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3.1. Ex}(TABLE OF CONTENTS)

Az Aol 3 & H25 71 A3

3.2. ¥24%7} B34 (BODY OF DATA)
3.2.S. 989 %E(DRUG SUBSTANCE)
3.2.5.1. ¢€¥tA ¥ (General Information)
3.2.5.1.1. ¥ & (Nomenclature)
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3.2.5.1.2. FZ&(Structure)
Aok e AokxAFY =84 Fuet E4dE ) A BT et 7]=git
o] =9 3s}stry, EAA B A, x4 = 71

3.2.5.1.3. 44¥td EA(General Properties)
Aok, AokxAE B 1 ARAEY sty 54 3 g 8% 54 o
slo] 7] A gk

3.2.5.2. A|Z(Manufacture)

3.2.5.2.1. A=Y Manufacturer(s))
Az 9 A #3 BE AAYAE e AA sdete Alxde] 8, F4,
A9 H FHHAE AT Aokl distel= AL B AR #Hd
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o] A, F4, AQHEAE VAT, A AFol et =
S =

3.2.5.2.2. AZFH 2 IFAHAYDescription of Manufacturing Process and

Process Controls)
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ol teteod= oo Ry AoxAES Aitete AxsAol i 293t A
23 gL, Az AREE gulel Ak, AA @A F wjx] 27]E 7] A
3.2.5.2.3. €5 #¥(Control of Materials)
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3.2.5.3.2. Ex-E(Impurities)
ErEo] #3 HRE 7|Estrh. oo distols AAF 2 B ThE A oA

= ’
ARE A A o9 B AFedol diste] Vg, BokxAEs AYof
AM frefd Eces Tl Axay 9 B ol AdE ¢ U= e,

o
o abes, A8l ol thate] 714 ghe
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3.2.5.4.1. 73 (Specification)
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3.2.5.4.2. A" (Analytical Procedures)
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T4 T AEHHA dd AS5XE E3e AlH B Holds A g
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3.2.5.4.5. 73 A ZA(Justification of Specification)
TAEA gk +AE 7IA g
3.2.5.5. EFF & ETEZ(Reference Standards or Materials)
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3.2.5.6. €7] 2 ¥ A (Container Closure System)

A T TR 71F D ADPEL TFSE 87 2 23A) 9B
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3.2.5.7. S+ A (Stability)



3.2.5.7.1. StHA Q. ¢F ¥ AE(Stability Summary and Conclusions)

TG AP FHOKE, A7, 7H), FRAGA, AFY AIE aokste] 74
gt Raxdd AA S B gav|it s ddHE dES VA
3.2.8.7.2. &7} & <UARZARAANIF AFY % o]3hx2(Post-approval Stability

Protocol and Stability Commitment)
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3.2.P. ¢A9%&F(DRUG PRODUCT)
3.2.P.1. gAIYE Mot ZA(Description and Composition of the Drug
Product)
ghA| o] okF o] JHa e Ao ek AEtS 7AYol E EH:
- Al gk AT
-2 S, AA T B S ARY S, o 99, s R 4
- HAFEAE A A e A
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3.2.P.2. 71273 9)(Pharmaceutical Development)
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3.2.P.2.1. gAIE2] ZA(Components of the Drug product)
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& 71 A&t
3.2.P.2.2. &A| 2 %3E(Drug Product)
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3.2.P.2.3. AZFAH /¥ (Manufacturing Process Development)
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3.2.P.2.5. | ET}H l-ET’E"(Microbiological Attributes)

ek A5 AFY mAETA S HF AFS A=Y I AR
TR B Abr, At :§1?Jr7t A= BEAE ot 45 HEA=HY A
A a5s 2FhS uFsn. Fof AFS AE L9S WA s g &
7] B E49 Eﬁ*é(integrity)% 7] A gk,

3.2.P.2.6. A (Compatibility)

ghA o] ofF o] B A BA W= FoRg7|oke] AR (d: &Y T dmoE A
A, FAREZ] &, dA"d)S 7 ] Alstal, FFEA Fol FAE 83 HARE

7] A gkt
3.2.P.3. A|lZ(Manufacture)
3.2.P.3.1. A=Y (Manufacturer)
TEHAE 3 4 Az, AR7IHY] 7 HA, T4, AdEE 7.
3.2.P.3.2. ¥]x] ZA(Batch Formula)
A 2L Azl AL EHE AAY] Ee Aol st A FYdFS
Z3kste] x| B2, 1+ 4 (quality standard)ES 7] A &k},
3.2.P.3.3. AZFAH L FAHAZ(Description of Manufacturing Process and

Process Controls)



AzxsAel @A, o= dA A Edo] T4 FAH= Ao gk 55 7|
Agttt, F9 FA(critical step)d 3T, WHAFY AP e HIAF F4
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A obdA HI7FE 3.2.A.2. g 7]&3t)
3.2.P.4. A7}A1¢] ##](Control of Excipients)
3.2.P.4.1. 7+4(Specifications)
A7 Ao Wik 5+ A (specification)S 7] A gk},
3.2.P.4.2. A¥" Y (Analytical Procedures)
oA HIHA AW E 71 A
3.2.P.4.3. A1y Wy d|o] A (Validation of Analytical Procedures)
AHESE H7HA] Al o] A M o] o] Hagk A5 ASAE Zdste] 7]A)
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3.2.P.4.4. 713 AAZAustification of Specifications)



oA HIHA A g 2A 2AE V1A

3.2.P.4.5. A == & 79 #A7AlExcipients of Human or Animal Origin)
Abgelut FE Ao HbAll taiA e Bl wek ARE 71l
71 A, AR Aol gk A, vlold 24 b Al

3.2.P.4.6. N2 H7}IA(Novel Excipients)
Ao ofFell AFow AREHAY AMER FAG R ARREH= HIFAll tsiA
= S ATt AROAEAE " AN ERR) | Alx
2ol tigk Ak SOl oFE Aol whet 7] A gk

3.2.P.5. &A|92kE2 &8 (Control of Drug Product)

3.2.P.5.1. T4 (Specifications)
hA| of ofFoll thek A= 7] A g

3.2.P.5.2. A¥" Y (Analytical Procedures)
ehA| o] oFES Al skt AR R AIAHS A R

3.2.P.5.3. Algwy el Wiz dglo)X(Validation of Analytical Procedures)
ehA| o) k= Al skt AFEE AIFHH Ol g AAARE ETete] g dHol
A ARE 7| A g

3.2.P.5.4. v}x] 4 (Batch Analyses)
ajzlo] gk AR e} wix] EA o] Aol s 7] A gt

3.2.P.5.5. E¢E EA(Characterization of Impurities)
ehA| oJ oFF o] BEe B4 gk JRE V&gt 3.2.8.3.2 A 7Ag 7
T AT = vk

3.2.P.5.6. 7138 AAZA(ustification of Specifications)
hA| o ofF o] g4 AA 27l ths] 7] A g

3.2P.6. ETF % EFEZ(Reference Standards or Materials)
A o] oFE o] Algo| AlEH= HEE e XcEZo Uid A8E )AL
3.2.8.5. XvF EE ATEL o VA A= AFE 5 A

3.2.P.7. £7] ¥ X (Container Closure System)
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H 754 o]z XA (o], 7149 BHEE A AU AFe] 5o #osHA
Fe EEAA dsiMe dstA Z1Age. 715 olxF 2R (RS, A
e F7HE Ba)el e ARE FIHA o2 A g

28+ A) (Suitability)& 3.2.P.2. 7§27 9] sl 7] sk},

3.2.P.8. FA A (Stability)

3.2.P.8.1. ¢tAA Lok} AE(Stability Summary and Conclusion)
AARE Al T, AR AlEAEA A AgAsE aofste] YA R
dE 5o, BuxAd ARRTIZHRFEYIIDA e 28-S 7S, e ARE
Al B AR (FREIIDS E3E

3.2P8.2. 37t F AFAPXNF A H oy X (Post-approval Stability

Protocol and Stability Commitment)

&7F & A A AFS 71 A

3.2.P.8.3. ?t¥Ad Ar=.(Stability Data)

G A A AED A, 2=, AH)er VA% -8 A
Aol AREEE 71 BOAIE Y, Eelvlold ARVE ZiE oo st thE
A 71 A 75 ‘L%%‘ T 3

BB EA gdk ARE 3.2.P.5.5. EsEo EA 3o 7]A) 3}

3.2.A. ¥-5(APPENDICES)
3.2.A.1 A2} A¥|(Facilities and Equipment)
Az FAdeo] A Axd 2 AA7IHe A3 ol diste] 7] 3
3.2.A.2 QA EAd g <gdAA  HJF(Adventitious Agents Safety
Evaluation)
Qelid =4 FAA e wigk AR Frtele BEE 7IASH
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3.1. Ex(TABLE OF CONTENTS)

A& A= U3t F 525 7| A g
A Table of Contents for the filed application should be provided.
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O ZHAE9] 9% (herbal medicinal product)e] 95
Z A% (herbal preparation)©] 2 4= Ut} FH o= AFxAFORE AoFs &
2 F71 8 E AR sto] FEste] 7he e AoFA Az s Axda 54 G
g %
=

o] A} a1 gt} E slo]l=gteloAE YrojokE o Aok




T(3.2.5.2% 8 3.2.5.5)° tal= Hod B9 AokxalEe] Az AHed Aok
kA e ARE Fe st 71111?{‘3}.

BAe 43 ohg AFel Wk BAS A4T 5+ vk

3.2.5.1. 4utrldl dubA4 B (General Information)
3.2.5.1.1. W& (Nomenclature)

o

o
o
ok

ol

£ o] g AuE AaT Aokl A5 Yoy, A48 FE
g, AHg 9, B 5o Bt o] =
o A%, Aol the Aush o] FEEC] G, FEFH(AYF Bl 4
M &), FEET, A7 5 FE A A

Information on the nomenclature of the drug substance should be provided.

o

%—I—A

o
oE

o,

12

N 12
IN
N

1o o

A

For herbal substance:

Definition of the herbal substance ; binominal scientific name of plant(genus, species,
variety and author) and chemotype ; parts of the plants ; other names(synonyms in
other Pharmacopoeia); laboratory code.

For herbal preparation:

In addition to the information on the herbal substance, definition of the herbal
preparation ; yield(ratio of the herbal substance to herbal preparation) ; extraction

solvent(s) : addition of excipient(s) ; laboratory code.

| EEN
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A oFzAFe] HH

7192 &) sty

ARE F-21(A k)

ol (Tt kol e Fo})

TEA ok AoFxAE) 8-12 : 1

TFEMA =5 AR 4-6 : 1

F= &

= 7} A

HA7HAl vl & Aok~ o HIHAI(50% 1 50%))
AFA F=

3.2.8.1.2. F+%(Structure)

o i oraAEe BeH Fejsh YR B R thate] 71&FTh o5 e
shaby, BA R BAY, T2A 5L /AT

The following information for herbal substance(s) or herbal preparation(s) were
where applicable, should be provided; physical form ; description of the constituents
with known therapeutic activity or markers(name, chemical name, molecular formula,

relative molecular mass, structural formula ; other constituents).

1 EE

O AoF = AokxzAlFed e BE shshdel tste] 7ed dax glon 7he
A vk ey A A 243 dEE ARG AL TIEselok dth o] E
s T2 AR E 14 FolM §F B ARZRAAdRAM g s oo 3
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X (General Properties)

E
=

3.2.5.1.3. ¢uty

Information of physicochemical and other relevant properties of the herbal substance

or herbal preparation should be provided.

1EE

A 2F(Herbal Substance)
3.2.5.1.3.2. A2FZA|E(Herbal Preparation)
3.2.5.1.3.3. 8 A¥(Main Constituents)

3.2.5.1.3.1.

A °F(Herbal Substance)

O 3.2.5.1.3.1.

o)
K
Hin

7

_z:l

K

blo

To-
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[ A

gy =
73*1‘0

2]
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el
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TC

A 9] monograph
O 3.2.5.1.3.2. A=A E(Herbal Preparation)

B

pH

70
T

O 3.2.5.1.3.3. 8 A E(Main Constituents)

=K

il

ol 7]

3.2.5.1.2.

)
pul

S,

7| A

o =

o

R

ok

3.2.8.2.1. AlZYManufacturer(s))

3.2.5.2. A|Z(Manufacture)

)

The name, address, and responsibility of each manufacturer including contractors, and
each proposed site or facility involved in production and testing should be provided.
— 15 —

Supplier and proposed site or facility involved in production, collection and testing

For herbal substances:



For herbal preparations:

Manufacturers relevant to manufacturing and testing of herbal preparation.

1EE
O Y989ekEe Az 2L Ady Aeld BE AxAA DAY 4o Bslo] ARE 7%
=

3.2.5.2.1.1. A <k(Herbal Substance)
3.2.5.2.1.2. A2FZA|=E(Herbal Preparations)

O 3.2.5.2.1.1. A %F(Herbal Substance)
Aok g Ak R FE 9 AFHo BEE o ES
AE 7=tk Alx 9 F24#E 9 /8 AV 7 2 dd e /5
el a2 AAHLE 7| A}, 5 Alx/A g st ddd dAV &

Tarste] 7] A gk

09,

o)
ot o

R

9 Zzke] AE AEglel SHwY

Ll

O 3.2.5.2.1.2. A ZA|E(Herbal Preparation)
AFzAFL] Ax, Fu Y A A GAd disto] 242 AlxAY, T4, AY

HAE V&g FUe AxR/A tHo} 5] JAZE BE o AE v 247
o )

!

o FAE A 5
AE ABNE 5 TAH FAYRE P AU FFABFES Az
Ax20) A REAGS G2 EATC

3.28.2.2. AZFAH L FABZDescription of Manufacturing Process and

Process Controls)

Aselopgel Az 3Rl B AL A
gofol diakol = A= o] Ak 48 B shpel Ba Jug EFAch kzAEd o
ol Moo el ARAES NS AxTHol U 4T} AxFY SBE,

Azol ALEE Gulsh Aok AAl B 2w 272 A A s

Information on the manufacture of drug substance should be provided to adequately




describe the manufacturing process and process control.

For herbal substances:

Geographical source of medicinal plant; cultivation, harvesting, drying and storage
condition; batch size

For herbal preparation:

The information on the herbal substance as described above; description of

processing(including flow diagram), solvent & reagent; purification stage; batch size

1 EE
O 9gojokZol A AXWHS 7)Aot} AzTAy Az AFEEHE gk &
i, 8 sz, s8] U 2 VlE So] XFHES I

3.2.5.2.2.1. A°F(Herbal Substance)

3.2.5.2.2.2. A2F=A|E(Herbal Preparation)

3.2.5.2.2.2.1. 335 F%=(Flow Chart)

3.2.5.2.2.2.2. A=Y Manufacture of Herbal Preparation)

O 3.2.5.2.2.1. A %F(Herbal Substance)
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O 3.2.5.2.2.2 A=A E(Herbal Preparation)
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o Z7FA|9] TA (KA AFEFS 3.2.5.2.490 7] Al sk
I

)
. BH F FAe BHe] Y8 A RBLY], BREA 9 HU BAY
==

e
. BHEY ALY, F5E e AAE T A, Ane AL EE ARG
=

deE g
.« Ak A B, FA F FEN T S0A WG, Aokl WA b gl #

w EEetE AR 2L sl WS AeEE 43 A

Materials used in the manufacture of the drug substance(e.g., raw materials, starting
materials, solvents, reagents, catalysts) should be listed with information on where
each material is used in the process. Information on the quality and control of these
materials should be provided. Information demonstrating that materials meet
standards appropriate for their intended use(including the clearance or control of

adventitious agents) should be provided, as appropriate.

1 EE
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O Axol AHEFF AREAME, &l 2 A%k, TH, FFAA 59 114 & #2884
He 7lsdh
3.2.5.2.3.1. A% (Herbal Substance)
3.2.5.2.3.2. 998 E-ZE(List of Materials)
3.2.5.2.3.3. 9& 714 (Specifications of Materials)

O 3.2.5.2.3.1. A %F(Herbal Substance)
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O 3.2.8.2.3.2. 98 EEZ(List of Materials)
JoF 2o AlgE = &, Ak I, 34 5 95529 558 7AYo
B tsto] AxzETH T AEEAY A EAHE ItdE] Vsstal 4 e

=
A e, Agms 52 /1A,
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O 3.2.5.2.3.3. 98 7+3(Specifications of Materials)

AzFY AgHE 2t ARBAS AFRAFY FLS B 4PFS 0o

FE F4S grslojof it AL B AFAS A AT = Uk 7

ARBA FAL g A4S Fustel 44 D Ayt
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oF 3}

o AF W0l A S REBACIHREA, AY B9 74 27 @A
At Bl vste] U AAstAl Ags|olo} Fhk.
| e A4e 5 Agstolol gt
§U1E B5ste]l ANET Aol AMNE Gule) FAL

. AZRESE AFLEA

2
2

2

NE,
M
et
2,

S
>,
ofo
ol

_20_



A stofof st}
o Q3 A JdREAAZXEST, 2H )9 14 | M= Y-S AEsh] fsk &
o] AAxofof iy,
3.28.24. F8 I % F7A AY(Controls of Critical Steps and
Intermediate)
3.2.8.2.2. 94 AAIg T8 FAol U AdHHI BV F(DSAE 28T LAVD)
S 71 B3 Al T EEld e 285y 2 E £ FAe FE A W
H 52 7IA S

Critical Steps: Tests and acceptance criteria(with justification including experimental
data) performed at critical steps identified in 3.2.S.2.2 of the manufacturing process to
ensure that the process is controlled should be provided.

Intermediates: Information on the quality and control of fractions, preparations or

intermediates where applicable, isolated during the process should be provided.

|
O 3.2.5.2.2 °l|A]
Ahfeet 34
o] ]3]

g

o3

A (critical step)ell thalo] 8 FAHo =
ARy 38 7S 7]=Esy ol A

gx
Ao V=S 1A

L
T

3.2.5.2.4.1.

o=

FQ 2 7§(Cr1tlca1 Process Step)

%7t (Intermediate)

=
T

Ao

82 FA(Critical Processing Step)
ZA|Fo] AFEEA I 7|l Aot eE HFst
Aolgt) ZF FAHZ FF ZA o Hols}

o
ZZ(critical process parameters) % 387+ 7<%

T
T

=
._r_

ool 6 Bxatel NEa.
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3.2.5.2.5. ¥A Wado]d @ H7HProcess Validation and/or Evaluation)

23!

Process validation and/or evaluation studies for manufacturing process of herbal

preparation(s) should be included.
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3.2.8.2.6. AZFA/NE(Manufacturing Process Development)

epat Yokz A3

AL 3.2.8.19 1A WL

Nd

—

A <

s

A%

=
=

o %

e
&

_23_

T}

ko)
A brief summary describing the manufacturing development of the herbal

into consideration the proposed route of administration and usage. Comprehensive
results comparing the phytochemical composition of the herbal substance(s) and
herbal preparation(s) in scientific literature and the herbal substance(s) and herbal

substance(s) and herbal preparation(s) where applicable should be provided, taking
preparation(s) where applicable described in S1 should be discussed on the basis of

3.2.5.4.401 714



selection and development of manufacturing process. Intensive description and
discussion should be provided regarding the significant changes made to the
manufacturing including manufacturing process, site, facility or batch size of the
drug preparation in producing nonclinical, clinical, scale—up, and marketing scale
batches. The impact of each change on the quality of drug preparation should be
evaluated. Reference should be made to the drug substance data provided in section

3.2.5.4.4.

1EE
O AokzAES] MxTH M L o] B3 AL NEd} 1A ArAET
AZEFL Qe AMRSE A% 242 gyaAA e #4971 AdT 2gxA

A FZAE 2 /e (Manufacturing Development)
3.2.5.2.6.2. ¥& EF3H(Manufacturing Process Standardization)
3.2.5.2.6.3. 739 A (Specification)

O 3.2.85.2.6.1. AeF 2 AEAEF /¥ (Manufacturing Development)

%gg _}%og /ngok o= E_xqaL zﬂﬂ]_q /K§01:Zxﬂ (oﬂ_7,:oﬂi Zﬂioﬂ , :F,s%o_q %)
Fy Y AlxHS Jdel 7| 7hA] e Exet S 7]es)
0 A8 v x| AAH) sk sk Al

- LI

b A AAE, RS =
1

aol o Al gy Wstel] ekl Y AR

¥ 3} (Manufacturing Process Standardization)
ANE AZTAY Az bgA w9 Aatel AMEEE AZRTA
7+e] zfo]H & 3.2. 6ol A nlwsle] 7] AlsFe o s}, AW E = v xS A Ay}

S.2
= 3.2.5.4.40) A|Z=3Hc},

O 3.2.5.2.6.3. 7FA<¢] &A(Specification)
GRS AAHSA] 23 AL Toll st 7]&3t
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3.2.5.3. EA(Characterization)
3.28.3.1. F+%Z4AA % 7|8 EAElucidation of Structure and Other

Characteristics)

=
Fo qRe) vz Bty 54
Information on the physicochemical properties of herbal substance and herbal
preparations should be provided.

For herbal substances:

Botanical, macroscopical, microscopical, phytochemical characterization, and biological
activity if necessary.

For herbal preparations:

Phytochemical and physicochemical characterization and biological activity of herbal

preparation and its main constituents, if necessary.

|

O AoF Bl AokxAFY = steta S0 g Ay SAXREE 7IASTE Aok &=
v AFxAFY] T8 AEEAE ARALE, AL gt Fx9f 8 38)5HA
EAE 71«8 287
3.2.5.3.1.1. A2Fe] 53 (Characteristics of Herbal Substance)
3.2.5.3.1.2. AF=A|E 2] EA(Characteristics of Herbal Preparations)
3.2.5.3.1.3. 8 A¥9 EAHCharacteristics of Main Components)

O 3.2.8.3.1.1. A <¥¢] EA(Characteristics of Herbal Substance)
ZNAA & A5 AR QA ERH(LLA =7 AR, vATERE EXH

Q
oh @ Aokl FRue] o Fo B sl st

A g A e g
Mo AR w Fa AR FHBYS AT FANA B lEE AT FEE
W 5 gk,
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O 3.2.8.3.1.2. AFxA|FE9S EF(Characteristics of Herbal Preparations)

AokzAF] Ao, B8ty 54 2 g5ty 243 7AsH. S8ty 542
A A He AR Edete] AU, A5A], 1@ o] ¥3hd F =S
7] A gkt

O 3.2.5.3.1.3. 8 A¥9 EACharacteristics of Main Components)
AkzAE = GAAAE, AT 9 A+, +x, =833y EA, eldy &

7)Eo o ofFe] Ao ® AR e AEH

.%E
A2 Aol dvkd dld i A w3k Anet ZAAEE A=

e ek

ol

Information on impurities should be provide.

For herbal substances:

Potential contaminants originating from production and post—harvesting treatment
such as pesticides and fumigants residues, toxic metals, mycotoxins, radioactive
contamination and microbial contamination as well as potential adulterants should be
discussed.

For herbal preparations:

Potential contaminants originating from the herbal drug production and

post—harvesting treatment such as pesticides and fumigants residues, toxic metals,

_26_




mycotoxins, radioactive contamination, microbial contamination and potential

adulterants as well as residual solvents should be discussed.

1 EE

O Aol FHE A7 L 0B AS EFste] YFEAF] Az L KA
Al e BeE ARE AT AAE BEEY AAH BeEs B 714
S}

3.2.8.3.2.1. A 7199
3.2.5.3.2.2. AFZAFE]

E-<E(Impurities Originated from Herbal Substance)
E-<E(Impurities of Herbal Preparations)
O 3.2.5.3.2.1. A<k 71Y¥9] B "(Impurltles Originated from Herbal Substance)
Aok Fo FaE, ATA, TS5, ol AR T A 2 =4l thsto
71 A gkt 7 ﬂxﬂxq o= 9FAAM Fellgk =2 e AM = EIIT 7 =
T2 o 4, SR §8TES VA 8 E Ves 29
e detols w2 Vlssta g Aok Sk AAl v A
S ek

LN
e A=l

O 3.2.8.3.2.2. "3 G ZAE 9] E<4LE(Impurities of Herbal Preparations)
B

HeEa BAE Y RY F A4E S odE R

3.2.5.4. 959 %¥ #AF(Control of Drug Substance)
3.2.5.4.1. 7+4(Specification)
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gopah AekxAF] T4 71T,

Specification for the herbal substance and herbal preparation should be provided.

1EE

O 4L 7|A ).
3.2.5.4.1.1. A< (Herbal Substance)
3.2.5.4.1.2. AFZA|=E(Herbal Preparations)

O 3.2.5.4.1.1. A %F(Herbal Substance)

o] FAL R0 FYA i ol9 BF o) ge] T

o] FHAel FAFe] 9X errhwl o
O

gae). Qs

qEo] o, ALR9, ool &1,

specification) & A

e A9 (Definition): 2

& 5

M o

« SA(Characters): ¢+ B &v|d24 54, ¥4 i1x 5

r o
U

0,
>,
ki

o 3ol(Identification): |G A F-ol Eo]Z
Pz

4 A4 54, AzvtE2HY A AE FEA
o= Fste] thE diA Ao e A e T 7
dit-(active marker)ol t]s}o]

S X et Aope)

o FFHT WU o}

A7V 4 (In-house

0%,
=
o
=
i\
,
b
o

o F&F(Assay): & X84 44T Y 4 Ak
AT gie] A% s87vs Ay, 244
739 Aoko] EAS e 4 = A FE A (analytical marker)S A A3 =2 A
4 Aot

ol
S)
- - (Water content), AAZ7%(Loss on drying)
o)
H
BrE F7) ETE, 5, A5A, 54, 130
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3= (Microbial limit) &

O 3.2.5.4.1.2. A ZA|E(Herbal Preparations)

AFZAF ] A et 72 A @EHE, SAMY 5 R §&7]F 5ol il &
gr o7 ZAstt, =3 A (Release specification)® F&7]17F 72 (Shelf-life
specification)o] W= Q= 5 FEdte] AT AoFxAEe 42 va AR
< Farste] 8%k dE S8 e AT
RS RNED ALE 9, FEEUG R wE, QA 2EE g, A
7t H7HA F
o A B B WA S
. AP
- ol
- TR e Az
- BTE WETE, TS, ATA, T4, HEolsAa
- AR, P, AERA
- &)
- 7|k AR 5
3.2.5.4.2. A1¥"%H (Analytical Procedures)
A F APl AgHE ABPUS BT
The analytical procedures used for test of the drug substance be provided.
|
O 3.2.8.4.1°0 244 7tA 7 7F Algiel disto] Aldads, AU, S8 Es 34
A AR H)S A ZF A HiEl] EAE HF-gho
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3.2.5.4.2.3.

XXXX
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TLC(0000)
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3.2.5.4.3. A|gdyuy o] Wi glo]X(Validation of Analytical Procedures)

717 @kt

o
=
Analytical validation information, including experimental data for the analytical

¥ el gol 4

Al

procedures used for testing the drug substance should be provided.

1 EE
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3.2.5.4.4. vjx] £2(Batch Analyses)

L K5 [ e e R B B e e B = SR i

Description of batches and results of batch analyses should be provided.

1 EE]

O /WIaAg T AHEE WA R A AR S kst v Aol thate] vix|EA R E
=3kt
3.2.5.4.4.1. A°F(Herbal Substance)
3.2.5.4.4.2. B2 A|¥E(Herbal Preparation)

|

O 3.2.5.4.4.1. A¢F(Herbal Substance)
AHEE Aok mi Ao tiste] Q. ofstal wiAE A ANE B FA o2 QoFgtt. b
v A Azl AMEE = ofe] AHA], FF, AH gt
th i3 A vl ik AHAE HE-goh A g st = fIEAIE Y]

of A AME HFSH

O 3.2.5.4.4.2. A ZA|E(Herbal Preparation)

@ZHW]'X] /@/}_}_—5} Zj]—% uﬂj](]j]%}/d—}\]@ O]/x]—}\]fﬂ’ (ﬂ—ﬂk]}\]@ ]‘64/@}\]— HH ‘] ‘g)g]r
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3.2.5.4.5. 34 A ZA(Justification of Specification)

A g SAE 7 Az

Justification for the drug substance specification should be provided.

1 EE]

O AR ofFo Aol tiate] AlAdE A4, AEWH, §87]
gl gk Al thke] 7]

3.2.5.4.5.1. A% (Herbal Substance)

3.2.5.4.5.2. A2F=A|E(Herbal Preparation)

ofr
FN
ftlo
53]
i

O 3.2.5.4.5.1. A%k (Herbal Substance)

#4924 7ol ohd gokel tishel Ei FHA FA Be) HAsE B AQYE
Me Ao B Z1eath Aok SAERA o B, EACHNRA, Az
A, 718 5, e AR AYR 8THE YA EE 52 nelstel NPT
el ey, Adel dEgt Soly, 5 871E By 5 RE WA B8
alo} Zl&@t Aotel HAL Awrdew e AR A Susojo} Bt}

o 4B 54, 4B /Lo 3 o] 4BIHH EH(E, B, FE, A94 WY

O 3.2.5.4.5.2. A f=ZA|E(Herbal Preparation)

WopEAES FANH) TAS AT BAA PR LE WA
HgY NPARE nestel it F 2 NPT Ao, APy
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A (Reference Standards or Materials)

Information on the reference standards or reference materials used for testing of the

drug substance should be provided.
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=
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3.2.5.6. €7] 2 X Z(Container Closure System)
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A description of the container closure system(s) should be provided, including the

identity of materials of construction of each primary packaging component, and their

specifications. The specifications should include description and identification(and

critical dimensions with drawings, where appropriate). Non—compendial methods(with
— 34 —

validation) should be included, where appropriate. For non—functional secondary
packaging components(e.g., those that do not provide additional protection), only a



brief description should be provided. For functional secondary packaging components,
additional information should be provided. The suitability should be discussed with
respect to, for example, choice of materials, protection from moisture and light,
compatibility of the materials of construction with the drug substance, including

sorption to container and leaching, and/or safety of materials of construction.

1 EE

O X4 % &7|o gk A3 d5ofofmie] Adol st 7=
3.2.5.6.1. YxEA A (Primary Packaging Component)
3.2.5.6.2. °|xEZFA(Secondary Packaging Component)
3.2.5.6.3. A4 (Compatibility)

O 3.2.5.6.1. 42}~ A)(Primary Packaging Component)
A=} A= drolekEe kg FES = 4 Jormw I AQEe] AR} f
AL Egsto] AdAst A S T Asto]of ok, B QA T8 X5 E XSk A5 =
‘E[:l [e)

= AT 4 AE T A ol A e dold A=

i
e
et
_OL
IS

O 3.2.5.2.6.2. ©o)|x}EAA(Secondary Packaging Component)
7150l Y= olak ERA(FIIEE 750 gl A )l talirs iAol w3t
AR 7)ol " 7w o] = oAk £AA | teiM = FrhE Ve Ve A
goll thete] 7<= g

O 3.2.5.2.6.3. 334 (Compatability)
|71 2 x4 A3 (suitability)dll tiste] 7]este]of st} dnbAQl Y m o ekE

of EANAM S AL ool AofxzA|Ee] S0 IAR Hd A 2AA




« 53 FAA mE ool A ufolere] mFebl, wdAE 2 ol 49 A

3.2.5.7. ¢AA(Stability)
3.2.5.7.1. ¢tAA Q°F 2 AE(Stability Summary and Conclusions)

T Alde] FHOME, A7), 7F), FRAIEA, Ade] A3E 8oFste] VAlgt) K
A AR B FarI s gEd A2 71

The types of studies conducted, protocols used, and the results of the studies should
be summarized. The summary should include results, for example, from forced
degradation studies and stress conditions, as well as conclusions with respect to

storage conditions and retest date or shelf-life, as appropriate.

%! 3

Aol WstE Wrtetar Bz, AAA(retest)7|F B Fa7IE Ao Had %
HE 7] flal] AAsks Aol o] A7 HEAIY, 71

A HEANY, 7tEAE, E3lE FEA]Y (forced degradation study)S X &F3hc},
3.2.5.7.1.1. ¥t AH(General Information)

3.2.5.7.1.2. SHAARAAE T2 EZF(Study Protocol)

3.2.5.7.1.3. 8% 2 AE(Summary and Conclusion)

o

O 3.2.5.7.1.1. &4t A H(General Information)

(A Aol AHERE ARt RS VAR E ARSI WA AR, Adxzdd, Bar)zt
R AEAT], 71 BOEE, By R A7 ol e AEE & dH o= 23
o ARkt
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O 3.2.5.7.1.2. SHAAAAE ZZEF(Study Protocol)
SFYAAAE ol #st T2 EFS 7| ASY. AV HEAY, 7FEAY, SR
d AR WE AR, 23871, NPT L I AR, A 2 88

o=,

7% o= 71

O 3.2.5.7.1.3. 8% ¥ AE(Summary and Conclusion)
A 7FA] e BE kg AdA S e SREE ATAYE

= f%7]Estal olE TR
Bazdd A7z B ezt ddd S el AlA R

%
1

N fo
19

3.2.8.7.2. 37} ¥ AAA A@AE ¢ 0|3 A F(Post—approval Stability Protocol
and Stability Commitment)

7k & gy AF AL AT

The post—approval stability protocol and stability commitment should be provided.

1EE

O AA7ZIAS] A71HE ANFAARF Fra7IZhe 238kl A s v o] -9 SHHAA
= 7

g A=y olE

3.2.5.7.3. A A& (Stability Data)

c L E, A g2 AR FAom TIAG Y. Al o

g bl d ARE AETH

Results of the stability studies(e.g., forced degradation studies and stress conditions)

gAY Ak

r
1 ey

should be presented in an appropriate format such as tabular, graphical, or narrative.
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Information on the analytical procedures used to generate the data and validation of

these procedures should be included.

=z}

E orAHAAE ] E oA A EARE )

LA g = e, 9]
o2 Yedt}h 3.2.S8.7.1. A E QoF W AE(Stability Summary
and Conclusions)oll A A3 S GAIF Ao whet 2F vixE 2 =83 Al 9]
FCE7], 7S, 7EE, R Sl e F4AHE A g
3.2.5.7.3.1. ‘?_}721"3"]?5 Z 7} (Stability Results)
3.2.5.7.3.2. A]@4 A (Analytical Procedure)

3.2.5.7.3.3. A1¥d% 4z d o)A (Analytical Method Validation)

o
[H
Sl
<y

O 3.2.5.7.3.1. &+PAPAE Z I} (Stability Results)
ZF o2 kA 27, 73] wheEt el E PN
Fr oz 7IAg) T 5o Fo)Hd Wt fls =E 9l |
8 FEd gistd e 1HZ & o]&3te] FolE YEdth 8A AlFATS raw

data(TLC chromatogram, HPLC chromatogram)s<= #5-3tc},

S
N
%

O 3.2.5.7.3.2. A]g9H (Analytical Procedure)
SFA AT ZF A|HEE H A FHUH S g ok}, tfE Exlo A V|EE AS-

= o 1 = o xH=e -7

2 Z1A St AR e AHEE = 3l

o

al

d

O 3.2.5.7.3.3. A1¥d4 ¥ d|o] A (Analytical Method Validation)
bR AN E ] 7} A|E gEw AlEdwoe] w= Mal o)A aS v As) A A

A@Eo] okl A% W dol e AAstn Beldold mIAE Fywh e
2R A J1%d A% Fn BAE JASD FAT NEe BT + vk

3.2.P. A9 2= (DRUG PRODUCT )
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3.2.P.1. &A¢JEE9] /M8 FA(Description and Composition of the Drug Product)

Ao eFi o] et 24 e AdE VAR dE =4

S AlA g "R &Ale] &7] B owle] 74

A description of the drug product and its composition should be provided. The

information provided should include, for example:

- Description of the dosage form;

- Composition, 1.e., list of all components of the dosage form, and their amount on a
per—unit basis(including overages, if any) the function of the components, and a
reference to their quality standards(e.g., compendial monographs or manufacturer's
specifications)

- Description of accompanying reconstitution diluent(s); and

- Type of container and closure used for the dosage form and accompanying

reconstitution diluent, if applicable.

k

O Al ekEe Ay, 24 9 &7]d #3 N8E st Fass Ao oFFo|
e RE EFS FEEZ 25t 7 A g

3.2P.1.1. A8 € =4
3.2.P.1.2. £7] € w7

Dosage Form and Composition)

Container and Closure)
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O 3.2.P.1.2. £7] 2 u}7}(Container and Closure)
I

3.2.P.2. /1273 9 (Pharmaceutical Development)

7




AAFNM A BA] AAIAE Fler] 98] SHE ARH 9L ARE A
oh, 523k v =] 2 @A, AlAl Q] A (product performance), €A1 oFE Fd ol &S
M 5 e A 24, TR BARAS VAT 5447 9 B4 dojR 7}
At Avks 2 Fol AL ARE £ ok =E AAAF F QAN D
A Fe 2ty IR HxZ 8= & 9)

The Pharmaceutical Development section should contain information on the
development studies conducted to establish that the dosage form, the formulation,
manufacturing process, container closure system, microbiological attributes and usage
instructions are appropriate for the purpose specified in the application. The studies
described here are distinguished from routine control tests conducted according to
specifications. Additionally, this section should identify and describe the formulation
and process attributes(critical parameters) that can influence batch reproducibility,
product performance and drug product quality. Supportive data and results from
specific studies or published literature can be included within or attached to the
Pharmaceutical Development section. Additional supportive data can be referenced to

the relevant nonclinical or clinical sections of the application.

3.2.P.2.1. gA9JE9 ZA(Components of the Drug Product)
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Al o) of o] Adoll Wk Ao ofEat Zb HIbAS] wfghel] WhE Ay A9 7
A gkt

The compatibility and discussion of the drug substance with excipients should be

described.

1EE]

O 3.2.P.1° 7ls=¥ Amoefmat H7kAC thsto] WA, M=, &9 AF & 5%,
T4 T8 X2 fofgh Al oA wigdEAe] Aol ko] 7 A gk
3.2.P.2.1.1. 954 %F(Drug Substance)
3.2.P.2.1.2. #7}A(Excipients)

O 3.2.P.2.1.1. €59 %=(Drug Substance)
Ao oFE2] AP AR T8 AF7F HE RO FFARSERAF)Y 5] A

o)F 7143k Al FE Aol GBS MW & e URJFEY FaF T
81514 S0l tistel V& @tk AGAE FIAE, FE FF, AYF dul o
o 28 & 249 el Yol Fa 247k D 5 Aok FEAY A A7)
A gorEAES 1 el thste] 11eFs s&stolok drk. nrk AT AFS
3.2.8.2.6.00 1A% 5 ek, o e FFe] PO T YFEAES G ZPA

O 3.2.P.2.1.2. A7}A(Excipients)
2y A7 A HZ ook A Ao A ARl &} 5SS Vlwstal T Al Al A

B Akl thste] Zl=dtuh HFAEl SR AY, EA8HA] F=(o: TR

o EA {74 wi 539 H7A(Y: HPMC)E AFg3oker F g o] 9-S AS o]
et AeALFoF ZAS A A S}
e TEFY HIMA(A: HEA )9 H9- TSE Y=o st shaAy BHE 7)<
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3.2.P.2.2. ¢A|¢] & (Drug Product)

A summary of the formulation development of drug products and the main properties

including the physiochemical and biological properties should be provided.

|
O kAo ok F4 9]
.
3.2.P.2.2.1. AA) 3} /¢ (Formulation Development)
3.2.P.2.2.2. #}FF<A(Overage)
3.2.P.2.2.3. E33}34 2 AFEFAH EA(Physicochemical & Biological Properties)

12

A9 EYS T AY L 24 AL $32 2k 49D

O 3.2.P.2.2.1. AA) 3} /¢ (Formulation Development)
FAR R AMEEAS aEste] o okEe AA sdte] ek W& AY 2 249

Ausbge sof Mgtk $4 AANLe 27)0E AR AP A Fa

.« ABH AW, FAAR D fALE AN Fo de AW 5 nds
o fokgtry

. Fo AFY AR dee] gl Eejitel

o zAol 38 Qb Helel U@ Bed e ea
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3.2.P.2.3. A|ZFAH /I ¥ Manufacturing Process Development)
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3.2.P.3.3 Ax&4

Nlo

|(pivotal clinical batches)®] A|Z-&A3} 3.2.P.3.3. A|Z&H

)

The selection and optimization of the manufacturing process described in 3.2.P.3.3, in

particular its critical aspects, should be explained. Where relevant, the method of

sterilization should be explained and justified. Differences between the manufacturing

process(es) used to produce pivotal clinical batches and the process described in

3.2.P.3.3 that can influence the performance of the product should be discussed.
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3.2.P.2.4. £7] ® X Z(Container Closure System)



Ay 9 A) 2 A o] ofEe] &) A AFgH 87 2 Ao A3 (suitability)
= nEIH o] Fel= AR AY, F7]ek HoriY Be, AHE7] AT ook
w7He] A4 (compatibility) (871 F&relut fre] £3h), A7 74 AR5 g, A
ST Tkl AN S 71T

The suitability of the container closure system(described in 3.2.P.7) used for the
storage, transportation(shipping) and use of the drug product should be discussed.
This discussion should consider, e.g., choice of materials, protection from moisture
and light, compatibility of the materials of construction with the dosage
form(including sorption to container and leaching) safety of materials of construction,
and performance(such as reproducibility of the dose delivery from the device when

presented as part of the drug product).
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A (Microbiological Attributes)
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Where appropriate, the microbiological attributes of the dosage form should be

discussed, including, for example, the rationale for not performing microbial limits

testing for non-sterile products and the selection and effectiveness of preservative
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systems in products containing antimicrobial preservatives. For sterile products, the

integrity of the container closure system to prevent microbial contamination should be

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

kA o] oF 35 o] B AR A = FoR8 TSk AP (el & T AR FE A, FAL
MBS ISk, HFEA Tl FAT ZLd FRE 7| AT
The compatibility of the drug product with reconstitution diluent(s) or dosage
devices(e.g., precipitation of drug substance in solution, sorption on injection vessels,
stability) should be addressed to provide appropriate and supportive information for

the labeling.

3.2.P.3. A|Z(Manufacture)
3.2.P.3.1. AlZYManufacturer)

FEPLE XTI 7 AxY, AW 7 A, Fa ALAAE A B,
The name, address, and responsibility of each manufacturer, including contractors,
and each proposed production site or facility involved in manufacturing and testing

should be provided.
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3.2.P.3.2. v}x] ZA(Batch Formula)
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of WX & = FZ(quality standard)

22t ol A AH-E-=

Lz

J

S

=

Hjj %]

3
-

7] A R

KN
=

A batch formula should be provided that includes a list of all components of the

dosage form to be used in the manufacturing process, their amounts on a per batch

basis, including overages, and a reference to their quality standards.
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(Novel processes or technology and packaging operation)< X.t} AA|SHA 7] A 8k},

ZH) = BEE $-3 (o tumble blender, in—line homogenizer)¥} 4] -&3Fo wha} 7] A

A5 59 A7 (reprocessing step)< L EFEA

KN
=
go] NAAY, Fa Auz e F& A48T F Ak

A flow diagram should be presented giving the steps of the process and showing
where materials enter the process. The critical steps and points at which process
controls, intermediate tests or final product controls are conducted should be
identified.

A narrative description of the manufacturing process, including packaging, that
represents the sequence of steps undertaken and the scale of production should also
be provided. Novel processes or technologies and packaging operations that directly
affect product quality should be described with a greater level of detail. Equipment
should, at least, be identified by type(e.g., tumble blender, in-line homogenizer) and
working capacity, where relevant.

Steps in the process should have the appropriate process parameters identified, such
as time, temperature, or pH. Associated numeric values can be presented as an
expected range. Numeric ranges for critical steps should be justified in Section
3.2.P.3.4. In certain cases, environmental conditions(e.g., low humidity for an
effervescent product) should be stated.

Proposals for the reprocessing of materials should be justified. Any data to support

this justification should be either referenced or filed in this section(3.2.P.3.3).

1 EE]

O eA|ofofmo) AA Axzwis 7ATT. 959 FacH, 4 Alzsd 2 AIFA7]
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3.2.P.3.3.1. A|ZFAH ZEXZ(Flow Chart of Manufacturing Process)

3.2.P.3.3.2. AlxFA 2 FTAAF Manufacturing Process and Process Control)

O 3.2.P.3.3.1 AIZFAH ZEX(Flow Chart of Manufacturing Process)
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¥ Z¥(Controls of Critical Steps and Intermediates)

_4

3.2P34. F8 T4 4 94

e

T8 4 FABYE BFEH] S Axege 3.2P.3.3 Axed R sHw 7
oA e Fa FAAA AN AAEHR V=S 7T

WA - A S RSl diE FE Y ARE VAR

Critical Steps: Tests and acceptance criteria should be provided(with justification,
including experimental data) performed at the critical steps identified in 3.2.P.3.3 of
the manufacturing process, to ensure that the process is controlled.

Intermediates: Information on the quality and control of intermediates isolated during

the process should be provided.

|

O 3.2P.3.3.0A &8 T F8 3AS Bt o] &4 Fol AE EE=H+= F
HA 9] F2 3 7lES 7IA g
3.2.P.3.4.1. 8 FA(Critical Steps)
3.2.P.3.4.2. ¥HA|E (Intermediates)
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O 3.2.P.3.4.1. 8 FA(Critical Steps)
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o AAE #dEsor & Fo ¥ o AMS gtk
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3.2.P.3.5. A Wdd o] @ F7HProcess Validation and/or Evaluation)

AzxzE Aol AHE F

sHA ZIA g TRl Ht A, T 38 e ). Z8sithd nlole A kA o
7V 3.2.A.2. @ 7]&3it

Description, documentation, and results of the validation and/or evaluation studies
should be provided for critical steps or critical assays used in the manufacturing
process(e.g., validation of the sterilization process or aseptic processing or filling).

Viral safety evaluation should be provided in 3.2.A.2, if necessary.

Hj X & EZ3hste] AT A A AlxE B
ARE hds] g okttt o] FHIINA S A AL wj X ol tiete] g el
ol A& HrtARE 7|esit, Aol RiuXE HEFT

3.2.P.4. A7}A] #2(Control of Excipients)
3.2.P.4.1. 114 (Specifications)

A7 Al ek 7+ 4A (specification)S 7] A g},

The specifications for the excipients should be provided.
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O H7AlA dist 45 7=ttt A 5 348A 4% Haf(in-house) ¥5= T
sto] 7] A gkt
3.2.P.4.1.1. 2¥Ad A7}A|(Pharmacopoeial Excipients)

3.2.P.4.1.2. A7}+4 A HA|(In-house Excipients)

O 3.2.P.4.1.1. ¢4 #H7}A|(Pharmacopoeial Excipients)
oFd HIZFAlA diste] HI7MAIW Y 4 2 mFEEAY g ARE 32 AAg
F7tE AR AFEE, o) wj At A EetA] &= FU1F A Rl e AF-
2 A} /\]64‘%} 2 A 7)ol e AFoe olE WE3| 7l=sfof gt 7}

Ao F0l EFE HHAAS Py,

O 3.2.P.4.1.2. A7}1+2A FH7}AI(In-house Excipients)
Z7F FASZ st HIbAlel diste] HIMAE Y 4 2 moEddd disk AR
5 X2 A 7 HIAS] A @ AAAE HEs

3.2.P.4.2. A@4}H (Analytical Procedures)

oA H7HA AldHHE 71 A g
The analytical procedures used for testing the excipients should be provided, where

appropriate.

S & AR A ool FAH

O AFW BAE AT Aol AgHE AFT A@DE] S&Holof wt. AnkA
o1 WEE AFH A, FuIs /T, Gl R A}, B2 @ Hoje] 24, ABA,
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3.2.P.4.3. A&y e 9y g)o]A(Validation of Analytical Procedures)

ARESE HIHA] Aol 4 Mg dlo] o] Qs A9 ASXE E3sto] 7| A s
Analytical validation information, including experimental data, for the analytical

procedures used for testing the excipients should be provided, where appropriate.

|

O 3.2.P.3.4.1°] 24 A
of F\Ageh Agy WelHel A NLE s AT BelHold S A
Hach

Al

i

EECRC RN A dold ¥4 [N AFETE

000

3.2.P.4.4. T7BAHA ZA(ustification of Specifications)

oA HI7MA 40l digh A4 AL 71A g
Justification for the proposed excipient specifications should be provided, where

appropriate.

1 EEN

O A7} tAS AAT H7H B2 FAXA 43 vd2A AT 710l ko] . A
]

B ARG A9 Ve, SAAE 2 FEAE AR, AN E A S

_59_




3.2P.4.5. A}# == 5 53 H7HA|(Excipients of Human or Animal Origin)

Abgrolu &= frele] H7HAll tiaA ©IQ1d =l B3 RS Ve 7]
R oA, AAE Al tigk AW, vlolH A kA AR

For excipients of human or animal origin, information should be provided regarding
adventitious agents(e.g., sources, specifications; description of the testing performed;

viral safety data).(Details in 3.2.A.2)

1 EE
O olet%el Az Hste] Abgolul BEF] AIHAE AFES AS TR AR
d 9ol BAe BE3 U9, FFAZ E FHo= A :}u}. FAT g

3.2.A.29] 7|Esla Aewt g ok Avsir),

BEY | agEg | A w= 5E 49 714l
A X _
B 0 2($-)
C X _
D

3.2.P.4.6. 2& H7IA(Novel Excipients)
kA o] oFE ol A F o2 AFRE AL A ZF Fo] A 2ol AMEEHE HIFAC tisiA = <t

e dTshs AROIYIANE B AGAEAR) 2 Az, 54, FEdl dig A

H
e A eRE FHol upe 74T,
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For excipient(s) used for the first time in a drug product or by a new route of

administration, full details of manufacture, characterizsation, and controls, with cross

references to supporting safety data(nonclinical and/or clinical) should be provided

according to the drug substance format.(Details in 3.2.A.3).

At gAe &7 2AREE 3.2.A.39 7]Eg

3.2.P.5. A9 FE9 FZAZ(Control of Drug Product)
3.2.P.5.1. 114 (Specifications)

ehA| o) eksFoll Wik 14S 7] Al g
The specifications for the drug product should be provided.

1 EE
O gAloletEe] FAo] st frolokEa FAF GO AR 7} NEFE
Ay 2= 2 8gUFE 5ol dd ® 3402 AAIT. 8 A (relea

specification)®} & 7|7t 1+24 (shelf-life specification)®] W= Y= 4-F F-E35}4

FYF AABEY FAL O AG Fuskel MYk

. Aol AP FAA A

o = O

o HANF L B3] 54 ARZA ARETdY FAAL VO HAFE
We Soldom 117H X etk AR FEMF B YFRAE)S BolHom
e 5 Q= AWl AR T2 Folojo} ek ofg AzviEdw W
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3.2.P.5.2. A&*H (Analytical Procedures)

The analytical procedures used for testing the drug product should be provided.
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O 3.2.P.5.19 7|=4 A9 A
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3.2.P.5.3. A g4y 9 W do)A(Validation of Analytical Procedures)
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Analytical validation information, including experimental data, for the analytical

procedures used for testing the drug product, should be provided.
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Information on the Characterization of impurities should be provided, if not previously

3.2.P.5.5. <& 9 EX(Characterization of Impurities)

provided in "3.2.S5.3.2 Impurities".
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Justification for the proposed drug product specifications should be provided.
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Information on the reference standards or reference materials used for testing of the

drug product should be provided, if not previously provided in "3.2.S.5 Reference

Standards or Materials".
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A g,

3.2.P.7. 7] 2 ¥A(Container Closure System )

A PA FHARY FAL T §71 2 TF dsl AR TFHoE )
o = A0 W eld € A

N
2
o
=
iz}

a
S oAk AN, FHA BoE SHA AU AF ol HofshA| e
FAD el = haskAl 71 A ge 715 oA EFA(EE, Ad F2 F7HA
Ho)o g ARE FIHA SR A G

2 g+A] (Suitability) 3.2.P.2. /W74 9] ol 7] A gc).

A description of the container closure systems should be provided, including the
1dentity of materials of construction of each primary packaging component and its
specification. The specifications should include description and identification(and
critical dimensions, with drawings where appropriate). Non—compendial methods(with
validation) should be included where appropriate.

For non—functional secondary packaging components(e.g., those that neither provide
additional protection nor serve to deliver the product), only a brief description should
be provided. For functional secondary packaging components, additional information

should be provided. Suitability information should be located in 3.2.P.2.

7] B 27 #ete] AEH e 2 HeE Al
&7l thate] skl AR A Ale g
3.2.P.7.1. 9% ¥£AA(Primary Packaging Material)
3.2.P.7.2. o]z} E£%A|(Secondary Packaging Material)
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description material supplier

inside

Thermoforming | PVC 250 um/PVdC 60 g/m”

foil(duplex) PVC 250 um/PVdC 120 g/m”

outside

Aluminum Foil aluminum

O 3.2.P.7.1. 4x} ¥£& A (Primary Packaging Material)

71, v, FoF R E 2l Abgsks 871 ol sk 242 Jlask A S AAIR

T

Do A EW Agste] B A5E J1Ewth 749 NGB diste] B8

O 3.2.P.7.2. o]z} XA A (Secondary Packaging Material)
H| 7] 54 o)A A= 7hAs] 7]=3th 75 oA EF A= &5, A

149 F5 thste] 71&s FAS W A obw wrh

E4y

S
T

=
T

3.2.P.8. P A A (Stability)
3.2.P.8.1. tAA Q%3 AE(Stability Summary and Conclusions)
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of, By} AREVIZHFE VI et A& 7IAskaL, B oAl AR Al By

The types of studies conducted, protocols used, and the results of the studies should
be summarized. The summary should include, for example, conclusions with respect
to storage conditions and shelf-life, and, if applicable, in—use storage conditions and

shelf-life.

1 EE

O FHHAAL L%, FE, U 5 4F P a0 9T ofulA Azt Fjel whet obx
Y e oopEe] Fdo| ofwA] Mat=Ao] B FAS Fusta, o) weh ok
Yol ANG 717 B o oREY] fE10h B nw 242 Agstelo} Bk

3.2.P.8.1.1. ¥vtA ¥ (General Information)
3.2.P.8.1.2. AP AP X2 EZ(Stability Protocol)
3.2.P.8.1.3. 8¢F 2 AE(Summary and Conclusion)

O 3.2.P.8.1.1. 94yt AR (General Information)
P A ol Tk At FEE 7]t} g Aol AFESE x| A K QFg A A
ol e =3, BRI D AFA7], &7 2 2%, By 9 AF7]E Sl b

@ 4ug aoslel sl%

Hj 2] o] ol wiste] AT

J—}
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and Stability Commitment)
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The post—approval stability protocol and stability commitment should be provided.
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Results of the stability studies should be presented in an appropriate format(e.g.

tabular, graphical, narrative). Information on the analytical procedures used to

generate the data and validation of these procedures should be included.

Information on characterisation of impurities is located in 3.2.P.5.5.
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3.2.A. 55 (APPENDICES)

3.2.A.1. A3 #AH|(Facilities and Equipment)

Az F4H

glo] dAE Az 2 AIETI e Al Alo] thste] Y=t

Informations on the facilities and equipment relating manufacture and control of the
drug substance and drug product should be provided.

1 EE]

EF59 Az 2 FAg #AE Axd L A"V T A A3 Aule] tidk A&
=2 J)sslt), o ekE Alx W EAAY 7|Fo WE GMP packageE HERE LA S
A5 AT = Ao

3.2.A.2. 991 EZ9 3 <HAA HIHAdventitious Agents Safety Evaluation)

o1 =2 FAA <ol i3 fgs Hrlst= ARE VA
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Information assessing the risk with respect to potential contamination with

adventitious agents should be provided.
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3.2.R. A9A X (REGIONAL INFORMATION)
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3.3. 313 (LITERATURE REFERENCES)
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10.

11.

. A ¢k(herbal substances) : &-2l&¢ ¢&o% F= FiE, Al

. 8o

AYA
= s ol
Er #3ES wat. Adwndow AgHA e Az P

== Mg A AF
LotAY TG mE ¥AFE A T U=

Aok ZAF(herbal preparations) @ Aok F=, T, I, 9, BA, 5 5
o] WHo R AEste] ¥ A AA(ARAA AXxAA {FEdr) FE5E, ©H,
A ol £HET

A A E-2o] 9k (herbal medicinal products) @ Q82| efEo 2 Aok = AFZxAFE
S AREste] Az ofekE. WMA &olv= ofyy A HAAE EBHOZ LE
U=t ARE-E

F% Svl(extraction solvents) : oS FE3F=d AF&3st= &,

&4 A kZ A FE=(genuine (native) herbal preparation) : Hb

S|
R |
Qe FHe) w5 YFRAES Wi Az ¥ 5 Yo

. Aoz A= 4=E(ratio of herbal substance to genuine herbal preparation

(DER genuine)) : Ak} 4 AoFzAE o A&l v&

AEAF(markers) Aok, AGRAF = QoA Fdpe Yoz AgH

= et oz e ARG, GA A ZAE(active marker)d A A FTAR
(analytical marker)e. & -8 4 gt}

FE3H(standardization) @ IAEYFEFY A 54 SR FFS A WAl
A x2A4st7] St HEA & HIMES FYsAU Ao = AokxAlEe] wA

[€)
= 2335t Aol FHEHE &A

=2 "

84 F(active pharmaceutical ingredients) : WAlE <f] 2o osle] 1 o] <F
Zol g=aHNE AR = 7tHdow Wty JgEHE B s Bk
ﬂ@ g ol WHAA ol d ok -5 EFe)

T4 (specification) : Yz o efEo|L} A ojefo] T2 S %o gk Aow 3t

FH 7] flete] Fasior sk VIeo® AY &5, 24 W, 29a 9 Ad
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29 9F%(drug substance) :
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7.
8.
9.
10

11.
12.

13.

14.

15.

16.

17.

18.

N

FaEd

ICH M4Q. The common technical document for the registration of

pharmaceuticals for human Use : Quality overall summary of module 2 &
module 3 : Quality(2002)

. EMA. Guideline on the use of the CTD format in the preparations of a

registration for traditional herbal medicinal products.(2008)

O OFEAAE SRR wAlEETIEwA 2 Thel=Ekel s M-I 2 .(2008)

. EMA. Guideline on quality of herbal medicinal product/traditional herbal

medicinal products.(2006)

. EMA. Guideline of specifications: Test procedures and acceptance criteria

for herbal substances, herbal preparations and herbal medicinal

products/traditional herbal medicinal products.(2006)

. EMA. Guideline on quality of combination herbal medicinal

products/traditional herbal medicinal products.(2008)

TGA. Guidance on equivalence of herbal extract.(2007)

ICH Q1A(R2). Stability testing of new drug substances and products.(2003)
ICH Q1E. Evaluation of stability data.(2003)
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