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ICH M4Q 'The Common Technical Document for the Registration of
Pharmaceuticals for Human Use: Quality, © 9|59 3|7} A1 Al F-d #3l
7 Rpa A A& FAS AN Aow AnoE ¥ dAlookEY 542
HlEste} Axedy, #2438, 87 % 24, G0N o277 A FAHR] F4
Aol d TBHA Bro] FF Aolth 1 WEL AFA sfetelotE
o2 ZlgHon uoloofiel lojM F7kE aysteor & AlgE @il sl

BeFS AHEe] AZHE FHAPAAE T ARYE AZHIS AT o=
AAA B deEd FEHE 48 59 AU Utk 987 HE J%e 1Y
o UF AERE AW, £, gl ol2shA A Bt aTAL ARFE
3 A GES setelpE e Fuo Belgdd 4L AU, OIS HFE
S FRata g T4 HPEBA tatel BT FET 5 9E AU BREolh ®
F BARoR FP WIS AUL Yol T - BF 5WE Ax ¥ FAW
97h a7tk meb BeRAehAA Y FAFENEEANES 44T W 55 FARol
o slolA 2 FE A olpst Az A AP Sl e TEo| 47)
= Aol Aol

2 slol=elle @eHAchAAY AN ARE A
ANE AR FAL og Hste] 44T NS} S
ol:/\LQ_ ICH M4Qoﬂ}\1 ;(1]/\]54 TZE nq.e 9)\_9.],]- =0
AEFEF CID FAAEo st 7tol=glel rGmdelme on the use of the CTD
format in the preparation of a registration application for traditional herbal
medicinal product(2008), < ZarstATh 3k, TSR ) AA T FESH7F-Alae
#s 4, P "Guideline on the use of the CTD format in the preparation of a

gholl el ICH M4Qell A
WE= A8k itk 71E

registration application for traditional herbal medicinal product(2016); ¢ < 7§73
H WEe wrgste] £ rhol=Eele At
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2 Tbol=gil e (A ehAAEA TR hAlAl TY FEST-Alae] &
T4, A7xAA FZEH  “YF  FAFEF7IEEA(CID, Common  Technical
Document)”dll we} 285 ZAdslojol dh= o ofFo] H8H) =3, JAEFEFS
Mrsted s S7FNAES FRIstE Adart FAZIEd HAEE aATEFIIEEA
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A3F . FFAHYI} AR

3.1. ExHTABLE OF CONTENTS)
AZ Agd g = 22 730

32. £4%7} KLIABODY OF DATA)
3.2S. ¥ 59 %F(DRUG SUBSTANCE)
3.25.1. Y¥FA B (General Information)
3.25.1.1. ¥ 3 (Nomenclature)

QmolorEe] WA B3t ARE AAATh Aoke] A% Aokw, QAR 5

(&, & 9%, 99, AHE 29, B9 5o 590l ow), A} = 5L

NG AokEE e A%, Aokl Ud Sl Ane} Pio] 228 Ao, 23
= E

TFEEEAY dnl AgFE=9 vlg), F8W, F7HA = FUEE 7IAg
3.2.5.1.2. #*Z(Structure)
Aok e Aotz gel 294 Fust BAAET ARAR U /e,
o592 3&H, A4 R BAF, 724 T& 7T
32S5.13. Yntz
Ao}, Aops

£ 4 (General Properties)
== 5 O FRAEY =dsety 54 3 Ve T3 5S4
shof 7] A gt
3.25.2. A& (Manufacture)
3.25.2.1. Al &Y (Manufacturer(s))

Az B AP B3 BE AL e AAd sFets Alxde] B, F4, A
PR B FEHALE VAT Al distele AL, 7 R A BEd AL
Faot FFAe AIEBA, F4&, AYHAE VAT AdFESEC distde F
e Ax % AdY #dE Axdd FEdLY BA, T4, AdHAE 1A
gt
325822 AxFTAH ¥ FAHT(Description of Manufacturing Process and Process

Controls)

Az ofofFe Axsdy A B3 Aete 71

Aefol distedes AE9 I £ 9 ko] #F FERE AT AR
o tistde G2 RY HU4FEES Aiete AxTAH tig A9 Ax
58 ZEE, Az A" &uiet Ak, BAl GA B v 2715 7S



325.23. 945 #F(Control of Materials)

A5 oofEe] Az A 4749 dE=HAE, & 2 Alof, FH, FFA
)0l o= FAAA AREHIJI=AE HEeA At olg =dd HE F4
HHHH TS Vst dEEHC] AR BA(FEA A AA Ee #YE
F3hel gt= 7]Eed FEEE dsse ARE AT
32S524. 8 ¥4 % F7A FE(Controls of Critical Step and Intermediate)
32522904 AAIZ Fo FAHA W AFLHA SEIERHSAE THI 2
ANE)SE 1A B3 Az T BYEHe 2Y9EY £ HE B FHA

o F2¥Y N T=
325.25. F7 Wadlo]d ¥ ¥ KProcess Validation andpr Evaluation)

FoEds daAzTES

Wiagd
32S5.26. AIZFA /)¢ (Manufacturing Process Development)

Aotk AFFEE9 FABE, 85, 8 55 1Hs F=o Axsdd tg
AEBHE 7142 g Aobd AdFe=] AE3d 24s 32519 7
1E &S Hlwste] AxzFge] Akt E

| = =
AFZ ALRS ZIAsoF St AFE=e e T v
]

DEAE, FAAE, =AY o, AH WA E Bikste A A dojd HAA
= 24, AAxA T F8 AxTE PHR 241, F5E, AxEH F)o dist
of JAIs] ZIAg e 7 A A gk AAANTe Y W] dE o okFEe] FH
of PA= FEFY FEE HIst 7. T8 HACE AdEHE Afde
A wep F4 9 8o S Fe AEE AHE F A= HuENAEE
Azget. olet #ddE AAdFEE] viA BEAAREE 3254490 71A g
3.25.3. £ (Characterisation)
325831 FZZ4 %2 7]|e} EA(Elucidation of Structure and other
Characteristics)
Aok "l ok Eo] 54 & 7sdt A 2L

BeEd] ¥ YRE &V A YWY AAF A2RE FoE F
A% o B AR Uste MG B ol FHHE FAY BN
EE o @AARY o A4E & o FaE S5E pd b 4% s1&Hd



32S4. _?._94 oFE 9] JJ-E](Control of Drug Substance)
3.25.4.1. 74 (Specification)
Aeokat HeFEEe] 4S 7.
3.254.2. A @Y (Analytical Procedures)
Aoyt AFEE 9 4 Aol AHEEE AlERHS ZIART
32543, A/ W g d o] Ad(Validation of Analytical Procedures)
T4 T A8 3 ASXE 233 A1 dYdelds 7S
325.44. ¥ X &2 (Batch Analyses)
Hizlo] i3k gR B owjx EA4AHE 71A
3.25.45. 74 A=A (Justification of Specification)
?’rzﬂﬂgﬂc’ﬂ g SAE 71A R
3285 EFTF £ ZFE 4 (Reference Standards or Materials)
Al el /\]'% EFF B ZFEZ Wl 7l=3o

325.6. 7] ¥ X% (Container Closure System)

b 2AA L) FA9ET VI R AFEEE et 871 2 ZAA N W
AR S 71AEH. 4%, FIAE B/ e F8 AFE X A4 =Hs ¥
gstar, A olele AldUHE Wb old ARE AESTH WIZITA olAF &
A el rdsA 71T 71548 oz ERA A deiM= FIHHEE
71A%H. dE 9 A2 AR AdY, 714 HezRHY BE, §71F3F,
frel Be AR S 23H

3.25.7. 2t A (Stability)

325.71. AHAA _9:_°* 2 Z £ (Stability Summary and Conclusions)
Ty Al FACHSE, A7), 7HE), FEAIA, AdY AHRE aofste] 1A

o Raxdd AAEdEen Ee farI 53 ddE 2dE2S A
32872 37} & AAAZAE AY E o]3P A F(Post-approval Stability Protocol
and Stability Commitment)
7 & 488 Al Ade 71AEH.
3.25.7.3. ¢t A5 (Stability Data)
EAE A A= £, THZ, AEH Ze HAG FHOE VAT wjA] A
HAlzY, Axd, A=A, AdL = o
= Ay Zled Bgdeld ARE A=



3.2.P. ¢4 2] <& (DRUG PRODUCT)
32P1. A9 eFF 9 7§89 X (Description and Composition of the Drug
Product)
Al e epF ol JHast 2o tigk ARe ZIAEH. odE &
- Aol e 2
245, AA T Ee g AR TR/, & 99, gEsd 2 74
- AFEA(F A A g AT
- AA R AR &A1 &7 ' vy #3
3.2.P.2. 7' 9] (Pharmaceutical Development)
MRS &2 AR, AALA, Axsd, &7 2 vl, vidEsts 54, AHE
Hol AZAFAM B3 FH o 4AIAE &<t fls F3ld HEAyg #
HE 7R =3 w A T AEA, AAL] 4 |

g

ok

O

oL
o
rg
o410 oM

(product performance), <A

s
8 FAXAS 71T 5

F B 432 WA F Je AN 24, F 573
9 ERdA Qi F7h ARY ARE B Pol AASdAY BRE & Aok
FARAT F QAN e GFAFY AR QR0 FRE 988 5 Aok
F5EY ER(ARYS, A2dx, FE S B ¥ ARE 949 B34

= 7]A 3T
3.2.P.2.2. ¢4 9 ¢kFE (Drug Product)

Ao oFFel FH Fad oF AT HE ookF AA el W W&
I AREEA ol Fgreel e WE2 Vst

32P23. AlZF4 /)¢ (Manufacturing Process Development)

32P33 Az 2 FAHAAY o 7AS AxFAHY A HZFHs) | ) &
3] Q3 =9 sty 7|Agt @ HAo] IS A 2 WHE VA g
IS 4= 7}

stok. 8 J/AIEE W X|(pivotal clinical batches)d] A ZFHz
2o FAEE Foll 1A & Atold Al e ofEe] Aol
Fe = 7 A= Aol st nE3G.
% ¥ % (Container Closure System)
) D shAlGekES] 7] ERo) AHSE 7] L ¥ A
F@t) o] Folt Am A, 719k WoRFE BE, 27
TR o FFHe] A (compatibility) (€71 FFoly fE 3, AH

ke
)
o
N
g

(suitability) S L



T4 AR kAR, Ae(HET FFEIY AFE F)S VAT
3.2.P25. WA E3AH E A Microbiological Attributes)
Fag A AR wAETH S vFd AFS HAEY = A

A, AR QE HEAS FHSE A BEAZSY

—

Compatibility)
Al e efFol B AEA e Tk AT
A, FARE71 F2F, 84)Ss ZIAsk AL, AFEA ol A
Wiand
3.2.P.3. Al Z(Manufacture)
3.2.P.3.1. A=Y (Manufacturer)
THALE 23S 4 Az, AR71HY A4 BA, T4, AAHAE 71T
3.2.P.3.2. vl X] XA (Batch Formula)
Xl 24 AzHAAA AMREHE AAY Ee Aid disted o FAZFS
z3ste] vl Y &%, 74 (quality standard)E 7] gt
32P33. AxFAH % I B (Description of Manufacturing Process and
Process Controls)
AZzTH @A, o= dAlA &4
At F8 FH(critical step)? FAH A, WHAIF AFE T HETA

=44
g7t o] FolA = GAE VAT xS EFste] dAE AxTEH ANGE
o] 5EO.
[} =

2 BEu AsA Z1Asd. Zele #3-EE F3(ol: tumble blender, in-line

homogenizer)# 24 &7l we} 7| A} st}

7k Az GAEE A7 &% E+ pH T FAT 3A FAARE 71A3G
Zt Af9 A= HAR FAE F v F8 T8 s 3 M= 3.2P34
T8 T4 4 d9AF #e FolA AAH FTAE AR S8 Fe, BFH X
A FEAANMY HFe F5)S T3

Y8 59 A7}F(reprocessing step)> L E}FAAES 7IAIST BEAAY <A AR
= ©| &l 7|AstAY, Fa A5E HgE I U8 F AT

32P34. 78 34 ¥ vAE #)(Controls of Criti
B2 fsiA Al
FAAA AAEE A

Aol 32P33. AXxTAH L FA
W V)ES 7)Ao

B "

W)

O



WAl - 38 5 RAlIECl tig FEuE RS V1A
9 37} (Process Validation andor Evaluation)
A Fo F4 gk dwydeld 3 #Hre] Ax
£ BAsHA 1A el B T, A Exe $3). ZQ3IthAE blolg
A QA HILE 3.2.A2. & 7]&3)
32.P4. H7}A ¢l 2] (Control of Excipients)
3.2.P4.1. 74 (Specifications)
7 Aol t gt 14 (specification)& 7] Al o},
3.2.P4.2. A F4}H (Analytical Procedures)
oA A7 AEEHe 71A .
32P43. A1@¥H W d o] (Validation of Analytical Procedures)
AHEEE H7HA Al o] 4 el de] Hadt Ay ASAE £ A
gt
32P44. 774 A TH(Justification of Specifications)
oA H7HAl A0 dE 24 2AE 71T
32P45 ARt T 55 3 37| (Bxcipients of Human or Animal Origin)
Aoy F& el H7HA disiA 291 =Zdd #e BERE 7S
719 2 g4, A" Aol gk A, nlolBl A kA AlR).
32P4.6. 2% #H7}#|(Novel Excipients)
A efFoll Moz AHEHAY AMER FABZZ AHEEH= H7HA disiA
= S dATste AREIAEAT B dEAEAER) # Ax, B4, S22
of ak A& A8 FF Fol wet 71A T
32.P.5. A & FE 9 2] (Control of Drug Product)
3.2.P.5.1. 74 (Specifications)
hA| o) efFoll thet FAS 7S
3.2.P.52 A @¥H (Analytical Procedures)
A Y kFS APt A AIERHS AT
32P53. A|@wry e W o] (Validation of Analytical Procedures)
A S kFS AlPst=l AFEE Al tE AQAEES EFete] W dH o
A HARE 7|A$H.
3.2.P.54. ¥ X] &4 (Batch Analyses)

RO

A
of
!

Hjxlol] w3k g R e} viR] EA o] Aol tial] 7]z
32.P55. EE 5 A (Characterization of Impurities)

A JerZ o] BFE EA s ARE 7)&3t}h 32832 oA 7R A



9 A%g 5 ok
32P5.6. 74 A7 A (Justification of Specifications)

Aol eFF e 4 24 A el ZIATH.
32P.6. T F ¥ XETEZ(Reference Standards or Materials)
o ANgel| AMEEE BEEE Tv ATEZC dig AF5E JASh
= 2E=d Gl AR A= S 5 Ak

32P7. &7] ¥ X% (Container Closure System)

AR TAAY THARSS FALS TFSHE §71 2 2ol ds) AS 74
o= AMash SebE(Eas) EWNS TRE FaAF)L A Bal By
oI F © AANGHE S A A Bt

S ol EAME, FARN BEES A FAY AT 250 BeIHA
e TAA)O BAAE BBEA AT NS R EEAEE, AR 2

5
< F7HQ BHa)ol tid ARE FrhHor AT
21 $H/d (Suitability)2 3.2.P.2. /W47 3ol 7] A} gt
3.2.P.8. <784 (Stability)
32P81. AAAY 8 %7 ZE(Stability Summary and Conclusion)
AN AR F7, AFSE AIFAIEA aYga AEEAHRS 29t 7)AgH.
o E 59, EAxAH ARE7IZHHEZIZNHA Wt 28 ZIAsta, e ARE
Al B3 AR 7R A7) S E2eTh
32P82 F7t ¥ GAHAHAE AF L o]F A (Post-approval Stability Protocol
and Stability Commitment)
7 & A4 A1 Ade 71AEH.
3.2P.83. ¢t A E (Stability Data)

AR AIRY A HAg FA(A: &, 2z, AY)oE TASH. bEA A
Fol| AFESH 7l 2 AW, dEdold FRIF 2 E ook st TE FollA
1A A AL & Ao

BB EAG 3 ARE 32P55 BEEo EA 3o 7143t

3.2.A. ¥ 5 (APPENDICES)

3.2.A.1 Al A3 ZH](Facilities and Equipment)
Az F2agd dAR Axd 2 Ad718Y AL Fuld tste] 7sdt.

32.A2 &4 EA tig tHA H 7l (Adventitious Agents Safety Evaluation)
A =29 FAHAZH 29 tF AFS Hrisle AEE VIAH. FEEF
H fFdld d5oofFe A5 ey A g GEe AxeH T ol



AAE s HA-F Hrro st Z1Asta, old sk A5 E HF3)
3.2.A.3 37} Al (Excipients)

Mz J7HA i3t FEAAEE d5YdFH L3 S22 7A%H.

i}

32R A%¥ A H(REGIONAL INFORMATION)

3.3. #1123 (LITERATURE REFERENCES)
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3.1. &XHTABLE OF CONTENTS)
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N

A Table of Contents for the filed application should be provided.

O Module 39l tj

te = ok

S

7 2]

32. 4%} 34 (BODY OF DATA)

3.2S. ¥ 59 %F(DRUG SUBSTANCE)

(herbal substance) =+

+

Ay k3 Z & (herbal preparation)©] =

7} A% Bol ALET Ak
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5(3.252%F 3.2S5.)9 o

3t

atod 714

=7

A=

%
FA) A9 e AHe) et

JobrEgl o

2
=

A

A

)
~

mjn

_11_



325.1. 4¥ALE Y¥EA B (General Information)
3.25.1.1. ¥ A (Nomenclature)

AR FEY Bl N FRE AT o] B A, /AN 33
(%, %, WE, B9, AL 2, BH(EA 59 BHol o]H), A =E 5L
MGt AAFEE] A, Aol e FuI) BlRo] FEEe F9, FEFE
(@A ol oFFEE ML), FEE, B 5 Tk AAdn

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

<Z# : EMA/HMPC/71049/2007 Rev. 2>

O Aok B AofFE=ol Ut AAHA ARE 24 Ee & o= JsdH
dAFE=o HF
71dAM =2 oty
AME Fof(detd)
ojH(cte SHAM A= S2(0)
TSEWe dAFES) 8~12 — 1 (8.3~12.5%)
TSEW = YAFES) 4~6 — 1(16.7~25.0%)
== _Q_DH
T = o
HIHH «
HIMH B2+ = YAFES ¢ HIMA0: 1)
AEd IE
» FE20 FYM S& HIISto] HEReGES M=shs B0l hE

_12_




3.2.5.1.2. #+Z(Structure)

224 Qelo} BAART AR st 7@t of
So geby, A4 2 2AY, Tx2 52 B,

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).

<E# : EMA/HMPC/71049/2007 Rev. 2>
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Information of physicochemical and other relevant properties of the herbal

substance or herbal preparation should be provided.

<Z# : ICH-M4Q(R1) >

A
N

_13_




O A EE AGFEEO B, H34, 4R, NARTY 54 5L M@

O 3.25.1.3.1. A ¢¥(Herbal Substance)

Were] B4 FANA FAFHE AL AAFEE L AFEY Any FAo
uol BoAolth Aoke] A B HBEHIH ZUL TPste] LB FHo]

vl Al
)& sojo} atrf olo] ZASL 4 o] o] FoiAek . Ba A A FL I
wate] Hlm Awae,

B 54 324, 530l 2ol Aufel ti HFA T SolAtd
3. A4 9] monograph v A7} 714 o F

& (Herbal Preparation)

g4 ez, dx 9 F) ol Wl Vet
M= 5 2Tt A8 FFY Az AHEE &l B 40 AHEHE= 8
of thall Al st ko] ZlE&old F&f 7Iedoh(d: & 5=t 5=0 %)

# (Main Constituents)
32512 el 7led F8& AZ(BEEE, ARGD) dste =234 54
g4 55 714z

)
s

3.2.5.2. A Z(Manufacture)
3.25.21. A &4 (Manufacturer(s))

Az W Aol B BE AQL EE A APes Axde 9F, T2, A9
WA 8 FHYLE AT Aokl tatels A4, £ LAY 3} BAR A
ash A AMBY, Fi 5 Ystole 552

o Az % AlgY #H
The name, address, and responsibility of each manufacturer including
contractors, and each proposed site or facility involved in production and testing
should be provided.

For herbal substances:

_14_



Supplier and proposed site or facility involved in production, collection and
testing
For herbal preparations:

Manufacturers relevant to manufacturing and testing of herbal preparation.

<&# : EMA/HMPC/71049/2007 Rev. 2>

|1 EEN

O AmobEY Ax L AP BAY TE ARAL L AHQL0] Bt PR A%

g}

O 3.25.21.1. A ¢¥(Herbal Substance)
Aeopd g AL 4, o5 2 A1 #dE A diste] Axaw, F4
AS 7 Alx 2 F23Y9 f/5" dAVE 8 2 dos 9/
Ueti . HAdHLE 71 gd. FLe Alx/Aldol thste] #dd AA7L
- Z4zre] AAIEE A<l

O 3285.21.2. B 95 = (Herbal Preparation)

u R Aol #dd AAol et Zhzt A

TTEE y %= , A
HMAE Vedth T4 A/ tste] B JAVE #EH s wWe 4
o AR AR It TS FEste] VAT A A5 o okEe] Alze #d
B AEWs 5 FAA AAARE BEE VAT Y. R ARt ES Axse A
Ea9 B FHAGE HE BAFH

32522 AxFTH ¥ F4HE (Description of Manufacturing Process and Process
Controls)

AR FES AZFHH B

gl =
gefoll thstele Ao Yaw £ R shFe] VI YRS TFPh AFFEE
=] KR pS| =z 3L
T = = —

4 BFE, Aol ARSE &riek Ale, FA 9 B i 2715 AR
Information on the manufacture of drug substance should be provided to

adequately describe the manufacturing process and process control.

For herbal substances:

_15_



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

<&# : EMA/HMPC/71049/2007 Rev. 2>

3.25.2.2.1. A3 % (Herbal Substance)

Aok AbgE Aok Rt stk A d £ X2, AW, 8, Ax, UM, &F

2 EA Aol Bl FEERE SRS T]A g

* A Eo XY EXE: 7bsstd opg A gL AuiAE TSk 714 g

< AfEl: Aujet AEE TR FF, sEAL w5 7TEN, A7 W, B, A
Al AbgStE 71 R IR RS A, A7zt

-8 g Ax: FEA7Y 7Y, ST 717 AFHEH, dxE A A 2= A
L, Ax VNEET TR 71E)

s 7lE The A 3 UE, 2 T

cF R EW RAXA(87], &%, AFAR 5)F &7 FAISE ZIAHAR(ETS,
saASt FEAL, MAHE, F T)

s EAEE 4 A E BeEe ARE VA AEE FRE EA BAAE
53t

3.25.2.22 A %5 % & (Herbal Preparation)

AoFFE=9] Az sl Ao P HEH duoFFe St ol2= g g

MNaE Asgsta AFALGS &8st 7|3t

3252221, FH 5 E% (Flow Chart)

A o234 Axsdo] =eurs 2dos yehit, dashd Aeke 7}

THG(FA, B4 5), 9FFF(native extract) AZHA, AZRAX~ A XYY o2

TEet VlEdt FATEEE Ued 22 WES FEste] AATH

cFRAZXTEL F=, £, 08, o, AR, S, 35, Ax, B4, 2 0
zod = A
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325.23. 98 (Control of Materials)
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Materials used in the manufacture of the herbal preparation (e.g. starting
material, solvents, excipients) should be listed, identifying 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 should be provided, as appropriate.

<Z* : EMA/HMPC/71049/2007 Rev. 2>

|
O Azo] AgE ARSFE(ISY, §0) % Ao} BE, A7HA F)e) 74 5 FAw
We 7w,

3.25.2.3.1. A % (Herbal Substance)

AEFEEY Az AHEEe HF S A FAdd e AGFESEY 543 +
T A FAd ook sluZ 32S54.9] R 7|EstE Aol Fh 3252304 A
ZhEdo] He A& T dlgty 13 Vet 742 A5 A, F
T, AA A A, 7 A7), ARZRE FF ol TFE F o FFA AFA F
< HEsioh

TEY FYE AT AS 79Y =5 T30 B JRE X3S nRo)y 2 5
QA AAFo] tieh A FHE HRo} FAME HE 3

3.2.5.2.3.2. &l (Solvents)

AgFEE Az A AAEEe S 55 B 4 1A 742 tEuiR e A

2 M9k A A&

c AxEFE AHEEZ Bte -G SHS AREstoof g

72 2 B0 AHEE SiE Fgete] AAMEE Aol AAE S TS
A7 stofor g

3.25.2.3.3. # 7} A (Excipients)

Aok 2SS AT ASE = A7, Ao, 2H, 34 5 5= 555 7

At 2 A& vt Az T AHEDA S} AHEEAS s Vet

T4 e 4 ZE, APEE 55 7SS

Azxsgol AHHE= 4 958282 ASdFEE9 FE48 BIsted s B

F S FHtooF ok 42 dEMAY AHAe} A AlvE F dd 7
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ARBAY FAE G RS Fuste] 43 2L LA

AL Y BAS AERA) ARG ADIE, AW D HE7EL TPl
o).

C A% WAl Agete Suu BEBACIRREA, BY )9 FHL 27 9A
A B vste] B AFsA 2Eojok k.

cBag A% 5, 8 59 4 Fol MAEede Bels] A% 3

Critical Steps: Tests and acceptance criteria(with justification including
experimental data) performed at critical steps identified in 3.2.52.2 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.

<% : EMA/HMPC/71049/2007 Rev. 2>

1 EE

O 3.25.2.2 oA AHLsk FQ FH(critical step)dl] st F2 FHo = At gl
AHFoE FAA A E AT AR A S8 VIES Vs oY 3 Foll A
ol 2= FHA F2HE V=S VAT

O 325.241. 8 F7(Critical Processing Step)

T8 FHL AUdFEEC] AFEEA T 7T AAStESE BHIFsied $83% ¢S
nAle sdes e 2 48 = ST v Aot 8 HoZ HHE A}
4 A

=
f, +8 FA ZZ(critical process parameters) ¥ 3-8 7]FS 7]E3Sth F8
ge e dE Fxste 7ledth
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N
Ho
)

Gl

gt

= & ofof

dol FrEojof oz, offe] A5} A

| =& 90 mg(1d 3

=)0] 1=

AM
S

K-

KK

4.13 ng

027 g1 Z =222 x 15.3 ppblue/10°g)

of

6x10° ng / 4.13 ng = 1.45 x 10°

« A& 60 kge!l MeoloMel BMDLIO = 6 mg/60 kg/day

: 60 kg (WHO/JECFA, '06)

% BMDL10 : 0.1 mg/kg/day, M &

O 3.25.24.2. 71 A (Intermediate)

Ho
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3.25.2.6. AlZF Q7 ¥ (Manufacturing Process Development)

E3}std 248 325.1.290 714

o 4
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el
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Z 27, AAxA 5 FL AZXTHY YT 271, 55, Ax9Y 5 dstd
FAE] 71T 2F Mol gk WA o} dld WMol dEejekEe] FA v
Ae GdFe AEE B7Isk VAT a3 WALRE AdHe Ffole WA
o Wt 2 % Fao dFE F= AEE BEE F e PuUTHARE AE
gt} oleh HHHE AT WA TAAEE 325440 AR,

A brief summary describing the development of the herbal substance and herbal
preparation where applicable should be provided, taking into consideration the
proposed route of administration and usage. The comparability of the
phytochemical composition of the HS/HP used in supporting bibliographic data
and the HS/HP described in 3.25.1.2 should be discussed as appropriate.
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.

<&*] : EMA/HMPC/71049/2007 Rev. 2, EMA /454576/2016>

O HFFEE A2FY AL L FPol B AFL &k AFT Y

ol
il
ot -
e T
o
ol
N
_}\IA
N,
Lo
i)
o
filo
N,
N
&
=
ox Oof N

FZEE9 7% (Manufacturing Development)

WoF B 5 e AAFET(@RAx, A% S, 29 5

E— - - 7
= AEsHA B ARRE S A2 s NEerIZbA e Bxek Hgs TlEdh
AT HARIDE, D, A, AT Ee FAE WA A < AT A
Az A7 Wl et 7.

2 A

= 3} (Manufacturing Process Standardization)

3252200 BAE AETAI Hzzof G wix| o] ko] AL H= Axe <t
o] Aol L 3.25260014 Hlaste Z)Ajstedop it AR EH = wixS £4 Aye
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3.25.4.4° A =3t}
O 3.25.263. 749 7 (Specification)
A BFFH R R)S AAsHA £ A SOl dstod = 73

3.2.5.3. &/ (Characterization)
32531. F&ZAAF ¥ 7l¥t EA(Elucidation of Structure and Other

Characteristics)

Information on the phy51cochem1cal propertles 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.

<&#] : EMA/HMPC/71049/2007 Rev. 2>

Eo] E€5837 EA g3 29 2AANEE 7S Yof =
F2 AREA AEAE, AZAR) detdr 729 Be5)ez
S

7F e

=
#mn S Jlsgnh B3 A oo 6“’5401 ait %ﬁ et S 71 St Aok
AA e F8 AR GBS VAT FAdA & VEE A FERE ASY
T AUt

AA

_23_



<)

Al Ehek

2jEly Angelicae Gigantis Radix

721 ¥ Angelica gigas Nakai (42t Umbeliiferae)2| HE2

A oFo Chy T = CH SHRl = 2E™ (KP)

FME | dF24A, dF2AeH0lE, oiid &
o of2 ez YEny == F2 7l dEzYo|n 25 JHX|J7} Z2ln, Z
o] 15~25 cm, X[& 2~5 cmoO|ct BpPZH2 st &M~ SZMo|1n 12X|
22 MEFE0| on Mol +H%a| X=0| AUCt
<2k

o A o| ¢ko| EciHg sin|d22 & I 5~6 52 23350 0|0 M=EJL 7t2
2 dig=of D A 1 7] ZRoAM FHof| ol2= FME= Hel Atz H
=2eko|o FEMoz vjdEof QUch TS F2 AR ZOIL LIMEZ
ol, FAMI=Zol= MET0l ol E0 ULk

= A o7t MEM EiCt
F
OFX
AL E B i
SEf
EH|ME
siolg g
AHZI e
AR EA - i 2AF F5E HA(2011)>
O 3285312 AFFEEY EF(Characteristics of Herbal Preparations)

TAY A He S 2t AR, A5, 1F o] x3E
1A gt g AGFEE £33 5 AEEA ETHALZEY
1 oo #HF TAXNEE HESH
cEFAE AY
c TATHRF T
R Wl (5ol 4, wEA, 494 W FBA)
cAREest 44@a Y A DeAge FAT F JE AR )
EFYEEZESY SYEETY £9)

s gepgehAAle] AExzsd A4 slol=gel (201612) FE
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73}k zh&} ELHZ}L%— ﬂ]%zt‘r.
c AEA gstd= FRAAN AFEE AEHY SARAEE HESHL

Gol I YUE J1ETh Aol tstele YA P B, T AN 4
g 5 Qe AAE 0F R AFEA tstel NGk AAFEFE ol A
gE BB A

E
|23 2 1A Fo YD F JE BAE, Bl

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,
mycotoxins, radioactive contamination, microbial contamination and potential

adulterants as well as residual solvents should be discussed.

<E* : EMA/HMPC/71049/2007 Rev. 2>

| EEN

O AoollA FeiH= 7 2 LA=ES E¢st] AdF=E9] AxAHE 3 BN
TAE F e EcE ARE VIARY FAE Eced A4 EcEs 25 V1A

gt
O 325321 A 71¥9] EEE(Impurities Originated from Herbal Substance)
Aok T T35, AR TSACIEE 5), 3054, v, Wy 5

7 2 edEdd tete] 7T Thsst A Hem AFNAM e =2l of
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3254. 9459 %F #F (Control of Drug Substance)

3.25.4.1. 724 (Specification)

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

: EMA/HMPC/71049/2007 Rev. 2>
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E

IE

O 3.25.4.1.1. A ¢¥(Herbal Substance)
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AR a3t A3 s 87ES AR SRS 4R Zoke A 4
- AoFe] FZES YR 4 A= AL EZ (analytical marker)S HE3 =2 AT
T A
* 7E Al @ E2 Aofel 54 wEt AT
- o4
- 3, AHERA IE
ol g
- T (Water content), 7137+ (Loss on drying)
- YA 7] (Particle size)
- BeEE 77 BEE, 5% AR ESACIREE §), w@od=sAa
(Mycotoxin), P4 & $5% (Microbial limit) &
o)
AEe= 7|1E Al ek
ot KP ‘2ol & FrAAL
EolAled TLC : & od| Al gY Hw EP, Ginkgo Leaf
=7| 50% 0|5
12 |3 wel ol 0 oo e 252
FaE A 11.0% olst EP 2232
3= 11.0% O[5t EP 24.16.
e | 5 ppom 0|5}
4l |3 ppm Ofst KP 2ubal i,
=5 $2 o_gpi);pm 0|5} 28 A oFA|
7I1=& | 0.3 ppm O[5}t
71 & DOT (pp-DDD, pp-DOE, op-DOT, pp-DDTe|
rim ot £54) - Q1 pom Oft kP uaEs
Lh & BHC (a,Byx 6BHC2| =A) : 0.2 ppm O35t 28 A Y
Ch Adin, Dieldrin, Endrin : 001 pom O[5}
& olZEI=L (oFZE= B, B G & @22 &) 40
O
R EEN ‘éfo%;% o1 20 b ot EP 2818,
LI2IEL A
PSS ZEZ2IE 0|= 05% O|At EP, Ginkgo Leaf
O 325.4.12. A5 E (Herbal Preparations)
AFFE=9] 40 distele 24 A3 5, E4%H 2= 2 J&7F 5o & &
grlo=z HAstth. =3} 7f 4 (Release specification)? Fa7|Zt 714 (Shelf-life
specification)o] W& = ¢ FE8] AT AGFEE] 74 vs AHRS
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3.25.4.2. A1 @ (Analytical Procedures)

T4 5 Aol AH8H= AEHHS 7IAgTh

The analytical procedures used for test of the drug substance be provided.

<% : ICH-M4Q(R1) >

[
e 34

O 325410 AAHE 74 T 7 Al diste] AFEE, AW, FAHE g
A AA)ES AASE 7 AJE R dls] EAE HESH.
AE s Al e (2Ed) ENY e
=l TLC(0000) XXXX 3.2.5.4.23.
XXXX Ph.Eur Ph.Eur -
O NP BAE Y APHel AHgHE AFD AFFEo] s)EFHolop dk AukA
A W& AFHY dal, Avlel 7], &u Aok, FFd P HdAoy A, AFA,
224, A%%7} Bo| JleHn AFHA AREAR A8D 5 Yok

3.25.43. Al ] A o] H(Validation of Analytical Procedures)
T4 T A3 g 2SS 2T AP ByHelds VAT
Analytical validation information, including experimental data for the analytical
procedures used for testing the herbal substance and the herbal preparation

should be provided.
<Z4# : EMA/HMPC/71049/2007 Rev. 2>

1EE

F 344 Aol ohd G2 AWy Weleo] Aol o)

O 3284209 7|<%E A&
stel ZlA BTt AR BelEold RuME HRAT
NECES NEEE Wa|efo[M 2] NEEECD
TLC identity test for
000 o
flavonoid in xxx extract
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O W el #X= AUy FEo e EIANE, =N (FE), =42
F), BFH) FAsord Yelvold F=(H e, AEA - vEAd 2 Add W Z2
3, 5o, AETA, BFIA, A4, Wl)e A dgsto] FastooF .

3.25.44. ¥} X &2 (Batch Analyses)

HjXlol ik AR 5w 24d3E 74T
Description of batches and results of batch analyses should be provided.

=

<g}ﬂ

. ICH-M4Q(R1) >

| EEN

O 7By F AHEHE wix] B ARl S dxsk= x| ol] diste] viAEA ARE 7
Eiany
O 3.25.4.4.1. A % (Herbal Substance)
AHEE Aok iAol thete] g ofsta wiAE EMZAHRE £ FAOE QoFSTh HiA|
= AA Az AHEHE AP A, FF, 9%, FFAE EFHES gt Zlo] Tk
A wjRlol] ek FHAAE HFIH AgA D@ FA st AHAIA 7| HY A
RS HFI
O 325442 AFFEE (Herbal Preparation)
AA7EA AR 24 A EA D, DA, HHAAAE, AFALT A F)ek
g Wl 3 Al Hﬂi] of et E4FT AL, Al &9, Axd, 544
A AL, Axd AxL, &= o] 7 H% H 2 eofAR o AlFARE HE G
shoh. 8 wix Y AFAAAME FFgY B3 AE2vtEOd 5& Ao A A g
ME R E s YoFEFS NERAgo] 2a s erxq"ﬂ/ﬂ o2l 7bA A4 WA o] A
g enz, ZF i 542 Azt B A st tisto] wixEA4 4
HZRYH HFHer g B4 # Aaote] duAol tis dFsteiof o
o) Ad REAE 3 AFZH
MxE HS GLE-17001 GLE-17002 GLE-17003
M= Xt 2017. 01. Of 2017. 01. 02 2017. 01. 03
M= chef 500 kg 500 kg 500 kg
HYet Tl 4,000 kg 4,000 kg 4,000 kg
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2 ZT MLk 485 kg 490 kg 487 kg

ALEE
SR B GL-1701 GL-1701 GL-1702
Negs 7% Naas
GLE-17001 GLE-17002 | GLE-17003
SN BHztM o 12 =k =gt =5t
BolA[E [ TLC =gt =3t =5t
A=Z42 150 % O]s 3.5% 3.2% 3.9%
& ZZ4 |5 ppm O] st 2.5 ppm 2.0 ppm 1.5 ppm
ZHE &0 | ol EF=2 5000 ppm O st 250 ppm 300 ppm 270 ppm
25 & 2% 30 ppm olst =5t =5t &5t

7 & DDT (p,p-DDD, p,p'-DDE,

o,0'-DDT, p,p’-DDT2l &tA) : 0.1
agmer | oM Ol | x gt x2t

L) & BHC (a,Bv% &BHC2l =A) :

0.2 ppm Ol35}

c}) Aldrin, Dieldrin, Enadrin : 0.01 pom 0|5}

Z 57|87 1x10° CFU/g olst < 100 <100 <200
ojd=E | & ®FS$ 1x10° CFU/g ol st <10 <10 <10
SHEAY [EMoN SR, Azdef == =na I I

EMETALA) EHE - = =

2IAEL}ZEER 22.0% ~ 27.0% 25.0% 25.4% 24.9%

= HE2H=zE 54% ~ 12.0% 8.5% 8.9% 9.0%
YTH | waas|c 26% ~ 58% 4.0% 4.2% 4.1%

dZe|EA Z22|EB @ Y22=EC| ] i

of Z2k 28% ~ 62% 4.5% 4.7% 4.9%

3.25.45. 723473 A (Justification of Specification)

FAF he ZAE 1A

Justification for the drug substance specification should be provided.

<& : ICH-M4Q(R1) >

| EEN
O YgoefFe T4l Wet] A Ad=E AA, AN, s871ES IS 749 B
F7dol g A et} ZEd
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O 3.25.4.5.1. A ¢F(Herbal Substance)
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3285 EFEF £ EFEZ(Reference Standards or Materials)

o},

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

;OL

A

1 71

9|

ol o

Al

the herbal substance and the herbal preparation should be provided.

: EMA/HMPC/71049/2007 Rev. 2>
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=
=
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o

(official source
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E

, USP RS, EP CRS, BP CRS, JP RS)A] -

o

S

t}. Official source(TH
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7=
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source”}
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325.6. &7] ¥ XZZ(Container Closure System)
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EE TR dAde EFIC
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 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.

<%# : ICH-M4Q(R1)>

O O mm

s 2

2 3 710 e A dFofoFae Al el 7ledith

325.6.1. YA E R A (Primary Packaging Component)

3t A= AR FF I FFe = F A2 T AE A 74
= Zgste A AHE ZIAstedof st A FAAAME FFH Bar] Fa A
TS XS AR =S Ao A4 A" T A o9l A g
old AwES Xt FA AATH.

3.25.2.6.2. °] A+ XA (Secondary Packaging Component)
A XFAFHEZ 7S] = A F)ol i ug gl #F 3
Ag 7lzeld A 71%Fol e oAk 2AAA A Wl = F7HE Vs 71E e A
dell sty 7= 3t
3.2.5.2.6.3. 434 (Compatability)
€71 2 279 H T A (suitability)oll thate] 7]zstolof gt AWzl A8
Aol A med Ag gl AkFEE] S 2AT A Ay FAR
- ojof g},
TooFFe] 93tety SH(FFA, BN 5)ol mE LAY A
FE719 718, WEd, A3 T
0

=]
BoobET 8719 WEH(FR, A,

N
ofr
o
%Z
rr

)
-

hAvA
=)
=

o Moo
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3.25.7. 2t A (Stability)
32871 tA A 8o 2 4E(Stability Summary and Conclusions)

TR AF 7S 27, 7HE), FEAGAM, Do AHE aofsto] 7T
|

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.

<ZA : ICH-M4Q(R1) >

ru[o
H:l
% ox
o,
£

= =23 (forced degradatlon study)
O 3.25.7.1.1. 9%t A X (General Information)

A Dol AHER ARE BEE 71T AR Wi AR, A2, Rz 3
AEA7], 871 B ER, B 2 ARV 8 ol tid AEE & dHo® Qo] A

Al g},

9
2
0z
=
I
i
L
it
fol

A
A

e
fol

ne
Rl

2

kg

H
=

0 | 0| P | B | Fd
lu
N

el
02 | o
Ul

of|Al) LDPE bag
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P MAIAE = 25C/60%RH 30C/B0%RH 40°C/75%RH

) 36 36 12
Y dAl AIECHE) 0,36 9 12 18 24, 36

0 325712 AAAPAHE ZZEF(Study Protocol)
St ZREZS 7S AVIREAY, 7HEAY, SR,
A, 2FE7, ABF7] Z 7IZE, Al RE, AU
- J

T R Al 283

O 325.713. 89 ¥ ZE(Summary and Conclusion)
EE B8 SREE AIFEAAE 8%7|=8t

"' i’-
B FHIARBRAS A7)0 534 BAE AL
=]
[e]

32572 37} ¥ A AFAY L o]8 A (Post-approval Stability Protocol
and Stability Commitment)

71 & g4 AF AYE A,
The post-approval stability protocol and stability commitment should be
provided.

<& : ICH-M4Q(R1) >

|1 EEN

oFA A Al

L=
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of gt el ARE AETt

Results of the stability studies(e.g., forced degradation studies and stress
conditions) should be presented in an appropriate format such as tabular,
graphical, or narrative. Information on the analytical procedures used to generate

the data and validation of these procedures should be included.

<Z3 : ICH-M4Q(R1) >

EE PN AY R Y AFARE ¥, 2dE, 27 59
HHg Yo Z Yepdith 32571 HEAHA A 8o % 2 E(Stability Summary and
Conclusions)o| A A5 7 HFAAD w0l et zF mjAE = S AJde] 737
71, 7V, 7FE, B H8A ol weE RAEARE TS
O 325731 &3 AHAFE A} (Stability Results)
ZF i AE P AAE 23, 71t et S YA ARE ARFEEE #
o= 7| staL, 2134
chromatogram)s < 3 F 3t &
Bl 7] #1te] F8 3

o) "GN E A%

]

H

@ 5o A WE} gl EE UeS U
A WL 5L ol §ste] Fo]2 LhEhuL

AlE 3l
AEE= 7| & 071 371 671 36718
'14,06.01 | ’14.09.01 | '14.12.01 ’17.06.01
oA shzM o JIE et =12 =12 =121
gtelAla | TLC = = =K =
Az=42F |50 % o|st 3.5% 3.5% 3.6% 3.6%
F0f | o E-2 5000 ppm Ol st 20 pom | - - 245 pom
a5 & &=2% 30 ppm O|5F | Mgt - - =21
Z DDT 0.1 pom OIS}
X2 i of & B 02 pom O[5t x5 ~ ~ x5
Aldrin, Dieldrin, Endrin :
0.01 ppm O] 35}t
s s7j8 < 100 <100 <200 < 100
1x10° CFU/g ol3}
s XaT
o| M 25t 1% 107 CFU/g ol 3} <10 <10 <10 <10
N8 Texoyemza, 4=
del s, EMEITAN | 2HE (=42 =8E =4
o) =45
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Moy | SmeoretiEA 250% | 25.0% 05.1% 24,09
<" | 20%~27.0% 5 o o e o

O 3.2S5.7.3.2. Al @Y (Analytical Procedure)
GABARY 4 A FEE H AIFHE S sosith OE HAtA Vled A5 Fa
225 ZIAek AL gAeE e g = T

O 3.25.7.33. A1@¥ g H o] (Analytical Method Validation)
G ARG 4 AR AEE AU & dEdold £ YIRS T8 A
Al o] ofd A WedoldS AAlsta Wetold HuXNE HEsoh tE &
A A 7ed Be Fa HXE ZIASL AT W& ARE & o

3.2.P. ¢+ 2] %FEDRUG PRODUCT)

|1 EEN

O YmYofEoE AoF T A

MdQel e Balsh MEee BF H8T 9

o=
12
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s o
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i
K3
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2
rr

32P.1. gA|ejekEe 789} 24 (Description and Composition of the Drug Product)

dAlelofEe] ot 24 U AFE A g SH:
AR o A

- 24, F, AA T 2E 74
AR GA (A N A
CAA R AR SAY §7] 2 v 7

A description of the herbal medicinal product and its composition should be

e

o 2%,

s,

-

52 9 77

A
M

provided. The information provided should include, for example:

- Description of the dosage form;

- Composition, i.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)
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- Description of accompanying reconstitution diluent(s); and
- Type of container and closure used for the dosage form and accompanying

reconstitution diluent, if applicable.

<Zx] : EMA/HMPC/71049/2007 Rev. 2>

| EEN

3 2 &7 #e NeE s FH Y
gz Beste 71490
2 X4 (Dosage Form and Composition)
@9 B, AAY FAAY A 4 &% E9(el: 1 mL. 100 mL)
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3.2.P.2. 7&7 9] (Pharmaceutical Development)

MEAES & A, AALA, AxEH, &71 L v, B ESHE 54, AU
o] AHAMFAA A HH ol AARAE F2st7] A3l FaE NEAA 9@ A
E 71 =g vix] 2 @A, AA S A5 (product performance), 2HA] o] oF &
F4o G A F e AA 24, F8 FFXAS 7IASH SHAT R &
Ao A Aozl gl 71 AY HEE & Aok =3 417

=R
AR T BN Ee JAAEe] AR dFUF FEE Qed 5 dn-
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.

<& : ICH-M4Q(R1) >

1 EE

O ootE AW RRANE A4W AT 240 FAGE SR BHIFL AZeE
FEE Z1Estolof gt olokF B Ax Y T FAS oSt FET AR
£ 7} yuo] TAAE Bk BT Al Eoo] HE Aot aokEel 19
g 45 243}

O AF Fdo T8 Ax 4 S71xF A=H, AV, FadEel B3 AHds
A4aa, Bel Aok SRS AZsok Bk AN B4 B YRS T
St o)zl BRI G obE FAol o= Fx P vAEA Frhsio Fh

132.P2.1. $+A 2 E 2] A (Components of the Drug Product)
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The compatibility and discussion of the drug substance with excipients should be
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32.P.2.2. $A 9 %kE (Drug Product)

hA| o) ofFo] FA-o T a7 oofE S tEo] o F AA el thE e
AREEA ] Al Y WEs 7leddth

A summary of the formulation development of drug products and the main
properties including the physiochemical and biological properties should be

provided.

<& : ICH-M4Q(R1) >

|

O kAl ookEF FA9 AAZ EAS 23l AP R =489 /i #8& goF A9t

O 3.2P221. A A3} 7] & (Formulation Development)

FARRY AFREEHS 1Hste] okFY AA el disk JE&H Ay 2 2449

MEAPS 8oF ARt ¢4 AANLY 27|FE vt 97tA] AF dAS F8

&S Qokste] =2 AAISH A Ve 7] AEEH HF A ol2= 9

oFE AA AAY HAMNTAES HFsA thFofof gt

c AFAQA AR, SRR 9 fA RS NEEs S ¥ A
o QofFsit

}

ol
filo
ol

ALy

o

- 78 AP MEd Hdeo] BgAo]l =evbof gk

c 2ol 2E HUHA Y WAl W3 3EEe TIEdth

- 53 A 224, FFA, AR2EA 7ls )0l et Ao B AS H
T ARE AT

i A F AR R Y WA k] olE dAste AA & Bl AP (o H
WE=E) Ee AA W HuA Aol A2 ETE)N mE AHE QoFstal AR
55 A=

c T8 AN wiA ok dAF FAE wi A Y 24 Wt 9lod ol E s AH
Skal Ao 2AE AR
o) WA F AHEE LA FEFY A B A

By z& =4 | Batch no.1 | Batch no.2 Batch no.x
NERTE &fi'g 14t 34t

OO0A=AA(OO0O
S=EM AN mMQ))
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HIHH 1
I 2

O 32.P.222 ##F F(Overage)
dA| o eFFo] =

4% 59 AR AP TGl ¢ A BFYE 7]
St Qo HbE Bae 208 9RoobEY JriEde duhow A4
517 srov] AAEA gtk BFFYe] Vg A9l BARY AL nE,
FEEAY 5ol SAlokEe kAT FRA e Bl Eolslojof Brh. F
ol HAAE AF FAF AFERFe] EARAY EASA Gt 3P wF 2
B 2AREE AN

C HFELY

FHFEY A

cHFERe) Bl e AL

O 32P223. 22333 2 WY&E5E 57 (Physicochemical & Biological Properties)
A o) E o] A = AF7Me A (manufacturability)Z} #HE =285 2 A
=32 5485 dofsta AWt 543 834 44l pH, AFYH, & H"q

s)ol AAl e7HE A R AlE & 3 o] =
st7] 9%k =8 T5 QoA Vst &35 %

]
S
%)_o/‘l AR e vdA ZA7 He A5 olE 7|AE

_1

o] 4 % 54 %
NAARE ARIY

32P23. AlZFA /)& (Manufacturing Process Development)

32P33 Azx¥d B AR Foll 7AF Ax3He) A8 HHs ds

A Ex Aol e A 21 e 7

d=3th. Fo IAAFE  H A (pivotal clinical batches)-‘l] A Z2F

32P33. Azxsd 2 3B Foll 71AF 4 Afold &AL FES] dol I
Fe = 7 Ue Aol et AT

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
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. ICH-M4Q(R1) >
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between the manufacturing process(es) used to produce pivotal clinical batches
and the process described in 3.2..3.3 that can influence the performance of the

product should be discussed.
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e

A%, R 2 SA o kFe] 87 xFo AFEE 87 2 ¥Fo A
(suitability)S &3t} o] o= A7 AY, Fr]ef WozRE HE AH
TR o FF Ao HEA (compatibility) (871 &2y f2 23, AH
T4 g AN, AF(HES TV AFAY 5)S AT

The suitability of the container closure system(described in 3.2.P.7) used for the

o

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).

<& : ICH-M4Q(R1) >

1EEN
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b - N ]

Zlestth, Bostttd Y okEg HE 9 5SS 9 &1 WA E V|esiot
b2 AVe 32P7.0) A1%eta 19 e Ao okEe) A5

7wl Wyl AF FHYS P A AAF ATE J&sn YA

A 5 H¥ah
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3.2.P.25. v E 35t E A (Microbiological Attributes)

ol
ot

For

.

}
Where appropriate, the microbiological attributes of the dosage form should be

°
pul

effectiveness of

. ICH-M4Q(R1) >

<Z =

selection and

o] ® A A (integrity) S 7|7l

preservative systems in products containing antimicrobial preservatives.
sterile products, the integrity of the container closure system to prevent microbial
— 46 —

discussed, including, for example, and the
contamination should be addressed.




949?%94 A=ty 540 el B olax FAG ARE ledt HE Al

3F
« Ao Z}‘—%%?/] g AR So= sty WAFHo= A (antimicrobial
= zZte AFol AS F Ao olF Tlestal i Aol g A
A5 T FAEITh
* HEAE A3 AFS BEA "4;‘4/\}°E Xﬂ%jﬂr-‘ﬂ 7‘4?_’1}” Ao A 7]e=g
* HEA S HA FEIF HEHAY g

The compatibility of the herbal medicinal 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.

<&# : EMA/HMPC/71049/2007 Rev. 2>

|1 EEN
O

BRoopEon s HNEAS ALgatel SANAANAY HHAA AEHE opEe)
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3.2.P.3. Al Z(Manufacture)
3.2P.3.1. A x4 (Manufacturer)

Feelas X3 4 Az, AR/ 4 ¥, T2, AJWAE 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.

<&# : ICH-M4Q(R1) >

1 EEN

O Al efFo] A=, £, o5 R AF(FAEE A1E 2ehol ddd dA o st
07y AzaY, F4, AYHAE 713t 53 AxY Agel tiste] B9 A
7h BE s S e 44 At FAeHE TR JAgH. oy A2
o A= AxLdAM = diF ooFFe Axst dddE HdEWE 5 TAAHL IR
£ W3] 7S FaeAS 2dee AxLY BE FEAYs wE 2T

3.2.P.3.2. v} X] %A (Batch Formula)

A 242 A2 AREE = AlAY Ee ARl Hstd Ao Fddgs =
st wlx] F =, 714 (quality standard)S 7] A S

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.

<% : ICH-M4Q(R1) >

1 EE
O AFA Y BFE AXFRAN FALE EFF 2 4ro] ©9l G WA F £



A& gty HohFd ZF(Overages)©] A= B¢ °5 7|A gt} 3.2P.1
o

H
FaAgos A8 5 A

32P33. AxFTAH H FAH AT (Description of Manufacturing Process and

Process Controls)

S
A= dAE 7Y TS

ok A2 T4 Ee gAY E A AHHor gFE v
2+ (Novel processes or technology and packaging operation)< X} 7
Astot Avle FHEE F3(e): tumble blender, in-line homogenizer)}
uhet 7] A gk
GAEE AR 2

3
FAE WAE BT 5
ol 29
= =

i
rr
A

[e) %‘ pul
o] v HFE)S ¥y
59 A7FF(reprocessing step)> 1 E}FAE 7]A| S
| &oll 71AstAY, #F3 (52 & S AL + 3

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
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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

this

in

filed

should be either referenced or

justification

this
section(3.2.P.3.3).

support

. ICH-M4Q(R1) >
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A== 2]

x| & 7 24
S

AAA,BBB

CcC

| 2H(Oscillator)
Screen size: 30mesh

£ gHHigh Speed Mixer)
Agitator : 100 £30rpm
Chopper : 3300 +300rpm

C,(DDD)

Mo
o
2

]

I‘Ej EHHigh Speed Mixer)
Agitator : 100 £30rpm
Chopper : 3300 +300rpm

AFAIZE: 5 12

|a§_(%%§ =)
Inlet % : 30 £10°C
Outlet 2% : 25 £5C

= &l (Oscillator)
Screen Size : 12mesh
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32P34. 8 Z7A % vHAF B2 (Controls of Critical Steps and Intermediates)

T2 T4 sABYS HF7] A Alxze A 32P33. Alxwy B vEY
g oA FE Fo FAAAM AT AW A Ve 71T
WAl E - 3 T RbAIF tie FEAdE RS V1A,

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.

<& : ICH-M4Q(R1) >

|
O 32P33.°M ¥4 = 8 4=
Aol FARY TIEs VAT
O 3.2P34.1 F8 F*(Critical Steps)
T8 34 GAEE Fo ¥4 A4 g st Tl SAFe F4, ¢
de R o]F9 1]7\*“01] ) Ale FFH BASt At B FEo AA
et = B3-S A

3 =
AW eRHel ¢ T8 BAE e Age Fag

HME/ZEEN 274 SEAA

Sl =d

=S M A Boasd - 8l
EpSinbsl
SiL-_o o
28 H CRTESERS 25z
o oY I BH g

22 AR A oo 23 - 8332H
Tﬁgﬁ_é_xo-l Epcnbyl
ST oo

SZE2UxSH

=sd
. ELTEES
% X-” X-|| Ept-l iy |
oo
ek
ol 3™

U H 23 833
Bk

ADH - B - o B (R B
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FIEFS 2t A OA|

* T8 T AFFE 8okt AA g
c TAHY AFEHRol TAA oYY AFHA A AFHHA g A5 HEg
d) F& FARY AFEFTAAAY
Fze 33 SUHSHAM = AlE ek
M= (PC 1) A= 2 00 % O3}t KP Ax=ZasdH
Az 0~ 0 kp IHS A A A
=i 0~ 0 mm IHS A A A
EtH(IPC 1) = olf 0 & o|st KP Sall Al H
of&E 0 % Oo|s}t IHS A A A
2 2kH A} BosE + 0% KP ZZFH XA &
=E(PC ) *_éi'.__ﬂ"é'aok(/moﬂ) 00~ O.(ig IHS A_A A:
= ol 0 & olst KP Sall Al ™
* |[HS(In-House Spec): At7t4, B
S SHeRACHAA (A 2 ek = AxTR T xR X7 FHo] FUtE By
FoFHoRE ddstool g, A3t FFo] HEE Juds A FA {2
EAMEII 3ol gk b o] grEojof o= ot o] 57} AlEEofof gt
‘32 E Wz AFAHAA7IRAE 2
Az AFUH AR dedold £33
-z ] AR FFT], BEYUIE 5 EHEIEES)
- Wz =Z2HH 9 (MOE) B/ s
o) $A|ojekE WA AFAHRE vtEo R =A< ALl
Skl eh) M Ml (2HM 2l 2F&) 13 1-(500 mg) =& (12 33|)ste 42,
1 = 522 1,500 mg
- 32E g "zl A& 3.0 ppb
- 1Y ZU=8 7|E Hxuz odd oM -
115 g1 A =22) x 3.0 ppb(xe/10°g) = 45 ng
- &MY (MOE) = BMDL10 / < QI - &2F
= 6x10° ng / 45 ng = 1.3 x 10°
« A& 60 kgl MelolMel BMDLIO = 6 mg/60 kg/day
¥ BMDL10 : 0.1 mg/kg/day, M & : 60 kg (WHO/JECFA, '06)
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A F (Intermediates)

B Eo] Sl A WAE HE FA (VLS NFFED HE71F)S P F
nggol Wad A% BHol o|FAY WA RBY 2AL &d asiod
BAE BpEAT /7] dE FPYANE ARE FRT 5 Aok

32P35 34 @b ol @ HI}(Process Validation andpr Evaluation)

AzZAAA A Fo THF T2 B0 U@ BelHold @ Hrle AE
AAA AABOHE: BE B, FF 24 BE F9). Basoy dolgag o

A W7HE 32.A2 ol 71Edth

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.

<% : ICH-M4Q(R1)>

WAg w5 2
A3e hes) 2okt olF S7MIAS A8 A WA tate] AUF Wy
oA A FAARE A&dT AelHold RuAE HRAT

3.2.P4. A7}A &2 (Control of Excipients)
3.2.P4.1. 74 (Specifications)

H7 Aol Wt 7 A (specification) S 7] A §+Hot.

The specifications for the excipients should be provided.

<ZA : ICH-M4Q(R1) >
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s 4

AN A3 ¥ (in-house) F&S FE3}

of

A7 Al " A4S st 4 5
o 717 gt

32P411. ¢ H7}A (Pharmacopoeial Excipients)
ok H7HAl st H7HAE I 4 B REEE
F7hE A4S AQEE, W wAvig AdsA =

R At A B AATIE dE Arole °ols
A7 A9 Aol £dE HAHME FHF3h

O 32P41.2. A7}+4 H7FAl(In-house Excipients)

A7V A Z AYshe F7HA tete] HIAWE S 74 B REEdo] e AR
= X2 AAEH 7 H7HAY 4 B AHAE AR

Ao o
18 AW G5l de B
g

3.2.P.42 A @¥H (Analytical Procedures)

BoA HZHA A s 7R
The analytical procedures used for testing the excipients should be provided,

where appropriate.

<& : ICH-M4Q(R1) >

|
N
o
i

O NPFEE APY nEsh BANE, B
A gt AYEe AF FREE AW BAE A an

O NYW BAE A AWl AEHE AFH APFEo] A& olo} Brh. Autz
WG AW A, Fuish /)7, Soh L A, B2 2L A 2A, AFA,
Ay, ARG} ol JeH AFH AGAY} B9E & Aok

32P43. AP e Wlg d o] (Validation of Analytical Procedures)

AEE AR A Bl B4 Bedoldel e A9 NGARE TP 3
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gldold RS 71T
Analytical validation information, including experimental data, for the analytical

procedures used for testing the excipients should be provided, where

appropriate.

<% : ICH-M4Q(R1)>

|1 EEN

0 32P34l1dl AFE 74 F HA APl okd B2 APy Aeidlol Mol U3l
of Z]Ag Al B dold AR E AAdskal AAg W old Ru(AE 7%
A8 THE e

AlgY 3= Alge oA gz HolMd 2 A N

000

32P44. THAEA ZH(Justification of Specifications)

2o H7HA el i3 2 2AE 71T
Justification for the proposed excipient specifications should be provided, where

appropriate.

<% : ICH-M4Q(R1) >

|
O A7 FAS AHH A L 3N 4 3
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32.PA5. A}
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o B, AAE Aol tid A, nlele s A A19)
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)

<% : ICH-M4Q(R1)>

1 EE
O 9oFFe] AxE 95t Atgelv FERFHS A/HAE AHEF A5 AT AL
S QA E2Y HEH V|, FFAE F FHOE AT FAIE |8 32.A2
of Zlesta javt aof A3t
Q2
)

) Table. XXX ] Az A}

MEY b o= & At Es = el k=
A X _
B O ()
C X _
D

32P4.6. Z2 #7}A|(Novel Excipients)

gAelotEe] Agoz ALHAY A2 FAARo] ALHE ArHA6l dalA
E AR RFHE ARMYIANE L INEAR) L AZ, 54, AU
of B3 AHFS ARFE Aol wret AT

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).

<Z# : ICH-M4Q(R1) >

1 EE
O HEE HAZHAEAIA A AHEHE R, J2E FAFRZE AEHE R)E AXY
W, 54 2 22yl dsl dsooEe = e e R

Z1Z ¢k HlolB7F B astry A ol B(Fd/ ) E Faz s I s Tl



2,
ofs
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I AT e ZAREE 3.2.A39 7]&Ed

32P5. &A% F FZAHE (Control of Drug Product)
3.2.P.5.1. 714 (Specifications)

Ao ofFoll e Fae 71T
The specifications for the drug product should be provided.

<E* : ICH-M4Q(R1) >

1EE

g 7]1%t 714 (shelf-life specification)®]

A3t A=Y FFe AL te A S Farste] 2.

J[m
o
N
=3
td
i
1o
[
fru
=
il
I
=
&
Jo
A,
>
)
o,
[o
fu
ot
r o
ol

Hoz selahs e
FeTh AROGFEMF Tt YGFEE)S SolHog AAT 5

. =
oA AlFS 2F3Y stz T3 A1 H(el: HPLC/UN diode array, HPLC/MS,
Q‘ T

3.2P.5.2. A @¥H (Analytical Procedures)
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gA o kFS Adsted AHE A e 71T

The analytical procedures used for testing the drug product should be provided.

<&# : ICH-M4Q(R1) >

32.P53. Al @ o] A o] d(Validation of Analytical Procedures)

Aol erm S APt AHSE ARl U3t AEARE 2gste] dEd o]
A BRE 71A g
Analytical validation information, including experimental data, for the analytical

procedures used for testing the drug product, should be provided.

<Z&* : ICH-M4Q(R1) >

1EE

}
= O
st} Wgdold BRuAE FHE3SY 32523, &
W) glo] e FxAES WE3] 7]&3).

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

Aol Ugk AEsh ulx] BAe] Azbe] sl 7)Ao,

A description of batches and results of batch analyses should be provided.

<ZA : ICH-M4Q(R1) >
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Information on the Characterization of impurities should be provided, if not

previously provided in "3.2.5.3.2 Impurities".




CEREE

tef

S

T2 o

T

o
T

57114

=i
=

A Z& 7 o A

1 5 A o ofFol M A

o
R

il

3,

|-

blo

Il
o

O
ol
W
H

%

<

O
Ho
o
oF
mj

w7
i
B
T

K

il
T

J|)

B

M-

;OO

oy
w7

]

S

ZA AAGAAN AT = A

o

. )
A HE AdS5T

32P56. THAHA <A (Justification of Specifications)
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Justification for the proposed drug product specifications should be provided.
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A g ARt e] WE arejste] A AfE T AT SAeerE FA 9
B o AR AAlske] arg s ofol dt

cAoF B AGFEES] T2 B WA

sASF B AGFEEY 4 B FAE A ALY AR

P SO E AR (RE Y FFE)

FEAE R ARz Evd e gy

*AY R AASH 54, Folof 54

g e 2]

F AR S HA A A=

Pl B APl AREE wfAl e P fEA 58 3

32P.6. FF ¥ X T EZ(Reference Standards or Materials)

AA| o] oFE o] Ao Al EHE XFE I
3285 HTFE = FFEA 39

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

g AEE 7IAEH.
A

the drug product should be provided, if not previously provided in "3.2.5.5

Reference Standards or Materials".

<& : ICH-M4Q(R1) >
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* 55 34 AL AF 2ol BolshA @
= A WelMes d9stA AT 7154 o3 TAA (S, B 2
27149 By e IRE F2rhHow 45

A description of the container closure systems should be provided, including the
identity 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.

<Z* : ICH-M4Q(R1) >

CRFAAN AEHE §7] T T
RN BAY P §F, B, 24 F
cBa A NG BYUoHS JEdt
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description \ material supplier

inside

PVC 250 um/PVdC 60 g/m?

Thermoforming foil(duplex)

PVC 250 um/PVdC 120 g/m?

outside

Aluminum Foil | aluminum

O 3.2.P.7.2. o2} XA (Secondary Packaging Material)
H 7154 oA xAAAN = ds] 7edd. 71 oA=&, AFH g F

A F)5 tste] J1&s FAe B A golw k.

3.2.P.8. ¢+ A Al ¥ (Stability)
32P81. tAH A 8ok 4 E(Stability Summary and Conclusions)

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.

<ZA : ICH-M4Q(R1) >

1 EE
O AN EL 25, §5, U 5 45 &8849 & otdiM Al Ao we} ok a
A e ooFFY F4o] ofgA WA gt FAE SRSt 1o wet R
Ao AR 71 e oFFY FaEVIZHY A By 23S A stoof g
O 3.2.P.8.1.1. &%t A X (General Information)
Al e Lk FERE 7S P ol ARE-ZE mi A AR, b A
Fol Fdl® =3, HA7| H AP 7], &7 R 27, B B AQ7|E o gt
AHRE Qofste] 7|&3th
* AA= 3 A o] el st AAlgTh
Al ALt FLE 2F 9 §U]E AMEST
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O 3.2.P.8.12 AAFAPAFE ZTZEZF(Stability Protocol)
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The post-approval stability protocol and stability commitment should be

and Stability Commitment)

provided.
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3.2P.83. ¢tH A A E (Stability Data)
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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.

<& : ICH-M4Q(R1) >

1 EE
O AN E F7 & £AEE F5S FESH AAHA ANdxdx AR5 2930
O Wi YA AFAS ¥ FA o7 J|AE, FF 5o fFe W) gle EE
Jee HEHH 7] flste] 2 &5l detode 2z 55 ol&st Fol& yEhdt
£ AFEAAM H ADVI2ARE AR
o) PN QFE(FIEA G- Lol e I
AAY : 10mgA AMExHs A 2
HEZA 98 Ygix 2 UV FFPZ A}
EZEH - A fE AREEIORE)
EE712H00E)
Algdet=s 7| & 2
0 1202+ Jux - hr, 200W - hr/m
N
EERE
EEME(%)
2t25(%) (HPLCH)

32.A. L= (APPENDICES)
32.A1. A4 3} 4] (Facilities and Equipment)
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Az Fddeld #A" Az R A7 Al ARl tsty =gk
Informations on the facilities and equipment relating manufacture and control of

the drug substance and drug product should be provided.
<Z# : ICH-M4Q(R1) >

O 4213 F59 Ax 9 Ao FAE Axd D AIF7|HY AT Ao i A5
£ 7ledt. okE Ax 2 F4#Y 7|Edd WE GMP packages HEE FAS
BT AHL F ATk

32A2 ¢4 A U <A A H7(Adventitious Agents Safety Evaluation)

o1 =29 FAH 2ol et Ade Frhslke JRE 7T
Information assessing the risk with respect to potential contamination with

adventitious agents should be provided.

<E4 : ICH-M4Q(R1) >
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3.2.A.3. 3 7}A) (Excipients)
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LR T TiEstH FHE APS aoksta YA B AR AHERE

3.2.R. A 94 ¥ (REGIONAL INFORMATION)
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3.3. #31 & A (LITERATURE REFERENCES)
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}+Z = (herbal preparations)
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13. 3 & (in-process controls) :



14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.
26.

27.

28.
29.

30.

WA % (intermediates) : o] %FF9] Ax2FAH Fo X Ao 2 Fad AXIFHES

O AxoF A SfFo s He

H gl o] d(validation) : ©1= 5783 34, WH, 71A8Y] = A|2Fo] n|g] Ao
el

Ae FAG7IEA A 237t dAHA dolve RS AT olF &A1
&= A

H A A F(bulk product) : AXFAHLS EF 45T IFTAN G2 FEH S o=
LB FFE = A F

EE(impurity) @ ¥E2EF e SAgEd = dERoFEH} HIHA ]9l
P E =

A & 9FF (drug product) : = AExFHo] dRH HFHOE QA FAL
Nes 4T Adow Axd ooFF

A # (finished product) : &AL FE = R YIFFNAN BE AXFH £
o] of &

. .
AZOFE  GAlfobEe] Az ASHE TARA AS), FAE B AAAE X

2 arslerEe 3

o,
o M

Xﬂxg(regeneratlon) Azl AHEE Zd, ZH, Sl 22 EES dF 78S
AA Al AREstE A

A A & (formulation) : $kA| & eFF] MW FAFEHE £33 AAS HA

A Z(manufacture) : YAAE FHstaL o
#He, Jas], B 2 v It dA
A3 (dosage form) : o <FFo] APz GA|, WEA, A, YA 502 FAHAES
x3stH, dutd oz HIHA

= 3wl A 2T © =
T8 &7 (critical steps) : Ao FH TS PIA= FHAGAR FoTHolFLE ¢
Z7H (intermediate) : Y E 2| FF ] FHF A WHEAR AT FITAHE AR
H A A% (bulk product)e] =+ A
/JF- 2 2 9} (chemical profile) : SHFAI A A o] FAAFR(LEAAIAZRIETH F)
2R 4 AEY Exo ol Ui SAS AU AR ARFF(FEE )
T U A9 24 WHAHE FRHOE HAFc ARvEIY JHo=
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SJOFEAIALE o okE A FE IS EA(CTD) 7hol=akel 844 (F2).(2015)
stk eh 25 F23E 7hol=2411.(2015)
Sok(Aeh A Al YR FE T2l A.(2016)
greF(A ) AIA 9 drzzad 43 7he]=21<1.(2016)
EMA. Guideline on quality of herbal medicinal product/traditional herbal
medicinal products.(2008)
EMA. Guideline of specifications: Test procedures and acceptance criteria for
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herbal medicinal products.(2011)
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herbal medicinal products.(2008)

EMA. Guideline on the chemistry of active substances.(2016)
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)

ICH Q2(R1). Validation of analytical procedures: Text and Methodology.(1996)
ICH Q3C(R6). Impurities: Guidance for residual solvents.(2016)

ICH Q7. Good manufacturing practice guide for active pharmaceutical

ingredients.(2000)
ICH Q8(R2). Pharmaceutical development.(2009)
ICH Q9. Quality risk management.(2005)
ICH Q10. Pharmaceutical quality system.(2008)

FDA. Guideline for submitting supporting documentation in drug applications
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