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* Oral Suspension

sension contains NLT 90.0% and NMT 110.0% of the labeled amount of acyclovir (C;H,,N.0,).

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

02 M acetic acid

'y solution A: 0.1 mg/mL each of USP Acyclovir RS and guanine in 0.1 N sodium hydroxide

'y solution B: 2.0 pg/mL of guanine in 0.1 N sodium hydroxide

n: 0.1 mg/mL of USP Acyclovir RS in 0.1 N sodium hydroxide

lution: Nominally T mg/mL of acyclovir prepared as follows. Transfer an amount of well-shaken Oral Suspension equivalent
cyclovir to a 200-mL volumetric flask. Add 100 mL of 0.1 N sodium hydroxide, shake by mechanical means for 15 min, and
sessary, to dissolve the Oral Suspension completely. Dilute with 0.1 N sodium hydroxide to volume.

. Transfer 10.0 mL of the Sample stock solution to a 100-mL volumetric flask, and dilute with water to volume.

> system

54 nm

m x 25-cm; packing L1

_/min

1e: 20 L

y

am suitability solution A and System suitability solution B

tive retention times for guanine and acyclovir are about 0.6 and 1.0, respectively, in System suitability solution A.]
lirements

LT 2.0 between guanine and acyclovir, System suitability solution A

dard deviation: NMT 2.0% for replicate injections for the acyclovir peak, System suitability solution A
dard deviation: NMT 2.0% for replicate injections, System suitability solution B

dard solution and Sample solution

: percentage of the labeled amount of acyclovir (CBH11 N503) in the portion of Oral Suspension taken:

Result = (r /r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Acyclovir RS in the Standard solution (mg/mL)
»minal concentration of acyclovir in the Sample solution (mg/mL)

ria: 90.0%-110.0%
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: percentage of guanine in the portion of Oral Suspension taken:
Result = (r,/rg) x (C/C ) x 100
2ak response for guanine from the Sample solution
aak response for guanine from the Standard solution
sncentration of guanine in the Standard solution (mg/mL)

>minal concentration of acyclovir in the Sample solution (mg/mL)

wia: NMT 2.0%

ion Tests (61) and TesTs For Speciriep Microoreanisms (62): Its total count does not exceed 107 cfu/mL, and it meets the
e tests for absence of Salmonella species and Escherichia coli.
)

ESTS
«6e Units (905): Meets the requirements for Oral Suspension packaged in single-unit containers
: (698): Meets the requirements for Oral Suspension packaged in multiple-unit containers

UIREMENTS
RrAGE: Preserve in tight containers. Store between 15° and 25°. Protect from light.

ANDARDS (11).

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