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( Common ( Common
name & A1O10O name & ANO1O
synonym ) synonym )
12 # ~ B ~ #& 12 # ~ B ~ #&
( Family, ANTO O ( Family, A1TOIO
genus, species ) genus, species )
13 i~ P&t | dBE 2 F Bk 13 s~ P 6tk |[dBE 2 F KRR
( Morphologica | 5 #.p? (Illustrated by Alolo ( Morphologica | 5 #.p? (Illustrated by Alolo
1 & anatomical | figures, descriptions & 1 & anatomical | figures, descriptions &
examination ) photographs ) examination ) photographs )
14, £ Rk # = 14, 2% Rk #
( Certificate of OO0 ( Certificate of OO 10O
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SO : S & P T
( Chemical Al A ( Chemical
identification for == identification for
active/marker active/marker
ingredients ) ingredients )
g o | FRREHI - B s g | FRREMI - BE
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extract ) used other solvent, extract ) used other solvent,
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those solvent extract ) those solvent extract )
. s hegs s B s &S 4 S 48
1&&§§%Gwmziﬁ‘i>fhﬁaic)o 1.98. £ % B(Heavy | % °
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' Cd, etc.)
1.99. #& 4 B = 199. = & L %
( Residual Al A ( Residual
pesticides ) pesticides )
1.9.10. fig2 T & 1.9.10. #igc2 £V &
( Microbial A1O ( Microbial
limits ) limits )
1.9.11. #ic2 #7354 ) 19.11. A+ 3 4 o 4
(" Microbial | =¥ 8F & 1 Cegn ] | 1o (" Microbial | 5% 8# % © (eg,
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contaminations ) contaminations )
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( Foreign ( Foreign
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( Grower/suppli ANIA|O ( Grower/suppli X100
er name and er name and
address ) address )
FEELAF SRR AD FEIELSF AR
77 ¢} 1% (including 77 ¢b £ 18 (including
- its geographical - its geographical
L.12. % (Current locitio{rglraﬁd whetherit | A | A | O [.12. %k (Current locitioirafld whetherit | O | O | O
sources ) ) . == sources ) ) s
is cultivated or is cultivated or
harvested from the harvested from the
wild ) wild )
, | BT A e g , | e e s pE R
L13. 1 . i (Harvest location and | A | A | O L13. 1 . = (Harvest location and | X | O | O
(Harvesting ) . == (Harvesting ) :
time ) time )
1.14. pJ2iE 42 Fl L A RO A 1.14. /&l2 4% F L A R A
(processing ) g 2 % 9iE A ( processing ) 3 2 % 9iE A
(including collection, (including collection,
washing, drying, XA washing, drying, X100
preservation and preservation and
treatment ) treatment )
115, # ¥4z i SINNCELRE UK 1.15. &% 4% FAR I 2
( Transportatio | p¥7F (including ( Transportatio | P75 (including
n) shipping, handling, XIAIO n) shipping, handling, X100
transportation and transportation and
storage ) storage )
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LM R Rt b AR B SN et | 1EREE Y FWI AT GRS | A
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RN 7R o
PEMERFERCFAZEEHIHRTETEAKE VEMERFERCFUAZEFARMFLETRAKE - TpREFETEL
L 4 &% 2 % (Semimanufacture/Drug product ) L 4 53 x5 (Semimanufacture/Drug product ) B - 7 % - 3
4 8ot " s+ Not Phase 5B It " s+ Not Phase ~FE o E
] ems ir Notes [ olm ] ems ir Notes ol IR LA -
1. 45 i P~ A A& bR 1. 45 i P~ A& bR SRR NS R
(Description) | (Characters, dosage | O | O | O (Description) | (Characters,dosage | O | O | O e Y B
form and appearance ) form and appearance ) o BB BT
22, %A e Ao A BERAE 7 E 22, R A B e AR ERAUHZE FN :
U L 2 BLEIMI AR,
( Components (quantitative ( Components (quantitative . N .
- L BEEA T H
and description of drug and description of drug Ry
i bstance and s substance and e
composition ) su composition ) e
P excipients ) OO0 P excipients ) OO0 B RocEH LA
BEH, *2 3
K
2.6.4.% i
23. Wi F tHE2 23. Wiz f HAE2 m oo
ok o R ERE265,
( Manufacturer’ OO0 ( Manufacturer’ OO0 Fw iz, 2
s name and s name and EAPEE
address ) address ) iy % . ﬁj‘o s
2.4. flfe 7z w428 (including 2.4. @ z 428 (including 9% Figp > F
(Manufacturin | flow chart ) OO0 (Manufacturin | flow chart) OO0 ERTI A
g process ) g process ) o
2.5 REE o7 2.5 REE Y7 2.6.10. » fie & 7.
# (Acceptance 2 (Acceptance AN e
o olo|o o olo|o TR R
specifications & specifications & k23 SIS AN
analytical analytical L FTE R E R
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A T & I A & %W
methods ) methods ) 2_ e
2.6. thikiF 2 LR PR TR 2.6. ¥ 5kIF 2 e RN = I CMARE
( Certificate of | (CoA of the finished ( Certificate of | (CoA of the finished 26110 fe & W7
OO I
analysis ) product and the Batch analysis ) product and the Batch P HWIEE
- Analyses Data ) - Analyses Data ) Bin 4% ok /ok
¢ EL O O ﬁ ?ﬁ%’ﬂﬁﬁﬁ’“ﬁf’
( Appearance ) ( Appearance ) s AT
262 KH1 & XA | & KA frdy wFH 262 K118 XA | 5 K2 frd WA 2612, » gt
%% (chromatogriphlc %% (chron?atogriphlc FHEYE LR
( Chromatograp fingerprint ) £ ( Chromatograp fingerprint) # g, zarw
. 3 4 474 B 0|0 . % A 47 4y o SRR
hic or ' hic or . Tar 2 A
. , (' spectroscopic . . (' spectroscopic S
spec ITOSC'OPIC fingerprint) spec r‘osc‘oplc fingerprint ) ERTIl
exammeﬂilon) examination ) ¥ % SEELE
2.63. 3 »e/dp B 2.63. F e/tn .
O S & mEE = NEREHET
( Chemical olo ( Chemical £ 0672
identification for identification for 2.6.13.5%
active/marker active/marker oo
ingredients ) ingredients ) AL ALP
264. Foc/iptkd | BE2HUHY 301 264. 3 2%/dpRs |20 - BEEZ AE oEme
&R A BB fAy o 3 AEEAY (At A B ARG 2.10.2.11.% % -
( Assay for C 20 gL < Edpth ( Assay for PREHEY -G 1 R EH AL
. S TAUKE F R . A EROREHA S P e
active/marker — active/marker —— ’ LB LBBRT
ingredients ) #Z 41 o (at least one/two OO inredients ) #44 (at least one ® T 0
& reasonable S reasonable Foo HRER
active/marker ingredient active/marker 7 12.64. 3 2%/
of the finished product ) ingredient of the PR &
finished product ) 1, % ik
2.6.5. 2 B MR A |IAL]]265 2+ FEEm | 27 7 (ifavailable ) SR 0L T2.6.5.
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AL A & 7R wooop
( Biological ( Biological e Y A
assay ) assay ) (AN e 1
2.6.6. 3 B hEHEL YR E 2.6.6. F Vb REHELYR2 & -HiEF-FA B
( Strength by B 5 Al O ( Strength by £t ;oo ey
weight) weight ) r2.6.5. 2 &
2.6.7. A A Alo 2,6.7. B A~ thidse | 2 ¥
( Total ash ) = ( Total ash ) PSR UF P
2,68. R B AL 2.6.8. faH B MEA AL FE o
(Acid AlO (Acid L RFEREILS 2
insoluble ash ) insoluble ash ) T4 B iAs
2.69. KFP st §H g 2.69. kK E B A 2w fFmd F e 2t 102
( Water PR BB e ( Water BEPEH o el £ 70 | G
soluble @ * ARz F B o (If soluble @ AR PP o (If 4 mFI1R% 0 £
extract ) the extraction process | A | O extract) the extraction process RS
used other solvent, used other solvent, B Y
should be provided should be provided s E LR TR
those solvent extract ) those solvent extract ) . - M
2.6.10. z-kE S R N S A LAY 2.6.10. 7 k& FEREL G 2
(Water content) | #¢ % & 2 o 410 (Water content) FHRE R T
2611, AEBAE | EFBon 4 s kKR 2.6.11. 743 4t B 5L R 2
(Residue P o et e ' OO (Residue FoEAEm
solvents ) solvents ) FoF A K’% °
26.12. £ 4 P AN SN 2612. £ 4 PN N T RERTE
(Heavy (eg, Pb, As, Hg,| O |0 (Heavy %3 (e.g., Pb, As, Hg, 65 pe & 107 &
metals ) Cd, etc.) metals) Cu, Cd, etc.) 5% 29 p @Ry
2613, AP & 2613, AP E ¥ ¥ 1071860730
(Residual Al A (Residual K3e f‘z’i e
pesticides ) | pesticides ) Y ERSR A’%

AT S
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2.6.14. fr2 $#2¢

2.6.14. pc2 £ E

( Microbial A ( Microbial
limits ) limits )
2615 Ay 5L |4 F B3 2 4 (eg 2615 A $H 5% |40 F 84E %2 4 (eg
( Microbial aflatoxins ) A ( Microbial aflatoxins )
contaminations ) contaminations )
2.6.16. *xitit e = | ¥ 7 (if applicable ) 2.6.16. it e = | 7 {7 (if applicable )
V- RER . RER:
( Radioisotope A ( Radioisotope
contaminations ) contaminations )
27, & TILF R KHgens L Fp e 27, % LT R KAy ens T Fa o
( Stability data) | ( sufficient stability | O ( Stability data) | ( sufficient stability
data) data)
2.8, ¥R sdp T - =+ H 1T 5 2.8, ¥HRiFE S sdp T- 3+ K075
( Reference HEp%ORE (a ( Reference HEREHROEE (a
standard ) batch of the finished standard ) batch of the finished
product  should be A product  should be
designated as reference designated as reference
standard for wuse in standard for wuse in
identification and other identification and other
comparative tests ) comparative tests )
29. P 2.9. = iodr
( Batch record ) - ( Batch record )
2.10. 7 Ber4tE en 2.10. 3 Be4tE
Frug ( Container and
( Description of A closure )

container and

closure )
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