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3T B AR SR AL o 3 A ] B R B AR R

A (Raw Material)
Phase
18 B Items #5 3% Notes
I II m
1.1. 454 ~ B & 4 (Common
name & synonym) O O
1.2, # ~ & ~ 4& (Family, genus,
species) A O o
: AR kL
1.3. & ~ ¥ ) ik ™ (Mlustrated by figures,
(Mmphologlcql &anatomical SR A O O
B descriptions
examination) & photographs)
1.4, J& B 48 5% (Certificate of
authenticity) O O O
(= P RS . .
1.5. /B3 94 4% (Voucher specimen) lﬁtch)d}t I A1 R A 8 AR (every b4 O O
1.6. % % JaArk 84 (Endangered or | 4R 4% US/ESA/CITES # & A O O
threatened species) (Identified by US/ESA/CITES)
L7, F 25 /35 3R A -8 3
(Active/marker ingredient A O O
description)
1.8, JA& B Ak 4 k!
(Acceptance specifications & A O O
analytical methods)
H g, o Bl 3 2 4R 4 B AR 54
%iéI?(COA of the lot used for the
production of the finished
product and the Batch Analyses
Data) ; 12 fL”F;’E,Mﬂ*IE RS
iL%tb#ﬁ‘%fv'#ﬁ &R B A
1.9, #8324 ! (Certificate of e # 4% ik 4T 9 3 o (the A O O
analysis) supplier’s raw matcnal batch -by-
batch test reports and the analysis
of changes in raw material test
data during seasonal transitions
may be submitted as the
documentation for the
application.)
s b 4 —%—ga‘_
Lo Raskitmme (o B o2 MR KB OB
i il ) (chromatographic fingerprint) %,
(Chromatographic or spectroscopic R v ) 2 O O
examination) (spectroscopic fingerprint)
1.9.2. A B/5 4% M7 485
(Chemical identification fOl N VAN A

active/marker ingredients)




Phase

transportation and storage)

IH B Items 45 3£ Noftes
1 I 111
" . BHEEMES BT
i %ﬁﬂ#ﬁﬁﬁkﬁhﬁ“g it ﬁ%ﬁj\: Fc:i%al\’v lnliellglieriai2 g? :igj:t
(Assay for active/markel one reasonable active/ marker A A A
ingredients) ingredient)
1.9.4, & Hp7% H33% ? (Biological
assay) A A A
1.9.5. #8424 (Total ash) A A O
1.9.6. 8¢ A5 PR 4 (Acid
insoluble ash) A A O
; ERAE L0l AU R IR
1.9.7. AL gy (Water soluble 7?;"’: ﬁ_ e ey L A
exctiact) j;f] ., Mo g BRI 2 3] | A @) O
& R ] .
1.9.8. ¥ 4§} (Heavy metals) f\uj)'io Lgd ;Jt(c) ¥ (g, Ih, O @) O
1.9.9. 3% Y B % (Residual
_pesticides) A A O
1.9.10. £ 2 45 i & (Micrabial
limits ) A O O
1.9.11. $5 4 45 75 & (Microbial o g e i
contaminations) ho 5404 & * (e.g, allatoxins) A O O
1.9.12, 4% 4k 4h (Foreign materials
& adulterants) A A O
o MR A R R R AR kb
¥ (a specimen of each raw
110, 2185 (Reference sample) | et ONG T S Bl A [ O | O
identification and other
comparative tests)
L UL AR M R 6 4 9L b3
(Grower/supplier name and A A O
address)
B3R A ~ IR A BN R
#% (including its geographical
1,12, 423 (Current sources) location and whether it is N\ N\ O
cultivated or harvested from the
wild)
] Al 5 4k vl g AIVes
1.13. e A% (Harvesting) ]iciﬁﬁ: iflé&“ﬁ;e)‘ W 8] (Harvost A @)
ﬁ"ﬁ’—% X '}%fﬁ’ti*d%)‘ﬁ% ‘I'{%ﬁ-&
v e - Jo, i@ 42 (including collection,
114, & 323842 (processing) washing, drying, preservation X 2 O
and treatment)
BHE  RT - EHRIG
1.15. 3 3% 1% 42 (Transportation) (including shipping, handling, | X A O

£




FOTBARINEE R 2B A -
TR EmE -

FAHFAMRMEE R 2 EH -

B R RS IR RS B b M o 3R 0 o b S A A I R 2 A
KAEFR RARLES > BABER B AR R LBEMILY -

48R EAT U193, FA/GER K Eod ) 0 FHRMARE L T 194, & dhF ek, &

O
A
X
L.

2
2o FRtTASAE M A Choibddl » BEABER AT -

3. EaRIBETHAKIAERE > LT SR LIRPRIRFARRM E 0BG AT RARE
1R AB % 0 5 o

4. Fe s I T 1 A AR -

5. S S R R B o TART BRI A4 Lo A W -




P4 =
o T O AR AR AL S A 3 A R Bl M M B AR R
W 2B AR (Semi-manufacture / Drug Product)

' Phase
I8 B ltems fi§ #: Notes
I 11

— g g ~ B 4 (Characters,
2.1. 43k (Description) dosage form and appearancc) O O O

ol . E A5 i A e

>3 4
2.2 g%;’: f}is.i.ﬁgﬁ,)(COmponents and (quantttatwe desm I])inl1 of drug| O ) O
! substance and excipients)

2.3, 3% B4 AR R bk
(Manufacturer's name and address) O O O
2.4. # #2 (Manufacturing process) | 4-ii#2 B (including flow chart) O O O
2.5. RAE BARNR T ik
(Acceptance specifications & O O O
analytical methods)

< It 3 2k e, AR5 B R A B
2121.]6&.1 a‘f;«’é}f;#& & (Certificate of (CoA of the finished product and | O O O

Y the Batch Analyses Data)
2.6.1. #}#3, (Appearance ) A O ]
_ o R 534 45 B fE] 3

2.6.2. 47 bk 14 B L s
: ; ; t hic f print) 2
(Chromatographic or spectroscopic S‘fﬁ?ﬁ‘l‘}}r’ %‘;&cﬁ_mgelp] e b VAN O O

a8 7l

exaniination) (spectroscopic fingerprint)

2.6.3. 7 M /AAE 4B
(Chemical 1dcut|f"cat|on for A O
active/marker ingredients)

fkuu«'}a"r“ﬁﬁ‘z.n\ : ?’\ZM»EI N
[5) 8 44 (at least one reasonable
active/marker ingredienl’ of lhe
finished product) 5 # %

264 HABMERB Y RENA > | AR 0 4F U458 LLE3 mmﬂ

(Assay for active/marker IS o PrIAT 2.6.5 i.}lzj WEME A O
ingredicnts) L 455— PR - (IF

the composition is complex or
unmeasurable, a  fingerprint
similarity analysis report can be
used, and the 2.6.5 bioactivity
test should be carried out to
support the stability test.)

2.6.5. & MR % (Biological
assay) A A

10




Phase
78 B Items 4 3£ Notes i -
- 1
2.6.6. #u k49 (Strength by " 4 2,0 0
weight) ﬁ%ﬁ'@;}“i&uuz_ﬁ'ﬁf’t’m A O @)
2.6.7. #a & 4 (Total ash) A O Q
2.6.8. B& Al & o (Acid
insoluble ash) A O O
T
Eod ) 5 + J& 3 rﬁ" -)é-’;—?‘- I8
26t9 611%& iy (Water soluble My o (If the extraction process | A O @)
R used other solvent, should be
provided those solvent extract)
¥ Ha e A 3 o, 22y b
2.6.10. 47k & (Water content) %ﬁg%]%ﬂﬁﬂ‘f HIR e PR A O O
2.6.11. }k'\‘ﬂ}ﬁ-’}fﬂ (RESidlle E g o P e 45 A 5
e AREd A& kM- | O | O | O
2.6.12. 4K (Heavy metals) i‘fj"hgﬁg’id ?;C‘) 4% " (8. Pb, O O @)
2.6.13. 7% @ K & (Residual '
peslicides) A a O
2.6.14. i & 49 & (Microbial
limits) A O O
2.6.[5- %'ii#!q j;j-?f% (MECI'Obia] RN T | "
contaminations) o3k % * (e.g., aflatoxins) A O O
2.6.16. 7% 4 ¥ 15) 4 % 75 4 At gt Ol
(Radioisotope contaminations) % 47 (if applicable) A O O
h b B :&:’.-: 6 -
2.7. 5z e PE & 4 (Stability data) S/fa i 31?%(&(; ;.a ;i A © (sufficient | O O
JEAE R — b g, S 1E B 3 BRI
6942 3 (a batch of the finished
2.8, ¥ B4R & (Reference product should be designated as A O O
standard) reference standard for use in
identification and other
comparative tests)
2.9, ft=k 3.4 (Batch record) A O
2.10. 7 35 B34 3 oY 4% 3l
(Description of container and A
closure)
2.11. B #4%m% 4 (Copy of
container label)

T
O AAMIMEHAE LT -
A FTRBEME

X & FHEMRMNPIED ZE o - _
|, G EMTHRERAS—BHES FERz2hREA e SHEmbaF 8L %
JEAZ T 0 L) s R F A oh o BBARIBMEH 1.8 & 1.9 sashah A Bk Tt o

11



S AW

Rk PAT T2.64. FRUBBBR Y RESW 3 0 AFRIME R T2.65. £dhERask | &
Z o FIHEAEHR MR o B (2,65, £ WiEthRih | JEds Rk -
FEBIRERMEAMPALIZE -

HHFFRETFOAPALIEAE -

)il IR KRB TR BRI, » 43 Laisg B3R -

Firdl TR SR AN AR TR 3 @A A L ik Bk o B BB R4 2 Bk
B gl B R ARG DA A H LR R R EIE C B SRR Az R
AR A A SRR AR RTINS 0 RSB DRREHE 0 BRA| LR TS o AN EERER
(NDA)BF » e B Bt B O AR E TP 8 3 25w M akup SR | o ALk o
P ERFRBI AL AT o e R B R RR L
IR LA M AR SR ATl SN RREL A AT RENY ALt R
Hibe i HHFREREMELK -

MR FEELERRRFELNRMM A SAZE 2 G ARG ERBLY
A2 BT HR T K3 o LA B B 2 A -
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