USP 47

Solution B: 0.5 mg/mL of sodium bisulfite solution
Mobile phase: 6.8 g/L of monobasic potassium phos-
phate. Adjust with phosphoric acid to a pH of 3.0.
Internal standard solfution: 5 mg/mlL of USP L-Phenyi-
alanine RS in Solution A
Standard stock solution: 10 mg/mL of USP Acetylcys-
teine RS in Solution A
Standard solution: 0.5 mg/mL of USP Acetylcysteine RS
and 0.25 mg/mL of USP L-Phenylalanine RS in Solution A
from Standard stock solution and Internal standard
solution
Sample stock solution: Equivalent to 10 mg/mL of
acetylcysteine from the voiume of Solution in Solution B
Sample solution: 0.5 mg/mL of acetylcysteine and
0.25 mg/mL of USP L-Phenylalanine RS in Solution A
from T Sample stock solutiohe (e 12019 and Internal
standard solution
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 214 nm
Column: 3.9-mm x 30-cm; packing L1
Flow rate: 1.5 mi/min
Injection volume: 5L
System suitability
Sample: Standard solution
Suitability requirements
Resolution: NLT 6 between acetylcysteine and L-
phenylalanine
Relative standard deviation: NMT 2.0%
Analysis
Samples: Standard solution and Sample solution
INOTE—The relative retention times for acetylcysteine
and L-phenylalanine are about 0.5 and 1.0,
respectively.]
Calculate the percentage of the labeled amount of acet-
ylcysteine (CsHoNG;3S) in the portion of Solution taken:

Resuit = (Ru/Rs) X (Cg/fu) x 100

Ru = peak response ratic of acetylcysteine to |-
phenylalanine from the Sample solution

Rs = peak response ratio of acetylcysteine to L-
phenylalanine from the Standard solution

Cs = concentration of USP Acetylcysteine RS in the
Standard solution {(mg/mL)

Cu = nominal concentration of acetylcysteine in the

Sample solution (mg/mL)
Acceptance criteria: 90.0%-110.0%

SPECIFIC TESTS
o PH (791): 6.0-/.5
o STERILITY TESTS (71): Meels the requirements

o PACKAGING AND STORAGE: Preserve in single-unit or multi-
ple-unit tight containers that effectively exclude oxygen,
and store at controlied room temperature.
USSP REFERENCE STANDARDS (11)

USP Acetylcysteine RS

USP L-Phenylalanine RS
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cety@cysteée Compounded Solution contains NLT 90.0%
and NMT 110.0% of the labeled amount of acetylcysteine
(CsHoNO;3S). PreFare Acetylcysteine Compounded Solution

20% as follows (see Pharmaceutical Compounding—Sterile
Preparations {797)).
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Acetylcysteine 2g
Edetate Disodium Dihydrate 3.2 Mg
Sodium Hydroxide 10% Solution To adjust pH t0 6.5-7.3

Sterile Water for Injection,
a_sufficient quantity to make 10 mia

2]t is necessary to ad[iust the formula and compound an additional
amount to completely fill each single-unit container to minimize exposure
to oxygen because the preparation is susceptible to oxidation.

Dissolve tdetate Disodium Dihydrate in 7 mL of Sterile Water
for Injection. Slight heating may be necessary. Allow to
cool. Dissolve Acetylcysteine in the edetate disodium solu-
tion. Add Sodium Hydroxide 10% Solution dropwise with
mixing to adjust the pH to between 6.5 and 7.5. Bring to
final volume with Sterile Water for Injection and mix well.
Pass through a sterile filter of 0.22-um pore size into sin-
gle-unit sterile containers. 1t is necessary to completely fill
the container to minimize the amount of oxygen present
because the preparation is susceptible to oxidation.

ASSAY
o PROCEDURE

Meobile phase: Acetonitrile, phosphoric acid, and water
(3: 0.5: 96.5)

Standard solution: 0.4 mg/mL of acetylcysteine pre-
pared from USP Acetyicysteine RS in Mobile phase

Sample solution: Transter 0.4 mL of Solution to a
200-mL volumetric flask, dilute with Mobile phase to
volume, and mix well,

Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: 1LC
Detector: UV 200 nm
Column: 4.6-mm X 25-cm; 5-um packing L96
Column temperature; 15°
Flow rate: 2.0 mbL/min
injection volume: 10 pL

System suitability
Sample: Standard solution
INOTE—The retention time for acetylcysteine is about

3.8 min.}
Suitability requirements
Tailing factor: NMT 2.0
Relative standard deviation: NMT 2.0% for replicate
injections
Analysis

Samples: Standard solution and Sample solution
Calculate the percentage of the labeled amount of acet-
yicysteine (CsHoNQOsS) in the portion of Solution taken:

Result = (ry/rs) x (Cs/Cy) x 100

ru = peak response of acetylcysteine from the
Sample solution

s = peak response of acetylcysteine from the
Standard solution

Cs = concentration of USP Acetylcysteine RS in the
Standard solution (mg/mL)

Cy = nominal concentration of acetylcysteine in the

Sample solution (mg/mL)
Acceptance criteria: 90.0%-110.0%

SPECIFIC TESTS

e PH (791): 6.5-7.5

e STERILITY TESTS (71), Test for Sterility of the Product to Be
Examined, Membrane Filtration: Meets the requirements

e PACKAGING AND STORAGE: Package in single-unit sterile
glass containers and store at controlled room
temperature.

BEYOND-USE DATE: In the absence of performing and
completing a sterility test, the storage conditions for
High-Risk Level CSPs in Pharmaceutical Compounding—

Sterile Preparations (7975, CSP Microbial Contamination

&




	组合
	页面提取自－美国药典41NF36_1部-75




