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to-Octopyranoside, methyl 6,8-dideoxy-6- [[(1-methyl-4-propyl-2-pyrrolidinyl)carbonyllamino]-1- thio-, monohydrochloride,
trans)-.

/-6-(1-methyl-trans-4-propyl-L-2-pyrrolidinecarboxamido)-1-thio-o-erythro-a-o-galacto-octopyranoside monohydrochloride
S RN®: 7179-49-9; UNII: M6T05Z2B68.
443.01 CASRN®: 859-18-7; UNII: GCW8Y9936L.

‘ochloride has a potency equivalent to not less than 790 pg of lincomycin (C18H34N2068) per mg.

yrage—Preserve in tight containers.
tis intended for use in preparing injectable dosage forms, the label states that it is sterile or must be subjected to further
the preparation of injectable dosage forms.

DARDS (11)—
achloride RS

pECTROsCOPIC IpENTIFICATION TEsTs (197), Infrared Spectroscopy: 197M, (o 1-May-2020)

81S): between +135° and +150°.

) mg per mL, in water.

: meets the requirements.

13.0and 5.5, in a solution (1 in 10).

N, Method [ (921): between 3.0% and 6.0%.

n B—Use the chromatogram obtained from the Assay preparation in the Assay: the area of the lincomycin B peak is not

of the sum of the areas of the lincomycin B peak and the lincomycin peak.

ts—Where the label states that Lincomycin Hydrochloride is sterile, it meets the requirements for Sterility and Bacterial
-.incomycin Injection. Where the label states that Lincomycin Hydrochloride must be subjected to further processing during

injectable dosage forms, it meets the requirements for Bacterial endotoxins under Lincomycin Injection.

dd 13.5 mL of phosphoric acid to 1000 mL of water, and adjust with ammonium hydroxide to a pH of 6.0. Prepare a filtered
iixture of this solution, acetonitrile, and methanol (780:150:150). Make adjustments if necessary (see System Suitability under
(621)).

ition—Dissolve an accurately weighed quantity of USP Lincomycin Hydrochloride RS in Mobile phase to obtain a solution

concentration of about 1.2 mg per mL, using sonication if necessary to effect solution.
n—To about 12 mg of Lincomycin Hydrochloride, accurately weighed, add 10.0 mL of Mobile phase. Shake by mechanical
utes, and sonicate if necessary to effect solution.

> system (see Chromatography (621))—The liquid chromatograph is equipped with a 210-nm detector and a 4.6-mm x 25-cm
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ulate the quantity, in pg, of lincomycin (C18H34N2068) in each mg of the Lincomycin Hydrochloride taken by the formula:

10(CP/W)(r /r.)

concentration, in mg per mL, of USP Lincomycin Hydrochloride RS in the Standard preparation; P is the designated potency, in
per mg, of USP Lincomycin Hydrochloride RS; W is the weight, in mg, of the portion of Lincomycin Hydrochloride taken to

Iy preparation; and r  and r, are the lincomycin peak responses obtained from the Assay preparation and the Standard

ectively.

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

opic/Question Contact Expert Committee

‘DROCHLORIDE Documentary Standards Support SM12020 Small Molecules 1

tabase Information: Chromatographic Database

red In:
Volume No. Information currently unavailable
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