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ine Periodontal System

lontal System is an extended-release formulation of Minocycline Hydrochloride containing the equivalent of NLT 90.0% and
the labeled amount of minocycline (C,H,,N.0.).

tIpenmiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U 4 (cN 1-May-2020)

le: 250-450 nm
olution: Transfer USP Minocycline Hydrochloride RS to a suitable volumetric flask. Dissolve first in dimethylformamide,
1% of the final volume, then dilute with water to volume, and mix to obtain a solution having a known concentration of about

“minocycline.

n: 0.024 mg/mL minocycline hydrochloride from Standard stock solution in water

lution: Transfer Minocycline Periodontal System equivalent to 12 mg of minocycline hydrochloride to a 25-mL volumetric
1L of dimethylformamide, and mix to dissolve. Dilute with water to volume and filter.

©0.024 mg/mL minocycline hydrochloride from Sample stock solution in water

ria: The Sample solution exhibits maxima at the same wavelengths as the Standard solution, concomitantly measured.
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

methylformamide, 0.2 M ammonium oxalate, and 0.1 M edetate disodium (25:55:20), adjusted with 0.4 M aqueous

onium hydroxide solution to a pH of 6.3+ 0.2

Iformamide and methanol (1:1)

'y solution: Prepare a solution in water containing 2 mg/mL USP Minocycline Hydrochloride RS. Heat over a steam bath for
part of this solution add four parts of Mobile phase and mix. Refrigerate the solution immediately after preparation and

5, using a refrigerated autosampler.

n: 0.4 mg/mL of minocycline from USP Minocycline Hydrochloride RS in Diluent. Refrigerate the solution immediately after

d during analysis, using a refrigerated autosampler. [Note—Use low-actinic glassware.]

. Mix the contents of NLT 10 dispensing units of Minocycline Periodontal System. Transfer a portion of the mixture,

0 mg of minocycline, into a 25-mL volumetric flask. Add Diluent and sonicate for 2—5 min, or until the sample is dissolved.
eent to volume, and mix to obtain a solution having a nominal concentration of 0.4 mg/mL of minocycline, based on the label
ate the solution immediately after preparation and during analysis, using a refrigerated autosampler. [Note—Use low-actinic

> system
aphy (621), System Suitability.)
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dard solution and Sample solution

» percentage of minocycline (C N,O.) in the portion of the Minocycline Periodontal System taken:

23H27
Result = (r, /r)) x (C//C ) x P x F x 100
2ak response of minocycline from the Sample solution

2ak response of minocycline from the Standard solution

sncentration of USP Minocycline Hydrochloride RS in the Standard solution (mg/mL)

ominal concentration of minocycline in the Sample solution (mg/mL)

stency of minocycline in USP Minocycline Hydrochloride RS (pg/mg)

onversion factor, 0.001 mg/ug

wia: 90.0%-120.0%

ESTS

of monobasic sodium phosphate monohydrate in water, adjusted with phosphoric acid to a pH of 4.2. This solution is stable

rotator. [Note—Suitable equipment is available as Labquake® tube rotator, catalog number 400110.]

sodium: 37.2 g/L of edetate disodium in water

n oxalate: 28.4 g/L of ammonium oxalate in water

ix 310 mL of 0.7 M Edetate disodium and 500 mL of 0.2 M Ammonium oxalate, adjust with 0.4 M aqueous

onium hydroxide to a pH of 6.2, and add 175 mL of dimethylformamide. The injector wash solution is a mixture of
mide and water (25:75).

olution: 0.11 mg/mL of USP Minocycline Hydrochloride RS in Medium

ns: Dilute the Standard stock solution with Medium to obtain solutions with final concentrations of 0.088 mg/mL, 0.0528
2 mg/mL, 0.022 mg/mL, and 0.0176 mg/mL.
y solution: Transfer 10 mg of USP Minocycline Hydrochloride RS to a 50-mL beaker. Add 5 mL of water and heat on a steam

1. Add 20 mL of Medium or Mobile phase, and mix well. Store at 5°.

. Use borosilicate glass tubes, 25 mm outside diameter and 15 cm long. Close the tubes with a snap type cell with a Teflon

1g of a Teflon closure and holder that snap together, two 25-um stainless steel screens, two silicone gaskets, and a Teflon
jure 1). Prepare six tubes as follows: partially assemble a release tube and tare its weight; dispense one dose of Minocycline
stem into a partially assembled release cell (see Figure 1); record the sample weight in mg; assemble the cell so that the
osed between the two 25-um screens; close the cells and place each one of them into separate glass tubes containing 10 mL
viously equilibrated at 37°; add the Teflon prong, and cap the tube with Teflon faced rubber-lined caps; seal with Teflon tape.

5 in the tube rotator. Place the tube rotator in a convection incubator that is maintained at 37°. Allow the tubes to rotate for 4
solution under test, and add 10 mL of Medium previously equilibrated at 37°. Replace the tubes in the apparatus and rotate
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