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Change to read:

*Paclitaxel, Injection

ERR 1-May-2021)

DEFINITION
Paclitaxel Injection is a sterile, stabilized solution of Paclitaxel, suitable for dilution for intravenous administration. It contains NLT 90.0% and

NMT 110.0% of the labeled amount of paclitaxel (C,,H_NO. ).

IDENTIFICATION

Change to read:

+ A.A The UV spectrum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.a (USP 1-
May-2021)

» B. The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ASSAY
Change to read:
* PROCEDURE
Diluent: To a volumetric flask, add 50% of the flask volume of methanol and then add 0.02% of the flask volume of acetic acid, glacial. Dilute

with methanol to volume.
Mobile phase: Acetonitrile and water (45:55)
Standard solution: 0.6 mg/mL of USP Paclitaxel RS in Diluent
Sample solution: Nominally 0.6 mg/mL of paclitaxel from Injection in Diluent

Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC

Detector: UV 227 nm. AFor Identification A, use a diode array detector in the range of 200-400 nm. , (USP 1-May-2021)
Column: 4.0-mm x 25-cm; 5-uym packing L43
Flow rate: 1.5 mL/min
Injection volume: 10 pL
System suitability
Sample: Standard solution
Suitability requirements
Retention time: 6.0-10.0 min
Relative standard deviation: NMT 1.5%
Analysis
Samples: Standard solution and Sample solution

ACalculate the percentage of the labeled amount of paclitaxel (C47H51N014) in the portion of Injection taken:4 (ysp 1-May-2021)

Result = (r /rg) x (C/C) x 100
r, = peakresponse of paclitaxel from the Sample solution

ry = peak response of paclitaxel from the Standard solution

C, = concentration of USP Paclitaxel RS in the Standard solution (mg/mL)

C, =nominal concentration of paclitaxel in the Sample solution (mg/mL)

Acceptance criteria: 90.0%-110.0%

www.webofpharma.com


https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-41DC7218-CF95-4264-BCF6-5C1574737A7D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1491332
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4697FA8B-B98A-4009-99CE-3462A1B64295_2_en-US
https://store.usp.org/product/1491332

2/16/25; 7:47-AM USP-NF Paclitaxel Injection
IMPURITIES
Change to read:
« A0reaNIc IMPURITIES A (USP 1-Mav-2021)

Solution A: Acetonitrile and water (40:60)
Solution B: Acetonitrile
Mobile phase: See Table 1.

Table 1

Time Solution A Solution B
(min) (%) (%)

0 100 0

26 100 0

66 17 83

67 100 0

75 100 0

Standard solution: 1.2 mg/mL of USP Paclitaxel RS and 0.006 mg/mL of USP Paclitaxel Related Compound B RS in acetonitrile
Sample solution: Nominally 1.2 mg/mL of paclitaxel from Injection in acetonitrile

Chromatographic system

(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 227 nm
Column: 4.6-mm x 15-cm; 3-ym packing L1

Column temperature: 35°
Flow rate: 1.2 mL/min
Injection volume: 10 pL
System suitability
Sample: Standard solution
[Note—See Table 2 for the relative retention times.]
Suitability requirements
Resolution: NLT 1.2 between the paclitaxel related compound B and paclitaxel peaks

Relative standard deviation: NMT 2.0% 4for paclitaxel A (USP 1-May-2021)

Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of each degradation product in the portion of Injection taken:

Result = (r/rg)) x (C/C) x 100

r, = peakresponse of each degradation product from the Sample solution

ry = peak response of paclitaxel related compound B from the Standard solution

C, = concentration of USP Paclitaxel Related Compound B RS in the Standard solution (mg/mL)

C, =nominal concentration of paclitaxel in the Sample solution (mg/mL)

Acceptance criteria: See Table 2.

Table 2
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2/16/25; 7:47-AM USP-NF Paclitaxel Injection

Relative
Retention Acceptance
Name Time Criteria, NMT (%)
Baccatin 142, (sp 1-May-2021) 0.19 0.8
Ethyl ester side chain®®, sp 1-viay-2021) 0.21 0.4
10-Deacetylpaclitaxel4€, usp 1-May-2021) 0.50 0.8
A (USP 1-May-2021) Paclitaxel related
compound B 0.95 0.5
Apaclitaxel 1.0 ~ A (USP 1-May-2021)
P d

7-Epipaclitaxel49, sp 1-May-2021) 1.44% 4 (USP 1-May-2021) 0.6
Any other degradation product - 0.1
Total degradation products - 2.0

@ (2aR,45,4aS,6R,95,115,12S,12aR,12bS)-12-(Benzoyloxy)-4,9,11-trinydroxy-4a,8,13,13-tetramethyl-5-ox0-3,4,4a,5,6,9,10,11,12,12a-
decahydro-1H-7,11-methanocyclodeca(3,4]benzo[1,2-b]oxete-6,12b(2aH)-diyl diacetate.

b Ethyl (2R,35)-3-benzamido-2-hydroxy-3-phenylpropanoate.

¢ (2aR,45,4aS,6R,9S,115,125,12bS)-12b-Acetoxy-9-(((2R,3S)-3-benzamido-2-hydroxy-3-phenylpropanoyl)oxy)-4,6,11-trihydroxy-4a,8,13,13-
tetramethyl-5-ox0-2a,3,4,4a,5,6,9,10,11,12,12a,12b-dodecahydro-1H-7,11-methanocyclodeca[3,4]benzo[1,2-b]oxet-12-yl benzoate.

d (2aR4R,4aS,6R,95,11S,125,12bS)-9-(((2R,3S)-3-Benzamido-2-hydroxy-3-phenylpropanoyl)oxy)-12-(benzoyloxy)-4,11-dihydroxy-4a,8,13,13-
tetramethyl-5-ox0-3,4,4a,5,6,9,10,11,12,12a-decahydro-1H-7,11-methanocyclodecal[3,4]benzo[1,2-b]oxete-6,12b(2aH)-diyl diacetate.

SPECIFIC TESTS
Change to read:
« Bacterial Enporoxins Test (85): AMeets the requirements o (usp 1-May-2021)
+pH (791)
Sample: 1in 10
Acceptance criteria: 3.0-7.0
* OTHER RequUIREMENTS: [t meets the requirements in [njections and Implanted Drug Products (1).

ADDITIONAL REQUIREMENTS
Change to read:
* PackaciNG AND STorAGe: Preserve in single-dose or multiple-dose containers, preferably of Type | glass, at controlled room temperature.

AProtect from light. o (Usp 1-May-2021)

* Laseuing: Label it to indicate that it is to be diluted with a suitable parenteral vehicle before intravenous infusion.
Change to read:

» USP RerFERENCE STANDARDS (11)
USP Paclitaxel RS
USP Paclitaxel Related Compound B RS
10-Deacetyl-7-epipaclitaxel.

AC45H49013N 811.87, (USP 1-May-2021)

Auxiliary Information - Please check for your question in the FAQs before contacting USP.

Topic/Question Contact Expert Committee
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Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. PF 44(6)

Current DoclD: GUID-849C368B-DB82-4ED6-BCA6-4C4C943599A0_5_en-US
DOI: https://doi.org/10.31003/USPNF_M60195_05_01
DOI ref: 0g69q

www.webofpharma.com


mailto:RSTECH@usp.org?subject=Monograph:%20PACLITAXEL%20INJECTION,%20ID%20:%2060195
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M60195_05_01
https://doi.org/10.31003/USPNF_M60195_05_01

