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)isodium Compounded Ophthalmic Solution

Compounded Ophthalmic Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of edetate disodium
).

sodium Compounded Ophthalmic Solution 10 mg/mL (1%) to 40 mg/mL (4%) as follows (see Pharmaceutical Compounding
tions (797)).

Ophthalmic Solution 10 mg/mL (1%)

um (as Edetate Disodium Dihydrate) 0.1g(0.111g)

le 0.07g

xide Solution (1 N) To adjust pH t0 6.1-7.1
tion, a sufficient quantity to make 10 mL

ium Dihydrate and Sodium Chloride to 8 mL of Water for Injection and mix until dissolved. Adjust with Sodium Hydroxide
apH between 46.1and 7.1., (ERR 1-Jul-2024) Add sufficient Water for Injection to bring to final volume, and mix well. Pass

zing filter of 0.22-um pore size into a sterile single-dose ophthalmic dropper container. [Note—Sodium Chloride is added to the
ander it isotonic.]

Ophthalmic Solution 40 mg/mL (4%)

um (as Edetate Disodium Dihydrate) 0.4 g (0.444 g)
xide Solution (1 N) To adjust pH t0 6.1-7.1
tion, a sufficient quantity to make 10 mL

ium Dihydrate to 8 mL of Water for Injection and mix until dissolved. Adjust with Sodium Hydroxide Solution (1 N) to a pH
1d 7.7. & (ERR 1-Jul-2024) Add sufficient Water for Injection to bring to final volume, and mix well. Pass through a sterilizing filter

size into a sterile single-dose ophthalmic dropper container.

>lve 10 mg of cupric sulfate in 1 L of water. Add 15 mL of tetrabutyl ammonium hydroxide and 20 mL of tetrahydrofuran.
asphoric acid to a pH of 4.

ethanol and Solution A (15:85)

n: 0.2 mg/mL of edetate disodium prepared from USP Edetate Disodium RS in water

. Transfer a volume of Ophthalmic Solution equivalent to 20 mg of edetate disodium into a 100-mL volumetric flask, and
er to volume.

> system

aphy (621), System Suitability.)
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ard solution

disodium may covalently bind the column packing material and may cause retention time to range between 15 and 20 min.]
lirements

* NMT 2.0

dard deviation: NMT 2.0% for replicate injections

dard solution and Sample solution

: percentage of the labeled amount of edetate disodium (CmHMNzNaZOS) in the portion of Ophthalmic Solution taken:

Result = (r /r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution

»ncentration of USP Edetate Disodium RS in the Standard solution (mg/mL)

»minal concentration of edetate disodium in the Sample solution (mg/mL)

ria: 90.0%-110.0%

1
1), _Test for Sterility of the Product to Be Examined, Membrane Filtration: Meets the requirements

UIREMENTS

rAGe: Package in a sterile plastic ophthalmic single-unit container for use in one patient only. Store in a refrigerator or at
mperature.

In the absence of passing a sterility test, the beyond-use dates in Pharmaceutical Compounding—Sterile Preparations (797)
ssful completion of sterility testing, NMT 60 days after the day on which it was compounded when stored at controlled room

1 refrigerator.
to state the Beyond-Use Date. Label it to indicate that it is for ophthalmic use only.

aNDARDS (11)
RS

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

opic/Question Contact Expert Committee

UM COMPOUNDED Brian Serumaga

) CMP2020 Compounding 2020
JLUTION Science Program Manager

:abase Information: Chromatographic Database
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