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1. d-d<F2iAld (PHASE D
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2 4 At QAR AT CMC el AE BANAE F@Ae A
g Wkl WA FRE AFeE 2ol RYUT FasTh YgekelAPelA
of TAR YA BFEE kA BAZE BARAL A CMC

PRI GRS WSl RES Ao T 5 Utk MAFA DL o] §3)
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FRZ olFojxt A8 G4 AP @ N2 3 YPNYE AsAE
e GBolsle] F7hEQ JRI AZHolok Ak

7}, 9454 %%E (DRUG SUBSTANCE)

sofgepAAlel AnoleFEE FopA) EE FERo| Ytk oS 3
stelobEat e A APANOT BB S| AR RO 1)
AH7] WEel FABA U HFRCIY, A B WIS Al 3
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7P WA (Nomenclature)
ghek(geh el -5 Aok, ZdA =Y FH(E, T, :
, EHEFH 59 olW), A = %% 71 FE2EY A5, A

9]
P t=ol F=&v, =238 dHd=x, dx 5), FSSEREAY Uy +
== Hl&)<S B¥7|H.

) = (Structure)

A ofofFe gt E84 e, AELAE v FEAZ(EZAZAE D) dist
o HoJsta, o5 FIH, T2, BEaA, BEAFS 7)<

oh) Yutx EA (General Properties)
R o), e FEE2 Y - Iy 54 (BEzEHRY 5) 2 VE T
83 EA o) st zheketA 7l s 3T

2) AlZY (Manufacturer(s))
5o EF AxU(EFEHAE 23D WA F4HE 7)A S

3 AZzFAH L FAAE (Description of Manufacturing Process and Process Controls)
gk 3t AHAAA], 7 5), o E'}\gg_}:

4) <% (Impurities)
olE, TuH, IFEY IFEW T UIEH £ It EAEAE) sl o
sto] teFslA| 7=t

5) 74 (Specification)

oJobE AW 27 WA YAt AL FHE FAo aTHAE ¢
Sohoohh Aol WE AZ, /1A% 8 7 AHFEB)Y AEH R
e 71Ee ARd 33 AP 28 AZAA @FA gt e A¥ow @
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6) A& (Analytical Procedures)

Az ook o] AJoE HAuW S 7|3l
) Al@vHel W o] (Validation of Analytical Procedures)

It o 2 ofokF M 7] TAQl AAFEIAI A= deEldeld A st
STEA Fe

8) Wl x]¥4] (Batch Analyses)
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A st A&zt
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E-2 (Reference Standard or Materials)
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10) 7] 2 X% (Container Closure System)
AR okEFS HsteH AMEEE 13 A tiste 7«3t

1D ¢+ A (Stability)
AHAAZ] AEHS)
L R2E S 1 2E o)A
A How B RENY AR L7 4A
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. QAN 82 ekE (INVESTIGATIONAL MEDICINAL PRODUCTS)
AANAH L TR epA A et ARE v 2L x3st= Q9F HIlA
Z A =3

1) YA okEe slaet A (Description and Composition of the Investigational
Medicinal Product)
ATFE 9 1 2F

. reeRAlepAlAl Fo

e, ZHE 9 H
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Bl A 74 A4S

A AlR2ZRESRFE 2L 1
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2) Al=xY (Manufacturer(s))
Ao W tfzoFE EFsl] UAAH B E Axde HA (FEHA 3D

9 Fa, AR7|Ee 9Y 9 F4E JAw

3) AxFA L FAAE (Description of Manufacturing Process and Process Controls)
AA AN HetA] S 7 Jdugts AzFAHd AHSH BReE AEd, 4 AR

o &= 7IARH. 3 Alx AAHL =xY TEEE 8 AT BoA

FY AF Ba3AS TFAIY. dutHo g AxAAHLS SEEE A
Awstd 7H a4 ot
4) B-<& (Impurities)

To5, ARE&W T HAZAZF IFRE F e EcE o s =9
iy

5) 724 (Specification)
ook Y 7] GAR At AFAAE G E HE0 8FHAE &
T ok ookFe] &1l FF, eR(EEE)E BAS] Al AHgHE A



7 A@Ee Wl o]lA (Validation of Analytical Procedures)
AutA o7 ookE N %7] ©@AQl dAY A FoAE Wb olAd A g7}
STEHA ge

8) Hlx] ¥4 (Batch Analyses)
AL AGAI B Lo okE T thEZQ v X o] vixEA A3 oty APA

Az geste] AZT

9) ¥=F =+ X+FE4 (Reference Standard or Materials)
HEE A A2 B+ gtk

10) 7] 2 x & (Container Closure System)
LA Ol theked XFeFstAl 7] =3k

11) ¢+44 (Stability)
YRR AS
L E2EE 1 EE o)A
- UHHoT FINEANY ARE AHEI1E HA
CHade] A REAGARE AT LTI A

44 8.0k A]

QA Gol AEHE WA PG o
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2. A153 & JSAE (PHASE 1D

SHYePAALE AR /Y, WA, AzE 5 FAo] B Aol
222 2 949 FA% AFHE FEA @Y FARYE 27V W
A oledd Ade AFAP Gt T FU3A G kA - FEAY I

wAol A gk Aol NFE NaH 85 AY @Al o274 A 1 it
Ae ApEA BelHolol & Bolth

7}, Amo)okE

3.2S5 ¥ 5 9]¢F¥E (DRUG SUBSTANCE)

A 54 A QA RS SiRe] e AlEsEHe= CMC JHE o] A3
ok A PHAE FASH] fsl Ak AIES g IND A oA
AEH CMC W& FodA WHA &2 F7lE e ARE 23t 7=3h

IND AlZ&S S35 Y3 CMC AR E 98] Drug master files (DMFs) &=
= 7|8 7]£9 IND == NDAE #31& 4 o

3.25.1 4urA X (General Information)

3.25.1.1 3% (Nomenclature)
- AR FY WAL KA HAA T FH5S7F-Aared B A, A4z
(FEoekF9 7| 9 AR 2 a8) d ook i Jho| =gkl o wh

A2 AHgSHL kRS B Bk,

sreRyope] 4 ek, 71 U4 B 3

H(eFA 5o ol)), B SE 5 /I ASL, AR KM A 2e
W Bl WS, BRI hEsts Zlo] oM, FAAEHDNA HHE)
o2 4B/UEY A0S AP

E917] BB st A sl
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teol AT FEET 2 BUHU FURE A2, A2 5 A >
=82 3718 5 Ao



3.25.1.2 % (Structure)
AFAE B FEAAE AAY 8B4, 724, x4, X & 7]

boh skt ool YAko R THE YR

&d : FES A 7zl YAt
HE AEPE EE FEYRS AFSE AL PO Pk ohEr, FFol
b5 35 B3 TAARE AR AR 2e 5 Ak o W #
EHRS] FHNEL FT WARCE HASE AL AnT

Pt AP ASHAE AR F7h 8 WAYRE AZIT

3.25.1.3 ¢u+& EA (General Properties)
=2-35t4 EA 9 7| Fa3 S tis 7AYol ot
A=ty B4, 93 9 vA Fx, 8383 54 9 Ay gk 3B

: )
ol o HEEZESY SHLS /e YA

=
& 718k, &
ARG Az F7 5 MAARE AT

=
AN ASHAH

3.2.5.2 Al (Manufacture)

3.2.5.2.1 A|ZY Manufacturer(s))

AxzdEada £ HA, T8 7|6k, A8 thetol= A4

TH 2 AEY BdEE Adas A BA, T4 T VIAskaL, FEE
et = Az 2 APY #dd Axd(EFEHL 2 B 2 F4 T2 7
AT A g AN HAE gl "G e A5, I AT
Az F7F 24 == A7)l dsiA 71

3.25.2.2 Ax3A L A Description of Manufacturing Process and Process Controls)
- Ao FEe Az U ABE AXxAA U A 2EEE F
dsta =814 FH 2 wjx=27] 55 AR £ & 2

= oFo &
Fol Ccl2ZAHA 4 Alx dA wE FE&u, FE80
3
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3.25.3.1 #+% 9 7]e} EA (Flucidation of Structure and other Characteristics)
AZAE B FaAAE] AAFHE A olo sk Aoz 2 stsk=xof o

A, dAIE, FE(quality) B <t
=l

=
2 gFsto]oF 3t
3.25.4 ¥59]kF 9] #g (Control of Drug Substance)

3.2.5.4.1 77 (Specification)
Agelorgel Ue F4L 7143t

3.25.4.2 A@%+ (Analytical Procedures)
ABYFFY 42 &dstr] s AHEE AFWHA. 2EAqA A2 E
T HPLO) IO thal 7] =3ttt

3.25.4.3 A1@uby e Wy d o)A (Validation of Analytical Procedures)

Agage ofd B BAAY ARPEA A5E FAADL A§w 4
FOlFERAA G AT FAA B FUAA AP Y] obd BSolE 2
Ay mevol e FAsL Beldold ARE RN BBHE=S ok

3.25.44 wjx] &4 (Batch Analyses)



Aol Hlxo] e HAR(ZEHS, Az 2AY,
H}E 7|AS. o] Jlol=EloA &

Az, AxFe, $%) % 0H 242
TET Qe A B ABAHAY WA BAdRE AFDT

3.25.4.5 71&4 A=A (ustification of Specification)
7124 ZA st tEFstA 7lE3

3285 EFF =+ EFE3Z (Reference Standards or Materials)

FEol tal AAs T A EAARE ASVT ®

3L %3 O
L’ﬁ‘L

(|

Aol AR &
8 FFZ(working standard) =+ 1% ZF3Z(primary reference standard)
T= AHEE F At
3.25.6 7] @ XA (Container Closure System)
Aol dste 7=

AnolfES nBshed ALHE 1F A TA
. et Ad wAGA AZHUD ARl WA Y& A%, 1

=

o dsll <3

3.2.5.7 ¢+ (Stability)
FAAARS) AEES
L 2EE $ ] 2EE oA

o2 A7|HEANY AHE AT 2A

. 9= A O
A% A

T T —

F71REANGAIH 2 INDE 7HAL

3.25.7.1 ¢tAA QoF 9 AE (Stability Summary and Conclusions)
AleE g ojokEo] oA S B=F £ 9= o)
4y /\lf’{:%%%ﬂ AE 7JZ%,

fl

QYA G B

A, N@71t= 2398t
Aol WAl A= A

3.25.7.3 *A B A S (Stability Data)
/\EU\]%L /\]649] z5 tu /\]6‘47:]31]__%
Fe AEE IPHYNEARE AR, ARLF tiste] folA

QoFsle] | AF L PF o FEF ] AR
1 WEIr B
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oA = AT, AFAAANEAZ N wt AHETIREE AR
U AN F & FF
3.2.P A IF-8-2ooF (INVESTIGATIONAL MEDICINAL PRODUCTYS)

3.2P.1 dAAFRFEFS 789t =A (Description and Composition of the
Investigational Medicinal Product)
"Fref(AepAIA T FHS7F-Alae g
ol wet 4 dseig s EA, A8,
AN GANA A=HJED AR WAl A+
=3

3.2.P.2 712749 (Pharmaceutical Development)
A7MA AATAE T8t AGNEAFA disted &3, ddekeA
d GANAM Y AFoly P5FE I I BF FH wWAo -
I WA thste 7lsgtt

0
rr
ol

3.2.P.3 A& (Manufacture)

3.2.P.3.1 Alx¥Y (Manufacturer(s))
Az WA, FAE 7T, Pk A
4ol A= AF, I AAATFAI LY Ft, A == ") disiA 7] AgH

=

3.2.P.3.2 v} X] A} (Batch Formular)
A 52 A QA FA AREE HFAF WA Y Aol |AjE o oF g
o X 24 Ax2HAAA AFEE = AAY EE Ao tiste wixE &
2F 74(quality standard)E 7)) 3t}

3.2.P.3.3 A=ZAR 2 FA7] Description of Manufacturing Process and Process Controls)
AA A YetA & ¢ dugt=s AxFAHA AHLE ZE AR 779
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Fe AV ToJeFE] FRSAILAA FE (AT BE83
deEAA A=YY AALHe] Wt AL SABTh YgF AP
WA AT WEol WAl Qi A%, T WAAREAAY Fh, A

= @)l el 71 A

3.2.P.4 H7}A #&=] (Control of Excipients)
ofd 9 FAAC FA"E HAIHAY 744 &
Aol 71" A o]ee] FIUIE AddES AL + Jor, & Uil tist
of 7]A = oo 3t}
ofd B FAA 4ol obd HIAS Ay HIEFFoE AT o] W
51871 A, HPLO | tiall 71Aigot. A7HA 9] Az} %Z‘J_J*F/P‘*
B AR AR o)l bisl Zest =S ok =W AREEITE 8l
Mz HA7HAY A5, A7MAl g =2-8std dde a4 A5, —‘;—T%‘Oﬂ
A3 A5, Wi EH 2 5o #3 A5, A #AIF AS(LAFA i
NFAAEE 7Hs)E A=t

m

3.2P.5 YAAIFgolekE o] g (Control of the Investigational Medicinal Product)

3.2.P.5.1 7+4 (Specifications)

Felsista A, e, FF, FIE FIFFYY, BEE §F QA=
5, AESE AP, MARIEAG ol AAe] S utet Y=ol
of Wtk kA FFE T F U FAF WAel US Welt IND W

%912 F3l WA ol Atk

3.2P.5.2 A'@"H (Analytical Procedures)
G &Rl AHEEH AFHHS 7lEstE, dddEATE DA ol A
A Al sl A3y s wole I WAE Ade SAHCE Ve
=3

o

3.2.P.5.3 Al @9 e] W d o)A (Validation of Analytical Procedures)

Aol o B FHA ARNY Aol AY FAAEE A8H
.S,l

= A
o A EOkEAA Gl A FAM R FAW APl o 3
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= 4 dEdeolde sdstal o] HolH s /MEAA RAstEs 3o,

3.2P.5.4 v} x] &4 (Batch Analyses)
AR QALY dE T HEZFSQ] iAo i BEHOERAHE, A=z 2~
AL, Axd, AxF4, &%) 9 Wz 4 A5 7|80 & 7tel=gdl

oA 278t A= AR AFAAAY MAEHEHE ASstd I

5}
sus, AFE B HAFAFN IFRI= =
o Az, AR, dHTVIES AR EE

| 0N
ELELS X853 gl o abA|

o LS A QG M
AGART AZHAk BTk @ /FA o] 4OoT BeEol FHY ANFRAE
ofml HAAAFC]l AU, NARA FHE BEEY FEAAE <
Aol ol FuFUTHL APY & JonE Wre SHAFL FUT B
27} gich

3.2P.5.6 71X A A (ustification of Specification)
7|2 ATA ko] rEReA 7=

Z = EFE3 (Reference Standards or Materials)
So)eFE o] FAAYHY AEEH= EFEF s Z)1Ag Y. 3.2.5.5
A A= AT & A

NN LoFES HASI=Y AFLEHE 12 TAA S FAHEY U5t
7=ttt QG Ad SAA ASHAED ARl WA A= B¢, 1 W
ALl disl 7=

3.2.P.8 A4 (Stability)
AT A
L RE 4] RE o4

- dAH R AV|HEANY AFE AT 2A
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L Hage] RV HEARARE AT AT B

oL

3.2P.8.1 ¢tAAH e oF 2 AE (Stability Summary and Conclusions)

AN 77t ZoF AL OMH\] FgojokE s BET ¢ Je HFA
87 4 ANFIEE AFE, REz
.]

o>4

of #sto] Al =k A4,
NA7N= E3Hst 7]%?‘&3} U AIE AN A=HA ?lxo"ozi
TR WAl e A I HAARS AR

3.2.P.8.3 +A A= (Stability Data)

AN AR FF g3 AFAAE 2okt JAST BN P8
Z o] A87]|5e A& AAAANIARAEE ZAE, A3 EY sty F9F

1__ [¢}
1 WETE HolA e A, GALGAZA G wek AT AAHTT

. Y ¢F (Placebo)

B, 74, Al F4&, AzFAd dE ZAgH. F
== = T4S AAS A, ol U AlEAdA
UGA gl ekFol AFE HIMAZ F

2. =< (Comparator)
ok oA S7bbe ofofEF S THEFORE AMEste Zg dF o=

ot ok, s o ekFEol =u U fluEts, [ epAAl 9 F&5
7)Ao #s 4 1 (A A A ASR(FES7MAA - AlaAe A4 )
NA ARE JFFRH WP =TI AlFEHIL Aol FHAA AF-e(dl, oFEH,
AzAmSHA Solle H2efeZ AT 4 Utk

F7H4Q ARE AESHA etk ouh, Baxo] S5k AEHE WM

7d-%- (encapsulation )7} obd A-¢-=A] AEZHZoE st <HA |

He Ardde AXE e AAT ABZANE AsE AEsHoF it

tlo rlr
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3. N84 &5 ddAId (PHASE I

7t 4B fFE
3.2S Y59 9= (DRUG SUBSTANCE)
3.25.1 4urA X (General Information)

3.25.1.1 \¥% (Nomenclature)
A z5d A QAR dRYofFo Fst ZAf sk, X EAGA AGA
oA ASHAUY BH| WA e A I HAASE 7|Ast ZAA
& A=3th

3.25.1.2 F+% (Structure)
X852 G2 APl dEoeFFel Foto ZAlstaL, A 5FH ©A A4
Ao A ASHJAE AR MAo] A= A 1 HAAZE 7|As
A5 E A =3

3.25.1.3 4xt¥ EA (General Properties)

=g-315t7 54 9
JJrO‘Oﬂ EHH 71 =38kl ] 42}»(‘:‘“313101"4 A5 $E Xﬂ%?@:} o] wjf A
A= & Ao X537 @A JGAZAA A==HAA

=
A I "AAGS JASL SAAEE A=)
3.2.5.2 Al (Manufacture)
3.25.2.1 AlZ¥Y Manufacturer(s))
AzHel WA, FAE 7IASY. X853 G AAAE B
£ WA A= AS, I "AAANSFH Y F7), A ==
Ricia=

3.2.5.2.2 AzzA 2 243 Description of Manufacturing Process and Process Controls)
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AmolopEe] AxAR e At AzAHe] T MPH ZEEE 2
At S Edd= dEAGCERE HF dRFF/A 4 A= dACd i
Sujo] B FZ=L& 2 Az AEd, F5UY, =834

3.258.3.1 #+% % 7]e} EA (Elucidation of Structure and other Characteristics)
ARE wE FEAE U7 A 9 Tz O Ans A

o X532 g4 QFAFAA AEHA g Frole FERAEe AT 2A

Z3lt}.  Elemental analysis, AHef &4 (conformational
analysis), ®2+#F A=A, IR, NMRCH 2@ BC), UV, MS, A%3%, "a3d A
single crystal X ray 3&dz57F 232 4 ot

3.258.3.2 E<E& (Impurities)
F34, ARF BFEV, BHETHORRY £Y, BF, 4 B
A74E 4 e olBL B, E EABRMEIA 5) So U YnE
NAGBY AZAY, PHLYAR, FAEEL TAR 71Ee ARBT Y

3.25.4 ¥ 59]ekF 9] #g (Control of Drug Substance)

3.2.5.4.1 +4 (Specification)
Ao ofFol #I AT 7E 2 AFHHE, T, &3, 55, dF&

o, dFEef 3= 2T

3.25.4.2 A @Y (Analytical Procedures)
AN @l el Z1A ks, 52 G JddAE SACNA AR AlE
Hell Mo & A% I WHAEE AE FACE 7ed



3.25.4.3 A @ e Wy o)A (Validation of Analytical Procedures)
AERHol ofd 9 FAA AFEHA 78‘%01]% TAME S A&

£ H d5ookE F tHEFQA wiFd i AHEIAHE, Az =AY
Az, XJ] 24, 85) 9 wjx &4 (batch analysis) Z23ZS 7]Agch v x] &
e A A A(CoAY Ald A I (batch results)E A =3t

3.2.5.4.5 71&44 A A (ustification of Specification)
Z1EAAAZ A st 7=

3.255 EFF == EFEZ (Reference Standards or Materials)

Aol AHERE EFFo sl 7]7<Ho}”7 WA 2 A NS AEtdt 2FF
&3 FF(working standard) =+ 1% EF=F(primary reference standard)
AHEE Ao 1A 47‘“% A zst7] fsf AHEE AEHHI &

= PR A5 NDAA Aled + A0,

HN oft rlo

oe o o

3.25.6 7] 2 ZA (Container Closure System)
AEYFFS Bt AFEE = 1A 24 tisty 7=dth 24 A
GAEE WAl U= AF, L HAAE giF 7]&gh

3.2.5.7 ¢+ (Stability)
XA ATS A=
CE2E £ 1 Z2E o)A
: ?ii% Ao g ZAV|REANY AHRE ALV AF
7N BREANFAIHHL INLDE 7ML A7 AA

_\

3.25.7.1 ¢+AA goF @ AE (Stability Summary and Conclusions)
AFAF7IZE < AHEE HEOGFEFS BEE F Ave A A #
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st Al @dE, AIERH, s187E, 4 AdEEE AE 14, 2axd, Ad
71Zbe Xt Zlednh A8H @A dGAFAAM ASHAE YA

3.25.7.3 84 A= (Stability Data)

@M@A@ﬂéﬁ%lﬂﬂﬂ@ﬁﬂ%}é:ﬂﬂ Aus 2o AL ¢
Hoz gofstel AL ARFES AHE/TE AFD IPHNIARE
2A=, Mﬁﬂﬂwt%w4v4ﬂwuww}iﬂﬂ G AP, FHAGA

8o e}l AF871%e AA T,

U A3 E & FE
3.2.P A8 oFF (INVESTIGATIONAL MEDICINAL PRODUCTS)

32.P.1 AP Lo FkE] a9t =4 (Description and Composition of the

Investigational Medicinal Product)
"R oPA A o FFTIE-Alae] A A, AlREERSE 2 O
2ol met ZF AEvit Wid s, A8, 14, 89 A (58 ©
PGAIE DA A AZSHAY AR HA O] = A-Folle I HAARS

A| =3k}

= A

3.2.P.2 /W79 (Pharmaceutical Development)
%7}21] ARIAE 23t AF N LA thste HeEFstA 7|3t X
ANAe AFolvp dEFEF B I e AR WA

Al
3 el Hisky 7lEd o

AL

3 Q)
Agle 1

gi
rlr uﬂ

A
A

o)

3.2.P.3 A% (Manufacture)
3.2.P.3.1 A|Z¥Y (Manufacturer(s))

A8 g QA SACA BAG Ul WMol = A9, 1 WA
AgAzAe] F7h, A B w)el telA Z)A @
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3.2P.3.2 v x] %A (Batch Formular)
52 gF Ao A AEE LA P GoF HFAF BEE =4
o] 7|Ajx ojoF gt}

3.2.P.3.3 AxZA ¢ FA-AE (Description of Manufacturing Process and Process Controls)

AA ] ERIR &S 4 QUatE AZZA ALEH RE HJEESo 2=
= AAdeta, 247 g ZIAg Y. TR hAA Y FESIF-Alaed &
3 FAJ(A S TAD) AlAZRAZEH) e AZPHES JAST. X 85F
A QA GAA BAEE & HAo] A= A, I HAARE A
o F7F, AkAl s WA disiA 7] A g

(]
&/
N,
g
t
2
s
=2
4
2
AT,
)
N
N
2
lo
=
i
rlo
:.01‘_’,
ofl

o 7140l ok G,
ABH G QAP AA Belel F3el AYR; ABAH G PN

AGAA AZAYY Arol WMAel Y= A 1 WAAZS JAS

AuE AZ T

3.2P.5 YN AL kEe] #Ag (Control of the Investigational Medicinal Product)

3.2.P.5.1 7+4 (Specifications)
AIANPEYFEFY Be A 5o i 7€ 2 AdWHo] 7]A = ojof
O tdAde FdFE E T v 1E4Y WA s "ol IND HAS

<= T8 HAH ok

ro o
%0,

3.2.P.5.2 A]@WH (Analytical Procedures)
ANEEHE 7IAstE, X852 F4 A FolA 283 A sy
] ]

WAool 9L w HA AFS Aoz 7)&3)

3.2P.5.3 A@ o] dWlEdo]A (Validation of Analytical Procedures)
Aol od 2 FAA AFTHA Afoles FHAEES AL} A

_19_



AEE Aol E T tHERd BE U HAH(ZENAE, Alx &
AL, Alzd, A4, €5) 2 #A E423E 7IATH. 5 7ol =8l

A aTen Qe A BAoRE ABAHAY A9AsE Az ALk

Ay
(i
lo
A

Sv
@)
=
E%
o
= q
(¢}
3.
N
&1
o
=3
o
h
é
[t
a
(¢)
&,

1=)
=
sus5, AFeH, Mz 5 HAF AFl ART 7 s =
£ 71 A5H @A ddAE e 3.2P.5.500 F3sted ZA A
|4 AESHAE AHol| WA Sle Av 1 HAATE 71A

3.2.P.5.6 7= A ZA (ustification of Specification)
7|22 I A et 7l&gth

32P6 EFE T+ EFEZA (Reference Standards or Materials)
AFA 8o fFo Ao AgE = ZF=F sl 71Ad . 3.255 &

= B 2EEE VAT A AHEE Atk

3.2P.7 871 @ x% (Container Closure System)
I GRS Bastet ARREHE 12 2RA O tiste 7]ed.
Zt 4 GAEE W7ol e A5, I WA s 7lEgth

3.2P.8 <44 (Stability)
ABEAES] A=
.geﬁ-lg_e_o])g
O R BVREANY AARE AR 2
B7|RENDARE THA L AT B

| r-\O

b _1N

] &
80
ks

5]
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3.2P.8.1 A Qg<oF 2 AE (Stability Summary and Conclusions)

VYA BN 4 ASE YFNDEFEY FAL BFT 5 U= 4F

Al Bt AlFEdE, A, s8TE, 4 AFdEEE AE 4, 2
dxd, ANE7Ie 2Fste Zled o A5H B AP AEEHAE
FFAAIDA Mol A= AF L HAANGS ASIH. QA& FF2
G AFARE AR A FHE.2P5.2.0 EFEA ) dis) A

3.2P.8.3 A AE (Stability Data)

R e s A S S
Fo A87Re AZH AP
o FOH WL HolA e AT, LPHAIAAD W A5 RE H
B3t

. 21<¢F (Placebo)

v = AN % ’O]% :;’:1]—?_.%1—:']_-'{[:)\}\ = O 1
AEd. 7Hed & gloke APANFEIGF ALE AR FAHIE

2}, gjZ<F (Comparator)
2ok oA &7ttt oofFS xR OE AESIE AS YFo=E
ok gk, sl Y efFel =u s7E fluets, TRReR(AepAA Y F
S17F-Alare] # A (A A ASE(FES 7HAA - AlaLA 9] 7‘“4)°1W
A ofofFF W Tlol A AFEHI o] FAH A5, oofEH, A=
fSHA Sl thxefo &2 AR o Utk

oo g B HARE AE3HA gt oy, Baxdo] 4o 4
B2 WAstE A $(encapsulation )7} obd A9 EA AEZAOE <lste] <F
Aol TS e Agode AMEA A AT IBAEAANE AERE Al
=3af oF 3ot
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. o] Ao @ ¢k} (Definitions and Abbreviations)

+ CMC : Chemistry, manufacturing, and Control, &&|3}8+3, Az, E& %
+ Drug Substance : ¥ g9 eFE
+ Investigational Medicinal Products : YAl ol AlgEHE o oFFH (YA T &

oebE 2 hzep)

o)

+ INDA : Investigational New Drug Application, JAA T A & 520413

+ NDA : New Drug Application, &]¢F3=3]7}x1%4

¢+ CTD : Common Technical Document, = #]&%7]& & A

+ CoA : Certificate of Analysis, A& & A

o WX EE RE  3U% AxFA SlolA @S ZAES Az ooFFY
U5k EF

+ DMF : Drug Master Files, ¥ 8 2|f&E 5=
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V. 94 dAEE QF5HE CMC AR 8 kX (Summaries)

X|2 = ErM X|2= 3=
%I*OI'QFEIAIE‘.' I —||i|-ﬂ I —|:o
AUetAH ULAH

w
N
wn
=
| —

o

0t

N~ '~

32512 =X O O of Ciiet X7 (f2)d8e
MA TKssE Bt =HQZE
A—I)gl
1 i org i o a3t 8% SY(grman)
TeT T eqMumenls) | Y 5) Sof ofsl 7|k
32513 HEde () 2 N .
olbixd A o oolelsim 0| chsh 7|xY, EIHAZAAKO| CH sl
OlHt Y E A =8 SfuEy| o Mmoo
o mm oo | MHBARO | 7IM, gEZ2or
=3l oT'_‘—ElLl' = N =~ ot o
_ CHasH 7| XY AE HE (R o
S) & 7| X
E} 7tHs)
3252 M=
325821 H=< O O O
32822 =80 S O O
ME2Y 9 2™ | ==X, $8 7t H|= ChA Y 7t H| = ChA e
2| =c|& el 7|xY 2 M|ISHA 7| Xh 2 M|ISHA 7| XH
32S3 EM
32531 R R R
& 9 JEt EY - 3 3
O R=AE, orA, R=2s, orgA
32532 +% B2 S ZtEkst | oM JIES 2 | oM 7IES 2=
7| x4 71 M oM A 7= AN ot A
NERS S NERS S

3.254
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pa1 orssg orx“:m’“r I 0 PEEO| OFN]
| =ee —oeried O AREO|RH 7 [RHE) A
of Ol ZH= Al At
=< . e
T EE mes e SHRI} HEEH KPAS|
z2resst A 7| o
32P83 OFHAMX} AN S
=] SlpSPShNI=EC - -
T 9 51x| S
O 9lok O O
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V.

¢
¢

2312} 5 (References)

DENBE okFeo F2 7ol =2kJUMFDS, 2015)
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