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I. iEICEHT HIEE

1. BAROER
KIENE TV HRY B GRRT &3 DR RA (REEEIERE - SERE) CTbh b,
(VAN 1 7 &)V 25mg/Tomg/150mg [HIE T || (X HE TSN RIEEL L L
TRAFE 2 AR L, BUS R OFRBR T IE 23R, EMRER, W7 nolR B 4 9406 L, 2020
F8 A 17 HITKRZES L, 20204 12 A 11 BICHGEEBB L-, CERAER 11218 2 5
(CERk 26 411 A 21 H) ICHSE7&KGEHIEE)
(7L # )0 > 0D $E 25mg/50mg/75mg/150mg [ HEET. 1) 13 B E TS %38 E KA
& LTSS 2 A L, Hiks M OSRBR T IE A 38, ZEMERIR, £ 0[RS 4 920 L,
2020 £ 8 A 17 HIZARZEFF L, 2020 45 12 A 11 HICHRMmINE <4, 202143 H 5 H
(ZWGE A BRME LTz, (ERFE 11215 2 5 (KA 26 45 11 A 21 H) (2D EKRHGE)

2. HROBEREN - WHZHEE

OFVHNY BTV 25mgl/T5mg/150mg [ H[E 1)

(1) RFNIX T VAANY CEBGRRGT & T DERIAEA (MRS - BMETRE) Th 5,

(2) WptEEEB L= FELE PTP V— FThH D,
OH 7NN 4, G, H4EL—Y—HTF L,
@PTP > — MIpn4, &, AlaeRR LU
@PTP v — b oOlimic EREIEHRAl R LT,
@PTP v — b O ZHEIZ GS1 22— R & 2 B 7 RIVENLICE R LT,

(3) 7N 150mg L3 57 ELTH D,

(4) ERARBWER GEEARE) L LT, »EW, HIR, EiiEk, LARE, MikE REHSUH B

SE, BARA, MERIE, KN, FEMRR, a v s, T 7 0 7% —, REREIRE
BRE (Stevens - Johnson JEMERE), ZIALEE, BUEATAR, AFHEREMREENRE STV 5,

OF VAN Y 2 0D §E 25mg/50mg/75mg/150mg [ HE T )
(1) RFNI T VAARY B GRRG & T DERIGEA (PSR - BMETREE) T 5,
(2) 25mg, 50mg, 75mg, 150mg D 4 H&1NH 5,
(3) 50mg, 150mg [ZEIKRA Y DEEAITH 5,
(4) WBMEZZE LIsERlE PTP > — FTh D,
OFEANCR Y4, &, A ZEIF LT,
Q@PTP ¥ — MIpkn4, &8, AlBEaRRL,
@PTP > — b OMjmIZ EFEHEREA] 2R LT,
@PTP > — F DU ZiEIZ GS1 =2 — N4 2 BERAICER R LT, (Thmgld $E — R & fR<)
(5) IRAMEMEEZZBB LA bR —7 L—"—0DOENRESE TH 5,
(6) 25mg, 50mg, 75mg (21X 200 BED AT WENDH 5,
(7) ERARBIWEHR BEEARKE) L LT, HEW, IR, Sk, OARE, BiAKE, FEom R
SE, BARA, MEVRE, KORE, RVEMERZ%, va v s, TF T 4 7% —, KEREIRE
5t (Stevens - Johnson JEMERE), ZIEALEE, BIEAFZ, FREREREENHE STV D,



I. AWICEEd 5HE

1. HR5E4A

(1) M4
TVUANY TN 26mg THETL )
TVUANY TN TEmg THETL
TV ANY 7' 150mg [HIEDL)]
VI3 Y > 0D $E 25mg [ HEL)
7V H3Y > 0D §E 50mg [HET)
VA3 Y 0D §E 75mg [AET)
7'V FiNY 2 0D #E 150mg [ HET

(2) ¥4
Pregabalin Capsules
Pregabalin OD Tablets

(3) /DO HEX
— AT LD
2. —g4

(1) M4 (4%
7Ly v (JAN)
(2) #4 (4K
Pregabalin (JAN, INN)
(3) RTL
GABA {EM{tAY - (-)gab -
3. BEXANITFER

NH,
CH; { g
1. ,Qﬁtxf/cxbn

4. 2FRRUVSFE
7373 0 CsH1rNOg
& 159.23
5. {tF4& (4K
(38) - 3 - (Aminomethyl) - 5 - methylhexanoic acid (IUPAC)
6. ER4A, 4, BS, B85
Fric/a L
7. CAS 2R HB5
148553-50-8



I FMESI<ET SRE
1. PMEEENEER
(1) 5 - R
HEDOHRTH D,
(2) BfEHE
HKIZRRBETIZLK L, AF = F ¥ /) —)b (99.5) 1T TIRIFIZL W,
(3) BEtE
M EE R L
(4) R (BR), BR, RER
M ERR L
(5) BAIEEMRETER
M ERR L
(6) SEHRE
M EE R L
(7) TO/MOELREME
M ERR L
2. AMHSGOEBEBEFLHTIZEITHRENE
M ERR L
3. MRS OmERABRE
RO A~ N VAR TE Y
B U U ABEFNEIC L D RBREITV, REGD AT ML ERLOBA~Y LT
VNN NEEYE DAY NVEKRT H X, WFEDASNT MVEFE—ERO L Z A
(ZRIER D TRFE DI % 78 5,
4. EMRHSDEEE
Wik~ 777 40—
AR« SN ET
BENH : VR IKEIV UL, K, TUE=TK, A¥ 7 —VRK



V. RFIZEI HRAE

1. Fl

(1) FIRORA, SMEERUHER

A DAV I A e )%

Wiz VA PAV N N ¥% VA PAV N N ¥%
- 25mg [HET] 75mg [HIET ) 150mg [HIET
¥y v TE &R X v v TR RIRE T, Xy v TE K&
FI - il RT 4 HPREBAD RT 4 HPREBAOD RT 4 HPREBED
i 1 7" Ll T H 7 LH T 7 L
f S g
T4 54 553
LAY FLHNY FLHNY
ARRFR 25mg 75mg 150mg
HEL HET HET
i a— R AtEa— R @631 AtEa— R @632 AdEo— R @633
Wi, FULHNRY L ODEE| FLH NN 0D SE| 7L HNY 0D gE| X LAY 2 OD §E
- 25mg [HET] 50mg [H[ET] 75mg [HET ) 150mg [HIET
. EF Y NUR) EF Y NUR)
JE - € ey o <E e
HI - taH H a0 FbE iy a0 FEbE iy
7% oz REBR
\50/ vAs 159
S oD oD h\:g"{, NEBR
~ BET BET 15,7[25& g'lg%
= — — —
HEE (mm) 6.1 7.6 8.4 10.6
JEX (mm) 2.8 4.0 4.7 6.1
EE (mg) 80 160 240 480
FUHNRY FVUHNY TVLHNY TVUHNY
. 25 50 75 150
AIRFR OD OD OD OD
HET HET HIET HET
(2) HEIDOYME

(V- 4. BFIOBFEEMETIZBT D LEM] DESM)

(3)

ERAla—F

(MV - 1.(1) FIEDOXRI, M OWER ] DESH)

(4)

LB L

pH, =BEL, ¥E, LE EFOBRUREL pHEF




2. HFIDMRK

(1) A#RS (EERS) OEE

Wiz TVLHNRY AT TVLHNRY AT TN U H T 'L
- 25mg [HIE T 75mg [ HIET 150mg [ HET
BN TLHNY v
=T 14 7L 25.00mg | 1H7EAH 7500mg | 1 #7&Ad 150.00mg
D-~v=b—)b, BT N7 7 —ibT T, ALY
VNIILY) HTBNVKIK BT, TV AERT N UL, BT,
(75mg DH) = _FR{bEk
i FLHNY L ODSE| TV HANY L OD§E| S LAY ODSE| LAY > OD
- 25mg [HET] 50mg [H[ET] 75mg [HET ) 150mg [HIET
BN TLHNY v
o 14 25mg | 1T 50mg | 18T 75mg | 18Ed 150mg
— D-~rv=F—J, buEnarso 7, Wk, ZV7, 7aARE R,
o Ay Ta—A, ATT VBRIV T N, FE
(2) &my
(Mv - 2.(1) BohEksy GRS OFE] OHEESHR)
(3) £t
%Y ELECR I L

3. BAH, AFOSBEICHT HERE

% L

4. HEOEEBEHTICETIRENR"
(1) REMER
1) VAR A7 25mg THIET

BRI - 2017/10/17~2018/5/29
OhnsGAER (40°C, 75%RH, 6 » H) [H&aEmE (PTP @) ]
I EH H =N LRAFHIM
<> & B 4G 1% H 37 A 6% H
PR n=3 PRE25C1-1
<Xy v TERORT ¢ #5| PRE25C1-2 A SRy T A SRy
NEGORH 7 ELK]> | PRE25C1-3
g}\j\; o i PRE25CI'1
REGRAER PRE25C1-2 e e 0 e
(HPLC) n=3 PRE25C1-3
R BR PRE25C1-1
(HPLC) n=3 PRE25C1-2 A SRy PRy SRy
< >'< 1> PRE25C1-3
BUHN L — MR (%) PRE25C1-1 2.80~5.32 3.62~4.70
(&%) —MEBR) n=3| PRE25C1-2 3.31~4.17 — — 3.96~5.61
<15.0%LL F > PRE25C1-3 3.62~4.65 2.35~4.75
S (07) o PRE25C1-1 | 96.4~103.6 95.5~104.9 93.2~101.4 95.3~105.3
ﬁ{t}ﬂj\i ;@L&ii PRE25C1-2 | 94.8~103.3 94.2~103.5 95.2~101.5 93.1~104.3
7 ? PRE25C1-3 | 93.2~102.6 93.7~101.6 92.8~102.2 96.8~104.1
SF (%) %2 n=3 PRE25C1-1 | 99.44~100.24 |100.56~100.96| 99.47~101.95 | 99.26~102.05
‘ii oi 105.0%> PRE25C1-2 | 98.67~99.90 | 99.65~101.47 | 99.02~100.76 | 99.92~100.77
: e PRE25C1-3 | 99.05~100.25 |100.20~100.80| 98.52~100.52 | 99.59~100.74

CE & OIEGE - 0.2%LL T, BEBWE : 05%LLT X2 : HREICHTHIEHER (%)

5

— R




2) TV HNY U H TN T5mg THET )

RER E h M - 2017/10/20~2018/5/22
OMnERER (40°C, 75%RH, 6 » H) [k oiEmie (PTP @) ]
) ETE H =BV (A7 3R
<HiHK > &R BH AR R 1% H 35 A 6 »A
MR n=3 PRE75C1-1
<F oy o TUNEARBE, KT | PRET5C1-2 e A 1A A
S HRABROmH 7> | PRET5C1-3
e PRE75C1-1
e s |PRETSCI2| e o o o
PRE75C1-3
ol P SR PRE75C1-1
(HPLC) n=3 PRE75C1-2 ik ke WA ke
<H1> PRE75C1-3
%%Utfj PRER (%) PRE75C1-1| 3.52~5.78 3.79~5.56
(& & —MEBR) n=3 | PRE75C1-2| 4.10~6.37 — — 4.05~5.80
<15.0%L)T> PRE75C1-3| 4.27~4.77 2.47~4.08
e (o) PRE75C1-1| 95.9~102.7 95.6~103.7 92.3~103.2 95.0~102.8
fl'gj;f ;@;E&i PRE75C1-2 | 94.5~103.7 94.6~103.8 94.9~103.2 95.8~104.7
PRE75C1-3| 93.8~105.6 92.1~103.3 95.0~102.6 96.5~106.4
SF (%) % n=3 PRE75C1-1 | 99.48~100.31 | 98.61~100.74 |100.32~100.93|100.40~101.35
 95.0~105.0%> PRE75C1-2 | 99.85~100.08 | 99.59~101.52 | 99.25~100.47 |100.76~101.05
PRE75C1-3 | 99.27~100.31 |100.07~101.73| 99.29~100.35 | 99.97~100.12
K1 fHx OFEBRWE - 0.2%LL T, WEEWE : 0.5%L T %2 : FREIZHTIERFER (%) —: £FEhE
3) FVHNY AT 150mg [HIET
AEBRE G : 2017/10/24~2018/5/18
OMERER (40°C, 75%RH, 6 » H) [ oiEmie (PTP @) ]
W E TE H =BV (A7 3R
<HiHK > &R BH AR R 1% H 35 A 6 »A
MR n=3 PRE150C3-1
<y v SHRORT 123 [PRE150C3-2 A ke A A
O T AF] > PRE150C3-3
s PRE150C3-1
e s |PREW0CE2 e o o e
PRE150C3-3
P SR PRE150C3-1
(HPLC) n=3 PRE150C3-2 ik ke WA ke
<¥1> PRE150C3-3
%%Utfj MER (%)  |PRE150C3-1| 2.25~2.40 3.76~4.29
(& &Y —MEBR) n=3 |PRE150C3-2| 3.48~3.74 — — 3.79~4.41
<15.0%L)T> PRE150C3-3| 2.97~3.79 3.31~4.82
e (o PRE150C3-1| 98.7~105.6 95.3~101.9 96.0~103.9 95.9~103.6
fl'gj;f ;@;E&i PRE150C3-2| 97.9~103.3 95.8~102.5 96.6~103.5 96.3~102.9
’ PRE150C3-3| 97.5~103.1 96.1~101.2 96.3~102.7 97.0~101.4
SF (%) % n=3 PRE150C3-1| 99.11~99.86 | 98.92~100.69 | 99.51~100.71 [100.85~101.25
 95.0~105.0%> PRE150C3-2|100.02~100.35|100.13~100.71| 99.84~101.40 [101.28~101.50
PRE150C3-3|100.44~101.18| 99.22~100.86 |100.34~101.33|100.54~101.42

X1 2 OFEBE - 0.2%LL T, BEGEWE : 0.5%LLT X2 : FrElIxT556%F (%)

— R




4) ZFVvH Y 0D E 25mg [HET
SRER FE I ;- 2018/1/5~2018/7/24

OnEEER (40°C, 75%RH, 6 » H) [&oiEmie (PTP @) ]
HETEA =B PRAFHARE
< HiIk > &5 BH AL 1% H 3% H 6 % A
PRE250D1-1
MR n=3 PRE250D1-2 WA SRy T A SRy
PRE250D1-3
g}\j\; S I PRE25OD1'1
(I_ﬁ%}jgf’?ﬁ_?) PRE250D1-2 e e e e
n= PRE250D1-3
R BR PRE250D1-1
(HPLC) n=3 PRE250D1-2 A A A A
<¥1> PRE250D1-3
RF ) —PERER (%) | PRE25OD1-1| 1.56~3.33 2.42~4.60
(& &) —MEB) n=3| PRE250D1-2| 2.71~3.50 — — 2.64~4.72
<15.0%LL T > PRE250D1-3 | 3.12~3.84 3.81~4.53
" PRE250D1-1 15~26 17~27 14~24 19~25
=Y /] =
Hﬂ’ffo Sﬁ Wn>18 PRE250D1-2|  15~30 14~23 14~21 15~30
- PRE250D1-3 18~24 17~24 14~23 14~23
- . .0~100. .4~104. 1~102. 6.3~102.0
VsHibE (%) ne1g | PRE250D1-1 96.0~100.7 95.4~104.2 94.7~102.4 9
<157y, 85%LLE > PRE250D1-2 | 97.4~101.6 96.4~101.9 97.5~102.5 95.9~105.5
’ PRE250D1-3 | 94.9~100.5 95.4~99.5 97.1~105.5 96.1~105.8
4P (o) % p=g | PRE250DI-1 99.14~101.69 | 99.99~100.77 |100.39~100.99| 99.23~100.87
ii oi 105 001/1; PRE250D1-2 | 99.53~100.71 | 98.90~99.47 |100.12~100.59| 99.37~99.85
: e PRE250D1-3 | 98.77~100.60 | 99.91~101.26 |100.85~100.91| 98.67~99.30

%1 : RRT % 5.32 DFGEWE : 0.3%LLT, LRELUAN O 2~ OFFEFE : 0.2%LL T, RSN OREZEYE : 0.3%LL

, REBRWE C 0.6%LUT X2 RREICHT 2EAR (%) —: RFEM
OB (40°C, 7T5%RH, 6 » J) [HfEaEEiE (N7 a%E) ]
HIEHE B =BV PRA7HAR]
<> & B 4G 1% H 37 A 6 % A
PRE250D1-1
MR n=3 PRE250D1-2 WA SNy T A ke
PRE250D1-3
TSRk ER PRE250D1-1
’ PRE250D1-2 A SRy T A SRy
(HPLC) n=3 PRE250D1-3
R BR PRE250D1-1
(HPLC) n=3 PRE250D1-2 WA SRy T A SNy
<¥1> PRE250D1-3
RN LB (%) | pPRE250OD1-1| 1.56~3.33 1.99~3.16
(& &) —PE3BR) n=3| PRE250D1-2| 2.71~3.50 — — 2.06~3.93
<15.0%LL F > PRE250D1-3 | 3.12~3.84 2.88~5.32
. 15~26 18~29 15~25 14~23
Hﬂ’ffo Sﬁ Wn>18 PRE250D1-2|  15~30 14~22 12~20 16~25
- PRE250D1-3 18~24 19~26 14~22 17~26
L (0r) i PRE250D1-1| 96.0~100.7 95.5~104.8 93.8~100.0 96.1~105.3
flgj,r% ;@L&ii PRE250D1-2 | 97.4~101.6 95.6~102.0 96.6~102.0 96.1~101.3
7 ? PRE250D1-3 | 94.9~100.5 96.6~101.5 94.2~100.3 94.6~100.5
sk (00 %2 peg | PRE250DI-L | 99.14~10169 | 99.51~100.37 |100.31~101.25| 95:69~100.05
ii 0~105.0%- | PRE250D1-2| 99.53~100.71 | 99.02~99.52 |100.12~100.98| 99.41~99.82
: e PRE250D1-3 | 98.77~100.60 | 99.94~100.84 |101.22~102.02| 99.41~100.98

%1 : RRT ) 5.32 DFEGEME : 0.3%LLT, ARELUAN O 2 OFEFE : 0.2%LL T, RSN OREZEYE : 0.3%LL

, WREEBWE  05%LLT X2 FREICKTAIEHEE (%)

7

—  REM




5) 7L /NY 2 0D # 50mg [HET |
7V IJiNY 0D §E 50mg [HET] O—EDjd#HkFIck T 2L EEZHRT D720,

Rk 34 2 H 156 HIESRH 43 5 [EHEGLORLE (HA) ARRHPFEICEE L CTRMT T & ZEM
ARIRAAR DO BN DWW T IZHEILL C, ZEMRBROBERNSG, EEIEIZ OV THREFL

Too EORER, Wk 1546 H 3 HEHKEFHE 0603004 5 [ZEMHET — % OFHMIZEET 2 4
A RT7A4 02250 T O TEMT —2 RO T — & NSRRI 2L R OEB A2 1T & A E7R
SRWGAE] WY TLHEEZ2 LN LG, RIRGRBROT —2 B3 3—F 58D 2

FET, PORYRARE 12 » HZBARWHIRE LT, 24 » 1

DIMEHATRE & L, EAHIRIT 24 5 H & LT,

(12 » A+12 » A) T

OB
B FHEIR]  2018/1/4~2018/7/25
OhndER (40°C, 75%RH, 6 » H) [HE&kaEmE (PTP @) ]
HETEA =R PRAFHARE
< HiI¥ > & B 4G 1% H 35 A 6 % A
PRE500D1-1
Ptk n=3 PRE500D1-2 A A A WA
PRE500D1-3
(HPHECHD)‘ 3 PRE500D1-2 STRE A e A
n=3 PRE500D1-3
ol SRR PRE500D1-1
(HPLC) n=3 PRE500D1-2 ik A A A
<¥1> PRE500D1-3
fFIE)— Rk (%) | PRES0OOD1-1| 2.68~4.08 2.64~4.41
(& &Y —ME3BR) n=3| PRE5S00D1-2| 2.71~6.48 — — 3.21~4.03
<15.0%LL F > PRE500D1-3 | 1.96~4.89 3.45~5.26
o by PRE500D1-1 17~25 16~24 15~22 16~25
;m%§£5$ﬁzz¢?>18 PRE500D1-2|  16~24 18~23 16~27 15~24
- PRE500D1-3 17~24 19~27 16~23 19~26
e (o _ PRE500D1-1| 93.3~98.8 96.3~101.6 95.1~103.5 94.6~101.6
iﬁgﬂ? ggégkﬁi PRE500D1-2 | 94.1~99.8 95.5~102.9 95.7~102.3 96.1~105.9
7 ’ PRE500D1-3 | 94.9~100.4 95.9~101.0 96.0~102.7 93.9~100.1
4B (o) % p=g | PRES00ODI-1 99.91~101.52 | 99.12~100.21 | 98.39~101.12 | 98.87~99.84
ii;(yi105097> PRE500D1-2 | 99.02~101.92 | 99.36~100.10 | 99.90~100.66 | 99.21~100.50
: e PRE500D1-3 | 99.69~101.48 | 98.85~99.34 | 98.44~99.34 | 98.81~100.03

%1 : RRT # 5.32 DFEHZEWE -

0.3%LLT, ZEFLLASh O~ ORFRFIA
T, WHGWE - 0.6%LL T X2 HRBITGT2EHE (%)

—  RFEE

0.2%LLF, AFELSNORERZGWE

0.3% L4



OMERER (40°C, T5%RH, 6 » H) Ui alEmie (7% ]
HEEH =EA TRAF I
< HiHE > F b bR hA 15 H 37 H 6 %A
PRE500D1-1
PEIR n=3 PRE500D1-2 e e A e
PRE500D1-3
=g PRE500D1-1
<Iﬁ?£%— PRES00D1-2| i o o WO
n=3 PRE500D1-3
ol 2 R PRE500D1-1
(HPLC) n=3 PRE500D1-2 A e A A
<W1> PRE500D1-3
RIFN) R (%) | PRES0OD1-1| 2.68~4.08 2.80~3.34
(& &%) —MBR) n=3| PRES0OD1-2| 2.71~6.48 — — 2.71~4.12
<15.0%LL F > PRE500D1-3 | 1.96~4.89 3.50~5.11
o by PRE500D1-1 17~25 17~23 17~23 19~24
Eﬂ%gg ;ﬁﬁ Wn>18 PRE500D1-2 | 16~24 18~24 14~22 20~28
~ PRE500D1-3 17~24 20~25 13~24 22~28
ML (07) e PRE500D1-1| 93.3~98.8 95.1~103.2 95.8~101.4 95.6~99.9
ﬁguj% (8/5‘3)1/&;1 PRE500D1-2 | 94.1~99.8 97.6~102.4 | 96.3~104.5 95.0~102.8
7 ° PRE500D1-3 | 94.9~100.4 95.8~102.3 95.4~104.5 94.8~101.5
s (o) %2 peg | PRESOODI-L | 99.91~10152 | 99.70~101.43 | 98.58~99.80 98.70~99.96
‘ii 01105 0%~ |PRE500D1-2]99.02~101.92 |100.29~101.57 | 99.59~100.01 | 99.94~100.44
‘ - PRE500D1-3 | 99.69~101.48 | 99.76~100.56 | 99.20~100.70 | 99 g4~100.49

%1 : RRT 49 5.32 DMEBWHE : 0.3%LLF, LSO« OREBRIE : 0.2%LL T, AL ORIERYE : 0.3%LA
T, HREBWE : 0.5%U T X2 : FRECHTIEHER (%) —: REM
QOEWIRfrR
FABR FE R - 2018/1/4~2019/1/30
OEHRAERAER (25°C, 60%RH, 12 » 1) [H&oiEEaEe (PTP k)]
WEEH = PRAFHIA
< Bk > & B 4G IRE 3% H 65 H 9 % H 12 » H
PRE500D1-1
PR n=3 PRE500D1-2 1A A A A HE
PRE500D1-3
e PRE500D1-1) o e o o
(HPLC) n=g | PRE500D1-2 1 15 1 5 1 15 1 15 1 5
PRE500D1-3
ol P R PRE500D1-1
(HPLC) n=3 |PRE500D1-2 A ke A A ke
<¥1> PRE500D1-3
RIFIL— 4R (%) |PRE5S00D1-1 | 2.68~4.08 2.96~4.24
(6B —MAB) |PRE500D1-2 | 2.71~6.48 — — — 3.50~4.70
n=3 <15.0%LL F>|PRE500D1-3 | 1.96~4.89 2.40~4.26
o (B PRE500D1-1 17~25 16~22 15~21 15~21 15~22
Hﬂ%gg gﬁwn;w PRE500D1-2 16~24 17~21 16~21 16~22 16~22
PRE500D1-3 17~24 17~22 18~22 18~23 18~24
Vst (%) nelg |PRES0ODI-1 | 93.3~98.8 | 95.6~100.8 | 94.9~99.9 | 955~100.8 | 93.4~98.9
<154y, 8B%LLE > PRE500D1-2 | 94.1~99.8 | 94.1~100.6 | 94.7~102.3 | 95.6~100.5 | 96.0~102.0
’ PRE500D1-3 | 94.9~100.4 | 96.1~100.0 | 95.7~99.3 | 95.2~100.1 | 94.8~101.8
48 (%) %2 pe3 |PRES00D1-1 99.91~101.52 (99.38~101.36 [101.49~103.71| 98.28~99.25 |99.65~100.94
95.0~105.0%~ | PRES00D1-2 |99.02~101.92 [100.06~101.80[100.22~101.92| 98.78~99.98 [100.19~101.54
: : PRE500D1-3 |99.69~101.48 | 99.02~100.30 | 99.42~101.27 | 99.38~100.01 [100.09~100.17

%1 : RRT ) 5.32 OHEHZEME : 0.83%LLF, ALl » DIEZGME

T, REEYH

0.5%LL T %2 : FrEIIxT2E568%F (%)

1 0.2%LA T, LS OREZWE : 0.3%LL

D RSN




OEWIRIERR (25°C, 60%RH, 12 » A) [k miEpie (T a8 ]
HEHE H =N el
<JRHE> & BH 4G IRE 3% H 65 H 9 » H 12 » H
PRE500D1-1
PR n=3 PRE500D1-2 STk A WA WA ke
PRE500D1-3
HeaR B PRE500D1-1 ‘ : ‘ ‘ :
(HPLC) n=g | PRE500D1-2 STkE) STkEy STkE) STkE) £
PRE500D1-3
il R PRE500D1-1
(HPLC) n=3 |PRE500D1-2 WA ke WA WA ke
<H1> PRE500D1-3
fHIH—MER (%) |PRE5S0OD1-1 | 2.68~4.08 2.65~5.68
(FE&¥—MB) |PRE500D1-2 | 2.71~6.48 — — — 3.50~3.93
n=3 <15.0%LL > |PRE500D1-3 | 1.96~4.89 3.70~4.13
. " _ PRE500D1-1 17~25 156~21 16~22 16~23 16~25
B (f}\)mn_w PRE500D1-2 16~24 12~21 17~23 16~22 15~21
<60 BLIPI> PRE500D1-3 17~24 18~23 18~23 18~23 17~22
VEHWE (%) n=18 PRE500D1-1 93.3~98.8 94.7~102.0 94.3~100.8 94.8~101.0 94.1~100.9
157, 85%uL I~ |PRES00D1-2 | 94.1~99.8 | 94.6~100.7 | 95.0~101.3 | 954~103.3 | 93.9~103.1
PRE500D1-3 | 94.9~100.4 | 95.2~100.4 | 95.1~101.0 | 95.7~100.9 | 95.6~101.5
S8 (%) *2 n=3 PRE500D1-1 199.91~101.52 {99.09~100.86 {99.78~100.70 | 99.06~100.67 | 99.68~100.50
 95.0~105.0%~ | PRE5S00D1-2 99.02~101.92 |99.03~101.62 | 99.85~101.06 [100.15~100.90/101.16~103.04
PRE500D1-3 {99.69~101.48 | 99.42~100.43 {100.70~101.77[99.28~100.47 [100.62~100.78
%1 : RRT #9 5.32 OFHME : 0.3%LLT, LSO~ DB WE : 0.2%LL T, LS OREZME © 0.3%LL
T, REEWE : 0.6%L T X2 : rEICHTIHIEAR (%) —: KEhE
6) LAY 0D 75mg [HET
AERE MR - 2018/1/16~2018/7/30
OhnEEER (40°C, 75%RH, 6 » A) [I&aiEEiE (PTP &) ]
HEE B =RV LRAF I
<HiHE > & BH 4R 1% H 3% H 6xA
PRE750D1-1
Mk n=3 PRE750D1-2 ke ke WA ke
PRE750D1-3
PRE750D1-1
e |[PRETIODIZ| A e o e
PRE750D1-3
L IR PRE750D1-1
(HPLC) n=3 PRE750D1-2 ik A 1A A
<¥1> PRE750D1-3
RN LB (%) | pPRE750D1-1| 1.51~3.38 2.01~2.20
(& 8&—ME3BR) n=3| PRE750D1-2| 1.15~2.92 — — 1.80~2.49
<15.0%LL > PRE750D1-3 | 1.99~2.40 2.18~2.88
o N PRE750D1-1 18~27 21~27 18~38 19~26
Eﬂ%gg gﬁ Wn;w PRE750D1-2 18~26 19~27 19~28 20~27
PRE750D1-3 15~25 21~29 17~24 18~24
e (o PRE750D1-1| 96.2~100.3 96.3~103.2 96.2~100.7 96.8~102.2
flgj;f (8/;2)/0&11 PRE750D1-2 | 96.5~99.8 96.7~101.2 97.6~100.7 97.9~102.7
PRE750D1-3 | 96.2~100.5 96.2~102.7 96.8~103.0 97.6~102.7
4 (4) %2 p=g | PRE750D1-1 98.32~100.22 | 98.72~99.81 |100.18~101.27| 98.77~99.52
©95.0~105.0%> | PRE750D1-2 99.12~99.83 | 99.41~100.24 [100.61~102.02| 98.78~99.50
: e PRE750D1-3 | 99.44~100.37 | 99.47~101.09 [100.10~101.78| 98.77~99.01

31 : RRT 9 5.32 DFEZEWE : 0.3%LLF, LSOl 4« OSEZME
0.5%LL T %2 : FrEIIxT2E568%F (%)

T, REEYHE

—  RFEE

10

0.2%LLF, LIS OREZEWE « 0.3%LL




OhnEiER (40°C, 75%RH, 6 » H) [HEaEEmE (NT %) ]
HETEA =N PRAFHARE
< HIK > & B 4G 1% H 35 A 6 % A
PRE750D1-1
PR n=3 PRE750D1-2 iy A WA A
PRE750D1-3
=g PRE750D1-1
(Iﬁ”ﬂ g)t% 3 PRE750D1-2 A A e A
n= PRE750D1-3
ol TR PRE750D1-1
(HPLC) n=3 PRE750D1-2 ik A WA ke
<W1> PRE750D1-3
%ﬁli@% A (%) |prE750D1-1| 1.51~3.38 1.82~2.73
(& &%) —VEEBR) n=3| PRE750D1-2| 1.15~2.92 — — 2.37~2.54
<15.0%LL F > PRE750D1-3 | 1.99~2.40 1.70~2.37
o N PRE750D1-1 18~27 20~26 18~24 18~26
%%g% ﬁﬁ Wn;w PRE750D1-2 18~26 20~26 17~28 22~27
- PRE750D1-3 15~25 18~24 17~24 20~25
e (o _ PRE750D1-1| 96.2~100.3 96.6~101.6 95.5~100.6 97.5~100.4
fl’;uj,r? (s/gi/aii PRE750D1-2 | 96.5~99.8 97.3~101.9 96.6~104.5 95.3~101.0
7 ’ PRE750D1-3 | 96.2~100.5 97.4~103.3 96.3~100.1 96.7~104.7
s (o) %2 peg | PRETS0DI-L | 98.32~100.22 | 99.40~99.87 |100.03~100.63 99.84~101.58
ii 0 ’ 105.0% > PRE750D1-2 | 99.12~99.83 [100.22~100.57| 99.48~101.94 [100.65~100.87
U~ . (0] -
PRE750D1-3 | 99.44~100.37 | 99.44~100.13 |100.56~101.41 |10 69~101.90
¥1 : RRT 4 5.32 DFEEWE - 0.3%LLT, AFLUSNOM 2~ OFEZWE : 0.2%LL T, LN OMREEZEWE : 0.3%LL
T, WHEEWE : 0.5%LLT X2 : FREICHTHIEAER (%) —: KEHE
7) VXY 2 0D 150mg [HE T
ABREE AN : 2018/1/16~2018/7/27
OiERER (40°C, 75%RH, 6 » H) [H&aZEmE (PTP @) ]
I EH H =R PRAF A
<HiHE > & BHAGHEE 1% H 35 A 6 % A
PRE1500D1-4
MR n=3 PRE1500D1-5 WA A 1A ke
PRE1500D1-6
TSRk ER PRE1500D1-4
(HPHIT(DI) 3 PRE1500D1-5 iy Sliikay WA ke
n= PRE1500D1-6
L AR PRE1500D1-4
(HPLC) n=3 PRE1500D1-5 WA A A SRy
<¥1> PRE1500D1-6
RN LB (%) | PRE1500D1-4 | 1.82~1.99 1.63~1.75
(& &Y —VE3BR) n=3| PRE1500D1-5 | 1.48~3.70 — — 1.70~2.56
<15.0%LL F > PRE1500D1-6 | (0.91~2.08 1.53~2.71
; 24~33 26~36 23~33 24~32
Hﬁ’fg% ﬁﬁ Wn>18 PRE1500D15 |  24~33 25~34 24~32 25~35
- PRE1500D1-6 24~35 25~34 24~34 26~37
e (o _ PRE1500D1-4 | 96.8~99.8 97.4~100.5 96.3~101.1 98.3~102.7
flgj/r% (S/QL&LH; PRE1500D1-5 | 96.7~99.7 96.4~100.1 96.2~101.3 98.3~100.8
7 ? PRE1500D1-6 | 96.2~98.2 95.6~99.2 95.6~102.9 96.7~99.7
4B (o) %2 p=g | PRE1500D1-4 98.89~100.95| 99.42~100.02 | 99.30~100.16 | 99.74~101.11
ii 01105 0% PRE1500D1-5 |98.84~100.57| 99.79~101.23 | 99.78~101.91 | 99.34~100.04
: e PRE1500D1-6 | 98.90~99.84 | 99.20~100.45 |100.52~101.21| 99.67~100.44

%1 : RRT ) 5.32 DEEBEME : 0.3%LLT, ZEFtahofi « @*Ef%%”ﬁ 0.2%LLTF, FEFCLISNORERZME : 0.83%LL

T, BEEWE : 0.5%LLT X2 :

FRBITHTDEHFE (%)

11

s RS




(2) JmABEOREMHER
BRI : 2019/7/16~2019/10/29

OFTVHNY o H TN 25mgl HIET ] MaldE 40C [, XUER
AERTE B 72k PRAT IR
<Kk > He BH AR IR 2 i 1%H 2 5 H 3 »H
Mk n=10 Fy v TEHEO | Fy v FHEO | Fv v FHEO | Fv v THEO | ¥ v TEHRO
<F v v TEHKRORT 4 #2 | EVO300 |RT 1 FAAAO|RT 4 FRACRO|IRT  FRAGCO|RT 1« HBNAGRDIRT 1 #HnHEan
a0k B 7 L H > i 7K WA 7| WA 7B i 7R H T 7L
fifraE (HPLC) n=3 . . . . .
RS (HPLO) 028 | puang | ma e e o e
<¥1>
M (%) n=6
FRHHE C6) ? EV0300 | 98.4~103.8 | 99.0~104.2 | 97.1~101.2 | 100.0~102.1 | 100.2~102.8
<154y, 85%LL >
G (%) *2n=3
EV0300 | 98.62~100.89| 98.84~99.11 | 98.07~98.36 | 97.65~99.53 | 98.14~98.76
<95.0~105.0% >
1 : & OBFEBEDE - 0.2%LL T, WEEGWE : 0.5%LL T X2 FREIHTIEHEK (%)
OFTVLHNY TN 26mgl HET) Mok 25°C - 75%RH - LY, Bk
RERIE H =R LRAFHA
<K% > He BRAA R 2 i 1A 2 5 H 37 A
Mk n=10 Fy oy THEO | Frv v THEO | Frv v THEO | v v THRO | F¥ v TERO
<F v v TEHEORT 4523 | EV0300 |RT 4 SR AAD|IRT 4 FRAAD|RT 4 B AGO|RT 4 B AGO|RT B EED
A OFE ) 7 L > Wl Hl | B SRAK | WA TRAA | B TRAK] | EHTRAA
fifrsER (HPLC) n=3 . . . .
FUEERER (HPLC) n=3 | ponang | o e e e e
<X1>
wHE (%) n=6
E 4~103. .1~102.2 .2~102.2 5~101. .3~102.
<1574y, 85%LLE>S V0300 | 98 03.8 | 99.7~10 98 0 98.5~101.3 | 98.3~102.7
LB (o o
@ (%) *2n=3
EV0300 | 98.62~100.89 | 98.45~99.01 |99.14~100.16| 98.05~98.93 | 98.62~99.04
<95.0~105.0% >

X1l 2 OEBZE : 0.2%LLT,

N
TNEN

HRWE  0.5%LL T %2 : FREICKHTIEEE (%)

OFVHNY v H 7N 25mgl HIE L
Y—L&T v T TE]

At SRR R (D65 IR (F9 1600Lx),

HERTE H oy b TR B
<> H BH AR 30 7 Lx-hr 60 /7 Lx-hr 120 & Lx-hr
MRk n=10 F ¥ v TR F ¥ v TERN F ¥ v TERN F ¥ v TERE N
<k TEWRORT @2 | EVO300 | RFAWAEAGD | BF A BRAGD | BT BBAGD | KT @AAED
HEDO[E N 7 LV H > A 7 VFH| T A 7' VA T 72 VA A 7 VFH|
fliE Bk (HPLC) n=3 . . . N
MERER (HPLC) n EV0300 e e e ey
<Xx1>
mHE (%) n=6
E .4~103. .8~103. .9~102. .1~100.
<154y, 85%LL 1> V0300 98 03.8 98.8~103.6 97.9~102.0 99 00.5
PN =N 0/ 9 =3
it () " EV0300 98.62~100.89 97.26~99.45 97.80~99.19 96.76~98.33
<95.0~105.0% >

X1

12

i 2 DFEFWE : 0.2%LL T, WG WE : 0.5%LL T %2 RAERITHTIEEER (%)



SRR E I - 2019/7/16~2019/10/29

OF VAR o h 7R T5mgl BET] ol 40°C [, KEE]
ARERTEH 2y b FRA7HAR
<JHHE> He BH AR IR 2 i 1% H 25 H 35 A
Mk n=10 ¥y v TEA X ¥ v SEA X ¥ v SEA X v v SEA Xy v SEA
<F ¥ o TED RSB A, EV0300 IR, TEARMB L, TEARB L, IR, TEARMB L,
N AR YN E R AT A EBREAGCOIRT 4 ERAD|RT 4 N ARD|IRT 4 508 HAORT 1« SR E GO
W5 7' H > i 77 7 & LA i 7 L il 7 7 & LF) i 77 7 & LA i 77 7 & LA
fifEstBR (HPLC) n=3 . . . .
MERER (HPLC) 0=3 | puosng | e o o e e
<X1>
WHHME (%) n=6
FRHE () fl EV0300 | 98.9~101.5 | 97.9~101.8 | 97.8~100.5 | 96.9~99.3 | 97.4~100.8
<1574y, 85%LL L >
PL=N P —_
&8 (%) *2n=3
EV0300 |98.19~100.13 | 98.17~98.53 |98.20~100.35 | 98.52~99.24 | 98.84~99.84
<95.0~105.0% >
X1 2 OEBWE : 0.2%L0L T, BEGEWE  0.5%LL T X2 : REICHT 58K (%)
OFVHNY 7N T5mgl HIE T etk 25C - 75%RH - [HEEYE, B
AERTEH =BV LRAF R
< B> &5 BA hh 2 i 1% A 2 % A 3 A
PER n=10 X TEA Xy FEA Xy FEA X v TEA X v TEA
<FH v TEBIEIRB M, EV0300 IEIRB A, TEARB 0, TEARB 0, IEIRB 0, TEIRB 0,
RF 4 WA AR BT B EBOIRT 4 HHEEORT 5 EEO[RT 1 55 HQORT 4 7 E a0
W H 7" VH) > T 7 V| A 7L A 7L R 7B ILH| T 7B ILH|
MiEEsER (HPLC) n=3 . . . . .
R (HPLC) n=3 | ponsno | e o o e e
<W1>
M (%) n=6
{g”uji ©6) fl EV0300 | 98.9~101.5 | 99.6~103.1 | 97.0~101.8 | 98.0~102.0 | 97.9~100.3
<154y, 85%LL >
8 (%) *2n=3
EV0300 |98.19~100.13 | 99.32~99.99 | 98.10~99.56 | 98.28~99.29 |99.91~100.55
<95.0~105.0% >

X1 & OFEBEYE : 0.2%LL T, WHEGWE -

0.5%LLTF X2 : HREBICHTHEHER (%)

OFVHNRNY 7 Tomgl HIEET.) Madt =iE, B (D65 R (7 1600Lx),
Y—L&%T7 v 7 TE]
RERIE H =RV TR &
< JHHE > H BHAGIE 30 J7 Lx-hr 60 )7 Lx-hr 120 )5 Lx-hr
PRI n=10 Xy FEA X TEA X TN Xy FEA
<F ¥ v TENRIRE A, EV0300 IR 1, TEIRB L, TEARB L, IR E 0,
RT 4 FRABD RT 4 EBRACRD | BT AHRABD | BT A HBEGED | RT 4 EHAEEGD
W H 7 VH > WA 72 VA A 7L R 7 LH| A 7L
fiEEER (HPLC) n=3 . N . N
MERER (HPLC) n EV0300 e e e e
<H¥1>
R HH 0, =
e (%) n 6 EV0300 98.9~101.5 97.1~101.4 98.5~101.5 97.4~101.5
<1574y, 85%LL >
PN =N 0, b3 —
& (%) *2n=3
EV0300 98.19~100.13 97.61~99.18 97.66~99.46 97.568~98.95
<95.0~105.0% >

*1

B & OFERFWE - 0.2%LL T,

R - 0.56%LLT %2 HFREICKTI2E56F (%)
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SRR E I - 2019/7/16~2019/10/29

OTVHNY »H TN 150mgl HET) % 40C DL, KBRS
RERIE H = LRAFHA
<Kk > H5 BH AR IR 2 i 1%H 2 5 H 3 »H
PR n=10 Fr v TEHERN | Fr v THEDY | T v TEHED | v o THED | v v TEHED
<F v v TEHEORT 4523 | EV0300 |RT 4 R EAD|IRT 4 RN AAD|RT 4 B AGO|RT 4 B AGO|RT B EED
H @O 7 LA > i 7R H WA 7| WA 7| 1 i % R 7B LH|
MiEAE (HPLC) n=3 . . . . .
FERAER (HPLC) n=3 | puisno | e A e e e
<¥1>
mHE (%) n=6
{ﬁ”uji ) n EV0300 | 98.9~104.3 | 99.4~104.3 | 97.8~102.2 | 97.5~101.3 | 98.5~101.7
<154y, 85%LL >
G (%) *2n=3
EV0300 | 98.53~99.93 | 99.22~99.47 |98.09~100.13 | 99.44~99.93 |100.13~100.55
<95.0~105.0% >

X1 2 OFEBZE : 0.2%LLT,

N
TNEN

HRWE  0.5%LL T %2 : FREICKHTIEEER (%)

OFVHNY B 7N 160mgl HET] #oiE 25°C - 75%RH - [EOL, BAK]
HBRIER =R RAF I
<K% > H5 BRAA R 2 i 1A 2 5 H 37 A
Mk n=10 Fy oy THEO | Frv v THEO | Frv v THEO | v v THRO | F¥ v TERO
<F v v TEHRORT 4 #2 | EVO300 |RT 1 FAAAO|RT 4 FRAGRO|IRT  FHRAGRO|RT « HBNAGBDIRT 1 Hn HEa0
H DO B 7V H > i 7" W H 7 LH i H 7 LH T 7 H T 7 H
fifrsER (HPLC) n=3 N . . .
FUEERER (HPLC) n=3 | ponang | o e e e e
<X1>
wHE (%) n=6
E 9~104. .2~1083. .6~101. .5~100. .6~101.
<1574y, 85%LLE>S V0300 | 98.9~104.3 | 98 03.0 | 97.6~101.8 | 96.5~100.8 | 98.6~101.9
LB (o o
&8 (%) *2n=3
EV0300 | 98.53~99.93 |98.47~100.81| 98.33~99.43 | 97.65~99.15 [100.24~101.10
<95.0~105.0%>

X1l 2 OEBZE : 0.2%LLT,

N
TNEN

HRWE  0.5%LL T %2 : FREICKHTIEEE (%)

OFVHNY 70 150mgl HIE L) MEaldE =R, ot [D65 )i (K 1600Lx),
VY —L %7y TEI]
ABRIE H =R Fang Y &
<> H BH AR 30 7 Lx-hr 60 /7 Lx-hr 120 & Lx-hr
PR n=10 F v v TEE O Xy v TEKEO Xy v TEKEOD F v v TEE O
<H o FHMRORTF 48 | EV0300 | RF 4 MBAEAO | RF (BBEGBO | RF A HAEGD | RF 4 HAEED
HEDO[E N 7 LV H > A 7 VFH| T A 7' VA T 72 VA A 7 VFH|
HiERE (HPLC) n=3 . . . .
FUERER. (HPLO) n EV0300 A SRS SRS A
<X1>
mHE (%) n=6
E .9~104. .9~101. .6~101. .9~101.1
<154y, 85%LL 1> V0300 98.9~104.3 97.9~101.5 97.6~101.3 98.9~10
PR =R % 9 =3
it () " EV0300 98.563~99.93 98.71~99.18 98.81~99.34 98.64~99.49
<95.0~105.0% >

X1

14

i 2 DFEFWE : 0.2%LL T, WG WE : 0.5%LL T %2 RAERITHTIEEER (%)



SRER E I - 2021/2/25~2021/6/11

OFVHANY 0D EE26mgl HIE T MEadE 40C DL, [UER#]
E S LE =R 177 21
<JHHE> He BHAGIE 2 1A 1%H 25 H 35 A
PR n=10 . . .
PE DE DS D DFE
< B DERE> FA0100 EFENPE S MDD FEEE [EREROE S EFENPE S M0 FHEE
ol EE . . . . .
MEHE (HPLO) FAO100 | A e o o o
<3¥%1> n=3
RAEEME () n=6
<60 FHLIN > FA0100 15~20 21~24 20~26 21~24 20~23
EHIME (%) n=6
<154y, 85%LLL> FA0100 | 95.2~103.0 | 93.9~100.5 | 99.3~102.5 | 100.1~101.8| 96.9~104.9
a8 (%) %2 n=3 FA0100 98.91~ 100.31~ 100.40~ 100.12~ 99.46~
<95.0~105.0% > 101.81 102.17 101.39 100.44 101.06
(ZE1H)
@i (N) n=10 FA0100 29~36 27~38 30~36 34~42 27~33

%1 : RRT £ 5.32 OEBFME - 0.3%LLTF, ALl ~ D¥EisE

T, WEBEWE : 0.6%UT
X2 RREICHTIEEE (%)

1 0.2%LL T, ERRLISNOEEEE © 0.83%LL

OFVIiNY 0D #E 26mgl HET)  #EaldE 25°C - 60%RH  [HOL, Bk
HBRIER =R PRA7HAM
<K% > H5 BR R IRE 2 1 fH] 14 A4 2 5 H 3% H
PR n=10 " " "
RE DE DS Db BES
< B DEEE> FA0100 H D FEEE MO DFELE ERENE s H D FEEE ERENE
MEEEER (HPLC) e A N N o A N
<¥1> n=3 FA0100 A 1 A 1 A 1 A A
it () n=6
260 BPLLN > FA0100 15~20 17~20 20~30 19~21 17~23
wEHE (%) n=6
<1545, 85%LL L > FA0100 | 95.2~103.0 | 91.0~94.0 90.6~99.5 93.7~99.5 91.7~96.7
a8 (%) *2 n=3 FA0100 98.91~ 100.41~ 100.67~ 100.40~ 100.24~
<95.0~105.0% > 101.81 101.98 101.64 103.14 101.91
(BZE1#H)
BE (N) n=10 FA0100 29~36 20~28 22~25 22~26 22~927

%1 : RRT £ 5.32 OHEBEME - 0.3%LLTF, ALl ~ DXEisE

, REEWE  0.6%LLT
X2 RREITHTHEAE (%)

15

1 0.2%LL T, ERRLISOEEEME © 0.83%LL




OFVvIiNY > OD #E 26mgl HIEET)  fEaldE 25°C - 76%RH  [EOL, Bk
RIERTE B =N PRAFHA R
<JHHE> He BH AR IR 2 M 1%H 25 H 35 A
PEIR n=10 e e = e =
A OFES FA0100 | BEDFESE | AGOFRSE | AGOREE HEOHERE | AAOFRSE
*@Efiff (HPLO) FAO100 | A A A A o
HEE () n=6 N N N N I
60 B > FA0100 15~20 28~37 33~55 39~40 31~107
VEHIME (%) n=6 N o ke | 29 s e | 14 Fan %5 | R1 0gr 9%
155y, 8E%LLES FA0100 | 95.2~103.0 | 84.1~90.3%4 | 82.7~95.3%4 | 74. 5~90. 5%5 | 81. 9~88. 2
48 (%) 2 n=3 FAOL00 | 9891~ 100.80~ 100.67~ 100.41~ 100.15~
<95.0~105.0% > 101.81 103.44 100.95 101.25 102.86
(BE1H)
@i (N) n=10 FA0100 29~36 18~21 20~24 13~22 15~24

%1 : RRT ) 5.32 DFEGEIE : 0.3%LLT, ARELUAN O 2 OFEFE : 0.2%LL T, ZERUSANOREEZEME : 0.3%LL

, WEBEWE  0.5%LLT
X2 RREICHTIEEE (%)

%3 36 FERHEAB D=, B AL LT,

¢4 1 10/12 B A D=8, HBIEE LT,

5 4/6 BEREB DT, B AR LT,
6 : 3/6 FERMEA DT, Hk AR LT,

s - K
OV HRY 0D gE 26mgl HIEE T Mt =iE, Bt (D65 IR (1 1600Lx), H7
AT ¥ — 1]
BRI H =R Fahg o &
< Bk > H5 BRAARE 30 7 Lx-hr 60 7 Lx-hr 120 77 Lix-hr
‘I‘t‘t}lj( n=10 %= = = g =%
<A FEES FA0100 =RENEA ERENRES H 0 FEEE =RENEA
WiERE (HPLC . . . .
HERR (HPLO) FA0100 e e e e
AEE () n=6
<60 FOLIN > FA0100 15~20 18~19 16~19 17~18
WHE (%) n=6
<157y, 85%LILE> FA0100 95.2~103.0 95.9~99.1 96.0~101.4 95.1~100.4
“E (%) *2 n=3
<95.0~105.0% > FA0100 98.91~101.81 | 100.41~101.61 | 99.85~100.89 | 100.57~101.51
(BZE1#H)
@ (N) n=10 FA0100 29~36 31~35 27~35 28~32

%1 : RRT ) 5.32 DFEBEME : 0.3%LLT, ARELUAN O 2 OFEFE : 0.2%LL T, RSN OREZEYE : 0.3%LL

, EBEWE  0.5%LLT
X2 RREICHTI2EEE (%)

16




SR E I - 2021/2/25~2021/6/15

OF LAY 2 OD G 50mgl HIE T a3 40C DBk, SRR
BRI H gk (A7 B
<> H BHAGIE 2 1A 1%H 24 H 3% H
Ptk n=10 FR0247 EEAD D | EBALDO | BHRADO | BHERADO | EERAD O
<EHAA Y D@D > HeoRE | Aok | Aok | Aok | BaokE
PR (T: I?j@ SHL> | pRogar | A o o o e
HigElE (B) n=6
<60 FOLLN > FK0247 21~25 23~30 26~31 26~31 22~31
VEtitE (%) n=6
<1545, 85%LL L > FK0247 | 93.9~97.2 94.6~100.7 95.9~97.2 94.9~98.9 97.3~101.0
a8 (%) %2 n=3 FK0247 99.75~ 101.55~ 98.62~ 99.23~ 99.78~
<95.0~105.0% > 101.36 101.89 101.45 101.84 100.07
(B 1H) FK0247 32~37 37~48 37~46 40~47 34~45
flE (N) n=10

%1 : RRT ) 5.32 DFEBEME : 0.3%LLT, ARELUAN O 2 OFEFE : 0.2%LL T, ZERUANOREZEWE : 0.3%LL

, WEEBWE : 0.5%LLT

%2 FTRICHT A EEE (%)

OFUHANY 2 0D §E50megl AET)  Ma%E 25°C - 60%RH  [EYe, BHjk]
HERTH H =N FRAT 3R
<HiK > &5 BR IR I 2 A 1% A 2 5 H 3% A
Pk n=10 FR0247 EAD O | BRADO | BADO | BRADO | EEHEAD O
<E[BAY OPEBEOFE> ERERPER ERERPER H D SR EE ERERPER H D SR EE
PLECRUER (Ig‘@ SHEL> | prooar | e A A A o
Bt () n=6
60 B > FK0247 21~25 21~45 25~39 28~36 22~32
VEHPE (%) n=6 N N N a0 45 N
154y, BBULLE S FK0247 | 93.9~97.2 | 87.0~92.1 | 87.9~92.3 |84.7~92.4 88.6~94.7
G (%) *2 n=3 FKoza7 | 9975~ 99.15~ 100.97~ 99.20~ 99.90~
<95.0~105.0% > 101.36 101.40 101.45 101.77 100.51
(BEH)
B (N) n=10 FK0247 32~37 24~30 24~29 25~28 26~31

%1 : RRT # 5.32 DFEBZEWE -

T, RERRWE  0.5%L T

0.3%LL T, ZERLLIS Ol 2 DG E -

%2 FARRICHT BEAE (%)

¥3: 10/12 SEWA D=9, BFRICHAS LT,

17

0.2%LL T, RN DIIEEEME -

0.3% L4




OFVvIiNY 2 OD #E 50mgl HEET)  fEaldE 25°C - 756%RH  [EOL, Bk
ES e = AR
<JHHE> H BHAGIE 2 JAfH 1%H 25 H 35 A
Ptk n=10 FR0247 ERAVD | BHBAVO | ERAVO | BBADO | EBRAY O
<ERRA Y O E D FERE > B0 | AaoEsE | Aok | Aok | Aok
PR (111: I?;@ <HL> | progar| e o T e e
Wi (F)) n=6 N N o 07 1R
<60 BN S FK0247 | 21~25 26~48 38~90 31~97 31~159
EHIME (%) n=6
<154y, 85%LL 1> FK0247 | 93.9~97.2 75.5~82.5 70.9~78.2 68.7~78.2 66.2~75.5
a8 (%) %2 n=3 FK0247 99.75~ 99.26~ 100.29~ 100.66~ 100.43~
<95.0~105.0% > 101.36 101.35 102.2 101.81 100.90
(BZ{H)
W (N) n=10 FK0247 32~37 21~24 23~27 19~26 23~25

%1 : RRT £ 5.32 OHEBRWE - 0.3%LLTF, ALl ~+ D¥EisE

, WEEBWE : 0.5%LLT

%2 FTRICHT A EEE (%)

3 B/18 BEREA D=8, Hk& Al L7,

¥4 36 BEREB DT, B AR LT,

Hssh o K

1 0.2%LL T, ERRLISOEEEE © 0.83%LL

OF VLAY 0D BE50mgl HIE T Mok siE, Bt (D65 IR (9 1600Lx), H7
ATy — 1]
ABpoE A 7y h RN R
< JHHE > FHm B LR HF 30 5 Lx-hr 60 5 Lx-hr 120 5 Lx*hr
Mk n=10 FR0247 EHFEAD D EFAD D EFAD D EFEAD D
<EFEA D O FEDFEEE> a0 b B0 2 bE B0 2 bE SIES
PR “;IIEI?:C) <HL> | pRo247 e o o A
BiENE () n=6
<60 FHLIN > FKO0247 21~25 22~28 21~28 20~24
WHIYE (%) n=6
<154y, 85%LLL> FK0247 93.9~97.2 95.9~99.1 95.4~98.5 95.0~98.5
o (%) *2 n=3
<95.0~105.0% > FK0247 99.75~101.36 101.10~103.22 99.67~100.41 101.45~102.89
(BEH)
B (N) n=10 FK0247 32~37 34~40 30~37 34~43

%1 : RRT #9 5.32 OB ME : 0.3%LL T, LSO~ DB WE : 0.2%LL T, LS OREBZME © 0.3%LL

, RIEEE 0 0.5%LL T
X2 RORRICKTLEEE (%)

18




BRI : 2021/2/25~2021/6/11
OFVLHANY 0D EE Thmgl HIE T Ma%E 40°C [EDE, RUER
RERTE B =N PRATIAH]
<JHHE> He BH AR IR 2 1M 1% H 25 H 35 A
/l\iilj( n=10 = e == o=
< B DERE> FKO0265 ERENPE S FfDERE [EREROE S SRENOE S F0DFEEE
PLERER (111: I?;@ <SHL> | pRoses | e e e o i
AN (B)) n=6
2 60 LN > FK0265 28~33 33~46 31~39 33~43 29~37
WHYE (%) n=6
154y, B5%LLE> FK0265 | 98.0~101.1 | 98.2~100.3 | 98.0~101.4 | 97.1~100.0 | 100.5~103.0
Ei (%) *2 n=3 FKozes | 10041~ 101.67~ 100.89~ 99.57~ 100.30~
<95.0~105.0% > 101.52 102.81 101.86 101.12 101.36
(BEHE) N N N N N
HE (N) n=10 FK0265 67~178 67~81 56~82 71~83 69~175
>’<1 RRT #9 5.32 OFiFE : 0.3%LLT, LR OfE 4« OEZGIE : 0.2%LL T, AU OREBRYE : 0.3%LL
T, #WHEEWE : 0.6%LLT
X2 RTREICKHTIEREE (%)
OFVvHANY 0D §E Thmgl HET.) etk 25C - 60%RH [, B AL
RERTE B =N PRAFHA R
<JHHE> He BH AR IR 2 M 1% H 25 H 35 A
PRI n=10 4 Sep 5% % 4
oy FK0265 | AtOHEE | AGOHRE | ACOHKEE | AGOHRE | ACOHE
PLERER (111: I?;@ <HL> | proses | e e e o i
AN (B) n=6
60 LI > FK0265 28~33 27~46 29~43 32~43 32~56
WHPE (%) n=6
154y, B5%LLE> FK0265 | 98.0~101.1 | 91.7~94.9 | 89.0~97.2 | 90.1~96.5 | 88.7~94.9
& (%) *2 n=3 FKozes | 10041~ 100.23~ 100.89~ 100.68~ 99.93~
<95.0~105.0% > 101.52 101.10 102.64 101.15 100.64
(BEHE) N N N N N
HE (N) n=10 FK0265 67~178 45~58 46~53 46~57 48~55
>’<1 RRT #9 5.32 OFfFME - 0.3%LLT, LR OfE 4« OEZGIE : 0.2%LL T, AU ORERYE : 0.3%LL

T, REBRWE : 0.5%LLT
K2 FoREICHTDEAR (%)

19




OFVvIiNY 0D #E 7Thmgl HET)  fEaldE 25°C - 76%RH  [EOL, Bk
ABIE H = 177 21
<JHHE> H BHAGIE 2 JAfH 1%H 25 H 35 A
PEB n=10 - s % = %
< B> FK0265 | Mot | Afokse | Aaofi | Ao | Aok
PR (111: I?;@ <HL> | proges | e o i e e
HiEbE (B)) n=6 N N 1o o {Ra -
- 60 B LA > FK0265 | 28~33 41~53 H1~119% | 42~158%3 | 44~162%3
EHIME (%) n=6
<154y, 85%LL 1> FK0265 | 98.0~101.1 | 76.8~82.3 73.5~82.4 713.2~82.4 18.4~82.17
a8 (%) %2 n=3 FK0265 100.41~ 100.97~ 101.77~ 100.26~ 100.30~
<95.0~105.0% > 101.52 101.18 102.77 101.73 101.83
(BE1H)
@i (N) n=10 FK0265 67~178 33~42 35~43 32~44 34~48

%1 : RRT £ 5.32 OEBFME - 0.3%LLTF, ALl ~ D¥EisE

T, WEBEWE : 0.6%UT
X2 RREICHTIEEE (%)

%3 36 BEREAB D=, B AR LT,

oL o K

1 0.2%LL T, ERRLISNOEEEE © 0.83%LL

OF VA NY 0D S Thmgl HIE T ) MaldE SiE, Bt [D65 IR (K 1600Lx), H'7
AT ¥ —1]
RoE H = Nl B
< JHHE > H BHAGEE 30 75 Lx-hr 60 5 Lx-hr 120 )5 Lx-hr
R n=10 o - & o
< B D> FK0265 ERENE H DR ERENE M@ DHEE
PR (EIIEI?:C) <HL> | pRoges e o e o
Wi (F)) n=6
<60 FHLIN > FK0265 28~33 28~39 26~30 25~36
wHYE (%) n=6
<1574y, 85%LI > FK0265 98.0~101.1 98.3~100.1 90.0~100.9 98.1~100.9
At (%) *2 n=3 FK0265 | 100.41~101.52 | 100.86~101.75 | 100.60~100.95 | 100.18~101.27
<95.0~105.0% > ’ ’ : : ’ : : :
(BE{H)
BEE (N) n=10 FK0265 67~78 64~73 54~74 47~73

%1 : RRT #9 5.32 OB ME : 0.3%LL T, LSO~ DB WE : 0.2%LL T, LS OREBZME © 0.3%LL

, RIEEE 0 0.5%LL T
X2 RARRICKTL2EEE (%)
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SR E I - 2021/2/25~2021/6/15

OFVIINY 20D B 150mgl HIEE T #adt 40°C (s, KBRS
HERIE H By k AT
< Kk > E5 BR A1 20 [ 120 [ 257 | 35/
PER n=10 FR0253 HBAV D | HBRAVO | BHEADD | BEAVDO | FHBRAD O
<HEBA Y OB OHEE> HEAaOFE | AGOHRE | HA0HE | AGOHRE | HAOKE
FURRIR (HPLO) <302 | progss | s i i i e
i (7)) n=6
<60 FOLLN > FK0253 28~32 27~37 29~36 31~39 34~43
VEHPE (%) n=6
<1545, 85%LL L > FKO0253 | 90.9~96.2 91.1~97.3 | 96.9~100.2 | 92.1~98.6 95.5~99.7
8 (%) *2 n=3 FK0253 99.53~ 100.68~ 99.4~ 100.49~ 100.61~
<95.0~105.0% > 100.94 102.81 101.06 100.69 101.60
(ZE1H)
W (N) n=10 FK0253 55~67 65~76 70~87 69~86 72~84

%1 : RRT ) 5.32 DFEGEWE : 0.3%LLT, ARELUSN O~ OFFIFE : 0.2%LL T, ZEtblit Ok

, EBEWE  0.5%LLT
X2 RREICHTI2EEE (%)

W+ 0.3%L4

OFVHNY 0D §E 150megl HIET) A% 25°C - 60%RH (366, Bk
HEpoE g 7k (A7 IR
<M > K BR IR I 2 A 1% H 2 %A 33 A
MR n=10 FR0253 EAD O | BRADO | BADO | BRADO | EEHEAD O
<EFAAY O a0 > HEORE | AGROFEE | HAORE | AGoRE | HaoRE
PR (ﬁg@ <HL> | pross3 | WA e e e T
BiiENE () n=6
<60 FOLLN > FKO0253 28~32 25~31 38~47 26~54 26~32
B (%) n=6 ~ ~ x ~ x ~ ~ x
<1545, SENLLLS FK0253 | 90.9~96.2 |79.5~86.4%3 |77, 6~87.3%4| 72.3~81.6 |81.9~85, 3%
a8 (%) 2 n=3 FK0253 99.53~ 100.01~ 100.61~ 98.23~ 99.90~
<95.0~105.0% > 100.94 101.07 102.66 99.87 102.08
(BE(H)
FiE (N) n=10 FKO0253 55~67 45~63 46~50 44~55 44~59

%1 : RRT #9 5.32 OB ME : 0.3%LLT, LSO~ DB WE : 0.2%LL T, LSO ME © 0.3%LL

, WEHBZWMHE : 0.5%LLF
X2 RABRICKHTDEEER (%)
3 1 4/6 FEREA DI, B ERB LT,
¥4 1 5/6 FEREA DI, B EERB LT,
bk N
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OFVIiNY 0D #E 1560mgl HE T etk 25C - 75%RH - [, BRI
HERIE EIORE (7 ]
<JHHE> He BH AR IR 2 M 1%H 25 H 35 A
MR n=10 FK0253 EAD O | BRADO | BADO | BADO | EEEAD O
CHEBAY O 158 DT> Ao | BeoRk | Aokl | AaoRE | BGaoRk
PUECRUER (Ig‘@ SHEL> | prooss | e A A A o
WHEPE () n=6 N N i N o
e P FK0253 |  28~32 30~35 21~97 928~44 41~69
e (%) n=6 FK0253 | 90.9~96.2 | 63.3~71.7 | 61.5~71.2 | 55.8~64.9 | 60.7~97.4
<1574y, 85%LL k>
S8 (%) % n=3 FKogss | 9953~ 10058~ | 100.84~ 99.17~ 100.34~
<95.0~105.0% > 100.94 102.68 102.24 100.08 101.16
(B 1H) FK0253 55~67 34~41 36~41 39~42 36~41
flE (N) n=10

%1 : RRT £ 5.32 OEBEME - 0.3%LLTF, ALl ~ D¥EimE

T, #WEEWE  0.6%LL T

X2 RTRRICKTIEAE (%)

33 16/18 SEWA D=0, HKITHEA LT,
4 36 EEREA D=, B AR LT,
s - K

1 0.2%LL T, ERRLISOEEEME © 0.83%LL

OFVANY 0D $E 1560mgl HIE T ekt SE, B¢ (D65 R (8 1600Lx), &
FAYVx—1]
HBriE H 2wk IR R
< JHHE > FH B LR HF 30 5 Lx-hr 60 5 Lx-hr 120 5 Lx*hr
Mk n=10 FK0253 EHFEAD D EFAD D EFAD D EFEAD D
<EFEAD O EEDFEEE> SRET a0 b a0 2 bE SIXES
PR “;IIEI?:C) <HL> | pRogs3 e o o A
HAEEME (7)) n=6
<60 FOLIN > FK0253 28~32 32~41 28~36 23~29
WHIYE (%) n=6
<1574y, 85%LI > FK0253 90.9~96.2 91.2~99.5 91.1~100.0 92.1~100.1
o (%) *2 n=3
<95.0~105.0% > FK0253 99.53~100.94 99.72~100.98 99.46~100.25 99.37~100.05
()
B (N) n=10 FK0253 55~67 59~70 59~70 68~75

%1 : RRT #9 5.32 OB ME : 0.3%LL T, LSO~ DB WE : 0.2%LL T, LS OREBZME © 0.3%LL

, RIEEE 0 0.5%LL T
X2 RORRICKTLEEE (%)

5. RRERVBBEORENE
YL

6. FlEDEREEIL (MELENEIL)
PAROrAN
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7. BHH
(1) BHHER
<TVANY ATV 25mg THET] >
BIEEIR S DLW FIRI SRR T A KT A VSO HSIEIC W T CFRE 24 45 2 H 29 H
AT 0229 5 10 =)
AR
EE - AAKRT WHREE S RLE
[l#sds M OVRBRE « 50rpm (pH1.2, pH4.0, pH6.8, 7k), 100rpm (pH4.0)
CHIE]
- pH1.2 (50rpm) T, ARAEREIL OARMIZE HIT 15 53 LAINIC Y 85%LL EEH L7,
- pH4.0 (50rpm) T, ARAEREIL OARMIZE HIT 15 53 AINIC Y 85%LL FEH L7,
- pH6.8 (50rpm) T, ARAEREIL OAMIZE HIT 15 53 ANIC Y 85%LL B L7,
- K (50rpm) T, FEAERIFIR ORI E HIZ 15 20 LANIC ) 85% L0 s L=,
- pH4.0 (100rpm) %, [RIFRERIED 50rpm OEHRERT, 15 0 APNIZEEAERIA], A4 &
HI T 85%LL EIEHI L7272, 100rpm O¥AHFER 24 M LT,

PLb, AR OF I ZE) 2 R ERA & bl L 72/ R, Bl e ToORBRIKICH W T TR EHK
i DEMF R ERBR T A B Z A > ) OHERBEITES LT,

(% H )
BHE® pH1.2 (50rpm) BHE® pH4. 0 (50rpm)
100 100
80 80
60 60

40 40

—— JLANY A TEIIL25mg THETL]

20 s o 20 —— JL AN o h T 25mg TBETL]
. I—o—%:’éi&ﬁ'{(ﬁj‘t’)b, 25m$) 0 | —— FERF (h T 25mg)
0 5 10 15 0 5 10 15
BEfE (9 B (9D
BHE %) pH6. 8 (50rpm) B E (%) 7k (50rpm)
100 100
80 80
60 60

4 |
—a— JLANY U HTIL25mg THEL) TULANY v HTHIL25mg THEI]
2 —— EEWH (H T2, 2ng) 2 —— SERH (H T, 2mg)
0 - - - 0 s s s
0 5 10 15 5 10 15
B (9 B (9

(n=12)
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<TVUHNRNY AT 150mg THET] >

BIE IS DAY FHIRIEMERBR T A R 7 A U HEO—HYUEIZ DWW T (CERL 24 4 2 A 29 H

AT 0229 F 10 =)
kBRI

Wil AR WAL SRV

[nl#ndg N OVRBRTE - 50rpm (pH1.2, pH5.0, pH6.8, 7K), 100rpm (pH5.0)

[AE]

« pH1.2 (50rpm) T, HEAERIFIR OAMIZE B
- pH5.0 (50rpm) T, HEAERIFIR OAMITE B
- pH6.8 (50rpm) TIE, FEERFILOARMITE HIC
- K (50rpm) Ti¥, EEHERFILOARMIZE HIZ 15 5L

-
—

-
—

15 53y LANIZ ) 85% LA EIRH L 7=,
15 5y DANIZ 3 85% LA EIRH L=,
15 53 AT ) 85% LA ¥R L=,
T 85% LA B L7z,

- pH5.0 (100rpm) 1%, [FIFRBRIED 50rpm O HRER T, 15 4 AINICESERE| A &
HIT T 85%LL EIEHI L7272, 100rpm DA HFER 24 M LT,

PLE, RO HZFE) 2 R R &t U7oRER, B2 ToRMBRIKICIWT T 5EHK
i DEMZE RS ERBR T A BT A > ) OHERBEITES LT,

(VA H R
A ) pH1.2 (50rpm) B ) pH5. 0 (50rpm)
100 } I — 100 t
80 | 80 |
60 | 60 |
4 | o 40 t
0| == LAY AT eLINme TRET |0 | —e— FL#3Y »hT 4L 150 THET]
- —— A (HT)L, 150mg) - —e— E B (h T, 150me)
0 - - : 0 - : :
0 5 10 15 0 5 10 15
B (4D B (4D
RHE ®) pH6. 8 (50rpm) AHE ) /K (50rpm)
100 | 100 t
80 | 80 |
60 | 60 |
o FUHRY L h T 15mg TEET o
AU J g 1 TLHNY) o hTE)L150mg TRETL]
21 —— A (HT L. 1509 21 —— EERA (H T, 150m8
0 & - - - 0 - - :
0 5 10 15 0 5 10 15
B (4 B (4
(n=12)
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<7V HNY 0D $E 1560mg THET] >
BREIE O EWFRSEERBR T A BT A VSO EIZ >\ T (CF 24 42 A 29 A
SAFARE 0229 % 10 &)

AR
EE . AARERT  wHRERE N
[al#nds M OVFRBRE « 50rpm (pH1.2, pH4.0, pH6.8, 7k), 100rpm (pH6.8)
CHIE]
- pH1.2 (50rpm) TIE, EAERHFIR OARMITE HIT 15 53 PANIZ T 85%LL EIRH L 7=,
- pH4.0 (50rpm) ~TIE, AEAERHFIR OARMILE HIT 15 53 PANIC Y 85%LL EIRH L 7=,
- pH6.8 (50rpm) T, ARAERAIL OAMIZE HIT 15 /3 ANIC Y 85%LL EEH L7,
- /K (50rpm) TIE, FEHERIEI K AT E BT 15 43 LANIC Y 85% LA Bist L=,
- pH6.8 (100rpm) (%, [IFERIKD 50rpm DA T, 15 S LIPICHEYERLE|, A &
(2 85% LA EIRI L7272, 100rpm DOIEHRBRZE M LT,

Pk, RO HZFE) 2 R R &t U7oRER, B2 ToRBRIKICIWT T 5EHK
i DEMFEFEFRR T A BT A > ) OHERBEITES LT,

(VA H iR
RHE W) pH1.2 (50rpm) AHE®) pH4.0 (50rpm)
100 + -0 o 100 |
80 80 F
60 60
40 —— L #/\1) 0DEE150mg THETL] 40 + F LAY S 0DEE150me [HET
20 r —— RERA (QERAHRRSRE, 150me) 20 r —— R (OB RESE, 150me)
0@ - - - 0@ - - -
0 5 10 15 0 5 10 15
B (4D B (4D
TRHE () pH6. 8 (50rpm) AHE® & (50rpm)
100 | 100 |
80 80
60 60
40 ¢ —e— FL AN L0DG50me THET) 40 r —a— T LA31 L ODER150me [EET
20 | —o— {EAE | (ORE R SR, 150me) 20 r —e— EAESF| (DR A BEESE, 150mg)
0 & - - - 0 & - - -
0 5 10 15 0 5 10 15
B (4 B (4
(n=12)
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(2) EENRERLIROERBFOEMENE SRR
<TVANY ATV TEmg THET] >
FVHNY AT TEmg THEL] 1L, [EESELR 280 ETERA O A 70 R SR
BRAITA T4 (PR 24 422 F 29 B FEAFAI 0229 5 10 5) ] (TS, LAY
V7N 150mg [HET ] ZHEMEREIE Lz b &, IWHZEENE L L, EWPnickEeE &
FIp Tz,
BRI
LE - AAKRTT WHREE S RLE
[mldisd M OVRBRTR - 50rpm (pH1.2, pH5.0, pH6.8, 7k), 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) T, FEAEREIL OAGMIZE HIT 15 /3 LANIC Y 85%LL EiAH L7z,
F B EIRE RL (15 43) 1Z81T D ARG O 2 OFEHEIT, RO FEHHEHFEE15% 04
FHZHEZ2 5600 12 F 1ELL T T, £25%DFiHEZEZ 5 DN T-,

- pH5.0 (50rpm) TIE, AEAERHFIR OARGITE HIT 15 53 PANIZ T 85% LA EIRH L 7=,

F IR R (15 49) 12361F ARG O 2 OFEHFRIL, AR5 O L HE L 15% D

HHZBZ 2 L5008 12MF 1 ELLT T, £25%DHPAEZHEZ 5 DR T,

- pH6.8 (50rpm) T, ARAERAIL OARMIZE 1T 15 /3 LANIC T 85%LL B L7,

F B AL (15 43) 1Z81T D2 ARG O 2 OFEHERIE, AL DL £ 15% D

FHEAZEZ L HON 12+ LELLFT, £25%0#AZEZ 5 HDONRRN->T,

« 7K (50rpm) Ti, HEHERIFIN OVARALIE & HIT 15 53 IS ) 85%LL EfsH LTz, &

T Fofé ek AR (15 47) IS 1T 2 AR OfE 2 OFFHERIT, AR ONFEE T £ 15% D%

PAZBZ 5600 12 % 1EU T T, T25%DFHAZEE 5 H DRI -1,

- pH5.0 (100rpm) (%, [IFERIKD 50rpm OAEHRER T, 15 /S LIPICEYERLE] AL L
HAZ T 85% LA EIRH L7-72%, 100rpm DR HEER &AW L 7=,

Lk, vy 7 Tomg THIET] OEMEFEENAEERE] (KLY a7
tL150mg THET)) L LR, ERREToRMFICE T IEENRR LB O
FERFN O LY FH R EERR T A KT A ) OHERBEIEE L2 L2h, EWFEmic
[F4F & e Sz,
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(7 H il )

R ) pH1.2 (50rpm) AHE 0 pH5. 0 (50rpm)
100 100 b
80 r 80 |
60 60
4 r —— L AN VAT TEmg THET) 4 —— FLANY AT T5ng THET)
2 ¢ =T LAN 2 HT )L 150mg TRET 20 ¢ —— FLHNY U h T 150 THEL]
0® . . L 0¥ . . .
0 5 10 15 0 5 10 15
BRI (5 BRI (5
TRHE %) pH6. 8 (50rpm) a0 7k (50rpm)
100 } 100 }
80 80 |
60 60 |
40 r —— FLHNY L Hh T LT THET) 40 —— T LAY L HT LT [HET)
20 r —— JLANY AT EIL150mg THEL] 20 r —— LAY v ATEILI5me THEL]
0 & . . L 0 . . .
0 5 10 15 0 5 10 15
BRI () BRI (5

<7V HNY 0D FE26mg THET] >

(n=12)

T L HNY 0D $E 25mg [HE T 1%, [EE 8722588 0 B RHE O 4 Y 51 [ SR R
A RTA > (CFpk 2442 H 29 B AR 0229 56 10 5) | I[ZHKSE, LAY >
OD %2 150mg [HIET. | ZFEMERIAIL L7 & &, WHZEEN%E L, EWPRCFESE & 27

i,

B
WE  AIARRS UL

2R RV

(AR5 K OVRBRIE © 50rpm (pH1.2, pH3.0, pH6.8, /K), 100rpm (pH6.8)

[AE]

- pH1.2 (50rpm) T, FEHERIFIKL ARSI E I 15 23 LANIC ) 85%LL Bt L=,

F R IR R (15 29) (281 2 ARG DOfE 2 DEHRIE, Al OFEHER £ 15% D
HZ#EAL 600 12T 1ELT T, £25%DHPHAZBR 5 b DR RMhoT,

- pH3.0 (50rpm) T, FEAERIFIK OAKMITE HIZ 15 53 LAINIC Y 85% LA BiaH L=,

F I KL A (15 49) IS8T DA DO 2~ DR RIL, RO R R+ 15% D
HHEAEZALON 12HF 1 HLLT T, 25%D&EFHAEZ 5L D)o T,

- pH6.8 (50rpm) T, FEHERIFIKR OASILE 1T 15 43 AN 85%LL Fist L=,

F AR (15 49) 2B ARG O 2 ORHERIT, AR OFHEH R £ 15% D
HHABZALON 12T 1HUT T, +25%DEFHEZEB2 5 DN T,

- 7k (50rpm) T, FEHUERIFIR AL & BT 15 43 LANIC ) 85% UL Bt L=, %

To B RS LLBR S (15 49) (2B DA O 2 OEHFIL, AR5 O PR ER E15% D%
HEEZALON 12T 1 ELL T T, *25%DHEFHEEZH L DN T-,
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- pH6.8 (100rpm) TiX, [FEERIKD 50rpm DOIAEHER T, 15 2y UAPITAEERE], A5,

& BT 85% LA EIRH L7=7-%, 100rpm DR HRER 2 E W L7-,

Lk, U730 2 0D i 25mg [HIET.| O MHEE) 2 EERA] (7L 73 > 0D §&
150mg [HET]) L LR, ERRETORICRWT [EEN R 580 HE
FI DAY FRIREMRR T A R T4 ) OHELEBIHEE L2 LD, AR

LRI I,

(VA H HRAR)
A pH1.2 (50rpm) BHE ) pH3.0 (50rpm)
100 100
80 r 80 |
60 60
40 t —— T LAY L 0D5e25mg THET 40 r —— T LAY O0D5Emg THET
2 —=—J LA\ L0DEE150mg THET) 2 —— F LAY LO0DgE150mg THETY
0® . . L 0 . . .
0 5 10 15 0 5 10 15
BRI (5 BRI ()
RHE ®) pH6. 8 (50rpm) AHE ) 7K (50rpm)
100 } 100 }
80 80 |
60 | 60 |
40 r —e— FLH Y L 0D5E25mg [HET ) 0 r —a— LA/ L ODgE2me A ET
20 r —a— F LA/ L0DEE150mg THET] 20 r —— T LAY L O0DEE150mg THET
0 & . . L 0 & . . .
0 5 10 15 0 5 10 15
BRI (5 BRI (5
(n=12)

<7V H Y 0D §ES0mg [HET] >

T L HNY 0D $E 50mg [HE T 1%, [EESE2R 588 0 B RHA O A4 Y S0 5 SRR
A RTA > (CFpk 2442 H 29 B AR 0229 5 10 5) | I[ZHKSE, LAY >
OD %2 150mg [HIET. | ZFEMERIAIL L7 & &, IWHZEEINE LS, EWFRICFESE & 7R

i,

BRI
WE : ARG UL

2R RV

[Al#REL K OV BRHE © 50rpm (pH1.2, pHS3.0, pH6.8, 7k), 100rpm (pH6.8)

e ]

- pH1.2 (50rpm) T, AEAEREIL OARMIZE HIT 15 LIRS 85%LL B L7z,
F BRI (15 43) IS8T DG OfE 2 DI HFRIT, A5 O R + 15% O
PHEZBZ 200 12F 1 HLL T T, £25%DHiHEZBZ 5 HDONRoT-,

« pH3.0 (50rpm) T, HEAERIFIR OAKMITE HIZ 15 53 LANIC Y 85% LA BiaH L=,
F IR (15 43) 31T ARG O 2 OFEHIZRIL, AR5 O L HE £ 15% D
HAEZHEZ D HON 12T 1ELLF T, £25%D#HAEEZ D b DONRRN T,
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- pH6.8 (50rpm) TIiE, FEAERAIL AT E HIT 15 3 LANIZ Y 85%LL B Lz,
F BB AL (15 43) 1Z81F D ARG O 2 OFEHERIE, AL O L £ 15% D
HIAZBZ D B0 12T LHLLT T, t25%D#AEZER 5 DN -7,

- K (50rpm) TiE, FEHERIFIR ORI E HIT 15 LN 85% L, EiRH L7z, %
T Bofé beligiRe 5 (15 47) IS 1T DA OfE 2 OFFHERIT, AR ONFEE TR £ 15% D%
FHZBEZ 50N 12 fF 1 ELLT T, T25%0HHEAZBZ D HONRN->T2,

- pH6.8 (100rpm) TiE, FFERIED 50rpm O HERT, 15 75 IPICHEHERG], Adh
E BT 85%LL E¥EH L7272, 100rpm DR HFER & &I L7,

Lk, V730 2 0OD §E 50mg [HIET.| O MHEE) 2 EERA] (7L 73 > 0D #
150mg [HET]) L LR, ERRETORMEICIBWT [GEN8ER 50 EER
R OEDFHIEFERBR T A R 74 ) OHEREBEITHA L2 &b, EWFRICR%
el YAV AW el

(VA H R
BHE® pH1.2 (50rpm) BHEO pH3.0 (50rpm)
100 | 100 F
80 | 80 |
60 | 60 |
4 ¢ —— FLAH/NY L OD5E50ng [HET 40 r —— FL A/ S ODER50Ng [HET |
2 ¢ == T L8 L 00gE150me THET 2 r —— J L3 L 008k 150mg [EHET]
0 - - - 0 - - -
0 5 10 15 0 5 10 15
B (4 B (4
FEHE ) pH6.8 (50rpm) BHE ) 7k (50rpm)
100 } 100 }
80 | 80 |
60 60 |
40 | —a— FL#/31) L 0DGE5ONg [HET ) 40t —— FL A1 L0D5E50mg [HET
20 r —a— F LA/ L0DEE150mg THET] 20 r —— T LAY L 0D§E150mg THET
0 - - - 0 - - -
0 5 10 15 0 5 10 15
B (4 B (4
(n=12)

<7V HNRY 0D §E T mg THET] >
LAY 0D $E 75mg THIE T 1E, [E &SR 288 0 B RA O 4 8 0 R ZE R
TARTAL CFk 242 H 29 B JERFAR 0229 5 10 5) | IZESE, TLAANY »
OD $E 150mg [HE T | #AEHERFI L Lz & &, IHEENE L, AWFEIICHES L 2l
=iz,

Bk S
EE . AR EHREE N RE
[ldisds M OVFRBRTR : 50rpm (pH1.2, pHS3.0, pH6.8, 7k), 100rpm (pH6.8)
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[HE]

- pH1.2 (50rpm) TiE, EAHERAIE AT E HIZ 15 LIRS T 85%LL Eiat Lz,

F 7oA LEIE I A (15 49) 1281 ARG O 2 ORHERIL, KRGO R ERE15% D
HEZEZALEON 12T 1 ELL T T, *25%DHEFHAEEZH L DN T-,

- pH3.0 (50rpm) TiE, HEAERIFKL AT E H 1T 15 23 LAY 85% L0 Bt Uiz,

F R R (16 47) (281 2 AR OM 2 OFEHERIT, Adh O =R+ 15% 0
HPHZE A D O 12T LELIT T, £26%DHMHZ#EA 5 b DR T2,

- pH6.8 (50rpm) TIE, FEAEREIKL OASITE HIT 15 20 LAY 85% L0 HisH Uiz,

F R R (15 29) (28T 2 AR D 2« D HRIE, AdhOFEEEHR+15% D
FPHZHEZ 2D 12 #F 1ELLT T, £25%0#HAEBR 5607,

- 7k (50rpm) T, HEUERIFIR AL & HIT 15 23 LANIC ) 85% UL Bist L=, %

T & PRI AL (15 49) ITH1T ARG DE & OFSHIFRIL, ARG OFEIE IR £ 15% D
PZEZ 2600 12 % TELLT T, £25%DFHAZER 5 b DMRRN->T,

- pH6.8 (100rpm) T, AL D 50rpm OV HEER T, 15 2 UAPICEEHERE], A,

E BT 85%LL E¥EH L7272, 100rpm DiEHIFER &2 &I L7,

UIE, 7V H) 0D 7omg [HET] OEHEE 2R (7L A1) > 0D §E
150mg [AEET)) L LR, EeTOLRMEICBNT GRS D8O E R
HOAWFHREERBE T A 74 ) OHELEICHEE L2 E0nh, EWFicln e
el YAV 4V el

(VA H R R
TR ) pH1.2 (50rpm) AHE ) pH3. 0 (50rpm)
100 } 100 t
80 | 80 |
60 | 60 |
40 r —— T L#/3Y 2 0DERT5mg [HET 4 r —a— LAY VO T5mg [EET
2 ¢ —— T LAY L ODEE150me THET) 2 ¢ —— J LA/ L 0DgR150me [BET)
0& : : : Y. : - -
0 5 10 15 0 5 10 15
BER (49 BERS (49)
R ) pH6.8 (50rpm) AHE ) 7 (50rpm)
100 100
80 | 80 |
60 60 |
40 —e— F L/ L0085 T5mg [HET ) a0 r —a— LA/ L ODgETome [HET
20 —t— F L A3 0DEE150mg TRET] 20 —t— LA\ 2 0DEE150mg THETL
0@ - - - 0@ : - :
0 5 10 15 0 5 10 15
BERS (4 BER (4
(n=12)
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10

11

12.

13.

14.

. EMFERNFEE

BRI L

. BFIhOBERRLS OREBHBRE

kv~ s777 14—

AURHAR K OB HEI R O T8 — 7 ORFFRFHITEFE LV, 72, TNHDOE—7 OWRILANR
7 MVIERE RO & ZAIZFRBROFREDWIN 278D 5,

AP DOEETDEEE
Wik o~ 757 4—
g © SN R

BENFE « VU AKEAV T L, K, TUE=ZT K, AX ) —)VIRIK

balfi

YL
BATHTREMDH LSRR
M EE R L

ABNRELGER - NENFHRLCERICET SR

BN
Z Dtk
FrizZa L
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V. ARICEI HIEE
1. ZEERIIZHE
PR B MRS, RRMERDTRIE IS RE D &

<¥hE - HRICEAET SERLOFED>
BRAEFIRAE ORI, KEY v~ FF2008 (W) EESOEBER R AEICASE
THEICEM L, EBESNIZEaIcoRikbE45Z L,

2. AERUVHEE
rEEEEERE
W, RANCIIVIIAEL LTF LAY 1 H 150mg 2 1 H 2 BNCH T TRRA#KS L,
ZD% 1AL ENTT1 HHEE LT 300mg £ Tl 25, 7228, F#n, ERICE D E
T 525, 1 HimMElL 600meg #2202t L, WFnb 1 H 2 BN TR
G4 %,
BRI S &S
W, RANCIIVIAHEL LTF LAY 1 H 150mg 2 1 H 2BNCH T TRA#KS L,
Z D% 1B E2NF T 1 AL LT 300mg £ THllit L7217, 300~450mg THERF9 5,
72F, Fm, ERIC X VEEHERET 52, 1 HREH&EIL 450mg #1272 W2 &L, WT
b 1H2EICT TRAOKET D,

<K& - BEICBEY SERLDEE>

(1) RAlOFEZHIETH55121F, D7e &b TEBLLENT TRAICEET S 2
&, [TEEREARNEER] OHESMH]

(2) AANTEE UTRE(MEDSRFICHE S LD 720, BHEREME T L TWDEE T
%, MAEFRENE L 2V BHEAR KB LT K REBENRHHT20D, BED
WheZ o c Bl L, HEICEGT20NERD D, BB ERT ICAR &S
TLHAE, TRIORTZ VT F=0 7 VT I RMEasE L LTAFOKR G
RO EMEEZREG T &, £, MRS E2%IT TCOHEETIE, Z7LT7TF
=27 V7T UAMEIIG Uz 1 B ARSI A T, M@ 2 566 L 72 5% IR KO
BN E21T5 2 &, HBOHENFKES N TV DIHEEIE, KHEN GBI L,
BAEVEDPHERR S, DRAT G RICHET S22, 0B, ZTITRLTWD
Bt - HEE VI 2 L—v a VERICESSbDOTHDZ D, FEBEITLIC
EEICBZE LN, L AE&E2RET2 L,

HREEEERE
JVvTrF= R
7IVT TR >60 >30 - <60 >15 - <30 <15 %O T
(mL/min) =i
1 B 58 | 150~600mg | 75~300mg | 25~150mg | 25~75mg
1A 25mg 1|7 25mg
1 pgE |, LALE
e 1[5l 75mg i3 HLIE2E | 118 25mg 25 XU
TR 1A 2 paE: 1A 1/ 50mg
1 [5] 75mg
1 1M 1 [F] 50mg
1H1ME
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1 [F] 50mg
R 1\ 150mg 1 A 3 1\ 75mg 11525 50 X%
HEFF & 1 H 2 [ X% LA 1A 1% 50mg 5
1 [ 75mg 10 10 me
1 H2ME
1 [F] 100mg 1 [5] 75mg
. . 1 [7] 300mg 1 A 31 1A 2 1[5 75mg 100 X%
SR B I XH XH 10 10 150m
108 150mg | 1 [8] 150mg g
10 2 10118

E 2 BIZ1E, LAY RRIERE 6 BEf% )5 4 B IMIENT 2 3 L 7= 8D v
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VT TR >60 >30 - <60 >15 - <30 <15 BT
(mL/min) JH &
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1[5 25mg 1 [5] 25mg
L H 3 1H1][H
Jo— 1 [8] 75mg i LL<IE2mE | 1H2mg | 25 Xk
R 1B 2E Wi 101 50mg
1[F] 75mg
L H 1 1 [F] 50mg
1H 1A
1 [5] 50mg
1 H 3 1101125
gersm |1 F'leogg it 11'% 715%*"’ 1% 50mg 5705 H
1 6 75mg 1A 10 e
1H2M
1 [71 100
H LT
e i 1/ 225mg | 10 75me f??% /Q;g&g 75 X%
(e 5-15) 1H 2= 1 H 3H ik e 100mg
1 [5] 75mg
1H 2I[H
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VI. ¥MEREIcEiv 5I8H
1. IMAPREDOHER - BEE
(1) ‘AREFD Lo DRE
U ERR L
(2) mE iR EZERR
(TEG R CHEsB S 7 PR ) OIS
(3) BREREBRCHEIN-NHRE
<TVLHNRY o H TN 2mg THET] >
BIEIR T OEW RSN A KT A EO—H S EIz>WT (2442 A 29 A
EAFATE 0229 £ 10 75)

FVHNY AT 26mg [HIET ) ROMEERFILZ, 7 en 24— "—EIC LY 22z
N1 Aa7'N (FUANY L LT 25mg) BEREAA BHEICHERE R O&E L Tl
TUHANY AREEZREL, 50T YENRE ST 2 —% (AUC, Cmax) {22\ T 90%
{5 #E X A CRERHIRAT 24T o 75 R, log (0.80) ~log (1.25) OFPHNTH v, MAlD
AW RS R S Tz,

CRYE AR /T A — ]

HENT A—H BENRT A —H
AUCt Cmax Tmax t1/2
(ug * hr/mL) (ug/mL) (hr) (hr)
TVINRNY T T
25mg [HET) 5.110+0.648 1.018+0.245 0.77+0.23 5.83+0.66
FEERLA
(57 L%, 25mg) 5.113+0.573 0.993+0.197 0.73+0.23 5.96+0.67
(1 7L E, MeantS.D., n=24)
(ug/mL)
1.5 1
—@—TLANY L HTEI25mg [RETL]
A IEAEBIE] () TR IVE, 25mg)
1475, Mean£S.D., n=24
m
%1
th
7 i
[ )
7 ¥
N
Y -
2 o0s{e
rg I
A
0 l
0

4 8 12 16 20 24

B FE (hr)
MAEFREE N AUC, Cmax 0/ T A — 2%, #EBRE OBIR, (KK OPH B - B
HEORBREMHIC L > TR D WREERS 5,
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<TULHANY U HFENL T5mg [AETL] >
TVIINY A7 TEmg TRHET X, [EENER 280 BERRAI O A5/ R &N
RERATA RT A4 (CEAL 2442 A 29 B BRAFFAIE 0229 25 10 7)) (TS, LA
NY A 7N 150mg [HIET | Z2FEEREI L Lz & &, IRHZFEEINELL, EWFENIC
[Fl% & Alp S iz,

<FVLHNRY BT 150mg THET] >°)
BIIEIR L O FHRISEMRBR T A BT A L EO—FRk I oW T (k2442 A 29 H
HAFAR 0229 7 10 &)

TVUHNY AT 150mg [HIE L] K OMERERIAZ, 7 o A4 —"—EIZ ) ZTnE
1 A7 (FUHRY L LT 150mg) FEFEEA B ICHER B alRE 05 U C i
RN REZRE L, 1§07 EYEIRE ST A —% (AUC, Cmax) (22T 90%
{EEIX A THEGHIRNT 21T o 7255, log (0.80) ~log (1.25) DHIFANTH Y, WiAlD
AW RS R S T,

CRYIE AR/ T A — 4]

HIE/NT A—H BEINTG A —H
AUCt Cmax Tmax t1/2
(ug + hr/mL) (ug/mL) (hr) (hr)
TN T 'L
150mg [HIET 30.837+4.050 4.345+0.929 1.20+0.43 6.39+0.72
FEERLA
(7L A, 150mg) 31.015+3.507 4.190+0.778 1.20+0.42 6.40+0.67

(1 7 EeLE&EE., MeantS.D., n=24)

(ug/mL)
6 -

—@— 7LANY AT EI150mg [BETL]
- Ac-- 2RI (H TR IVEI, 150mg)

1h 75, Mean£S.D., n=24

PEET AN RS AN 5=

0 4 8 12 16 20 24
w5 (hr)

IS EE N ONT AUC, Cmax /85 A — 2 1%, #EBRE ORI, IR OELEE% - B
S ORIRANHC L > TR D TR 5 5,
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<FVLHNY 0D EE25mg THET) >?)

T LAY 2 OD §E 25mg [HIE T 1%, (&5 87 5 R0 B RA 0 4 S R SRk
BRATA RTA4 > (CFRL24 422 7 29 B FRAEFATE 0229 55 10 5) ) [ZHKROE, LN
U2 OD $ 150mg [BET| ZEuERAIL Uiz b &, IRHBENSE LL, AW FLSE
LRI NI,

<FVLHNY 2 ODEESOmg THET) >*)

F LAY 0D §E 50mg [HEET) 1, (&8N 87 5% 1 E A 0 ) 0 R Sk
BRATA RTA4 > (FR24 422 7 29 B FRAFATE 0229 55 10 5) ) [ZHKOE, LN
U OD §E 150mg [HIET | Z4EHEREKI L Lz b &, IEHZEENE L, EWENICFES%
LTI NI,

<7V HNY 0D SE 75mg THET) >¥

F LAY 2 OD §E T5mg [HIETT) 1&, [&EA 87 5 R0 B RA 0 E 4 S R SR
BRATA RTA4 > (CFR24 422 7 29 B FRAFATE 0229 55 10 5) ) [ZHKOE, LN
U2 OD $ 150mg [BET| ZEERAIL Uiz b &, IRHBENSE LL, AW FLE
LTI NI,

<7V AN 0D #E 150mg [HIET] >°)
BRERLOEMFIREMNRBR T A R T4 S0 EIZ oW T (PR 24 2 H 29 H
IAFARE 0229 5 10 &)

7V Ii8) 0D $E 160mg [ HETL ] ROMEERA Z, 7 o 24— "—lEIc LY ZhEi
18 (FLHNY L LT150mg) M ABHEICHEAERER DL Ok72 L TIRA LD
AKRTIRA) LTHSEF ALY AREZREL, o/ FEyEE 7 A—% (AUC,
Cmax) (22T 90%(5#H X RVEIZ THEGHENT 21T - 7252k, log (0.80) ~log (1.25) @
HFENTH Y, WHOEYFHIFEEMED R I T,

[ HBERRE) N T A —H ]

HIE/NT A—H BEINTG A —H
AUCt Cmax Tmax t1/2
(ug * hr/mL) (ug/mL) (hr) (hr)

ZV 7N 2 0D £ 150mg

30.278+4.421 | 4.595+0.906 1.25+0.66 6.19+0.82
KL THET)

TR v

e e B . +4. . +0. .01+0. .12+0.
(FPEP A EEEE, 150mg) 30.377+4.024 | 4.537+0.886 1.51+0.79 6.12+0.77

V7N 2 0D £ 150mg

28.111+3.892 | 4.586+0.834 0.94+0.38 6.14+0.54
KT THEET)

Ak HREYERLF)

i ey Lt T e 28.208+3.819 | 4.513+0.825 0.90+0.41 6.12+0.63
(DM RAESE, 150mg)

(1 g8 5, MeantS.D., /K72 L CHRA n=24, /K CTARMA n=46)
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(5)

(6)

(k72 L THRM) OKTHRA)

(ug/mL)
(pg/mL) 6
6 —@— 7L #/\Y) »0D§E150mg [HET]
© 7L/ ~ODsk150mg [REL) i - A (CIRARAESE, 150mg)
-Ac--FRMEBUE) (ORRA R ISR, 150mg) K
1§2#%5, Mean£S.D., n=46
1§£#%5, Mean+S.D., n=24 1m
Jiil ® 4
w4 5
f 7
7 L
v 5
o N
A D]
) >
= . w2
- o =
\\._\ \_“‘\A‘\
— —
— — .
0 T T T T T ) 0 T T T T - y
0 4 8 12 16 20 24 Y 4 8 12 16 20 24
BRI (hr) B (hr)

MBI AUC, Cmax S500/35 A — 2 13, Wil ORIR, (iR SIEE - 1
S DRI o TR B TR 0 5,

h&iE

MERR L

BE - ftAEOEE

(Tvit - 7. #HAEEH] OHESH)
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Y ER L
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(1)

i 7% - i BS P i 14
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(2) M%&-FaERa P EE

(TVIl - 10. #Ff, FERG, IIFE~D&KE ) OESMH)
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(TVIl - 10. %, FERG, RIIFE~OHE ) OEEMH)

(4) BEEADRBITHE
MBI L

(5) Tt~ DHBITHE
A ER e L

5. K

(1) REERLLE UK BRERE
MY ER L

(2) KHICEEE3 5B% (CYP450 &) D& FiE

BRI L

(3) MEEBHNRDARRUVEDESE

R L
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LR L
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MEERR L
6. Heftt
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(4)

AR OEHIZE D HEW, IR, EFHEAENRS LD, BEEFHICESTHLH D
DT, AFBLGFOBEIIL, BEHEOERSEAERZ M BB OBEICEF S22 0 X
IEETLHZ L. RICERETREIALOERICKVEB LEREEZEC L-HIrh S
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WA ETHZ L,
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DUV EHE G IZEVREINNGRD 5D Z LN d 5720, EMRNREFH % kit
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52 &, MEMMENEDN-SGEICITE G 2L, RIBRERLVECAIORGED
WO 7R E 21T H 2 b,

awy, TFI2453Fx—:vavy, TF7 47X —RBHLbNLZENRHDLHD
T, B2 +0147, BEPRD ONGEII3REG 2L L, BURLEZITS 2 &,
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ENRHLONDZENHDHDT, BIREH0IATY, BEBRRO NGEICITRE %
Fik L, @YIRMLEETTO &,

ZDHOREIVER
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WA CHEE SN T VAN CHEIEGREBEOTTANARKICE T D, TANA, 1
PR B Z XIS L LTz 199 O 77 & A% IER RSB O RFHERICB VT, BB LW
AR OBDO U A7), FITANAKORARETT 72 REE & Il L TH 2 %55 <
(FLCTADAIEIRARE : 0.43%, 77 BAREE : 0.24%), FLCADAKORABETIE, 7
FRREEL R 1000 AHT-0 1.9 ABWEFE SN (95%EHIXE : 0.6-3.9), %
72, CTADPIVEEDOY T I N—7TIX, 778 REELE~N1000 AH720 2.4 AZ &
HEESATVSD,
o T LAY BB TH T APAIKE LTERENTVD R, ABICBT 57 LAA
U BB DOZNEE - ZhFIE TR BEE AR, SMERRIEICIE D &™) Th b,
itk 23 FEh L7z 2 4FEM D~ 7 AR AFHRERICE W T, I KERARE TOE e Mg
BEO 6 5L EORFE RIS T 2RO L0, AERAFIC S AIE DI £ LN
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NAHMBEZEREORBLRPEIN LT OREDR DD, £12, 7 v M WIS ARR
IZBWT, KR TO UC-7 L AT HORBUNRE DERIT IR L T & A L ORfRKIC
K BABRTHH-T2A, T b 13 O 52 B ER G- 3 R TIIAR IS4 5
REBITRO b2 o Tz, IRICEAT 2RIWEMORBERITT 7 BRIV m <, Mtk
PRI & %5 & LTz 13~16 #5077 v Rt BRE (3 RBRIFE) O7 7Rt
TIE 3.8%lcxt L, LAY HAIRE (150~600mg/H) T 10.6%, E#E5R B (3
REROFS) TIX 10.2%, SRAEFIRIEZ xR E Liz 16 liR 5 07 7 2R 5RO 7
THERBETIL 2.8%ICxF L, LAY HAFREE (300~450mg/H) T 9.2%, EHI&ESE
AR Tl 9.4% ThH - 7=,
ft At 23S U721/ > b DO MERE K ORI AEIZ B9 5 3BRIZ I\ T, e R IR &
TONEJ e MEgEFEEO 28 {500 EOREEICHS T2 ARIEOREICE Y, BIEEF O
AEBEERHEIM U & OWMENRD D,

16. Z£Dith
YRR L
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X. FERBRARICET HHE
1. REHR
(1) EHEEHAR (TVI. XHREBICETSHEA] 38)

(2) BIRRFEERHER
AR L
(3) REMRBEHAER
LR L
(4) TOHOIEEFER
AR L

2. EMHR

(1) EEEEsEER
LR L

(2) REBREEMHEER
LR L

(3) EERLEEMER
AR L

(4) TOMOBEHKREY
LR L
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X.

EEMNEHICEY 51RE
1. BERES

TVHNRY A TN 26mg THETL]
FLHNY AT Thmg [HET)

LAY 0D $E 75mg [HET )
LAY 0D $E 150mg THET )

VI NY o H TN 150mg [THET) A7 EE [ I
oA 7L /3) 2 OD §E 25mg [HET (7 — R O 2
7L 7Y 2 0D $E 50mg [HIE T EHT 252 L)

£

HRhE Sy FLHNRY 2L

2. AR IX6EFARR
ARSI ZR ORI 25 2 &

W 7e 4 L TE MRS SR EEO <
TVLANRY v h TR 26mg THET) 3 4
FLHANY I TR T5meg [HET) 3 4F
TVUHNY BTN 150mg [HET 3 4
7L HNY 0D $E 25mg [HIET | 34
7L A7) 0D §E50mg [HET ) 24
LAY 0D §E 7hmg [HET ) 3 4
7L ARY 2 0D $E 150mg [HET | 3 4

3. & - RESEH
FEIRRAF
4. FEFRZRWVLLEDIER
(1) ERTOMYHWLLOBERIZOWNT
(THTIE - RIS DS H)
(2)$ﬂ§ﬁﬁwmﬂmEOUT(%%%EEE?*%M@%E%)
BEMERLTA RN A, <THoLEBY 1 A
(TVIl. Z2tE (fEH EoFEES) IZET5HE ] 2530)
(3) RFAFOBERIZONT
R H R L
5. REBEHF
Y L7
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10.

11.

12.

13.

14.

. B

W 7E4 PTP % IR Tk
FLHANY o H TR 25meg [HET) 100 # 7V (10 & 7 /L X 10) —
TLANRY v h T Thmg [AET) 100 7 7V (10 71 7L X 10) —
TLANRY h T 150meg THET ) 100 7 7V (10 71 7L X 10) —

N 100 £ (10 &E X 10)

I/ NI A " = \/r'-v
LAY 0D g 25mg [HET) 500 & (10 4 X 50) 200 &
ZLHNY 2 0D 8 50mg [HET) 100 &2 (10 $Ex10) 200

100 £ (10 ££ X 10)
LAY 0D $E 75mg [HET ) 140 8 (14 $£X10) 200 HE
500 £& (10 & < 50)
7L A3 0D $E 150mg [H[E T 100 £ (10 ££ X 10) —
. BEROME
<H7ENL>
PTP @& : RV =17 s VA, TIAI=0 L
<OD #& >
PTP &%t : AUk =/ - RV =V T HEET VLA, TAI=T A
NS RYZF LR ML, RY 7Tty v/
m—R5 - RE
@—msy : VY A7 EN, VUL ODEE
EfFEEEAR
A~
HERTARBEAARUVERZEES
W 7E4 RUEIRFE ARG H B TR
FLHNRY o H T 25mg [HIET) 202048 A 17 H 30200AMX00819000
FLHNRY o H TR T5mg [HIET) 20204 8 A 17 H 30200AMX00820000
FLHNRY o H TN 150meg [HET 202048 A 17 H 30200AMX00821000
ZLAi8Y 2 0D $E 25mg [HET 202048 A 17 H 30200AMX00822000
7L 2 OD §E 50mg [HEET | 20204 8 A 17 H 30200AMX00823000
LAY 2 0D $E 75mg [HET 202048 A 17 H 30200AMX00824000
7L H3Y > 0D $E 150mg [HIET | 20204 8 A 17 H 30200AMX00825000

EmELNWFEAR
2020 4= 12 A 11 A

HRERITBREM, RZERVAREEEMFOEABRUEZONR

FARBAYA

BEERE BHMERARFABRUZORE

AL LR
HERHME
A% L7
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15. BRYFEFRERRICEY 51FH

AANL, BEWRICEE T 5 M RITED 5 TH7RW,

16. £Ea—F
254, SRAM FE B L7k HOT(9 #7)
o S = — B o — e
FLHNY AT EIL
25mg [AET 1190017M1052 622827401 128274001
FLHNY AT RBIL
75mg THET | 1190017M2059 622827501 128275701
FVHNY TR
150mg [HET 1190017M3055 622827601 128276401
7L FNY 2 0D &
95mg [HET 1190017F1193 622827701 128277101
7L FNY 2 0D &
50mg [HIET 1190017F4052 622827801 128278801
LAY 0D gE
75mg [HET 1190017F2190 622827901 128279501
°[/ S, \,r‘-»
7Ly > OD g 1190017F3196 622828001 128280101

150mg [HET |

17. RERHBFTLEDERE

ARANTZHEWIN OB FEEIRL TH 5,

50




XI. xX#k
1. 5IAXH

1) HEIHRRSHE HNEE 2l

2) HETHRStE HNER : B (7 77 /L 25mg/150mg, OD £& 150mg)

3) HETHXESH HNER  EFEE%SERER (1 7'/ 75mg,
OD #E 25mg/50mg/75mg)

4) [WEFE - BAROPEEmR SRS 4 (1) £ 13 - 21, 2011

5) BETHXSHE HNER AR EERE (7 7 &/L 256mg/150mg, OD #&
150mg)

2. ZOMDSEH

7L
XI. sEEH
1. EHSETORTRKR
7L
2. BB T HERXRER
7L
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XI. fEE

1. FAA - IREIRICER L TERERHIBTZ1T 3 IS H - > THOSHEIRH

AEDOERICET HIE

ARIENIFARE T TR0
R FEENHETL L CORVNELEEINTEY, S T THRFE SN TV DR AIETHE LN
TRERAEREFEL L TIRRL TS,
ERIEFEEDEIRKEH 2G5 ECOSE{RTHY, MTLEOAGERT HO TR,

=i
s[a =1

R OIS EEND,

(1) B8

Bih T OREESR

FLANY) h TR 25mg THETI]
TVHNY AT 25mg THET] OPLH 7L OREM.E 25°C « T5%RH OLRAF5A:
THRFTLIRER, ABROMERTHY, MEROEEITBENTH -7,

WARVERR - REBBHAOH S L EE L, NEWATY H LT,
BRI : 2019/7/16~2019/10/29

® iy 7t 25C - T5%RH [EYE, BAAK]

(B /M~ f5 K AE)
ABRIE H =N LRATHAM

< K> BT BHAGHEE 2 A 1% H 2% H 3% A

Ptk n=10 EV0300 | HEOME | HEAOHmE | HAOHmE | AAOHmE | AEOHE
MUEHER (HPLC) n=3 | pooano | e o o o o

<H1>

a8 (%) *2n=3 EV0300 98.62~ 97.39~ 97.21~ 96.98~ 98.55~
<95.0~105.0%> 100.89 97.81 98.28 98.68 99.16
(%l =22 (%) | EV0300 — +0.7 +0.6 +0.8 +0.8

%1 fHAx OEFEWE - 0.2%LL T, HBIEEHWE : 0.5%LL T

%2 FTRICHT A EHE (%)
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FLANY) oh T Tmg THETI]
FVLHARY TN TEmg [HIET] Ol 7L OREMEE 25°C « T5%RH OLRA75:1F
THE LERER, BROBEKTHY, MEROEREIIHBNTH -7,

FRARAERK -

SRR FEhE ] © 2019/7/16~2019/10/29

@ iy 7t 25C - 75%RH [HEYE, BRI

RERRAN DN TN ERRE L, WAWEIRY H LT,

(B /IME ~ e KA
ABRIE H 2y k PRAFHART
< HHE > H5 BH AR 2 34 1% H 2 4 H 3% A
PR n=10 EV0300 | BEOHE | AROBHEK | HBOHmEK | AGOHmK | ABDOK K
MUERER (HPLC) n=3 | pooano | ma o e o o
<¥1>
& (%) *2n=3 Evos0o | 9819~ 98.60~ 96.99~ 98.88~ 99.63~
<95.0~105.0% > 100.13 98.73 97.57 100.15 100.00
(%) EE2 (%) | EV0300 — +0.4 +0.3 +0.4 +0.4

X1 E 2 OFEBRWE - 0.2%LLF, BEEDE : 0.5%LL T
X2 RARRICKHTLEEE (%)

TLAHNY A TEI 150mg THETI]

T VUVHNY I3 7V 160mg THIET Ol 7O e % 25°C

TR LIERER, AEOBMRTHY, MEROGEIIHEKEN T T,

FRIRIERL -

SRR FEhE ] © 2019/7/16~2019/10/29

® it 25C - 7T5%RH [EYE, BAAX]

REBRRAN DN T eV ERE L, WAWEZIRY H LT,

« T5%RH OIS

(Fe/ Ml ~ e KA
ABRIE B 2y k RAFHART
< HIHE > FHe BHAGHEE 2 i 1% H 2% H 3% A
PR n=10 EV0300 | HEOBmR | AGOKEK | AROHE | AROBEK | AROBEK
MERER (HPLC) n=3 | pooano | ma o e o o
<W1>
a8 (%) *2n=3 EV0300 98.53~ 99.53~ 98.35~ 99.17~ 99.80~
<95.0~105.0%> 99.93 99.64 98.76 99.72 100.07
(%M BEEE(L (%) | EV0300 — +0.2 +0.2 +0.2 +0.2

K1 : fE 2 OFRIHA

0.2%LL T, #WIEEmY

%2 FARRICHT BEAE (%)

0.5%LL T
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BRI O R EESER

FL#H78 > 0D § 25mg THET ]
7L 773Y 0D §E 25mg [HIET] OBMFMORENEE 25°C « T5%RH ORAFAME THi

L7

FRIRVERL -

AR LA 2 FLgA TR L T2

SRR ERIR  2021/2/25~2021/6/11

@ ik 25°C - T5%RH [HEE, BEjK]

PERIZTAGROMRTH Y, MELCEGEEIBRNTH -7,

(B /M~ F5 K AE)
ABRIE B =R LRATHAM
< K> &5 BH 4G 2 1AM 1% A 2% A 3% A
Ptk n=10 FA0100 | HaOE | BEOBE | AEOME | HEOHMEK | HEAOHE
PR g gliw n=3 | pao100| @A e e e o
G (%) 2 n=3 FA0100 98.91~ 100.13~ 99.45~ 99.51~ 97.73~
<95.0~105.0% > 101.81 100.57 100.51 101.80 100.15
(&) EEZ (%) |[FA0100 — +1.5 +1.6 +1.4 +1.6
%1 : RRT ) 5.32 DFEGEME : 0.3%LLT, ARELUAN O 2 OFFEFE : 0.2%LL T, RSN OREZEYE : 0.3%LL

T, HWEEWH : 0.5%LL T

%2 FTRICHT A EEE (%)

FL #7582 0D g 50mg TEET)
7L 77/3Y 0D § 50mg [HET] OBMFORENEE 25C « T5%RH ORAFARIE TR

L7-fE 3,

FRARTERK -

AR A 2 FLEk TR L7

AR S e I - 2021/2/25~2021/6/15

PERIFABROMRTH Y, MELRTEEEIIRNTH T,

@ Kk 25°C - Th%RH [ESE, BHAK]
(/M ~ B A )
EN e 2k R A7
< HiKg > FH5 BH AL 2 JA 1% A 2% H 3% A
MRk n=10 FK0247| AR | BROHE | AAOBRE | A0 EK | AtOmK
ﬂ"@’;ﬁ‘%g}‘” "3 pRo247| @A e e e e
8 (%) *2 n=3 FK0247 99.75~ 99.24~ 99.46~ 99.61~ 99.29~
<95.0~105.0% > 101.36 100.66 100.93 100.50 100.21
(&) B
EREL (%) FK0247 +1.5 +1.6 +1.4 +1.6
%1 : RRT #J 5.32 DMERWE : 0.3%LA T, LIS OE &« ORRRIET : 0.2%LL F, /2RI ORBERWET : 0.3%LL

T, WRERRWE  0.5%L T

%2 FRRICHT BEAE (%)
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FL 78 > 0D § T5mg THET ]
7L 77/8Y 0D §E 75mg [AET] OBMFORENEE 25C « T5%RH ORAFRIE TR

L7

FRARTERK -

BRI 2 Lk TR LT,

SER E I - 2021/2/25~2021/6/11

® i 25°C - T5%RH [, BHiZ]

PERIZTAGROMRTH Y, MELCEGEEIBRNTH -7,

(B /M~ f5 K AE)
HAERIAH =RV PRA7HAR]
<HiHE > T BH AR R 2 1 ] 15 H 25 H 3% H
MRk n=10 FK0265 | HEEOME | BEOKE | AAOBE | HAOKBE | HEAOmEK
PLERUER g gliw "=3 pRo2es| A e o e o
a8 (%) *2 n=3 FK0265 100.41~ 100.59~ 99.44~ 100.59~ 99.42~
<95.0~105.0% > 101.52 102.42 101.84 100.93 100.96
(BE&1iH) B
FEREL (%) FK0265 +1.6 +1.7 +1.4 +1.6
%1 : RRT ) 5.32 DFGEIE : 0.3%LLT, ARELUAN O 2 OFEFE : 0.2%LL T, ZERUSANOREZEWE : 0.3%LL

T, #wEEWH : 0.5%LL T

%2 FTRICHT A EEE (%)

FLA/8) > 0D g 150mg TBEETI]
TV IINY 2 0D B 150mg [HIET) OB oL EN%E 25C - T5%RH OLRIFEM: T
SUTRER, MRIRIZAROBRTHY, MERCERIIHENTH T2,

BRARTERK -

AR A 2 FLEk TR L 72

AR S e I 2021/2/25~2021/6/15

@ )

25°C « T5%RH [, BA ]

(e /IME ~ e KA
ABRIE H 2y k RAFHART
< HiIHE > FHe BH AL 2 JA 1% A 2% H 3% A
MRk n=10 FK0253 | AR | BROHmE | A0 E | A0 EK | AtOmK
PR g ;inC) "3 pRozs3| @A e o o o
G (%) %2 n=3 FRo253| 9953~ 100.58~ 99.46~ 99.48~ 98.83~
<95.0~105.0% > 100.94 102.68 100.32 101.17 101.75
(BEAH) B
EEEL (%) FK0253 +1.6 +1.6 +1.4 +1.5
1 : RRT £ 5.32 OMEME : 0.3%LLF, LSO % ORERIE : 0.2%F, 723 ORIEZWE : 0.3%L1

T, WRERRWE  0.5%L T

X2 FARRICHT BEAE (%)
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(2) HR - BAMRURERSTF 21— TEBESR

LAY oh T 25mg THEI)
1) BBAE
(A S e akln ]
T A AR —=OER N A ERREIRY, IR 1 EET AN —HNIZARTER F
ZRL, 55 COIRY: 20mL ZW W Hio7z, 7 4 AU —I2E A LT 5 ifitE%,
T A AR —%2FT 16 (FERR L, MERMBORNAZBIE LTz, TORMENRRD S
IRV EIE, HIZ 5 riER, FRROBIEZITY, AERRE ORI A8 LT,
FREOBRIETT 22 BEERE TR N WA, RIE1TEEZSEL, EDIETHR
[ < AP TR ZREE L, RIAROEEZ ATV, BEERRE ORI ZBIZE LT,

[t k0

RIETED NS T2T 4 AR —2RETF 2 — 718 L, # 2~3mL/BOBEE THEAL
7o Fa—TIXENTFALEGN DK 3 /0D 2 KT L, EAGEZOK 30cm L& |z
EE Lz, HEARICHEEDOHEKEZEALTT 2a—TNEZES EEDF 2—TNOETFH D
A CEEMEZ B L,

PREREH A : 2019/10/24
7 v &5 1 EV0300

2) HEBRER
AR R R R wEPERER
TVHNY TR I o mt a
95mg [HIET) 5 5 LAWIC HAEE - IR L 7=, 8Fr.DOF = — 7 Z @i L7,

AT, THIRE RERG AN R7 vy 7 (K CiEd))) BT THEm LT,
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TLANY A TR T5mg TEHEI]
1) BRERAX
[ A vy e
TAARY =D R M ERRERY, I 1EET 4 AR —HNIZANLTER h
ZRL, #5565 COIRYE 20mL ZW\ -7z, 7 4 AN —0H % LT 5 siEE,
T A AN =2 FT 15 EEME L, BEREORNREZBIE LT, RORRENIRD L
NIRWEESIE, T 5 RIES, FREOEIEEZITY, RREREB R B LT,
FRROEETIY R RERE AR SRR WA, BIE1EEZSEL, B DI T
[ < AT A RlkEE U, RIRROBIEZATV, AABRE ORI A BIZE LT,

[ R

BB DN S T2T 4 AN — 2 REF 2 — T L, 9 2~3mL/M O E THEAL
oo Ta—7ITHENFE ARG B 353D 2 Z /KT L, HEAmEZ O 30ecm LD S (12
EE LTz, EARICEEDFHKEZEALTTF2a—THNEES EEZDOT 2—THNOEFYD
A CHREMEEBIZE LT,

FREREH A : 2019/10/24
7 v &5 EV0300

2) REBRER
AR R R wiEPERER
VAR T TRV e B N
75mg [HET) 5 57 LAWIC HAEE - IR L 7=, 8Fr.DOF = — 7 Z @i L7,

AT, THIRE RERG AN R7 vy 7 (K CiEdo)) BT THEm LT,
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TLANY AT 150mg TEHEI]
1) BRERAX
[ A vy e
TAARY =D R M ERRERY, I 1EET 4 AR —HNIZANLTER h
ZRL, #5565 COIRYE 20mL ZW\ -7z, 7 4 AN —0H % LT 5 siEE,
T A AN =2 FT 15 EEME L, BEREORNREZBIE LT, RORRENIRD L
NIRWEESIE, T 5 RIES, FREOEIEEZITY, RREREB R B LT,
FRROEETIY R RERE AR SRR WA, BIE1EEZSEL, B DI T
[ < AT A RlkEE U, RIRROBIEZATV, AABRE ORI A BIZE LT,

[ R

BB DN S T2T 4 AN — 2 REF 2 — T L, 9 2~3mL/M O E THEAL
oo Ta—7ITHENFE ARG B 353D 2 Z /KT L, HEAmEZ O 30ecm LD S (12
EE LTz, EARICEEDFHKEZEALTTF2a—THNEES EEZDOT 2—THNOEFYD
A CHREMEEBIZE LT,

FREREH A : 2019/10/24
7 v &5 EV0300

2) RRER
AR R iR
TLHNRY U H TR ] e b B P NEE T 5
150mg [FEET) 5y LANIC AR - il L7, 8Fr.0F = —7 5 L=,

AT, THIRE RERG AN R7 vy 7 (K CiEdo)) BT THEm LT,
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FL A/ 20D g 25mg THET)
1) BRERAX
[ A vy e
TAARY =D R M ERRERY, I 1EET 4 AR —HNIZANLTER h
ZRL, #5565 COIRYE 20mL ZW\ -7z, 7 4 AN —0H % LT 5 siEE,
T A AN =2 FT 15 EEME L, BEREORNREZBIE LT, RORRENIRD L
NIRWEESIE, T 5 RIES, FREOEIEEZITY, RREREB R B LT,
FRROEETIY R RERE AR SRR WA, BIE1EEZSEL, B DI T
[ < AT A RlkEE U, RIRROBIEZATV, AABRE ORI A BIZE LT,

[ R

BB DN S T2T 4 AN — 2 REF 2 — T L, 9 2~3mL/M O E THEAL
oo Ta—7ITHENFE ARG B 353D 2 Z /KT L, HEAmEZ O 30ecm LD S (12
EE LTz, EARICEEDFHKEZEALTTF2a—THNEES EEZDOT 2—THNOEFYD
A CHREMEEBIZE LT,

SRERERHIR - 2021/4/19~2021/4/23
2 v &5 : FA0100

2) REBRER
AR R R BR wiEPERER
TV > 0D g NS P e
o5mg [HET) 5 57 LAWIC HAEE - IR L 7=, 8Fr.DOF = — 7 Z @i L7,

AT, THIRE RERG AN R7 vy 7 (K CiEdo)) BT THEm LT,
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FLA/) 20D g 50mg THET)
1) BRERAX
[ A vy e
TAARY =D R M ERRERY, I 1EET 4 AR —HNIZANLTER h
ZRL, #5565 COIRYE 20mL ZW\ -7z, 7 4 AN —0H % LT 5 siEE,
T A AN =2 FT 15 EEME L, BEREORNREZBIE LT, RORRENIRD L
NIRWEESIE, T 5 RIES, FREOEIEEZITY, RREREB R B LT,
FRROEETIY R RERE AR SRR WA, BIE1EEZSEL, B DI T
[ < AT A RlkEE U, RIRROBIEZATV, AABRE ORI A BIZE LT,

[ R

BB DN S T2T 4 AN — 2 REF 2 — T L, 9 2~3mL/M O E THEAL
oo Ta—7ITHENFE ARG B 353D 2 Z /KT L, HEAmEZ O 30ecm LD S (12
EE LTz, EARICEEDFHKEZEALTTF2a—THNEES EEZDOT 2—THNOEFYD
A CHREMEEBIZE LT,

SRERERHIR - 2021/4/19~2021/4/23
oy &5 FK0247

2) REBRER
AR R R wiEPERER
V78] > 0D B IS o 1 P— TR
50mg [HET) 5 57 LAWIC HAEE - IR L 7=, 8Fr.DOF = — 7 Z @i L7,

% . 7 4 AP —NIS, TLENTAODR DRI LT,
AL, THAREE BEEG ATy 7 (BB CiEH) ) ICH¥ECTEB L,
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FL A/ 0D g 15mg THET)
1) BRERAX
[ A vy e
TAARY =D R M ERRERY, I 1EET 4 AR —HNIZANLTER h
ZRL, #5565 COIRYE 20mL ZW\ -7z, 7 4 AN —0H % LT 5 siEE,
T A AN =2 FT 15 EEME L, BEREORNREZBIE LT, RORRENIRD L
NIRWEESIE, T 5 RIES, FREOEIEEZITY, RREREB R B LT,
FRROEETIY R RERE AR SRR WA, BIE1EEZSEL, B DI T
[ < AT A RlkEE U, RIRROBIEZATV, AABRE ORI A BIZE LT,

[ R

BRI DN S T2T 4 AN — 2 REF 2 — T L, 9 2~3mL/MOMEE THEAL
oo Ta—7ITENFE ARG B 353D 2 Z /KT L, HEAmEZ O 30ecm LD S (12
EE LTz, MARICEEDFHKEZEALTTF2a—THNEES EEZDOT 2—THNOEEYMD
A CREMEEBIZE LT,

SERERHIR - 2021/4/19~2021/4/23
7 v hEE : FK0265

2) HAEBRER
AR R R BR wiEPERER
VAN 2 0D E TR o _ s g
75mg [HET) 5 57 LAWIC HAEE - IR L 7=, 8Fr.DOF = — 7 Z @i L7,

% . 7 4 AP —NIS, TLENTAODR DRI LT,
AL, THAREE BEEG ATy 7 (BB CiEH) ) ICH¥ECTEB L,
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FL A1) 20D g€ 150mg THET )

1) BRERAX
[ A vy e
TAARY =D R M ERRERY, I 1EET 4 AR —HNIZANLTER h
ZRL, #5565 COIRYE 20mL ZW\ -7z, 7 4 AN —0H % LT 5 siEE,
T A AN =2 FT 15 EEME L, BEREORNREZBIE LT, RORRENIRD L
NIRWEESIE, T 5 RIES, FREOEIEEZITY, RREREB R B LT,
FRROEETIY R RERE AR SRR WA, BIE1EEZSEL, B DI T
[ < AT A RlkEE U, RIRROBIEZATV, AABRE ORI A BIZE LT,

[ R

BB DONAST2T 4 AR — BT 2 — 718w L, 0 2~3mL/FPOHEETHEAL
oo Ta—7ITHENFE ARG B 353D 2 Z /KT L, HEAmEZ O 30ecm LD S (12
EE LTz, EARICEEDFHKEZEALTTF2a—THNEES EEZDOT 2—THNOEFYD
A CHREMEEBIZE LT,

SRERERHIR - 2021/4/19~2021/4/23
7 v hEE : FK0253

2) REBRER
AR R R TR MR
7°[/ﬁliu‘/OD$% N - ri 3 . ~ 2191 >
150mg [ HET) 5 57 LAWIC HAEE - IR L 7=, 12Fr.0F = — 7 %@l L7=,

% . 7 4 AP —NIS, TLENTAODR DRI LT,
AL, THAREE BEEG ATy 7 (BB CiEH) ) ICH¥ECTEB L,

2. FDhDBEEER
L
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