~F =T A IVERKE HEENRD D, LERONIA | ZHEL, AFOZ VT F
~ra7A RRPEYE FlaWEH DIV NEOHEAD | VABMKTTEEEZON
T RAp~wA v BEHEEZRIETLZ &, %,
77 ) Aa~vA %k
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VI. Rt (FRLOEES) T3 5EE

SN AKTF

BRI o "2 2F oD
AUC P 2,052 EHT 5 Z L3l
HEEINTWD, LERHIVIAA
NI o RRETF D5 IR
THI L,

S ARY

N VTR REEA
e PAWN

REYT A
YTV T N
O - IR E
8 1 REAT HK 2

PERIC LD ARAIUL T B OFEA
ODERANEBINLIBEZNNH
5oy BENHIIZAFITZNS
DA ZPET D Z L,

b OIEAFIN CYP3A4
EHAMICIET S Z LT
L, HAEDZ YT TR
PETTHEELZLND,
BHEREREE O B D BE 1T
WCHEETLHZ L,

Zh B OFAN CYP3A4
EHAICIHEST S Z &I
L0, MEODZIVTZ A
DETTHEEZLND,

AV N il =/ e 0 5

PFANC X 0 RFNOEH AR S 41
LRENED D, LEDNHIVITIA
FZWEDHHVIEIZX Y RAE T
s oORSE RIS S 2
L,

RACENENE <
HORCPE oD ifiL B T 23 B
JEAER & 8503 5,

DA AV
TJx=krA
T /N EH—)L

PRI L0 KR OER RS S h
LBENRD D,

B OIEAN ORISR T
BERICED, AFDZ Y
T AN ERTHEE R
5D,

TL—TIN—I 2 —R

AFN O M FPREEN EFHT D2 &0
WE I TS, BEIEEHD R
INBABENRHDHZ END, K
FIORATIZZ L —F 7L —r
2a—AERALRVWE Y EET S
Z &,

TL—FTN—=V T a—R
WZEEN D570 CYP3A4
W2 X B ARA O R & L E
L. ZUT 7 A%FKTX
ToH7edEBEZLND,

8. Bl¥EH

(1) BMERDHE

ASFEAE FH RAR A 55 O BIE TS BUBHEE D3 e & 70 2 A 2 S ME L T/,

(2) EXGEER EPHER

EXGEMER HEA)

1) FFHeefEE. &JE : AST (GOT). ALT (GPT). v-GTP @ _LFEONTHRERE S, WA
bobONDZLBHDHDT, BEETRIATV, BEPED NS EII3HKEEZTIEL,
YR EZAT D 2 &,

2) BEJOvY, Rk, §Ik: FET vy 7 JiEE RIRBH 0D Z LRdHDHDT,
HEV, SOOTHEORENRBO NI EICTHRLG 2RI L, EYRLEEZIT 2L,
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VI. &t (ERALOEES) (CET5EE

(3) TDMDEIER

F DD EIER
TRROBMERARLLOND Z ENHDLDT, BENRDOLNTEHAICIEILEILLS RS E2H
1327 PO R AEEZIT O Z L,

B AT

B OB ETY | BB, T ORE. MEERE

oo R R | IR EER, 50X, OEWV, IHL b, IR

b B | HEApE B, R, M. TR, ERRE. oK

& I’ OB | BB FCY., FHEER

it} | B %

o B ALT (GPT) k5. AST (GOT) L5 LDH EH-| y-GTP L5 JFiRER & |
ALP k5., #Bevirer b5

W BR 28| BUN L&, ZVvT7F=r L5, RESTFMARN, SR

2 o R%Lﬁ\%nvx?mwwiﬁuCKﬂmK)Lﬁ\ﬁUiALﬁ\%E@\
B (B, KORE%) . U U AMET, Bl Lo, SLOEAT?

H1) BHEEHRIETHZ &, 72, FETIILHRBBIENH]E STV 5,

H2) K77 I UVMEORBETEZ DT,

(4) HEABEARTEER VERREERE %
AR L

(5) EWER. AHE. BEERUFHOERES RN ORERRTIEE
AR L

(6) BEYMT LILF—ITdd HFBERUVHRE

22 (ROBHRICIIESLENWI E)
(2) AAND R x UiEBUE OB RO & 5 B3

ZTDDEIER
TROBEMZHSONDL ZLRHDDOT, RENBO NG ICIILEIE CkEG 2T
b3 %7 LU E 21T O T L,

BRI

B OB ERY | B Lo METRHIE
ED &E2RIETD &, £, BETIOLRBEUES BE STV D,

9. BEME~NDEE

SHRE~DES

EE ICHERT 2581, 8Smg HDOWITHICKHEN O RGZRM L, Kilx oo 8igl L
N DEEBEICHEGETHZENEE LY, (RICERE T, BEOREIIHE LI RNES
NTND MEENEZI2BZNANH D), )

10. 1FiF. EiR. RILEE~ADERS

Wi, ER. BIREAOERE

(1) MM TR L CWA ATREMED & A AT L w2 & (B FEE (5> ~) Tif
WRET~FAO AT B TERFT L OEREIRSE T RO, HAEROKRER T, (LR
WK OV B R O AE R 3RO BTV 5, £ 7o, HIRRM OB 5128\ CTHIEHIF & Oy
PRIRFRR OIER 38D b T 5, )
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VI. &t (ERALOEES) (CET5EE

11.

12.

13.

14.

15.

16.

INR

FRARRERRICRIEY R

(2) AT OIHAN~DOFTEGITRET D Z EDNHEE LWVD, RO 2B TRET L5613 R IL
SELZ L, BWFER (7 v ) THI P~ BITTLZ L 75§$}?i%ézhfb\%>o]

E~OBE5

INREADEZRE
AR, Frall, 2. SR U/ NIRRT D22 2RI L CTuvauy (fF R ER 2N 72
I/\)O

40

KRS

BARRNA

BERE

B4R

HERALDEE
BALOTE

FEHN AT PTP JHEDFANT PTP v — POV H L TIRIT 2 L o484 2 2 &, (PTP
= FORBKIZ LY | BEOGLAE S BIEREA~RIA L, I3 2 R 2 L CHRERIAR SO ®E
EBRAHEZIFRT L2 LAHE SN TVD,)

ZTDMDIE

ZDMDFEE

(1) FEEMRITH S TIZR WD, TEAL =D BIKNC L AIBETIC L, LARERR
AR (LEMENE) RAabiiztORERD D,

(2) CAPD (%ﬁéﬁ%ﬂﬁﬂ%ﬁﬁ) FEATH O BE OB RN AE T2 Z E ARG SN TW5D
DT, MEFER%E L OENCEET S L,

Z Dt

PH LR L
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X. JFERPRAERICEHY HIEE

IX. FEERIREERICEAT HTHE

1.

L ER

(1) EHEEHER (VI ENEEICEHYSEE] B8)

(2) BIRMEEHER
BB L

(3) REMEEHR
AR L

(4) ZDHhoEIBHER
EERR L

. BB

(1) BEHSHERER
AR L

(2) RERSHHRR
DR L

(3) AREFAEBIHR
AR L

(4) ZOMORHEE
AR L
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X. EEMEEICEYTSEE

EEMEIAICEAYT S4EE

MHIX 5

FHF (TEL=V 8 8mg-16mg [BMD))
RIS EE—EASONFECIVERT L2 &

GRSy (TEL=V V)
L7

B HAR X fE A HIRR
EAHHIR - AAEICERR (3 4F)

R - RIS

R, . R

HEERVNEDEER

W LEDEE
1LREAE

AANIHNC KV LT - OREZR IO L TRET D2 L,

(1) ERTOEMYFZLIZDLT
Y LA

(2) FRRAFOIE (BEFITBEITNSRASFESH)

<HEHFE>

[VIIL.6. EE/RILARNER & OB L OWLE 1% ()1, TVIIL14. @A EoEE] OESiR

»H (3) FAFBOZBESRICDOLNT
BEARRANA

R S
Y LR

a%

TENL=TEEE 8Smg [BMD

PTP : 100 $& (10 $EX10) . 500 &€ (10 & X 50)

TN =T EE 16mg BMD |

PTP : 100 &£ (10 #£2X10) . 140 &£ (14 #£X10) .
500 &E (10 &€ X 50)

REDME

TEN=TEHE 8mg [BMD |

PTP: RY o LT Vb, TIAI=ULE
o—adE TAI =LA RV ZF LU T IR—KMT LA

TN =T EE 16mg BMD |

PTP: R 7oL o740, T2
o—adE s TAI =LA RV ZF LT IR— KT 4 LA

F—% - A

[Fl—p 3 . v T w7 BE 8mg, BT By U EE 16mg

I . 7 2an VU RUNVEEE, TRV UERIE T X ) — ), =T =h
NSRRI =LV = RV =T 2V SRV N
SUCUIERE, Touvvr REVEUERIE, v =V UERBIE. T =v vy
REODTVE R DR AN MK
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X. EEMEEICEYTSEE

9. EE4EFRAH

200341 A 31 A (EWNEEZ)

10. %ﬁ JE l:uL.\"E'EH E&Uﬁ;ﬂ%?

Hr5e4 BOERFEAGRAE A H KK
7Y =2t 8mg [BMD 92500AMX00263000
I ™ 20134 2 /1 15 H
F};MDJ i % 16mg 92500AMX00264000

11, EMEZEWNSFEAH
2017410 H 1 H

12, HEXEHREN. RERVAEEEENFOFABRUVEZOARE

BARRNA

13. BEERE., BiMIRREAREABRUVZORE

LR

14. BEEBHM
A% L0

15. REHEHRERRICET H1FHR
AFNE, BEHIRNCET 2 HIRITED S TR,

16. KfEFa—FK
- JEAE 5l SEAm L e . o .
B z ek \ Lt MEB o — R
r7e 44 HOT (9#7) &= I o — 7 hMEFEa—F
TENL=U B
122400902 2149043F1143 622240002
8mg [BMD|
TEPNL=U R
122401602 2149043F2140 622240102
16mg BMD]

17. RIEHBFLEDER

AANL. PRERGSIR LOBRREIEHKL TH 5,
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. X@k

XI. 3k

1. S5IEXE
1)
2)
3)
4)
5)
6)
7)

KR EF AT 4 7 ZAENER : TP =V B 8E 8mg [BMD) 22 MBR

(BR) B AT 4 7 AHNEE : 7B L=V ¥ 8 16mg [BMD) 22 titbi

KR EF AT 4 7 Z4ENER : 7L =Y E U 8E 8mg [BMD) ¥ H B

(BR) B4 AT 4 7 AHNEE : 7BV =V 8 16mg [BMD) A HRER
FHEWERARERS M. A EE)1E)5;2016. C-155-C-160.

KR B AT 4 7 ZHNER : 7L =V E U 8E 8mg [BMD) AW 0y Rl 23k 5k
(BR) ©ARAT 4 7 2GR . TE L= VU8 16mg [BMDJ AW22r RS R R

2. TOHMDSEH
LR L
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Xi. sEZ&#

1. ELGHETOHETINE
Y LR

2. BHIEIT HERRIEFER
AR L
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XII. {§#&
Z DD EEF
MR L
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