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)@ Blue Injection

ection is a sterile solution of Methylene Blue in Water for Injection. It contains NLT 95.0% and NMT 105.0% of the labeled

ylene blue ‘trihydrateA (USP 1-Aug-2022) (C16H18C|N38 . SHZO)

ption spectra of the major peak of the Sample solution exhibit maxima and minima at the same wavelengths as those of the
ik of the Standard solution, as obtained in the Assay.
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ining methylene blue 4should, (USP 1-Aug-2022) be freshly prepared prior to analysis.

trifluoroacetic acid in water

Jnitrile

A and Solution B (70:30)

>lution A and Solution B (75:25)

n: 100 pg/mL of USP Methylene Blue RS in Diluent

 Nominally 100 pg/mL of methylene blue in Diluent, from Injection
> system

aphy (621), System Suitability.)

46 nm. For Identification A, use a diode array detector in the range of 200-400 nm.
m x 10-cm; 3.5-ym packing L11
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_/min

1e: 5L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

s percentage of the labeled amount of methylene blue Atrihydrate . (USP 1-Aug-2022) (C, H,,CIN_S - 3H,0) in the portion of

aken:
Result = (r,/r)) x (C/C,) x (M_/M_) x 100

)eak response of methylene blue from the Sample solution
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nolecular weight of methylene blue trihydrate, 373.90

nolecular weight of methylene blue anhydrous, 319.85

ria: 95.0%-105.0%

ion B, Diluent, and Chromatographic system: Proceed as directed in the Assay.

A (USP 1-Aug-2022) See Table 1.

Table 1
Time Solution A Solution B
(min) (%) (%)
0 80 20
5 80 20
25 30 70
32 30 70

y solution: 1 mg/mL of USP Methylene Blue RS and 0.03 mg/mL of USP Azure B RS in Diluent
n: 1 pg/mL of USP Methylene Blue RS in Diluent
on: 0.25 pg/mL of USP Methylene Blue RS in Diluent from the Standard solution

' Nominally 4, (USP 1-Aug-2022) 500 pg/mL of methylene blue A (USP 1-Aug-2022) in Diluent from Injection
y

>m suitability solution, Standard solution, and Sensitivity solution

lirements

LT 3.5 between the methylene blue and azure B peaks, System suitability solution

dard deviation: NMT 5.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution

s percentage of each specified 4degradation product, (USP 1-Aug-2022) in the portion of Injection taken:
Result = (r /r)) x (C/C ) x 100
zak response of each 4specified degradation product, (USP 1-Aug-2022) from the Sample solution

2ak response of methylene blue from the Standard solution

»ncentration of USP Methylene Blue RS in the Standard solution (ug/mL)

>minal concentration of methylene blue in the Sample solution (ug/mL)

s percentage of any unspecified 4degradation product, (USP 1-Aug-2022) in the portion of Injection taken:
Result = (r /r,) x 100

2ak response of any unspecified Adegradation product, (USP 1-Aug-2022) from the Sample solution

1m of all the peak responses from the Sample solution

Documents

Document Sharing Hub

Full document details: Methylene Blue Injection


https://store.usp.org/product/1428008
https://store.usp.org/product/1046351
https://store.usp.org/product/1428008
https://store.usp.org/product/1428008
https://store.usp.org/product/1428008
http://www.avadocuments.com/doc/methylene-blue-injection
http://www.avadocuments.com/doc/methylene-blue-injection

