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2 %=

PERETRA BRI S UG T BT R AR A

#Z= 4 (Raw material )

% B ltems % 3~ Notes I PTlase m
1.1. i & ~ B & & ( Common name &
synonym ) A O | O
1.2. # ~ B ~ & (Family, genus, species ) Al OO
s . . dRE 3 BREB AR
2 \ kp L
1.3. 4 % 7 ‘ﬁ.*ﬁ .( Morphological & (  Nlustrated by figures, | A O | O
anatomical examination ) .
descriptions & photographs )
1.4. 3 & #%_ (Certificate of authenticity ) O O | O
F - T BT &
1.5. m#L g # (Voucher specimen) ;atch)#b B3 RALT & Cevery| o oo
1.6. &% #7%% f4( Endangered or threatened | 12 4% US/ESA/CITES | = A O O
species ) ('ldentified by US/ESA/CITES )
1.7. 3 »zldpg %+ & 4 i ( Active/marker [ .
ingredient description ) #7 i (ifavailable) O O 10O
18. # ¥ % &~ 7 > ;2 ( Acceptance
specifications & analytical methods ) = OO
B e 2 R R P A T
" . : #% (CoA of the lot used for the
19. fw#%4F 3. (Certificate of analysis ) production of the finished product A ©10
and the Batch Analyses Data )
¢ K o~ A7 dp X OB H
19.1. %47 k¥ B & (Chromatographic | (chromatographic fingerprint) s Alolo
or spectroscopic examination ) % 3# 4 47 3n ¥ Rl3¥ (spectroscopic
fingerprint )
19.2. 7 %:3:/:};] & = & # % ( Chemical
identification for active/marker A\ O | O
ingredients )
FREHI - B E RS
1.93. 7 %:fc/a‘g AN - (Assay for | » (each raw material at least one A O O
active/marker ingredients ) reasonable active/marker
ingredient )
1.94. 4 4 =4 :2% 2 (Biological assay) | %7+ = (ifavailable) A O
1.95. %4 4 (Total ash) A\ O O
1.9.6. #7344 (Acidinsoluble ash) A\ O | O
FRHAEAYEVE B RRETEE
oo Rk @Y A EL2 F B
1.9.7. k% 5% (Water soluble extract ) ¥ o (If the extraction process used | A\ O O
other solvent, should be provided
those solvent extract )
: N NN Y
);’z v
19.8. £ £ % (Heavy metals) (e.g., Pb, As, Hg, Cu, Cd, etc.) O O O
1.9.9. A4 P & (Residual pesticides) O 10O 10
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P ltems % 3 Notes | Prlllase o
1.9.10. #c2 2§ (Microbial limits) A\ O | O
4 + =L i i
13%@&3@@@3” A Microbial | | v y0s 3 ¢ (eg.aflatoxins) | A | O | O
1.9.12. % s # ( Foreign materials &
adulterants ) X O 10
FREN T HER SR
(a specimen of each raw material
1.10. ¥ % (Reference sample) should be retained as reference | A O | O
standard for use in identification
and other comparative tests )
111, £ 12 ¥ [ & B ¥ 2 4L 2 B op
(Grower/ﬂsupplier narrﬂle andjf;_ddress) X O O
THEELE AR B ER
( including its geographical
1.12. %% (Current sources ) location and whether it is| O O O
cultivated or harvested from the
wild)
N . 7 de e gh pE P (Harvest
1.13. 4= (Harvesting) If)cation and time) X | OO
1.14. rJ2iE 4% (processing ) FAR - NE T S
16 2 (mcludlng collection, x| olo
washing, drying, preservation and
treatment )
1.15. #:# 42 (Transportation) PR AT @ﬁ%li BT F
(including shipping, handling, X O | O
transportation and storage )
i
O 47 FHhHA D 2 FH
N\ R TABER E e
X £ S TN D 2 T -
1.

FHpe TP EHIARTENAS  F FR BRI FHL 2 ARl 4
ﬁ@?@#?ﬁP’ﬂ%lll7ilﬂ u5ﬁ£mﬂﬁi,fwﬁﬁﬂ@uﬁ%@
?z;%+%n$ﬁ“‘?+lrrk#wa FIOA - R R BT S EH A R ER

193, § o/t s R B A4 2 r194 P REMEEE ) TR R PR E

A AREERT AP ERRR T RRED F TR UL/ FSLRA L 265

ﬁr*%kﬂﬁﬁJﬁ%ﬁ*oﬁ‘%ﬁf TR A R E AT REA B RREH
ARFRELD A RGBSR RS L pp o S8 RS

€¢§H*ﬂ%*f®b%% SRR R P RAREFL RS 45 mg/Kg o 45 0.2
mg/Kg> & 01mg/Kg: His € £ 2 %2 LEREHAESF 2 g0 THRIEFERBRM
T‘io

B+ 2 RE “f FREAFOLEE S RP Y HRAREL EE D Aflatoxin Bl: 2
ug/Kg » Aflatoxin B1, B2, G1 & G2: 4 ng/Kg » Aflatoxin M1: 0.05 ng/Kg -
Boir ST REH > T RF R ST P EHPRP -
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)_l___

PRAERAAFRCEARE T HHET AR 2

* g &2 # 5 (Semimanufacture/Drug product)

% P Items # :r Notes Phase
| 1l il
2.1. # it (Description) P~ A& eb g (Characters,
dosage form and appearance ) O O O
2.2. = & ¢ ®m s (Components and 4 i@ prasE 2 £ (quantitative
composition ) description of drug substance and O O O
excipients )
2.3. B % 252 » y  (Manufacturer’s
name an a]:dress) O O O
2.4. @42 (Manufacturing process ) 7 428  (including flow chart) O O | O
25, B¥ % 24732 (Acceptance
specifications & analytical methods ) O O O
2.6. %342 (Certificate of analysis ) 2 2 x4 78y (CoA of the
finished product and the Batch O O
Analyses Data )
2.6.1. *t@ (Appearance) /A O | O
2.6.2. BT X HERK A ¢ J 15 dn R
( Chromatographic or spectroscopic ( chromatographic fingerprint) st
examination ) G 4 A7 dp WRE ('spectroscopic a © ©
fingerprint)
2.6.3. 7 ralig ik A~ FT ( Chemical
identification for active/marker A O O
ingredients )
2.6.4. F rcligth A TR AT (Assay | z b - BEm2 & RdhEa s F
for active/marker ingredients ) Auk AP EEHHY - LA
BB 4 B &4 (atleast A\ O | O
one reasonable active/marker
ingredient of the finished product )
2.65. 4 # & 4#% (Biological assay) | %=+ = (if available) A O | O
2.6.6. $ &+t & (Strength by weight ) REHE LA R &R A O O
2.6.7. %A~ (Total ash) O O | O
2.6.8. p&# 2% 4~ (Acidinsoluble
i Alol|o
2.6.9. k3524 (Watersoluble extract) | = # 2 + & 1 ﬂ @R 4H—+ B
SEERNY R P o L
( If the extractlon process used | A\ O O
other solvent, should be provided
those solvent extract )
2.6.10. z k& (Water content) A O O
2.6.11. #4344  (Residue solvents) O O O
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I B Items

(] 3 Notes

Phase

2.6.12. £ £% (Heavy metals) degn A A 4425 S (e, Ph,
As, Hg, Cu, Cd, etc.) O O O
2.6.13. A4 R % (Residual pesticides) O | O | o
2.6.14. #c4 1€ (Microbial limits) O O | O
2.6.15. #c4 + 3% (Microbial 4o 3 2 4 (eq., aflatoxins
contaminations ) P (o0 ) A O O
2.6.16. &+ e =25 4 (Radioisotope | =+ = (if applicable
contaminations ) ‘ (app ) A O O
2.7. % T F L (Stability data) EHehd 2 F R 6 (sufficient o o o
stability data )
2.8. ¥Rt v (Reference standard ) Redp T- 443 50 5 H R REK D
£ % (a batch of the finished
product should be designated as
reference standard for wuse in a O O
identification and other comparative
tests )
2.9. #=t3z4% (Batchrecord) A O O
2.10. 7 B3+ % (Container and closure ) A O O
2.11. % B4+ (Container label ) A O | O
(=

2. 264 Felhfhs s LAY, 2 (265

I%U%%‘”‘Q TR -

3LERURAFEEAE SRR BRI HAAELF 5

EEEE s I Y LEE

kI AL Az X
oL ek ;/ﬁ%lﬂﬁﬁf@ﬁ 1.81 1.9 12 ¢h ch3E PR

Hi7o

5 mg/Kg » 4% 0.2

mg/Kg > & 0.1mg/Kg: H s & $ B2t 2 VERESWUMARZ Bk RERED Lo
4 FRHAFVEFRT R AF2LHRED > BRI RAFF L RF - Aflatoxin B1: 2
ug/Kg » Aflatoxin B1, B2, G1 & G2: 4 ng/Kg » Aflatoxin M1: 0.05 ug/Kg -

5. Bty REH > TR ERR
6. “rHL T AT LEFH AR s 2
PTEP Ay il E TRA iRk DIV AR L F

» $F it p Ep o

AN AR R RA AR D X i/ﬁF}ﬁﬂ ”i’ﬂ“”“’a&r g
F3 (NDA) pFo Z R FHRGFREARL S e #5571 % LI“+Fé56%é$J

PRV R R 2 R RRF ALY X LR o rﬁﬂ)%‘ PIE R
1$ir+rw1+m€w TF % ’%sb&ﬂzmﬁﬂw ’ ﬂ%é%%‘"%
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TGRS 2 ERBETHEE »

EET % - & % - [F £ (Phase I/11) % = 1 & (Phase ) L

3 gk (VAU I | B o R o R o

W)

( Primary pharmacodynamics )

X rpER Tefe LR ERTF AMEY | Rk RFELY AR fa‘%f— ST BATELRY

( Safety Pharmacology ) TN ELGY BB LA | SRR GY BB LS | Y F%—),%%ﬁ T EEP- & el S
2R O RITARBRGREL | 23T m?m@%%%% %%
uf ° u//_T; o

- mE3 1%
( Single dose toxicity )
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PENERS RS EERE LT R AR (F-)
eﬁ%%ﬁw( U Y Fa (Phase |/||) LL_E]‘EE-E; (Ph&SE“l) fr_ % % =
LML (Repeateddose | k2 {5504 (- 0 WA | Rikin 2888 (- DA | bitin 2858 (- 5 R
toxicity ) R AT %—‘%E%',_"éé - LR ) ;%F,}I,EF%S DL AR SR v
HH T EEN TR RRE P | RS E A B e A R R EREY LB
F (%44 A) & Bo(aY i A) -
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I T N I NS PR P e
R TR A - 8 R
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P EATRERA RS AR ET

raed (F=)

PR FARE % - &% - P& (Phase I/11) % = FE g (Phase I11) 4 H F T
L e ede & o ade & - B ik o

(In vitro genotoxicity )

WP AFS AT R o ade & - B ik o

(In vivo genotoxicity )

EAF X el FIRhAR? B FoaaFEl FIRF AR Y T @S Bk ik o

% — #F (Reproduction toxicity
Segment | )

E 7':}%'%‘°

TR T2 FE NI PR

R Rk B i

j,ﬁ@i%

47 E F Rk SR i o g Tt e fad b 2 R TR T im fad 1 2 R TR
% = # (Reproduction toxicity | » ¥ % & & o
Segment I )
2 3’5% e FIRh Rk @ LTS FiRkEsmky € gy EE | Rk
% = ¥ (Reproduction toxicity |2 » ¥ 7 #& & o E oV A HRE
Segment I11)
R R I EARREA R T AR R/
Carcinogenicity o
fo 3R 4 Tede i fee JApR P RiT | BRE R FAARRI REL | FERIVRY F o Bk

Local tolerance

AR SR P AL -

AR SR T AT o

F# Rk 4 (Antigenicity )

FAPFARTE FIHRE -

FRAEATE T AHE -

LR EE R

i #f 1+ (Dependence )

FRPALE T ARE

FRAPATE 7 R

AR o B R

FEFREESHES TR ERERF S

& (rat)

Page 13 of 14




2ARES - Z IR REEEHEI N RR L BB |4 BEART RO fREZEHHES L RKR L KB EDF

ZHp R BRI EER | AR E R NLEDT

FRotTeh %k | CHMERRESREYR A
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AL e Ly s 2 258 (3) E K

H- #E 2 53 253 17 (%) 3 i 3 ip "

258 (7) 2% 3 253 3@ (%) 6 i ” 3

1 (%) 1" 1" 3 Ut 6 " 9

3B (%) 3 3
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