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Sulfate Ophthalmic Ointment

phthalmic Ointment is Atropine Sulfate in a suitable ophthalmic ointment base. It contains NLT 90.0% and NMT 110.0% of

unt of atropine sulfate monohydrate [(C17H23NO3)2 “H,S0,- HZO]. It is sterile.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sTs—GeneraL (191), Chemical Identification Tests, Sulfate

. Transfer 5 g of Ophthalmic Ointment to a separator, dissolve in 50 mL of ether, and extract with 20 mL of water.
ria: Meets the requirements

1ger ammonia water and water (1:100), adjusted with perchloric acid to a pH of 3.0

Jnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 95 5
3 95 5
14 75 25
19 60 40
21 60 40
22 95 5
25 95 5

rile and Solution A (25:75)

'y solution: 1.0 pg/mL each of USP Atropine Sulfate RS and littorine hydrochloride in Diluent

n: 0.1 mg/mL of USP Atropine Sulfate RS in Diluent

lution: Nominally 0.5 mg/mL of atropine sulfate from a portion of Ophthalmic Ointment prepared as follows. Transfer 10 mg
fate from a portion of Ophthalmic Ointment to a stoppered 250-mL flask, add 20 mL of Diluent, and shake at 40° for 60 min.

use the lower layer clear solution. [Note—The use of a centrifuge speed of 4000 rpm for 10 min may be suitable.]
: Nominally 0.1 mg/mL of atropine sulfate from the Sample stock solution in Diluent
> system
aphy (621), System Suitability.)
ie system with water after each set of analysis.]
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>m suitability solution and Standard solution

tive retention times for atropine and littorine are 1.0 and 1.04, respectively.]
lirements

LT 2.0 between atropine and littorine, System suitability solution

* NMT 1.5, Standard solution

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution

: percentage of the labeled amount of atropine sulfate monohydrate [(C17H23NO3)2 “H,SO0, - HZO] in the portion of Ophthalmic

aken:
Result = (r,/r) x (C/C ) x (M_/M ) x 100
yeak response of atropine from the Sample solution
yeak response of atropine from the Standard solution
:oncentration of USP Atropine Sulfate RS in the Standard solution (mg/mL)

1ominal concentration of atropine sulfate in the Sample solution (mg/mL)

nolecular weight of atropine sulfate monohydrate, 4694.84, (ERR 1-Jul-2020)

nolecular weight of anhydrous atropine sulfate, 676.82

ria: 90.0%-110.0%

ion B, Mobile phase, Diluent, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.
n: 1.0 pg/mL of USP Atropine Sulfate RS in Diluent

 Nominally 500 pg/mL of atropine sulfate from a portion of Ophthalmic Ointment prepared as follows. Transfer a portion of
1tment equivalent to 25 mg of atropine sulfate to a stoppered 250-mL flask, add 50 mL of Diluent, and shake at 40° for 60

2 and use the lower layer clear solution. [Note—The use of a centrifuge speed of 4000 rpm for 10 min may be suitable.]
y

am suitability solution and Standard solution

tive retention times for atropine and littorine are 1.0 and 1.04, respectively.]

lirements

LT 2.0 between atropine and littorine, System suitability solution

dard deviation: NMT 5.0%, Standard solution

dJard solution and Sample solution
» percentage of each specified and any unspecified degradation product in the portion of Ophthalmic Ointment taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
aak response of each specified and any unspecified degradation product from the Sample solution
2ak response of atropine from the Standard solution

>ncentration of USP Atropine Sulfate RS in the Standard solution (pg/mL)

»minal concentration of atropine sulfate in the Sample solution (ug/mL)

lative response factor (see Table 2)

ria: See Table 2. Disregard peaks less than 0.1%.
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