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CERTIFICATE OF ANALYSIS
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= mA R AvE #=
Product name Paclitaxel Batch No. R0
RERS wEHH
2101022008 a2,
COA No. 0102 Date of Issue 2021.12.30
% &
b
Packing /b Quantity .
EE=RH Lt
2021.12. 12
Manufacturing Date i Retest Date D245
HER LESAENHAERAT RREE 01072
Manufacturer Shanghai Jinhe Bio-Pharmaceutical Co.,Ltd. | Reference Standard
st} REEZH. BENART, BHEETIEE.
Storage Preserve in tight , light-resistant containers, and store at controlled room temperature.
| a3 2 S
Items Specifications Results
v AEEXABKA HEHRK
Appearance White to off-white powder. White powder,
A AEWLHREEN SR BANEE~. wa
The infrared spectrum of the substance-being examined should Co Elli
corresponds to that of paclitaxel RS. TRRIES
%5 B. AEBIET T M A& BB, ik & A0 RE N E N 50t
Identification i B T g ma
The retention time of the principal peak in the chromatogram obtained Cor‘g Ellie
with the test solution corresponds to that of the principal peak in the k4D
chromatggram obtained with the standard solution in the test for Assay.
%%?(M%ﬁ%ﬁﬂ%}
Specific optical rotation SeX & e ey
(Calculated on the anhydrous, N 330 %3
solvent-free hasis)
FEFSH (TAMC): <100 cfu/g <10cfu/,
AR Total Aerobic Microbial Count (TAMC): <100 cfu/g g
Microbial Limit SECHERE. SHHE. YWIIREAAGIE. FERE
Staphylococcus aureus, Pseudomonas aeruginosa, Salmonella species, ND
and Escherichia coli.: Absence
AENEER <
Bacterial endotoxins S04EU/mg <0.4EU/mg
i’u‘m%ﬁ ai <0.2% 0.04%
Residue on ignition
Ka <909 ' 9
Water %2.0% 0.6%
&8 (MULKEEAT
Assay (Calculated on the 57.0%-102.0% 99.9%
anhydrous, solvent-free basis)
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TH (items) FRUE (Specifications) 255 (Results)
10-BZBEEFZ I (RRT0.11) -
10-Deacetyl baccatin lll (RRT 0.11) i ND
EXF Il (RRT0.20) P
Baccatin Il (RRT0.20) =025 ND
B (RRT0.42) —
Photodegradant (RRT0.42) <0.1% ND
10 ZBEZTE (RRT0.47) o
10-Deacetylpaclitaxel (RRT 0.47) S0.5% ND
CEEFBRERVE-2-RERE (RRT0.80) - .
2-Debenzoylpaclitaxel-2-pentenoate (RRT 0.80) =0T <0.03%
EFATHFR, LBEANEFBELS (RRT0.92)
Oxetane ring opened, acetyl and benzoyl migrated, x1(RRT 0.92)
10- LB ZER 2 E T8 (RRT0.92) K423 ND
: mas 10-Acetoacetylpaclitaxe, x2 (RRT 0.92) <0.4%
ﬁﬁﬂ@r‘f“ﬁﬁds 10-% LB E-7-REPE (RRT0.94)
Test2 P 10-Deacetyi-7-epipaclitaxel, x3 (RRT 0.94)
T-RAVE (RRT137) <0.4% e
7-Epipaclitaxel (RRT 1.37) e :
10, B-UMEEFE (RRTL45) Lo 50
10, 13 -Bissidechain paclitaxel (RRT 1.45) \
7-LEELPE (RRTL154) h e
7-Acetylpaclitaxel  (RRT 1.54) 0.6% ND
13-=ZER-EFTI (RRT1.80) Zn1s
13-Tes-baccatin Il (RRT 1.80) =01% ND
T-=LER-RUE (RRT2.14) <h
7-Tes-paclitaxel ~ (RRT2.14) <03% ND
R ERR <0.1% <0.03%
Any other impurity ‘ :
é%ﬁ - £2.0% 0.16%
Total impurities
Eok 5
e <290 ppm ND
A <
Arctriia <500 ppm 156ppm
LR <
. Tetrahydrofuran 5500 ppm ND
REEE (i) LBLRE <500 ppm ND
Residual solvents Etl%l acetate
(additional test) K <
Methanol 500 pprm ND
—RFkR &
Methylene chloride ~500ppm NE
S <
Toluene =Sal0ppm NO
Mo <
Pyridine S S200ppm NE
it AR IEBEEL M 43 7RG %
Conclusion: The above test results comply se specification.
&% (Remark(s)):

> 3 )
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