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Analysis: Proceed as directed in the Assay, using the
Standard solution and Sample solution prepared within
the Dissolution test.

Calculate the percentages of the labeled amounts of
gg:eta[migcphen (CeHoNO3) and caffeine (CagHioN4O2)
issolved:

Result = (Ru/Rs) X (Cs/Cy) x 100

Ru = peak response ratio of acetaminophen or
caffeine to the internal standard from the
Sample solution

Rs = peak response ratio of acetaminophen or
caffeine to the internal standard from the

Standard solution

Cs = concentration of USP Acetaminophen RS or
USP Caffeine RS in the Standard solution
(mg/mL) | ‘

Cy = nominal concentration of acetaminophen or

caffeine in the Sample solution {mg/mL)
Tolerances: NLT 75% (Q) of the labeled amounts of
acetaminophen {CgHsNOy) and caffeine (CsHioN4O3) is
dissoived.
o UNIFORMITY OF DOSAGE UNITS (905): Meet the
requirements

IMPURITIES
o 4-AMINOPHENOL IN ACETAMINOPHEN-CONTAINING DRUG
PRODUCTS (227): Meet the requirements

» PACKAGING AND 3TORAGE: Preserve in tight containers,
and store at controlled room temperature.

o UUSP REFERENCE STANDARDS (11)
USP Acetaminopnen RS

USP Catfeine RS

» Capsules Containing at Least Three of the Fol-
iowingmAcetaminthen and Salts of Chlorphen-

iramine, Dextrometnorphan, and Pseudoephed-
rine contain not less than 90.0 percent and not
more than 110.0 percent of the labeled amounts
ot acetaminophen (CgHoNO;), chiorpheniramine
maleate (CisH1oCIN; - C4H404), dextromethor-
;'Eh@n hydmbmméde (CmstNO - HBr - HzO)F and
pseudoephedrine hydrochloride (CioHi1sNO - HCI)

or pseudoephedrine sulfate [(CioH1sNO), - H,S04].

INOTE—The heading of this monograph does not
constitute the official title. It is not intended that
the name described herein be recognized as the
official title or the common or usual name. The
name for each article encompassed by this mon-
ograph shall be composed of the names of the
active ingredients contained therein, as well as
the quantitative amount of each active ingredi-
ent, and a statement of the function (or purpose)
of the ingredient in the article.]

Packaging and storage—Preserve in tight containers, and
store at controlled room temperature.
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USP Reference standards (11)—

USP Acetaminophen RS

USP Chlorpheniramine Maleate RS

USP Dextrometnorphan Hydrobromide RS
USP Pseudoephedrine Hydrochloride RS
USP Pseudoephedrine Sulfate RS

Labeling-—The label for each article encompassed by this

monograph bears a name composed of the active ingredi-

ents contained in the article. The label states the name and
quantity of each active ingredient and indicates its function
(or purpose) in the article.

lodentification—

A: It pseudoephedrine hydrochloride or pseudoephedrine
sulfate is purported to be present, the retention time of the
major peak for pseudoephedrine in the chromatogram of
the Assay preparation corresponds to that in the chromato-
gram of the Standard preparation, as obtained in the Assay
for pseudoephedrine hydrochloride or the Assay for pseudoe-
phedrine sulfate.

B: If acetaminophen is claimed in the labeling to be pres-
ent, the retention time of the major peak for acetamino-
phen in the chromatogram of the Assay preparation corre-
sponds to that in the chromatogram of the Standard
preparation, as obtained in the Assay for acetaminophen.

C: If chlorpheniramine maleate Is claimed in the labeling
to be present, the retention time of the major peak for
chiorpheniramine in the chromatogram of the Assay prepa-
ration corresponds to that in the chromatogram of the Ston-
dard preparation, as obtained in the Assay for chiorphenir-

amine maleate.

D: If dextromethorphan hydrobromide is claimed in the
labeling to be present, the retention time of the major peak
for dextromethorphan in the chromatogram of the Assay
preparation corresponds to that in the chromatogram of the
Standard preparation, as obtained in the Assay for dextro-
methorphan hydrobromide.

Dissolution, Procedure for a Pooled Sample {711 )=
Medium: water; 900 ml.

Apparatus 1: 100 rpm.

Time: 45 minutes.

Test preparation—Mix 9.0 mL of a filtered portion of the
solution under test with 1.0 miL of 1% phosphoric acid solu-
tion.

Procedure—Determine the amounts of pseudoephedrine
nydrochloride or pseudoephedrine sulfate (as appropriate),
acetaminophen, chlorpheniramine maleate, and dextro-
methorphan hydrobromide dissolved, employing the proce-
dures set forth in the Assay for pseudoephedrine hydrochlioride
or Assay for pseudoephedrine sulfate, Assay for acetaminophen,
Assay for chlorpheniramine maleate, and Assay for dextrometh-
orphan hydrobromide, respectively, making any necessary
volumetric adjustments.

folerances-—Not less than 75% (Q) of the labeled
amounts of pseudoephedrine hydrochioride (CioHisNO -
HCl) or pseudoephedrine suifate [{CioHisNO), - H504],
acetaminophen (CsHoNGO,), chlorpheniramine maleate
(CisH1oCIN, - C4H404), and dextromethorphan hydrobromide
(CigHasNO - HBr - H0) are dissolved in 45 minutes.
Uniformity of dosage units (905): meet the reguire-
ments.

Assay for pseudoephedrine hydrochloride (where
pseudoephedrine hydrochloride is the salt form useqd, if
nresent in the formulation)—

Mobile phase, Standard preparation, and Chromatographic
system—Proceed as directed in the Assay for pseudoephedrine
nydrochloride under Tablets Containing at Least Three of the
Following—Acetaminophen and Salts of Chiorpheniramine,
Dextromethorphan, and Pseudoephedrine.

Chlorpheniramine standard preparation—™Prepare as di-
rected for Standard preparation in the Assay for chlorphenir-
amine maleate.






