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4

FEATETRA R RS s T BT A 4

# 1 (Raw material)
& P Items # 3 Notes Phase
I I m
1.1. i & ~ F & %(Common name &
cononym) AlO|oO
1.2. # -~ § ~ #8(Family, genus, species) A | OO
e, R - dBE ~*F SR ERP
3. % - 7 ; ﬁ%ﬁ.(Mc.)rphologlcal & (Illusti’ated by figures, descriptions | A\ O O
anatomical examination)
& photographs)
1.4. # J # 2 (Certificate of authenticity) O O O
a 2 okl g 1E
1.5. R4 t%(Voucher specimen) ;at—ch%)khjf%ﬁ RO P (every x | ol o
1.6. 2_% #F7% f8(Endangered or threatened | 1245 US/ESA/CITES #| =_ A o o
species) (Identified by US/ESA/CITES)
1.7. % »c/4p & 4 % it '(Active/marker
iilgrediint description) 2 O 10
1.8. 4% ki /A 17> % !(Acceptance
specifications & analytical methods) - O 10
R e R Ao L L AR U 'S
o 1 . : $%(CoA of the lot used for the
L9. &% 3F % (Certificate of analysis) p?oduction of the finished product A O O
and the Batch Analyses Data)
5 A A4 = R
1.9.1. % +7 2 & 3 Bl # % (Chromatographic | (chromatographic fingerprint) 2
or spectroscopic examination) & 47 45 % Bl ¥ (spectroscopic /s © 10
p
fingerprint)
1.92. % ?»‘3:/3‘;1 & = & #- % (Chemical
identification for active/marker /\ /\ /\
ingredients)
SEERD - B AR R
1.93. 5 »%/dptk= & L& A 47 2 (Assay for /" (each raw material at least one A Al A
actlve/marker ingredients) reasonable active/marker
ingredient)
1.9.4. # % /&M 325 2 (Biological assay) Al A A
1.9.5. % 4 4 (Total ash) AN JAN O
1.9.6. f& % ;3 % 4~ (Acid insoluble ash) YN A | O
F AR 0 B
H oo Ae A E ¥ B2 E B
1.9.7. -k % B~4= (Water soluble extract) 47 o (If the extraction process used | A O O
other solvent, should be provided
those solvent extract)
KR N A3
1.9.8. £ % i (Heavy metals) ﬁl;%erfetc.;\ %+ “(c.g. Pb, As, O O | O
1.9.9. 7 4 P % (Residual pesticides) AN | A | O
1.9.10. ## # *2 ¥ (Microbial limits ) YAN O O
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3B F Ttems

h 3 Notes

Phase

1|
ot T im s - -
1'9'liélfgrh‘irztgi)(Mlcmblal 4o 3% % Y(e.g., aflatoxins) O
1.9.12. ##% 324~ (Foreign materials &
VAN
adulterants)
FrREG LT RS EN
(a specimen of each raw material
1.10. #fpe & (Reference sample) should be retained as reference O
standard for use in identification
and other comparative tests)
1.11. i‘i‘%"ﬁ/ff—ﬁ@ﬂ oy g 1A A
(Grower/supplier name and address)
SHILAF A p B EE
- (including its geographical location
1.12. % ik (Current sources) and whether it is cultivated or o
harvested from the wild)
. . 7 o = erge 2he pr A (Harvest
1.13. e = (Harvesting) location and time) 2
1.14. 2 i 2 (processing) FAEES- I S T A e A
VR ﬁ;(mcludmg collection, A
washing, drying, preservation and
treatment)
1.15. i# i% i #2(Transportation) FEE IR E ﬂiﬂ 3 pT
(mcludmg shipping, handling, AN

transportation and storage)

=
O %7 /?%IT\J:EE F‘ﬁ‘} °
N T ARBED e

X Fon 2 RRNTZED 2 Fo e

L &H2 ORRRAERB LAY L ) FHL N A Fd 1 PR TL R LRE

i*\“iﬁ’%*%%i BoriF e LB R s T 5E
T B 0 WHRRFI 194,
2 o 53 @ﬁ*kabﬁﬂA#’Tﬁéﬁﬁmpao

et 2B k2 VRAFHAY 2 § ¥ 5

2. WEZEHE 11930 7 ﬁ#ﬁ@&
Xz

3. EARREZHLANmOLERE,
BixBxm o

4, FHEENE IR L AL EE

5. BEAHE X REH VT RFER

\é_i o
\\Xy
ol

A P EM
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PEMERABRCE NS EEHEFET R AR A

o L

(Semimanufacture/Drug product)

5 P Items % 2t Notes Phase
I || m
2.1. #u it (Description) ¥~ A4 & ¢t g (Characters,
dosage form and appearance) O O O
g 1YY
2.2. = & ¢ % = (Components and G A 2 ERAL | 2§ (quantitative
composition) description of drug substance and O O O
excipients)
2.3, i "ﬁ % 4% ¥ u (Manufacturer’s o o o
name and address)
2.4. @ #2(Manufacturing process) 7 on 42 B (including flow chart) O O O
2.5. RA¥ % & 477 2 (Acceptance
specifications & analytical methods) O O O
2.6. ¥ 335 2 (Certificate of analysis) 3F 4 & =0 4 47 B (CoA of the
finished product and the Batch
Analyses Data)
2.6.1. ¢t @ (Appearance ) A
262, K&k F W% A 3 R A A7 e
(Chromatographic or spectroscopic (chromatographic fingerprint) z*
examination) 3§ > 7 45 3 )3 (spectroscopic A | OO
fingerprint)
263. 7 ?»‘3:/3‘;1 & = & #- % (Chemical
identification for active/marker A O O
ingredients)
2.64. F2cfptk S 2 R A Hi(Assay for | BE S WAE 0 30 1B BAT S
actlve/marker 1ngredlents) A@lfgﬂj—-ﬁ P22 B AT S Rtk
S A FAEKRE T FEH - (at AN O | O
least one reasonable active/marker
ingredient of the finished product)
2.6.5. 2 & 123# 5% (Biological assay) A A A
2.6.6. 34 #% ' i|(Strength by weight ) REHE LG s & F LG A O | O
2.6.7. &4 & (Total ash) A O O
2.6.8. &% 3 14 4 (Acid insoluble ash) A O O
2.6.9. -k Z B~F (Water soluble extract) At B H B AT
SEERND CRLEE N P S
(If the extraction process used other VAN O O
solvent, should be provided those
solvent extract)
- R X £ oL
2.6.10. 7 -k & (Water content) _:Ex, AL ORPE S EEERAE S A o o
2.6.11. # 473 ¥-(Residue solvents) EBRELRRFFE R | O QO O
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Phase

I B Items # 3 Notes
I 1I m
2.6.12. £ % i (Heavy metals) 4o~ B0 s &~ 455 P (e.g., Pb, As,
o | O | 0O
Hg, Cd, etc.)
2.6.13. #% 4 P 2 (Residual pesticides) A N O
2.6.14. x4 47 *T& (Microbial limits) A\ O O
2.6.15. B2 ¥ 75 %4 (Microbial 4% 4 % “(e.g., aflatoxins)
L A O | O
contaminations)
2.6.16. i+t I =% ;5 4 (Radioisotope % ¥ {7 (if applicable)
. VAN O | O
contammatlons)
2.7. % T F L (Stability data) B g ehd R S(sufficient
. O | OO
stability data)
2.8. ¥ PR 4% 2 5 (Reference standard) Medn T # 3 B IF L H R RK D
£ & (a batch of the finished product
should be designated as reference VAN O O
standard for use in identification and
other comparative tests)
2.9. #t=x ;e 45%(Batch record) A O O
2.10. 7 B2 3t ¥ chdy it (Description of
container and closure) o O O
2.11. % B4 7 82 &~ (Copy of container

label)

%"/?%ITF P2 F‘ﬁ‘} °
ATAHBED Lo

CRIR b ERE RS
Fo ERHTRA S S g F S
xf)@%ﬁ ]T«riﬁlr'p),];:fg:?ﬁﬂl

EXDOﬂ

-

/ —,—ﬁmk-

L g RBRTALH D F AR 2 WS
TRk EH 1.8 2 1.9 11 ehenag pk i FAL o

BATE B

' 2

Z_

’}; B 43 % L‘H’.

2. WmEAE 264 /A s %Mfu s B R FI (2,65, 4 $E Rk
[REARNE U SR «Lﬂpéﬁﬁ ¥ 0265 2 4 iE sk | iy Fondsk o

3. EABNRNEFREATLARE

4. FHEFIR T LA 2R

5. B EH S X REH > T RFERIR AT LHERPRP o

6. “THL T &5y eh% L FH "“ffﬁ‘”’“’y% 3P Uz e iR 0 RRITI B %
%mxm?ﬁ&ﬁ%&wg :%?ﬁéii.&%&% pw,ﬁw¢%3&v

Lﬂ%ékimﬁ&$%ﬂﬁ’fﬂiiﬁﬁﬁ’@m TR

% e (NDA)F » % LF’L A @ 107 #3824 9 F@we g g s AR
PR Y GRBF R SRR L ARG X YRR RS DA RERY E
XA R f'J~ TF —mb#ft IE R d > B REHRE L
Frrafhad et 2RE  WH7 FLL TEL £

7. = ‘”Mé/@r*r*wé}%””%é}ﬁ]i G R R RS A

Wiz Frk g -]‘\i‘éﬁ te B HeBkIE D 2 T -
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i =
PEAMETRA RS DR TR AR
R AT ¥ - & ¥ - # (Phase = ¥ (Phase I1I) E%EE
1/10) 1.ARED R O |13 - L3 ATEHATE* 30
SRPFLFAT LA 2AER R 5% 2F -
Fofv = A . FRZAT LA 2R 0E G2
D AREB IR | P A LAV L o
5@%@];]9 © bR P 3ARiE AR 55373 ¢ g’&'ﬁ o3
Y AR o PRz 159 FAR s A
E%AEF MR %
2V BRTE o
LB (7 3 | R R et it - Tt i - T i
B d IR )
(Primary
pharmacodynamics)
EEYEE £ BAE - B EEFEY G (A RFRITATR RPRTE T3 ik
(Safety Pharmacology) ARl z% PR ESR FE D Viv?‘%? kL
4 i §ﬁ£€¢1%’@ﬁﬁﬁaﬁ¢%
@~’W RBRERE | F > BREEM
ik - R L
H-&i4 B MR |AFhra%yed |RESZT 2N | TRE ﬁ¢5§ Te#e -2 fhof 5 A
(Single dose toxicity) 5 ﬁlﬁii 4 J,"i T | FoaTREM KRB B dr BB TR - o (R - s 2o

'ﬁﬁ%>ﬁ%o

ﬁ 2ﬁ¢#ﬁﬁhé

EAFHE & 1
(Repeated dose
toxicity)

AR R F(A AR
S WARZE 3 AL 2
Pat )i AR
o gk W F R A
LR AR =Y e
PHRE (34 EA)

2 féf’”*" r—'é“:%? 2
»,fpﬁ%ﬂﬁwrﬂv
TRk R R
(%4 % A) - B#HiE

) RS T AL o

Vi E] f@ﬁ:j“i\ﬁ
Bk AL
PP RE A E "F'%"‘T&?v
it aw ($3
% B) o

@ﬁ%zﬁﬁﬁﬁﬁ
F(H - 52FH )
%kﬁﬁ%gii’ﬁ%
A F @ iRk i@
*FPH (4L £ B) o
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L5 R ¥ - & ¥ - # Y(Phase | ¥ = # (Phase III) a%%E
1/1T) 1.5 AZE B Suig * 5 | 13748 o LEATEH ATET 3
REFZFT L 2AAEERREY X% F -
»)'z;“f;,fﬂ] . } ﬁl_flirﬂ*pf;-i;%qfc 2.2k B g 2
DAAE B IR g {4 A o ZLINE AL E o
%%E]’ ¢ b# o 3.%15@@.&%1%‘*.3:{‘_56 3.5 & 57 %7?#‘,%’3
#e’ ;T*fr&};;;;o %mia_pﬁﬂ%q_gw;}gb AfBiE R
EHRALIFIHER %G
2.V BRTE .
5’5‘"? ‘Eﬁ *E“ﬁ#""# ‘U@
% }:h‘fﬁ? 2 %FL'[%“;%%
/)é“ ho 1 fade o if sk 7
oA FE ik o i#’%ﬁar_ 'F"Ui yoF ade & o
(In vitro genotoxicity) o FRiESBKE
R AT G 3 ¥ s byt T i o Rk i o
(In vivo genotoxicity) Fom TR Rk ko
EAN I W EA N FiRkirsk % B0 BFIRAFHRT @ * 3% ade & o
(Reproduction toxicity | F#Zjx » ¥ 2 FE o | FERE > ¥ £4HE
Segment I) F M RHESET E Y ,
$or 2k sE A iE RAs 22
L A E T EaEy N
22 , Y > ) 1 NEY > ’ /\/ili‘g%/;: e
ENTEENT ETRA R T & 7 B oK| FARA A R B A R E 2 gL
(Reproduction toxicity | H @22 » ¥ A& o | Fg@R 2 > 7 A K& o i'f‘j ! i‘,;‘;"f” = o Sa
Segment II) Z\ gF RIS >
TEE R ERA AL €7 FC| FRARAD X0k ° Ttk i -
(Reproduction toxicity | F#ZE » F A B o | FWEE T AFE
Segment I11)
R TR % B RIOR R 7 RisRHEEES [ RisRHEE s
(Carcinogenicity) X TRrEARAREE | TP ERARKE
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WA ¥ - &% = ¥ '(Phase | ¥ = # (Phase III) Y e
I/1I) 1LAREBRE* L\ LITHS - 1.3 37 & H 378
REFZFT L 2AAEERREY X% F -
(i3 Sl I PERLFG LB 2.2k BRER 32
2.AAZE BRI A o 2 M HiLE o
%%E}* A KR -1 AR IR Y %?g‘—ﬁ o3
B AR o F S EE S TR R . L
EHRALIFIHER %G
2.V BRTE .
(1) el R R
fo TR AL &Aoo AR T2 A AFHRTE T | AFRTE VIR
(Local tolerance) AT ‘qﬁﬁ—'ﬁ R - 3 F ik o ® o
E=N3
FLR H(Antigenicity) FREHRTE VIR | FAEHRTE VIR A¥HIE T | AFHEFTE TS
o oo ??L 7 o 7 o
i #f 14 (Dependence) FRABATE T IR | FEBEHATE VI H BEHALE TR | EEHFTE TR
® o ik o oo {7 ©
R
LA RS - BI 5 - - - R 5 - PRArdR D57 LI P BNGFALEY  FHFRES ZELISETH -
2. FrREERFHS TR €i‘5§§43f§'ﬁ 73 < E(rat) o
3. A B hied Y BFL I Y F- ARSI -
4JWA%WP@Lﬁi%W14#iﬁ$%
5. &% T W%W;WJﬁﬁfimﬂmﬁ%%#?ﬂ%>ﬁ FRATRG KT DA o
6. ¥ L fFd 2 MRy ARBEFE RPGTH L AP 2R pé% iRl
7. TR R R é’ufriﬂ’é”%ki‘*’éi‘%* PR ERY FIRAIFH T LE B A EE R FRAIFHF PP B R ¢ L L

,?ww%éwiﬁﬁéﬁﬁﬁ%ﬁ%iiﬁﬁﬁﬁ%fﬂ°
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- #E 2 5% 2 53
288 (%) 2 % 8 2 & 8
1 B2 (z) 1 i » 1 i »
3B (7)) 3 i@ 3 i
6®" (7) 6 i 6 i
6 B2 1t 6B 9 B?

#B &%

EE R/ EZEAME T MR KRB LEY R
BRI TRREKR | AR T ERR AR EDRT
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