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% + (Raw Material)
Phase
38 P Items # 3 Notes
II 11}
1.1. % & ~ F % % (Common
name & synonym) O O
1.2. # ~ & ~ #& (Family, genus,
species) O O
35 EL \ ke L g d Bl ~*F ~GBrRpP
13. 7% ~ 7 Fdilfw (Illustrated by ﬁgrlres
(Morphological &anatomical descrint; O O
examination) escriptions
& photographs)
1.4. 75 Jn #2_(Certificate of O O
authenticity)
= — = > ",’i Z .,'
1.5. 4L ¥ & (Voucher specimen) ;atch)#b TG RO ¥ IR (every O O
1.6. 4_%F #f7%% f& (Endangered or | ¥ ¥ US/ESA/CITES ] % O O
threatened species) (Identified by US/ESA/CITES)
1.7. )3 9:/;} ’l‘ﬂ:,\./,,\;}-g,ﬁ
(Actlve/marker ingredient O O
description)
1.8 % ek 47 5 !
(Acceptance specifications & O O
analytical methods)
Pl E A S L AR i
# 5 (CoA of the lot used for the
production of the finished
product and the Batch Analyses
Data) ; iz & F—F-}t MR K&
Z_iF PR B3R 4 + & Z‘E/#Zf 3
1.9. ¥ % 4% 2 ! (Certificate of % B & 7 g F o (the O O
analysis) supplier’s raw material 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.)
N S TR L A ) I
R P
L9.1. & 47 2 6 o Bl e & . (chromatographlc ﬁngerprmt) =
(Chromatographic or spectroscopic | o g O O
examination) ¥ 174 LU
(spectroscopic ﬁngerprmt)
1.9.2. 3 »e/dp th = & HEE
(Chemical 1dent1ﬁcat10n for A VAN

active/marker ingredients)
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7% P Items # 3 Notes
I II 11
57 N A\ éé‘g‘*j‘_l. L - B A /'mfﬁ'\‘
193, 4 sy s w g ol | e P
(ASSanyof aitlj/e/marker * = & (each raw material at least VAN A JAN
ingredients) one reasonable active/ marker
g ingredient)
1.9.4. 4 # & 14225 * (Biological
assay) A A A
1.9.5. %, % 4~ (Total ash) A A O
1.9.6. p& 7 % 124 » (Acid
insoluble ash) A A O
H 2 F 2B
97, K E g FRALT LT BN E
éx?tcht)J\* 4 (Water soluble E Bote it @ ¥ R Ao e A O O
dodi s B s A S 4R F C(eg, Pb
};’v 1 9 9
1.9.8. £ £ Jf(Heavy metals) As, Hg, Cd, etc) O O O
1.9.9. 7% § B % (Residual
pesticides) A A O
1.9.10. &2 "X & (Microbial
limits ) A O] O
/:B/ /:; s S= :‘ : : , .
1.9.11. ggﬁ{a#nq {;aﬁoflglcmblal 4o¥ $94 % ¢ (e.g., aflatoxins) A O O
1.9.12. #. 224 (Foreign materials
& adulterants) A A O
FAEWRT HE S EEL
¥t (a specimen of each raw
material should be retained as
1.10. % f& & (Reference sample) reference standard for use in A O O
identification and other
comparative tests)
1.11. i\i‘“—‘ﬁ/l——)@—*‘ o TR a1
(Grower/supplier name and JAN VAN O
address)
al—n;m/\‘# i\-f“ I b E
E (including its geographical
1.12. % & (Current sources) location and whether it is AN AN O
cultivated or harvested from the
wild)
N . 7 JT = ende BE 2 pE R (Harvest
1.13. 4z = (Harvesting) location and time) JAN JAN O
z %:i% e o S R3 A
Lo . e Bl i ﬁ_(lncludmg collection,
1.14. 32 i 42 (processing) washing, drying, preservation X A O
and treatment)
ZA D s R RTG
1.15. i& i* +f #2(Transportation) (1nclud1ng shipping, ﬂ'landling, X VAN O

transportation and storage)
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% 2 & (Semi-manufacture / Drug Product)

assay)

Phase
¥ P Items # 3t Notes
I 11 11
. o F i~ &7 g2 ¢ g (Characters,
2.1. i it (Description) dosage form and appearance) O O O
NN A= e HERAVE T £
22. %2 2= (Components and (quantitative description of drug | O O O
composition) "
substance and excipients)
23. fig ¥k ¢ TR B hb
(Manufactflllrerfs name and address) O O O
2.4. % #% (Manufacturing process) | 7z 7w #% Bl (including flow chart) O O O
25 R E BT
(Acceptance specifications & O O O
analytical methods)
4 - 2R 0L AT I
51'16&‘1 %flié; # % (Certificate of (CoA of the finished groduct and
y the Batch Analyses Data)
1. “t B (Appearance )
¢ K & 17dp W BIE
2.0.2. & 152 K ERIH & (ch}%omatographlc ﬁngerprmt)
(Chromatographlc or spectroscopic EEINTS Y E A O O
examination) y ¥
(spectroscoplc fingerprint)
2.6.3. 3 px/ipth = & FE
(Chemical 1dent1ﬁcat10n for JAN O O
active/marker ingredients)
@,E"v‘@lf?ﬂ]ﬁ 21 B
§ > & il 302 BEILZ
%\r‘%a‘ = S I SN
e é%%ﬁ (at least one reasonable
active/marker 1ngredlent of the
ﬁnished product) B > A Af e/
2.6.4. 3 »</4p LN B A ,EJ, (R ir]%]&;}guu}
(Assay for actlve/marker Jf‘r zﬁ‘ﬁ 2 HRE 2 654 %=HE | A O O
ingredients) R ) %3? T R RE% o (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. 4 ¥ & 3% (Biological A A A
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Phase
¥ P Items # 3* Notes
I 11 111
oy e o Suength by REHEEEE R0 | A | O | O
2.6.7. & 4 A (Total ash) A O O
2.68. &7 % 14~ (Acid
insoluble asﬁ) A O O
L ETE YR R E T
RRETSy H Rede il @ % A &2 X B
gx?reglct)J\ 5 P-4+ (Water soluble o (If the extraction process VAN O O
used other solvent, should be
provided those solvent extract)
Ag Y Vi _L/_J‘, Y
2.6.10. 7 -k & (Water content) ;!; i’:; j'J LOKEE S B FEE R A o o
N x g
go?vlerltsg)k % 7% ) (Residue EBp AL kB & A O O O
= dodn s B s A~ 455 (e.g., PD,
2.6.12. £ £/ (Heavy metals) Ars, ‘i{g, Cd, etc) 2 (e.g O O O
2.6.13. 7 § B % (Residual
pesticides) A A O
2.6.14. pig 2 4 ' & (Microbial
limits) Al O | O
2.6.15. #ic4 45 & (Microbial , .
contamr{r;iltro#dvssﬁ - (Microbia Yoy 84 % * (e.g., aflatoxins) A O O
2.6.16. *c e =% 5 4 R .
(Radioisotope contaminations) # 7 {7 (if applicable) A O O
o M T ot R 3 eh% TP TR © (sufficient
2.7. % = |+ 3 (Stability data) stability data) O O O
EK‘#L TG R R
£ & (a batch of the finished
2.8. ¥ P - % % (Reference product should be designated as A O O
standard) reference standard for use in
identification and other
comparative tests)
2.9. #+ =t &4 (Batch record) YAN O O
2.10. 7 B4+ 3 cngy i
(Description of container and AN O
closure)
2.11. % BH7 24 (Copy of A
container label)
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