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Meropenem for Injection

DEFINITION

Meropenem for Injection is a sterile dry mixture of Meropenem and Sodium Carbonate. It contains NLT 90.0% and NMT 120.0% of the labeled

amount of meropenem (C H N O S).

IDENTIFICATION

• A. The retention time of the meropenem peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

• B. The UV spectrum 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

Buffer: Dilute 15 mL of tetrabutylammonium hydroxide solution (25% in water) with water to 750 mL. Adjust with 10% phosphoric acid TS to a

pH of 7.5 ± 0.1.

Mobile phase: Acetonitrile, methanol, and ▲Buffer▲ (ERR 1-Feb-2020) (150:100:750)

Standard solution: 0.11 mg/mL of USP Meropenem RS in Mobile phase. Immediately after preparation, store this solution in a refrigerator, and

use within 24 h.

Sample stock solution 1 (where it is represented as being a single-dose container): Nominally 1 mg/mL of meropenem, prepared as

follows. Constitute a container of Meropenem for Injection with a volume of water, corresponding to the quantity of solvent specified in the

labeling. Withdraw all of the withdrawable contents, using a suitable hypodermic needle and syringe, and transfer to a suitable volumetric

flask. Dilute with water to volume, and mix.

Sample solution 1: Nominally 0.1 mg/mL of meropenem in Mobile phase from Sample stock solution 1. Hold this Sample solution 1 for 2 h at

25 ± 1° before testing.

Sample stock solution 2 (where the label states the quantity of meropenem in a given volume of constituted
solution): Nominally 1 mg/mL of meropenem, prepared as follows. Constitute a container of Meropenem for Injection with a volume of

water corresponding to the quantity of solvent specified in the labeling, and dilute with water.

Sample solution 2: Nominally 0.1 mg/mL of meropenem in Mobile phase from Sample stock solution 2. Hold this Sample solution 2 for 2 h at

25 ± 1° before testing.

Chromatographic system

(See Chromatography 〈621〉, System Suitability)

Mode: LC

Detector: UV 300 nm. For Identification B, use a diode array detector in the range of 200–400 nm.

Column: 4.6-mm × 25-cm; 5-µm packing L1

Flow rate: 1.5 mL/min

Injection volume: 20 µL

System suitability

Sample: Standard solution

Suitability requirements

Tailing factor: NMT 1.5

Relative standard deviation: NMT 2.0%

Analysis

Samples: Standard solution and Sample solution 1 or Sample solution 2

Calculate the percentage of the labeled amount of meropenem (C H N O S) in the portion of Meropenem for Injection taken:

Result = (r /r ) × (C /C ) × P × 100

r = peak response of meropenem from Sample solution 1 or Sample solution 2

r = peak response of meropenem from the Standard solution

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

17 25 3 5

17 25 3 5

U S S U

U

S

S

OF
FI
CI
AL

2/15/25, 2:54 AM USP-NF Meropenem for Injection

Full document details: Meropenem for Injection

https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BF8BDD85-528D-48F9-9015-6E01352167DA_1_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-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://store.usp.org/product/1392454
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
https://store.usp.org/product/1392454
http://www.avadocuments.com/doc/meropenem-for-injection
http://www.avadocuments.com/doc/meropenem-for-injection


C = nominal concentration of meropenem in Sample solution 1 or Sample solution 2 (mg/mL)

P = potency of meropenem in USP Meropenem RS (mg/mg)

Acceptance criteria: 90.0%–120.0%

OTHER COMPONENTS

• Content of Sodium

Solution A: 38.1 g/L of potassium chloride in water

Standard stock solution: 25.42 µg/mL of sodium chloride (previously dried at 105° for 2 h) in water

Standard solution: 2.5 µg/mL of sodium chloride from the Standard stock solution mixed first with Solution A to 10% of the final volume and

diluted with water to volume

Sample stock solution 1 (where it is represented as being a single-dose container): Nominally 0.125 mg/mL of meropenem,

prepared as follows. Constitute a container of Meropenem for Injection with a volume of water corresponding to the quantity of solvent

specified in the labeling. Withdraw all of the withdrawable contents, using a suitable hypodermic needle and syringe, and transfer to a

suitable volumetric flask. Dilute with water to volume.

Sample stock solution 2 (where the label states the quantity of meropenem in a given volume of constituted
solution): Nominally 0.125 mg/mL of meropenem, prepared as follows. Constitute a container of Meropenem for Injection with a volume

of water, corresponding to the quantity of solvent specified in the labeling. Transfer the constituted solution to a suitable volumetric flask,

and dilute with water to volume.

Sample solution: Nominally 0.0125 mg/mL of meropenem from Sample stock solution 1 or Sample stock solution 2 mixed first with Solution A

to 10% of the final volume, and dilute with water to volume

Blank: Solution A and water (1:10)

Instrumental conditions

(See Atomic Absorption Spectroscopy 〈852〉.)
Mode: Atomic absorption spectroscopy

Analytical wavelength: 589.6 nm sodium emission line

Burner: Single-slot

Flame: Air–acetylene

Lamp: Sodium hollow-cathode

Analysis

Samples: Standard solution, Sample solution, and Blank

Calculate the percentage of sodium (Na) in the portion of Meropenem for Injection taken:

Result = (A /A ) × (C /C ) × (M /M ) × 100

A = absorbance of the Sample solution

A = absorbance of the Standard solution

C = concentration of sodium chloride in the Standard solution (µg/mL)

C = nominal concentration of meropenem in the Sample solution (µg/mL)

M = atomic weight of sodium, 22.99

M = molecular weight of sodium chloride, 58.44

Acceptance criteria: 80%–120% of the labeled amount of sodium

PERFORMANCE TESTS

• Uniformity of Dosage Units 〈905〉: Meets the requirements

IMPURITIES

• Organic Impurities

Buffer: Mix 1.0 mL of triethylamine and 900 mL of water. Adjust with 10% phosphoric acid TS to a pH of 5.0 ± 0.1, and dilute with water to

1000 mL.

Mobile phase: Acetonitrile and Buffer (70:1000)

Peak identification solution: 5 mg/mL of USP Meropenem RS in Mobile phase. Use this solution between 1 and 24 h from preparation.

Standard solution: 0.029 mg/mL of USP Meropenem RS in Buffer. Store this solution in a refrigerator immediately after preparation, and use

within 24 h.

Sample solution: Nominally prepare 5 mg/mL of meropenem in Buffer from Meropenem for Injection. This solution has to be prepared fresh

and used immediately.

Chromatographic system

(See Chromatography 〈621〉, System Suitability.)
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