SOP-QC-5005-R02-05

EHEBL AR

WUXI TAXUS PHARMACEUTICAL CO., LTD.

KER CEARD RBRE

Certificate of Analysis (Paclitaxel (Semi-synthetic) )

7= i 44 R KR CGEAR) PAThRAE USP 43 12 R%
Product Name Paclitaxel (Semi-synthetic) Executive Standard USP 43 Paclitaxel
# 5 7= i B i
Batch Number 20213401 Product Quantity 4975.28
=AM 2021411 H 01 H 4845 H 0 2021411 H 10 H
Manufacture Date Nov,01, 2021 Report Date Nov,10, 2021
R E 2024 10 A 31 H 17 5k 1k W, HHEEREFTRSE
Expiry Date Oct,31, 2024 Conditions shading, keep under seal at room temperature.
e KRR K Ar Ak KR g
TEST TEST METHOD SPECIFICATIONS RESULT
L0 A &R B CEE A L A A White
Description A white or almost white powder powder
EZF Wb 5iE, P, LBIPEmM, TEK
WA LA G HamE
Solubility Soluble in dichloromethane,soluble in methanol Conforms
and alcohol,insoluble in wat
WY 55 TR FasE
Clarity and color Clarification of color! Conforms
&I GETRAID  (HPLO B
ASSAY (calculated on the anhydrous, USP<621> 97.?‘ 102,0% 99.8%
solvent-free basis) }
LEHEE @ JD20 USP<781S> ) oA .
SPECIFIC ROTATION Method Ic G TR -51.4
A ETE: HIZL ST SR i P R 5 xR
IR ) P i — 21 FEE
USP<197K> re sorption:In accordance with the Conforms
ce Standard spectrum of paclitaxel
RN KR (R R e (6] SHRdE
s i X R R B e (8] B — 3
IDENTIFICATION LC The retention time of the major peak in the fFarE
S chromatogram of the Assay preparation Conforms
corresponds to that in the chromatogram of the
P Standard preparation,as obtained in the Assay.
10-£ 2B EERFI W KRG H
NMTOA% Undetected
NMT 0.2% 0.04% J§
R
g Undetectelti
NMT 0.5% 0.02%
iR i
| lpg;ltléaxel 2-penten NMT 0.7% \isiistscted
(SR, ZBIERRmE
Oxetane ring opened, acetyl
and benzoyl migrated
10-ZBt LREIESEASBY USP<621>Test R
L 10-Acetoacetylpaclitaxel NMT 0.4% Undetected
(HPLC) 10-% Bk 2E-7- RIS BY
RELATED 10-Deacetyl-7-epipaclitaxel
7-3-SASBE
MPOUNDS &
RS 7-Epipaclitaxel NMT0.4% 0.04%
10,13 =X HERIPRE
10,13-Bissidechainpaclitaxel NMT 0.5% 0.01%
7-&&%2{'#/@ K H
7-Acetylpaclitaxel HiTR5% Undetected
13-=Z R BRI A
13-Tes-baccatin 1l HPATIO. L% Undetected
7-= LT IR R
7-Tes-paclitaxel Ok Undetected
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7= fh 2 R BER CEERD AT PRk USP 43 K87
Product Name Paclitaxel (Semi-synthetic) Executive Standard USP 43 Paclitaxel
= (5]
5 20211101 't”"ﬁﬁ_ 4975.2g
Batch Number Product Quantity
A= H 2021411 H 01 H 45 H I 2021411 H10H
Manufacture Date Nov,01, 2021 Report Date Nov,10, 2021
GELE 2024 %510 H 31 H fhAr A B, EHEERKMT A
Expiry Date Oct,31, 2024 Conditions shading, keep under seal at room temperature.
JEE AR
Others NMT 0.1% (each) 0.048%
Ay
U5 BN
Total NMT 2.0% 0.22%
PR At
Methanol NMT 3000ppm Undetected
8] At
Acetone NMT 5000ppm Undetected
1EfEhe
61
ncheskans NMT 5000ppm<: ;;pm
L A
ﬁg&%ﬁ Alcohol USP<621> NMT S0qPppm Undetected
ORGANIC U ERRL] Test FH
VOLATILE Tetrachlorofuran NMT 720ppm Un;et;;ed
IMPURITIE LM LM 7
Ethyl acetate NI 20008 Undetected
R R N R
Dichloromethane ) NMT 600ppm Undetected
2 : . K
Toluene NMT 890gpm Undetected
N, N-Z B 2L i ) ¢ { R
N. N-dimethylamide " b NMT 830ppm Undetected
K4y USP.<921>
WATER Method'ic NMT 4.0% 0.25%
TR ,
;,U\ USP<281> NMT 0.2% g 0.03%
RESIDUE ON IGNITION " 7
HE)R : UsP<231> RS- ) 2&‘4%
HEAVY METALS Method I y
14
A P B \ USP<85> NMT 0.4 EU/mg fie
BACTERIAL ENDOTOXINS or
Uspests | BHMBEBEMEERRAEL 100c/e § Sy
Total aerobic microbial count NMT100 cfu/g s
Va
TR R, 5 3
SRR B EXCIET ﬁ%ﬁ;ﬁi&ﬁgﬁmﬁk%ﬁ%ﬁQ}?ﬂﬁ@ o
MICROBIAL LIMITS USP<62> It meets the requirements of the tests for the TTaMmE
absence of Staphylococcus aureus, Pseudomonas Conforms
aeruginosa, Salmonella species, and Escherichia
coli
i AL R E L usPa3 K3 ERTIE, SRMEIE.
CONCLUSION The product is in accordance with USP43 to test the above-mentioned items, the
test results conform to the specification.
K47 C T R
Tested by QC m q/ Checked by QC QC Manager M‘&l
HIH: Nov,10,2021 ! HiY: Nov,10, 2021 J HitH: Nov10, 2021
Date Date Date
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