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i@ Blue Compounded Injection, Veterinary

)impounded Injection, Veterinary, is a sterile solution of Methylene Blue in Water for Injection. It contains NLT 95.0% and NMT

beled amount of methylene blue (C16H1SCIN3S). Prepare Methylene Blue Compounded Injection, Veterinary, 10 mg/mL, as

irmaceutical Compounding—Sterile Preparations (797)).

w

59

or Injection or Sodium Chloride
), a sufficient quantity to make 500 mL

Irately weighed quantity of Methylene Blue in Sterile Water for Injection or Sodium Chloride Injection (0.9%), and dilute to
ing. Sterilize by a suitable means, such as sterile filtration or autoclaving.

ption spectrum of the Sample solution exhibits maxima and minima at the same wavelengths as those of the Standard
ad in the Assay.

OMATOGRAPHIC IDENTIFICATION TEST (201)

)l and water (1:1)

n: 5 mg/mL of USP Methylene Blue RS in Diluent

. Dilute a portion of Injection with an equal volume of methanol.

ne: 1 pL

it system: Alcohol, acetic acid, and water (3:3:4)

dJard solution and Sample solution

ots to dry, and develop until the solvent front has moved about 10 cm above the line of application. Remove the plate from
ier, and allow the solvent to evaporate.

wia: The R_value of the principal spot from the Sample solution corresponds to that from the Standard solution.

»ntaining methylene blue are recommended to be freshly prepared prior to analysis.
trifluoroacetic acid in water

dnitrile

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

. 5°
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ard deviation: NMT 2.0%

dard solution and Sample solution
» percentage of the labeled amount of methylene blue (C16H180IN3S) in the portion of Injection taken:

Result = (r,/r)) x (C/C)) x (M,,/M_,) x 100
yeak response of methylene blue from the Sample solution
yeak response of methylene blue from the Standard solution

:oncentration of USP Methylene Blue RS in the Standard solution (ug/mL)

1ominal concentration of methylene blue in the Sample solution (ug/mL)
nolecular weight of methylene blue trihydrate, 373.90

nolecular weight of methylene blue anhydrous, 319.86

wia: 95.0%-105.0%

5

ns Test (85): NMT 0.17 USP Endotoxin Units/mg of methylene blue

[): Meets the requirements
s: It meets the requirements in Labeling (7), Labels and Labeling for Injectable Products.

UIREMENTS
race: Package in single-dose containers, preferably of Type | glass. Store at controlled room temperature, protected from

A|n the absence of performing and completing a sterility and endotoxin test, the storage conditions in Pharmaceutical
erile Preparations (797), 14.3 Establishing.a BUD for a CSP apply.  (cN 1-Nov-2023)

to indicate that it is to be discarded after its Beyond-Use Date and to indicate the nominal content of methylene blue in the
her it was prepared in Sterile Water for Injection or in Sodium Chloride Injection (0.9%). Label it to indicate that it is for
"and to state the Beyond-Use Date.

ANDARDS (171)
s

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

JE COMPOUNDED Brian Serumaga

_ ) CMP2020 Compounding 2020
=RINARY Science Program Manager

:abase Information: Chromatographic Database

red In:
volume No. 49(6)
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