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24 MYFNEAR AL

25 94N EAE A8

26 MAFABAE SOFE B RFE
27 YFABAR 2

2R A H YW

AR FAR AR

A4 QG BAE

A5 A BAE

AL, 2%, A3, A4, 5P Fxsh Ba= T opEY FEHbAL AL T

4, i 39 warh

ALR, A2, A4, ASHE TOREY] FEHTAL AN T, WE 3 Fashel
A4 3o,

A3 FAF7IA RS ofgfol whe} A g

o

A3 EAPAAE

3.1. A5 52 (TABLE OF CONTENTS)
AE Az BE T 2AE 7 AT

3.2. EE£(BODY OF DATA)

3.2.5. 959 %% (Drug Substance)
SRR P A A AFm o oFEe 7hFAC B A-Axd s FE0 5 AokF
T AT A5 okEe 7 §5(3.2.5.1-32.55)2 U5 FE Az AR
Az oF(AFE== ) e BRE Zesto] 7 A

S.1. 9¥FA ¥ (General Information)

3.2.5.1.1. ¥ # (Nomenclature)

AzolopEe] BHel g JuE JAach orel slAN B (%
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A2 getE (ks e A5, AR -‘?*5’4 o], ol (Fd 59 vH), A Z= 5
= ZIAET AFFEEe] A, &Yk din] AgFEEY vE), =8, 4
AT, HAI A #gk AL S 7] A gk

3.2.5.1.2. F+Z(Structure)

Aokt BofxE=e] =84 Y, AT B AR (394

z2 %), 71ek AR Tl st 747 vedn

3.2.5.1.3. ¥9t3 54 (General Properties)

Aokt AofxFEE0 Eelsistd 54, Aggdd 5 sas 54 sl 2z 7]
A gkt
3.2.5.2. Al&(Manufacture)

3.2.5.2.1. A& 44 (Manufacturer(s))

Az W AR B BE AL B AN AYEE A0 B, Fa, A
M9 W SRS G Aokl A5 2 G BaE FEA, Ags =

5]
“
AU E A48 AT AFRE

&, f
of Az L AP A AZDI Axh B AHY] B

3.2.8.22. Ax3A 2L FAHHAY (Description of Manufacturing Process and P

rocess Controls)

}.

3.2.5.2.3. €5 #¥(Control of Materials)

Az o) oFF o Azl ALEH 74749 AR (o dRFFE, SdEH, &, Ak S,
HA7HAN7Y o] = FA A A& H A=A BEatA 71 A gt} o5 Edd g 2
g WS Vst 240 AMR BARAA Ak A e #yE 3o %
= 71Fe FgEs dsstes ARE Xﬂiir/‘r. AofrEEe] Ax A 224 A
o2 Azt 5ol g AMES 7AlSH 2 325458 #=x8 + Jdvt
32524 F8 34 4 F1A ¥ E](Controls of Critical Step and Intermediate
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% 9§ 7}(Process Validation and/or Evaluation)

Aol ol B HrFASE 7| A4S desitd

W] glo]doe] EZgts|ofof g}

3.2.5.2.6. AZFA /M (Manufacturing Process Development)

o AR & 55 udd Ay BEd AFGS 7heEFd)
%

fFEE 325220 71" AxEgel ek A
A

ol l".|>L

ox

o

&

ox

o

N

n

T d
Lo

ox m

F A, 94D, =AY 9,

Adel A8 FE2 Alxzed B Alziol S A th
[e)
o

3.2.5.3. 52 (Characterisation)

3.2.5.3.1. 722 A % 7]gt 54 (Elucidation of Structure and other Characte

ristics)

Aok AEsty 54, od B v gx, A=stets 54, Aded sl dig A
BHE 7|Astar 22 Al AMoly A zntE 18)3] EA (chromatographic profile)S
A7, AdFEEe 293tes 54, Aggde gk RS 7IA g
AZvtE 189 EA (chromatographic profile)o] <73 Eg3}stz Ao =&
o] el QoA 53] F st

3.2.8.3.2. &%= (Impurities)

o #d ARE Vet Aok Ailoly AHAS M EFYH FHE A

A ed g IFEA gste] ZIAgt B Foll FAEHE A FIAE T

LAAARE Tl BAEE T v Fad=E = B A= BF 7IEHolof

AeFse2 AgolM Fdld = A= Y eces st AzsAAA +
e

of gk 71t Abrelk A 7l E ol oF . A

3.2.5.4. 959 ¢EF 9 #7(Control of Drug Substance)
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3.2.5.4.1. 7t & (Specification)

Aokl k25 F485 77 7| At FA4AY 714 Qo AAH A4 AHAE

I EeEed diste o A 7lEo] FYEo oF g

3.2.5.4.2. A1 (Analytical Procedures)

Aokal QokFZE9] 474 Al ALEEHE AIFWHE 7RIS

3.2.5.4.3. A1d"H @ go]A(Validation of Analytical Procedures)

T4 F AR g3 A=XE £33 AdW WedgeolAds 7] A 3kt

] ¥4 (Batch Analyses)

A wxo digt rR(AZY, AL, X127, A1dd ) vix £44

BE IAgY, A2etEafS 9o Ao A A= o]of gl

3.2.5.4.5. 73 A A=A (Justification of Specification)

Aoyl Aok FAAA Uik ZAE 7| A S A eke] xAA HAReF F
_]

SR, ARYRE 5)9 54, 548 AN@and ¥

—

ol

T
} =

Z=9 Alge AMES BEE e RoEdl di& Jledt. 34
[e)

71 A = ofoF shr}
3.2.5.6. €7] 2 X & (Container Closure System)

dAF A AT VIE R AIEHRE S EFehe &7 R G A o A
e ZIAR . A, SRIAE 2 BeA Fo AeE 29T A9 tHe 26t
AL, FAA olel o] AW S el ol ARE AEIH v7ITA oA A
el M= tdskAl Z1Ag e 7154 oAk 2 Al Wl = FIAHEE 71 A
d& ¥ 4L Az Y, g7y HerREe BE 753, e B T
A= e 2EdH

3.2.5.7. <7374 (Stability)

3.2.5.7.1. 2AA 2 ¢ AE(Stability Summary and Conclusions)
T AlFe Fd, FHAFA, Al AAE aokste] 7| A st Bz} A
ANddxa == §F27|3F 53 #dd A28 7] A3,

3.2.5.7.2. 37} T AAAGAE AY ¢ o] PA 2 (Post-approval Stability Proto
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col and Stability Commitment)
57F 5 kA Al AFS 7IA R
3.2.5.7.3. tAH A A= (Stability Data)
S AR ATE F, Tz A 2 A AR VAT wx] AR
Az, Axd, six=27], AFY )9 32.540 7=d AlFHo] ofd A -f-ol+=

AR Zlsd deldeld ARE A=

3.2.P. &4 ¢ %EF(DRUG PRODUCT)
3.2.P.1. Al eFE 2 7l &9 A (Description and Composition of the Drug Pr
oduct)
kAl o] okF o] JHa st Ao ek ARE 7S o E =Y

- 24, 5, A4 T BE dRAd R T, Floverage ), &9 AW F £

)

- AA B AR Aol &7 % bl e w9
3.2.P.2. 7127 9] (Pharmaceutical Development)

MERA &2 A, AA =24, Axed, &7 % v, mA=4 54, A

o] AHAM el A 7‘31} S4e AdAAE SHetr] s ;A FAGH s

T Al wE FAw b PEsolel @k wa wA 7 A4

—|~
o
ok
L

-
i
rO
-

3.2.P.2.1. &A ol FEF 9 ZA(Components of the Drug product)
3.2.P.2.1.1. 959 %F (Drug Substance)
AR ofF 32 P11 G749 HI7HA o 4Fd = 7l=grh. Ao ofE e ds
of 4= HH F U= AUdFEEY =83et AA(FEE, §lE, AR E
z !

(¢} -
s ol ZIAEH o ok vk Al Fg- A4 AsofekEe] Aol wd AHE
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7] A gkt
3.2.P.2.1.2. A7}Al (Excipients)
kA o] ekF ol o Aol YIS M A g U= 32.P10 AR HIHAY A9 F
L, 54 479 7y #dste ARAEE 7IA g
3.2.P.2.2. &4 < ¢E (Drug Product)
3.2.P.2.2.1. A A 7} & (Formulation Development)
A o] ofs o] TS Fojd = ol & e Ly stho 7}‘4’5‘}71] 1A gk A EE
o) ofF o] A 32P.1. kAol ekFe] e st AN AHE AA(SE AAxEA)
£ dste] 7] A g
3.2.P.2.2.2. 3FAHF (Overages)
32P.1. A okFe] Jfa et Ao Ak AAd HrhFEdo] = Agde 1
et Aol ko] 7] A gk
3.2.P.2.23. Y33y & AEFZH EA (Physicochemical and Biological Pr
operties)
A o) kEe] ey AAE 2A(EE EE 59, 784, YA ) st
7] A gk
3.2.P.2.3. AZFA /T (Manufacturing Process Development)
32P33 Al B g8 ol 7S Axege A8y H A3}l sl 539
<83 Sl thsto] 7t dgo] e A L WHe VIS BEA S
= T2 AAAEE vl %] (pivotal clinical batches)®] A x84 3 32P.3.3. A

H
2574 2 osAdY ol ZA &g Aboledl Al fEe] ATl d¥E =

w
N
i~
N
=~
°¥° ut
N
e
Fl
o3l

(Container Closure System)
A, R ) B kA o o] &) EA o AMEH 87] R XY A (suita
bility)& 1Lzgkt} o] Fol= AR A, 7|9 Womiy HE AHE7] T4
A o okm ol A A (compatibility) (871 & 2ol vt 2] 23, A&7 4
Agel kA, As(HFSE Fokgro AdA T)= 7IA gk

3.2.P.25. n|ABE38F E A (Microbiological Attributes)

4% 35 AFY nABETA EA (A v T AFS MAE e AlPdS 3

3 %

=
L@t Ebot O BEAS FRetE 4 BEA 2 H4s

(o=
ol
-

!

=
[e]
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A ore A}
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off

she}, Fr Al ES v AAE S 9S WAE ] Y3 &7
X A (integrity) S 7] A gkt

3.2.P.2.6. A &4 (Compatibility)

A o] oFF 0] B A = FoFETIoke A (d: & T AdmookFe A, FA
|71 52, HH8)S VIS, AEEA sl FAY Bad A
3.2.P.3. Al&(Manufacture)

3.2.P.3.1. AlZ <Y (Manufacturer)

TEHULE EA3 7 A=A AFTIHe] B, T4 AAdRAE VAT
3.2.P.3.2. Wjx] %4 (Batch Formula)

w2 242 Az A AMEEE AP BE 24, g FYEFS E5EEe] )
A 2 3+ A (quality standard)S 7] A gk}

3.2.P3.3. A3 A 2L FAA (Description of Manufacturing Process and Pr

e
e
o2t
Lo

]

>

ocess Controls)

Az OA, o= dA A Fdo] A FAE= Ao gk 55 7A
St} Q8 T A (critical step)¥ 332, HHAIF A1E e HIFAEF FE A7}
o] Fo A= GAZS VAT EFS 9ol A AZTAI YAFEES A
stAl 1A g T A28 &4 e SR o okE FE
7 ¥ 7424 (Novel processes or technology and packaging operation)< H.TF A

Aeteh v #HEE 53 (o tumble blender, in-line homogenizer) ¥ %t

4 &=l wet 1A 4 AlxeAd GAEE A7 2% B pH 5 A 3 A
3l

b
o
w
w
)
BN
oHd
ol
ok
o
ol
r ol
AL

3.2.P.35 A WydolAd % H 7} Process Validation and/or Evaluation)
EJ]_:-

= Fa 2ol g Bedeld % Boke A3

rl
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= A 71 e (A B, Fit 3 e S g dedelA). Ze
stobd mpoly A Qb BI7HE 3.2.A2¢ 71 A ‘A
3.2.P.4. A7}A19 #2 (Control of Excipients)

3.2.P.4.1. 72 (Specifications)

A7 Al e 4 (specification)= 7] A g+t

3.2.P.4.2. A& (Analytical Procedures)

oA M7 A REs 71 A g

3.2.P.4.3. A1 @49y Wb o]l A (Validation of Analytical Procedures)

AHEEE H7EA Al o] A4 ol de]l Bask A ASAE E3ste] 7))
gk}
3.2.P.4.4. 13

QA H7HA

OH

|

A A Z A (Justification of Specifications)
A e A8 2AE 71 A g

3.2P45 At EE TE f
Abghely &85
A A =Aol BE ARE ZIAS (e 71, g4, AAlE Al el g A,
vlolel 2~ QA A= F). AAE A 32.A.24 71A g

3.2.P.4.6. =% FH7}A (Novel Excipients)

kA o] ofFol A Fom AMEHAY 2R FoAA R AEH = H7EA dhalA
© S dFste AR R AR R Ax 54, FE
gk Abeks AR YoRE FAd wet A g dAE AFEEe 32.A.3¢0 71 A gk
3.2.P.5. A 9 %= #7](Control of Drug Product)

3.2.P.5.1. 73 (Specifications)

ehA o ofFol gk A 7l A

3.2.P.5.2. A& (Analytical Procedures)

A o ofES Alget=d AHEE AERHS 71 A g

3.2.P.5.3. A|&dHH e g g o]A(Validation of Analytical Procedures)

b o) okFa Al ekt AFEE AR tigk ANARAEE Egtete] e o]
A JRE 7A g

3.2.P.5.4. v} %] &4 (Batch Analyses)

iAo gk AR (A =z, Axd, WA, AdD )¢ wiA] B4 Aa(F 4

FE 9 #H7MA (Excipients of Human or Animal Origin)

ol A7FAI(oll: vl e ol=t, R A AetE 5ol o
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3w x]) o] el wisl 7] Ak Az o] 23 o] Fd di= 7t} )
Attt ARvtEIRS O¥ o2 Ao AAEHoof )
3.2.P.5.,5. £+ E EA(Charterisation of Impurities)

32532 oA 7|AsHA] ¥ BETES 54 dd ARE V&g
3.2.P.5.6. 73 XA ZA (Justification of Specifications)

A 2 el 7] A gk

2 ¥ FE Z (Reference Standards or Materials)

ehA| o oFE o] Al Qo AMRH = R FE e o= dd dE As5E VA4S 3.2

124 A

il

A

i)

H| 7154 olaF XA (d, 7140 B3 E 84 AL A EF2 5o #ojshx] &
= XA sl = sk A ZIA g 715 A ol A A (F, AE Y 2 5
7FAQ BHE)o tist ARE FrtA o7 7| A st A3 (Suitability)S 3.2.P.49] 7

3.2.P.8. ¢+A A (Stability)
3.2.P.8.1. ¢tAHA L¢3} A E(Stability Summary and Conclusion)
AN Al T, AFERE AIFAGA 2 AFAARE aoFste] YA g 4
£ 59, Baxdy AMETIZHFERZIIDC wgk AES VIS, o Al ARE A
o 3Feket
2 o] 3 A ¢k (Post-approval Stability Proto
col and Stability Commitment)
5 7F 5 A Al AFS 71A R
3.2.P.8.3. ¢t A A = (Stability Data)

A Al d = A FA( F, 2=, AH)e R VA kg Al el
SR A o R (A2, Az, H A7), Add S)ek 7= R AIENE, 2

ol ARyt £ ojof &t HQ A ARvtE 13 E A (chromatographic prof
ile)s AASY. E-E 54 Uit AR &= 32P55 BwE 54 3 7| Ak,
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3.2.A. = (APPENDICES)
3.2.A.1 A2 7 AH](Facilities and Equipment)
Az FAw dAE Axd 3 Ag7|Ee] A3 Al tete] 7]t
3.2.A.2 &9 EA i3 AAA H7H(Adventitious Agents Safety Evaluatio

n)
el EHol FAA o dd e 9IS HUlsteE AR A3}, 5 2 5E
= olo] AA=

A o S

fTele Y5 okEe] A vhole X Qb Adoef sk AR} AxETA
st A2 HIke disto] 7]

3.2.A.3 A 7}A (Excipients)

3.2.R A9¥ AR (Regional Information)

3.3. ¥ EHA(LITERATURE REFERENCES)
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AE=A5 2 3 4 5 -
T 1 7} Y b 49 a3
7 = 7 7 al
NEENEEENERERERENENE MR 6 | -
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2. olepFe
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3. & 10] AR PAA FATT7IeTA 2T H] 3252 A=,

M
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M
=3

5

stedof st A
L A olekEe] weh B
L A2 WA A

HS 17 87HA+= A6z

et Al Esk= A

0] (e AA =& F7<
10] k(Y AA A F7EEA A8

i
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of F-ojmsAL Brhsetel AAY F 9

A1FA1IERE A-8E7MA o] ARE BT
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