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7. CAS R &E S
99294-93-6 (Zolpidem Tartrate)
82626-48-0 (Zolpidem)
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VIWET LERER ey _ . A EP
YIVET MEARRE |27 0 T EE| L
18488 5mg [DSEP] (RR) 5mg|  CEHEA) Ay YN 110
o= s 1 5EH 7 4 VA e
ade 10mg ] (HR) 10mg| Caga) |- )
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TR BRI Bl L I VA H (%)
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(%I EE S O EZFHRIEMERBR T A R 7 A U EO—HBEIZ oW T CFRk 18 4F 11 A 24 H AR
HHE 1124004 7)) | ITHSE | BABRA R L 72,
R - B R—aBE EHEBRE S NWE] 12X D,
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OB WR : pH1.2  HASESR G B 1K
pH3.0 # 7= Mcllvaine DOFEER
pH6.8  HAFR 7 R ER 2 W’
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pH1.2| 15 102.9 102.5 0.4 T
pH3.0| 15 102.5 103.4 0.9 T
50rpm N
pH6.8| 15 102.5 98.4 4.1 T =85% X1E+15%
7K 15 100.7 101.6 0.9 i
100rpm|pH1.2| 15 102.2 101.8 0.4 T
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pH6.8  H AT 7 R 2 K
VS H AR 5 J7 ke K
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FRER LA D3 15 73 LANIT 18 85% LA EES IS 2 25, ST 15 431238 1T 2 sk o -1 2R 5 i e
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B PREIE R (%) e AL e
BRI | | LT NEA R EE | AR ERLA 7= HIE | SN T LA ERESE
(%) | 10mg DSEP| (BEH]. 10mg) | GifeseHfi) 10mg DSEP] OV
pH1.2| 15 102.1 100.6 1.5 1
pH5.0| 15 103.0 101.1 1.9 i
50rpm -
pH6.8| 15 101.6 96.5 5.1 i =85% 1L +15%
K| 15 101.4 96.9 4.5 1
100rpm|pH6.8| 15 102.1 101.7 0.4 i
(BHEER)
pH1.2/50rpm pH5.0/50rpm
100 100
75 + 75 +
i i
s | E
25 ¢ ’ —— VLT AP RS2 10mg [DSEP) % ¢ —— VLT AP AR 5E10mg [DSEP)
---0--- [EHERLA (5251, 10mg) ---0--- [EHERLA] (524, 10mg)
0 0 ; 1‘0 15 0 0 g ‘ 15
i (min) R§fH] (min)
pH6.8/50rpm 7K/50rpm
100 100
o e S T vis 75 -
F o0 L Tow
ot —— YMET MBLRAISE10mg [DSEP) % —e— L b5 AjffiEEHifE10mg [DSEP)
---0--- {RHERLA] (FEfI. 10mg) -=-0--- IRHERFA| (FE/]. 10mg)
0 0 : 16 15 0 0 é ‘ 15
R§fi] (min) Wi (min)
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pH6.8/100rpm

o —— - —9
10 _____

75

50

25

---0--- EERFA] (§EA]. 10mg)

—— VLT A A I FE10mg TDSEP)

10
R (min)

8. EMFMHERA
A% L7220

9. HEMDOEMAS DHEDHARE

HASER 7 Y v ©F A A TR SE O MERABRIEIC L D,

FRON AT I R T 7

10. WHIsP DE RS D7 &'
AR 7/ v €7 MBS O RIEIC £ 5.
Witk n~ b 757 4 —

11.7 i
YL

12BEAT DAEEEMD H 5K
MU ER e L

1B FBABELGRES - NEVNRHRERRICHT HI1FRH

AR L

14. 2 Dt
%R L



V. BICEEd 5

V. JBEICEEY 5IEH

1. BEEXTHR
AHRAE - (BB JFRIE Mo OV 5 IR I D ARHRAEITFR <)

<%k - HRICEET SERLDOEE>
KA OEEGIL, RIRIEDIFIREZMETE L TNBATH 2 &, ok, MAKRMIED D WITH: 5 SIRICHE 5 RIRIEIS
KA DA NPT T E 220,

2. Fﬁif&lﬁﬁﬁ%
WHE RIS NV ET AEAEEE S LT 1A 5~10mg Z3EEANIRE D595, 28, @mE 1213 1[5 5mg
Mo ZGT 5, Fhe, ER, FRICIVEEHEBT 223, 1 H 10mg 2B RNWZ & LT 5,

<Hi% - AZ2ICHEY SFERLOTE>

1. AANTH T DEOMTIIEAZEZR B Y | £72. & 5 A O MKEE, BERBEMEER (FEERE) ITHEERFNICSH
HbNDDT, KAlZHRGTHEAICIIVE (1R 5mg) No&GEBBT LI L, RUz2GTHET LS
BIFBEZHOIATW R BEEREICEG T2, 2770, 10mg #8202 L& L, EROSEICHS
TWEIIEDDZ L,

2. AR5 256, EO %’mméﬁé*& F7o. IRAILTE Licte, BEDER L CHES) % B
a9 5 F TTIT o 7R BEIRRER] S & 7 o T E . SOTREIREH ISR W T —REIICER L THEFE 21T 72
Bal El kwr@%ﬂ&%bhkk®ﬁ%ﬂ%5@@\%%#%%ﬁé%ﬂﬁ%%%%#éﬂ%ﬁﬁ%é
LEEFRASERNT

3. ERERAIE
LVERRT—2 /1y 5r—2
PG RR L
(2)ERERENR
MG L
(Q)ERIRZ A BR
MG L
(4 IRRHIEER
M EE R L
(5)1& L RIELER
1) J|EALLITHERGHER
M EE R L
2) LEGAER
AR L
3) REMHER
AR L
4) BE - REHHER
AR L



V. 1BRICEId 5 EHHA

(6);BFRHI{E
1) FEABERE - BEEARERE AT - EERTHREEKRHAER (MREZERRKEER)
MR L
2) ERBEHLLTERFEDOANRXITERL HABROBE
MR L



VI. S FEMIZ B4 55

VI. E3EEICEHT 5I1EH

1. EEZHICEEHSHLEYMNITLEWE
AIFY YV UEEATHIER Y UT B RHEIRIK

2. FIEH%R
(V) VEFREREL - 1R
RS DTRBEVRIEAW TRV, RV VTP EURBAEAISRIRIICH A L, REOIERZ2RT,
N TR UREE LTI AR EE GABAAZ AR DY T 2=y MHEL, ZZICHAET L2
L2 X D GABAA ZEE~D GABA OBLFIME % 51D . GABAA 7 OFRAM G 2 78 U CHEIREHER 2 R
R
(2Q)FE &= R+ 5 HERAE

o L
Q)EFARIREFAE - ik
B L
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VII. ZEMEREICEE T 51EH

1. MREDHTR - AlEE

Q)RELEEM G ILTEE
MR L

()&= MR E I E R 9
TR 1 1 SE 5
YOVET KA EEESE 5bmg [DSEP| @ 0.7 KffH
YOVET Al A EEESE 10mg [DSEP) @ 1.2 KfH

QRERFRRBR THASINI-MbEE ¥
AR R R
Y VET MEAEERESE 5bmg [DSEP) | Y VBT AEAREESE 10mg [DSEP) & AEERAIZ 7 0 24—
N—IBICE D ZREN 18 (S ET AEAREE S L TENE bmg, 10mg) HEREK A B 712 HER
A G LTl v BT AREZIE Lz, BN YEiRE T A —4% (AUC. Cmax) (22T 90%13
HE X S TREHIRAT 24T - 7255 5 . 10g(0.80) ~1og(1.25) DFiH T &H v | WA DA RISME SR S T,
1) VILETLBERBES 5Smg [DSEP]

EYHEE/INS A —4

AUCo-24 Crnax Tmax tue

(ng-hr/mL) (ng/mL) (hr) (hr)
Ve T AEA RS 5mg TDSEP| 310+137 85.1+31.6 | 0.69+0.31 | 2.00+0.39
PEVERLA] ($E4). 5mg) 290132 77.8429.4 | 0.98+0.44 | 2.10+0.36

(Mean+8.D.,n=20)

(ng/mL)
120
00 —— LB T NE AR §E5mg [ DSEP |
] - O=- 1R HERLF) (BEF], 5mg)
80 |

T (Mean+S.D., n=20)

0 6 12 18 24
eI (hr)
Mt V)L E T LRE T
SR EEIEONT AUC, Crax B0/8F A4 1%, HBRE ORI, MEORIRER - BEHSORBEIIC L > Tz
2 ATREED B B
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2) VIETLBRBEIES 10mg DSEP]
EMBE/NT A —4

AUCO-24 Cmax Tmax t1/2

(ng-hr/mL) (ng/mL) (hr) (hr)
YOVET LA SE 10mg [DSEP 530+265 141.6+44.2 | 1.23+1.08 | 1.86+0.56
FEAERLA] (B2, 10mg) 577+309 158.4+75.2 | 1.09+0.85 | 1.92+0.66

(Mean+8.D.,n=20)

(ng/mL)
240
220
200

180 F|T = O=- R HERIA (F24]. 10mg)

160 1| (Mean=S.D., n=20)
ifi. 140 }

HE 120

i 100
80
60
40
20

0

—— LT NE A HE10mg  DSEP |

0 6 12 18 24
eI (hr)
It IV E T LRE#TS
i B NT AUC, Cuax 800/37 A — 513, Bl MR, MDA - He % ORBAIFIT L > TRz
BRI B B

(4)hEE
MR L

C)BE -HAEDEE
VI.7 4B B4R OHEZZR

O)BERA REaL—23Y) BIICKYHBAL-EMANESELESER
NEE R L

. EMERERI/NS A —4

(DR A&
YRR L

(2) R URE FE TE B
YRR L

BNAATRASE) T«
YRR L
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Q) HERETEHR
BEMABFERES (15)
#& 5mg [DSEP] (n=20) | #& 10mg [DSEP] (n=20)

Kel (hr?) 0.360£0.079 0.393+0.080
(Mean=*=S.D.)

GIUTIUR
gk L

(B)HEHE
B R R L

(7hFELESEY
#196%

3.} W
LR L

4. 95

(1) M % — i B P9 @ i 14
Mg E R L

(2% — fr BEEA P A 14
MU ER R L

B)EiT~DBITHE
VIL10.5%8%. ERR. BIBE~DREQ)) 0HEESR

(ABEBR~DIBITHE
CNERE R L

(5)F DDA~ DT
LR L

5 &
()R BELL R R BIHRER
KEBFEINIF TR S, ZOEREDITHEERED A FIVENBIL SN TAHNR R E g o T EBIEMED 720
R#@tm<dH v, CYP3A4, CYP2CY, CYP1A2 72 PEE Dy FHEIC L v R#@fsn b,
QR#HIEE5T HEHE (CYP4S0E) DHFiE
F & UTHFEEMREEER CYP3A4 L OV CYP2C9, CYP1A2 TR# s D,
RHEEBHROEERVZTDEE

TR L

GREPOEEDEERULE
TR L

(5)E MR DEERM/ T A — 4
LR L
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6. B ftt
(L)t BB B R RR
MR L
(2Bt 3
24 R E TORFPMFIL 0.5% L T TH 5,
() B ERE
MR L

7. FSURKR—A—IZET BH1EHR
mMER L

8. BMFICLDHBREER
M TIEERZE SR,



VI Zzaett (B EoiEEss) (B4 55 H

VIIl. €% (ERLOIESE) T3 HER

1. BERNREZDEH
([Z4])
ARANDARAZIZ, B9 A D RRE, MEIRFEEER GEIFERE) NbobhbdZ ehnbb, F72. AIRETO,
HHNIFREREEOHRELTDE L TN ERH LD THEETHI &,
2. ERAB L FDER (FRIZSZET)

(2] CROBHICERELLGZWVWI L)
AHN ORI LIsBOE DBEERE O & 5
HERIFEEDH 5 BFH RHEROE TIC L v M RES EF L AEARNBR bbb 2BENRH D, ]
FIEMEEDRE [HEERIC LV EREZE(L S BTN H 5, ]
SPEPAZEM AN O BE [IRED EH- L, JEREZE(L ST B8EZNR D5, ]
AANC X0 HEIRBEAEER (FEERSE) & L TRETHLREBA L L3288 [EERAE - T
F. FICFICE DMEREER A BB T 282003 H 5, ]

A e

[REIZZ] CROEFIZIEIEBEELBWI EEXZRAETIN, FITBELTEIEEICFHEEZICRETSH L)
Bl BGUE, K X0 B ON & FEE O 2 72 & CRERBSRE N S IR T L CW D546 [IEN I
S VRBT AT L a— 2 &EZ LTV, ]

3. MEXFMRICEET SERALOIE L ENEH

<ZhHE - RICEET SEARALDITE>
AENDOFEIT, FRIEDFRBZME L THBATO T &, 2B, MAFKMED DV ITHE S SIFITHE S RIRIEID
IARHN DA ZPETHIFE T E 200,

4. RERVHAEICHEYT 2ERALOIEETDOEH

<Hi% - AEICEHETSERALOEFE>

1. AFNCKET A BORICITEAEZRH Y . £, b9 A D REE, MEIRBEER (FIHEINE) 13H KT
HHbdDT, Rl T 555121305 (1 b5mg) NoEGEZEGTLZ L, SUEGTHET
HEEIIBIRE T IATW RN OEEICEE T2 L, 72720, 10mg @z L& L, ERokE
o THEICE DD Z L,

2. RFNERET 256, REOEMCMAIESZ &, £2, IRALTHRE Lok, BESERKRL UF8h%
BtGT 5 F TIT /0 2R HEIR I 28 & AL7R v o 7356, SUTHEIRE I3V C— IR L THESEE 21T
STEGEREICBVWTRENRS bbb L OWMENRH DO T, EPWHAT DRITEE % BtA4 5 aTRENE
MWD L ZTRASERNT &,




VI Zz4ett (B o) (CB95EA

5. BEERSARE FDER

1. BERE (ROBBICRKEEREIZERET S L)

(D) =398E [FEHOIEMNRLS H 5o, BRI LTV, ]

@) milnt (s ~0&kE ] OHEMR)

B LEFEDH L HEE [(MEER TR LD BZNANH Y | LIEEDH 5 BE TITIEROEIIZ S22 5
ThDd 5, ]

D IFEEDH D EBE (TR DHZMW)

(B BEEDH D BE HHEASEE L, (EANR HobN2BENRH D, ]

(6) I HEEE D H 2 8F EANRS b obh BTNl H 5, |

6. EELGEARMIB L TNEHRVLES X

2. EERGEANIE

D HERIZ RV EMETFEEL D LR H LD T, EIRE LIk 512 X 2 R &2 8T 5 2 &, AFID
Feh- ks 2 HAIZiE, IR EOBEMEZ TH3ICHETT 5 2 & ( THEXZEIER) OESZH) |

(2) AN DOFLENFHILR I RO, IR, EES - ) [KATEBR 2 EDER TR D Z L3 H DD T,
H BN OEER e EfER 2 ) B O BB F SE RV LS ICEE T 2 &,

7. HHEERA

3. HE%HA
AFNT, E & UTTFEWIRGTESE CYP3A4 X U—# CYP2C9, CYP1A2 TRE#f s,

(DBHRAZEEZFDER
B Lian
QBHAEE L FNDER
3. HE{EA
FHAEE HRAISEETBHIL)
EELE ERERAEIK - B HE ¥F - BIREF
FRERF FEINH 28 B b Z & 03 | M FENL 230 H] & U 5 Al RE
HDTC, HEIZEGTDHZ &, MW 5,
F R £ A3 41T ol ) FH B AR AR BN I VR 25 B 98 | ARFI K O Z AL & 0 FRFAI 3 AR e
Tz ) FTYUFHEK, THLIERHLOT, MEICES | BMGEERZET %,
SNV B — LR R & | T5HZL,
7ILa—)L (8GHE) FEARRERE « R - EEMERES OIK | 7V 2 —/LiE GABAA Z BIRICIE
TS D ZENHAHOT, T HT 52 &I X0 PR
LR THIEEZ S L, | HIERZ T 720, FHICE V8
AT PR AR AR A R eR
HTENHD,
o7 ETY AR OMAPEENMET U, /EHD | BB HEE3E CYP3A4 NFiE &
WETTA2B8ENNH D, v, AR ORI RES NS,




VIL.

L (I EoEES) ([CBTHEA

. BlfEA

(DEMERDHE

4. Bl4EH
AFN A pSARE TR A S5 O BIE I ZE BUAEEE DS WA & 70 D3R4 2 9206 L TUuh7auy,

QEXRLEIMER & HER

1)

2)

3)

4)

5)

4. ElfER
(D EXGEIMER GHERH)

&K7FEME. BERRER - EAHIC K VEMIKFEZE D Z b LD T, BEEH0ITATV ., AL OE A
ISR LEEICEST5 2 &, 72, BATICBT 2% 5 BOAMARD 20 LEGOHRIEIC LD |
FERPEARIR, W B W BEREDBENER D S 5o b Z BB 5D T, 52 HIETH2551T1E, R
BET 5 SHEEICITI Z &,

FBRER, BREES . vAR, 856l Q5. BE, Bmbl, B L~V O T ORFIE R & OV ki
ERHOLDNDZERHDHDOT, BEOREEZ +oBZE L, BENEDONGEITRS 2R 1T 2
Z &,

—BMRTAMRS. 555 KE, BEBAER (SHERE) - —Btkarmts (REZAIRE T
DOHRFZ T X T2, BRPREEREOHIRFEZ T X TR | b5 A9 IREE, BEIRFEER (2
JEREE) N HbId 2 ENHHOT, MEHITESHESE, BRPIEZ SAVWEIICEET D2
Lo B, FACEBELRVWEE, HOER, BFESETV, TOHKRELZTEL TN E O@mEN
bb, Flo, HLEZEFOEERAE - G758, FUEORELHDH, BENRO LNIGEICITRE
EHIET DL,

FEIR AN : SRR D oD Z L 3D D, Fio, MIRSEENEE KT L CW D BRE ISR G Lz
By REBHAFT N A=V RAERITZENRHHOT, ZO LI REHIITREEZ MR L, BKE I 5
78 YR E AT Z &,

FriaEfEE. ®|E : AST (GOT) . ALT (GPT) . y-GTP., ALP®D EFSE %1 5 fFEEREREE . #HAS
HHLONDZENHDLDT, BEEZHIITATV, BREVPREO NG EIIEHREG LI L, @O 0LE
ITH T &,

() Z DD EIERA

4. ElYER

(2) Z DD EIEF
B E & B
iR Sbox | MR, BUE. IR, BHEK. DFEV, AL, BE Ko, 8. L
OV, R
il & AMmEREE 2, A ek
FF fiek ALT (GPT) EH. v-GTP EF. AST (GOT) b, LDHER
B sk EEVS
H & Aol WErE, BACRIR, IR, P, D oOSRE . SRt
B & 2 #;iE
B OB ETY | BB L O
] BRI, 0. TR, i
iR B, HAOEE, B
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1) BELZHGAEITE, B52PiETo2L,
I 2) BRI KV &lENETT 2R HE SN TWD,

Et

LHEBHEERRBEER VERRREBRE —
AR L

G EHEE. AHHE. EEERVFHOEES
R L

O)EMT LILF—I2dd HFBERUVRERE

de 82
(S

A OEIERRIRERE

%2
=T

(EZ] (ROBHBIZEIHREL

1. ARAIO RS % U EUE O BEERE O & 5 B

BN L)

4. Bl4EH
(2) DD EI1ER

BB D | R 2O

A1) BEALELAEICE, 52T L,

SENDRS

5. EE~ADOKRE
JEBENICFTH I = D 090,
10mg #2722 L,

£lo, BERBAREB LT VOT, 7

V& (1A 5mg) NoH&KEGEBML, 1E

1053407, ER. RILBFAOKRES

6. 1EiF. EiF. RILFBE~DOKRE
(1) 085 - 40 SUTSEHR L TV 5 Al f
BRI ORFEETHZ L, EREROR5IZET 2220
Sy, LIRS OBERER 3D B oD ZENH D,

WESh5EE5bH5, ]
(2) 22L& : AL T O A~OFGITRET D Z ENEFE LUV,
5z &,

EMEDH Bim AIZIX, B EOBRMENGRIEE BB E TS5
TEHESL L CUN7auy,
THIERRESINTEY, MERICARIZRE Iz E

(BRI ~BATT 5 = & S STH Y | BE

AREIT b b CHREZER
F X0 A LRI g, R, Rk,
B, IS oERIE, #HiAERKEE LT

RLa2/{TRET L5613, RAZET S
ICREREZEZSRENRH D, ]

11/MRE~ADERE

INBREADES
R HIZE A E

UK

VOB AR SRR

XD LML L TRy (BB D20

B2 488

E =

12 BERBREHRICRIEFET
MG R R L
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13.BERE

8. BERE
FER © AFN IO B G TiE, IR O FEE TOEMEENBE SN TWD, S OIS AR
RER, AR, PRRENE], HERERE O EEERD H SO D BENRH 5.
WE - P, URE. MEOEESREZIT S & & bIT, ik, B, WEAl - THRORE, @ik, <08 OMER
FOWYRIEZITH 2 &, o AFOBMER G PR UTERDNIZGEDOLEL L TT7L~vE =1 (X
Y TTREURBFRETAD) 25T 5581 R v~ = ol Lok (BER, HE
b HAEERE) 2070l &, ok, AANTIMEENT TIIERE S e,

4 EREDEE

9. BRALDIEE
FRIZAFEF : PTP @ZEOHANL PTP > — oWV ML CORHT 2 K283 528, [PTPY— LoD
RIS X0 OB TRS BIERE A U, EICIR AL A 2 U CHERRIR RS O B ES 2 A OHE 2 OF R T
D2 ERMEEN TS, ]

15. 2 DD EE

10. Z DD FE
B LIZHRRNEBEEENWEFIZ LB =L (RO OTEEUSREERRD) 2% Sh-EBE T,
FTAIARKN R 5T 556, AFIOEE, PURBIERANZ L, BIET28F001H 5,

16.% O
A% L7
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IX. JEERPREERICRII S 1HE

1. ZEIBRAER
(L)ENFEARR ( [VILEDEECETHEE 3R)
()RR Z A ER

EERR L
R) R LM EEHER
MR L
(4)ZF Dt AR
MR L

2. =HHER
(DEEESHEHAR
REER R L
QRrEREEMAER
REER R L
Q) EEFRA FMHER
REER R L
() Z DD RS
AR L



X. BEHFHEICET AHE

X. EEMEIEICEHT HIER

1. RHEX5
B K AR, BIEMEEERS EE-BEESHY) |
WFEEIS (EE - ERMEOWNGEIZXVERT S L)
ARGy« AR, BRI (EE —HIEEH V)

2. AREARXIEE AR
BRHH : 34 (REMRBRAERICZES)

3. frik - REESH
EREER
REAHE
BRI BIRITIEE L TRFT D 2 &

4. FRRMBOLEOTER
LOEBTORFEVWLEDBEERIZDOWNT
LR L

QEFIXMEORMBFEIIOVT (BEFICEEIRNEQLASES)
BEMEERELTA R HV, <FTVOLEBY : HY
VI6.EZGEAMIE L ZTOEARVLREAZ A LI4BERALEDEE) OHEEZSH

QRFIAFIFOBERIZDONT
BRI L

5. RRBEMHF
ZY L

6. @
VILET A4 R SE bmg [DSEP] @ (PTP) 100 #& (10 &< 10)

500 & (10 &&X50)
VLT MG EEESE 10mg [DSEP) @ (PTP) 100 #& (10 §&X10)
500 #& (10 $&X50)



X. EHFHICET HHE

7. BEDME
PTP & % :
PT P :FyFavlLy, 7L
& 2& 5 A

8. R—H% - RzhE
Fl—po 3k« A AV —8E bmg, ~A AV —§E 10mg (7 AT 7 ALKk 4)

B % . yvrvar, NITYIL =38R L, FALT A%

9. EffEEERAR Y
19874 6 H

10. BERTRDBFABRVEARES

pein RIEIR e KRR H H KARE
VILE T LBREESE 5mg DSEP | 201242 H 15 H 22400AMX00328000
VILE T LBAREIESR 10mgDSEP ] 201242 H 15 H 22400AMX00329000
11 EmEERSEERAB

201246 H 22 H

12 RERIFHREM. RERUVRAEXEENENFEABRVEDRAE
A% LR

13.HEERR. AMEKRLAREARRUVZORNE
A% L7

14 BEEHME
Az L

15 B FEARGIREERICET H1FH
JEA GBS SR 9T B (CERK204E 3 A 19 AfF) 12k 0, WEEN 1H30 HOERELEL SN THET,
Fo, FHLEOEEIIZILTORELIS Y £,
BEELEARWEIE
BRI L VEMIKGEEZECDZEBHHOT, BIKE LIk 5 Lo BB A ZBET 5 2 &, AFlOEE %
ffe T 25 5121E, WRR EOMEMEA+SICRET 52 8 ( [EXRAREIERH] 0ESHR) .



X. BEHFHEICET AHE

16.&#Ea—F
- JEAE 55 (B A 2 e o e .
I 7c Z \ . | Ve MERa—F
e HOT (9 #7) & IR o — hER R
JVIVE T LEREEES 5mg (DSEP] 121703201 1129009F1017 622170301
JVILE T LBREEESE 10mg [DSEP 121704901 1129009F2064 622170401

17 R EFEH/AT LEDEE

AENIRIRZIE EOBRBERLTH D,




XI .

X iR

Xl. X [

1. 5|AX#K
D tENERE (ZEM)
2) B QAT
3) HLoE B AR g E #)IEE 2016:C2897-2901
4) FNER (EERRSEE)
5) HAIRGFERMER 2011 (HAKFIEHHE > % —FR)

2. TOIROSEXM
TR L

2011:1005, Uix9
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Xll. SEZE&H
1. EBAETORERR
BRI L

2. WIS H1T BEER IR
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XI. f &

Xih. | &

1. A% - REXZIEICEL CTERREMZTSICHI->TOSEER
AEOHFHRIZEAT 2R « KEIZITAREZZ T T RWREICET 2 HERNEEN D,
R TIESEBHEL L TV RVHNAELEENTEY  HL ETHLRMEIN TV DIRBFIETHON M RE2FELL
LCHR LTV D, EEEEEDNEREH 2R 25 ECOZBHERTHY M TEOAEEZRT HOTIERY,

(1) BMRROREMHER
1. HBRAM
VL ES WA 5mg [DSEP) & U 10mg [DSEP] OFfE L 7-i4lic 5T, D40°C, 7 7 /b
aLvFa—TER, @25C, T5%RH., 77 /L arF 22—, ®2000Lux, 77 /L2y T o — 7B
DFEMHETT, 3 » AMEZIT 120 77 Lux-hr fRIF L, ZDOLEM L MBF LT,

2. WERIEH
PRk, R, FxmE

IHDHGIT, O, QDM TIZBWTE, MEERLHRB TR, @DFMETFIZBW TR, HRED
Ft I E BB 2 bl L7z,

(2) BERBMERR
1. #HEREM
VLV ET MG EE 5mg TDSEP) KX O%E 10mg [DSEP) (oW T, HAEERRERABRIC T D il - %
HWOARRE &, RE BRI 1T 2 RE RET 2 — 7 Ot 2 et Lz,
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