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cin Tromethamine

HO OH
NH
OH

), 259.19

3-methyloxiranyl)-, (2R-cis)-, compd. with 2-amino-2-(hydroxymethyl)-1,3-propanediol (1:1);
propyl)phosphonic acid, compound with 2-amino-2-(hydroxymethyl)-1,3-propanediol (1:1) CAS RN®: 78964-85-9; UNII:

tthamine contains NLT 98.0% and NMT 102.0% of Afosfomycin tromethamine , (IRA 1-Mar-2024) (C;H,0,P - C,H, .NO,),

e anhydrous basis.

penTiFicaTioN Tests (197), Infrared Spectroscopy: 197K

time of the fosfomycin peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
time of the tromethamine peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

solutions immediately before use.]
).89 g/L of monobasic potassium phosphate in water

mg/mL of Fosfomycin Tromethamine prepared as follows. 5 (jra 1-Mar-2024) Wet 300 mg of AFosfomycin Tromethamine ,

with 60 pL of water, and heat in an oven at 60° for 24 h. Dissolve the residue, and dilute with Mobile phase to 20.0 mL.

'y solution: 4120 mg/mL of Fosfomycin Tromethamine in Solution A , (IRA 1-Mar-2024)

n: 120 mg/mL of USP Fosfomycin Tromethamine RS in Mobile phase
: 120 mg/mL of Fosfomycin Tromethamine in Mobile phase

> system

aphy (621), System Suitability.)

rential refractometer

m x 25-cm; 5-um packing L8

erature: 35°

_/min

1e: 5L

T2times, (jra 1-Mar-2024) the retention time of fosfomycin

y

n suitability solution

ble 1 for the relative retention times of fosfomycin tromethamine adduct, tromethamine phosphate, fosfomycin open ring,

Cin.l 4 (1RA 1-Mar-2024)
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dard solution and Sample solution

» percentage of Afosfomycin tromethamine , (IRA 1-Mar-2024) (C;H,0,P - C,H,.NO,) in the portion of Fosfomycin

nine taken:

Result = (r,/rg) x (C/C,) x 100
2ak response of fosfomycin from the Sample solution
2ak response of fosfomycin from the Standard solution

»ncentration of USP Fosfomycin Tromethamine RS in the Standard solution (mg/mL)

»ncentration of Fosfomycin Tromethamine in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the anhydrous basis

PHOSPHATES

>lve 4 g of finely powdered ammonium molybdate and 0.1 g of finely powdered ammonium vanadate in 70 mL of water. Add

acid, and dilute with water to 100 mL.
n: Dissolve 7.16 mg of monobasic potassium phosphate in 1000 mL of water (5 ppm P04). [Note—Prepare immediately

. Dissolve 0.1 g of Fosfomycin Tromethamine in 3 mL of 2 N nitric acid, and dilute with water to 10 mL.
irate containers, transfer 5 mL of the Standard solution and 5 mL of the Sample solution. Add 5 mL of water and 5 mL of
oth solutions, and shake vigorously. After 5 min, any color in the Sample solution is not more intense than the Standard

ria: NMT 500 ppm

solutions immediately before use.]
imple solution, Solution A, and System suitability solution , (IRA 1-Mar-2024) : Prepare as directed in the Assay.

n: 0.36 mg/mL of USP Fosfomycin Tromethamine RS in Mobile phase

> system

rential refractometer

m x 25-cm; 5-um packing L8

erature: 35°

_/min

1e: 10 L

T 2 times4 (IRA 1-Mar-2024) the retention time of fosfomycin

lity

>m suitability solution and Standard solution

tive retention times in Table 1 are provided as information that could aid in peak assignment.]

Table 1

Relative
Retention
Name Time

amine2 0.30
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