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(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

Page 9 of 14




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)
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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 %
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