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from the Expert Committee that posted in conjunction with this accelerated revision, please click
nf.com/rb-minocycline-hcl-ert-20240426.

chloride Extended-Release Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of minocycline (023H27N307).

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
ption spectrum of the major peak of the Sample solution and that of the Standard solution exhibit maxima and minima at the
;, as obtained in the Assay.

sontaining minocycline from light.

f tetrabutylammonium hydrogen sulfate, 2 g/L of anhydrous citric acid, and 6.8 g/L of monobasic potassium phosphate.
N sodium hydroxide to a pH of 7.0.

setonitrile and Buffer (24:76)

rile and water (20:80)

n: 0.045 mg/mL of minocycline from USP Minocycline Hydrochloride RS in Diluent. Store at 4° and use within 24 h.

lution: Nominally about 0.9 mg/mL of minocycline from Tablets prepared as follows. Transfer a suitable portion of finely
ets (NLT 10) to a suitable volumetric flask. Add acetonitrile, using 20% of the final volume, and mix vigorously for 15 min. Add
1% of the final volume, and mix vigorously for 30 min. Dilute with water to volume and mix.
 Nominally 0.045 mg/mL of minocycline from Sample stock solution in Diluent. Centrifuge and use the clear supernatant.
use within 24 h.
> system

77 nm. When this procedure is used for Identification test B, use a diode array detector set at 200-400 nm.
m x 15-cm; 5-ym packing L1

1 4°

nL/min

1e: 10 L

y

ard solution

lirements

= NMT 1.5

dard deviation: NMT 1.0%

dard solution and Sample solution

» percentage of the labeled amount of minocycline (C N3O7) in the portion of Tablets taken:

23H27

Result = (r,/r) x (C/C,) x Px F x 100
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stency of minocycline in USP Minocycline Hydrochloride RS (ug/mg)

»nversion factor, 0.001 mg/pg

ria: 90.0%-110.0%

ESTS

olutions containing minocycline from light.

8 phosphate buffer (see Reagents and Reference Tables, Solutions, Buffer Solutions); 900 mL
0rpm

d5h

t solution: 0.5 mg/mL of minocycline from USP Minocycline Hydrochloride RS in Medium

ion: (L/900) mg/mL of minocycline from Standard stock solution in Medium, where L is the label claim of minocycline in

n: Pass a portion of the solution under test through a suitable filter.
onditions

velength: 348 nm

le1.
Table 1
Tablet Strength Cell Path Length
(mg) (cm)
45 0.5
90 0.2
135 0.2
m

ndard solution, Sample solution, and Blank
1e instrument using the Blank.

he concentration (C) of minocycline (C N,0.) in the sample withdrawn from the vessel at each time point (/):

23H27
Result = (A /A) x C x Px F
absorbance of the Sample solution at time point i

absorbance of the Standard solution

concentration of the Standard solution (mg/mL)

potency of minocycline in USP Minocycline Hydrochloride RS (pug/mg)

conversion factor, 0.001 mg/ug

he percentage of the labeled amount (Q,) of minocycline (C N,0.) dissolved at each time point (i):

23H27
Result, = C, x Vx (1/L) x 100
Result, ={[C, x (V - V] + (C, x V)} x (1/L) x 100

Result, = ({C, x [V - 2 x V)I} +[(C, + C,) x V]) x (1/L) x 100

concentration of minocycline in the portion of sample withdrawn at the specified time point (mg/mL)
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e Table 2.

Table 2
Time Point Time Amount Dissolved
0] (b (%)
1 1 20-45
2 2 40-70
3 5 NLT 85

1ges of the labeled amounts of minocycline (C._H._N_0O_) dissolved at the times specified conform to Dissolution (711),

23 27 377
e Table 2.
duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
ns containing minocycline from light.
hydrochloric acid; 900 mL
00 rpm
d4h
ion: 0.0225 mg/mL of minocycline from USP Minocycline Hydrochloride RS in Medium

n: At the times specified, withdraw 10 mL of the solution under test and replace with 10 mL of Medium. Pass through a
- Dilute with Medium to a concentration that is similar to that of the Standard solution.
onditions

wvelength: 348 nm

ndard solution and Sample solution
1e instrument using the Blank.

he concentration (C) of minocycline (C N,0.) in the sample withdrawn from the vessel at each time point (/):

23H27
Result= (A /A)*xC xDxPxF

absorbance of the Sample solution at time point i

absorbance of the Standard solution

concentration of the Standard solution (mg/mL)

dilution factor (mL/mL)

potency of minocycline in USP Minocycline Hydrochloride RS (pug/mg)

conversion factor, 0.001 mg/ug

he percentage of the labeled amount (Q,) of minocycline (C N,0.) dissolved at each time point (i):

23H27
Result, = C, x Vx (1/L) x 100
Result, =[(C, x V) + (C, x V)] x (1/L) x 100
Result, ={(C,x V) +[(C,+ C,) x V ]} x (1/L) x 100
concentration of minocycline in the portion of sample withdrawn at the specified time point (mg/mL)

volume of Medium, 900 mL

lahal flaim (ma/Tahlet)
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Amount Dissolved
(%)
‘ime Point Time
0] (h) 45 mg/Tablet 90 mg/Tablet and 135 mg/Tablet
1 1 40-60 40-60
2 2 70-95 70-90
3 4 NLT 85 NLT 85

1ges of the labeled amounts of minocycline (C, _H. _N_0O_) dissolved at the times specified conform to Dissolution (711),

23 27 377
e Table 2.
duct complies with this test, the labeling indicates that it meets USP Dissolution Test 3.
ns containing minocycline from light.
hydrochloric acid; 900 mL
00 rpm
,and4h
ion: 0.021 mg/mL of minocycline from USP Minocycline Hydrochloride RS in Medium

n: At the times specified, withdraw 10 mL of the solution under test and replace with 10 mL of Medium. Pass through a
~. Dilute with Medium to a concentration that is similar to that of the Standard solution.
onditions

wvelength: 265 nm

ndard solution and Sample solution
1e instrument using the Blank.

he concentration (C) of minocycline (C,H,,N,O.) in the sample withdrawn from the vessel at each time point (i):

Result = (A /A) xC xDxPxF
absorbance of the Sample solution at time point i
absorbance of the Standard solution
concentration of the Standard solution (mg/mL)

dilution factor (mL/mL)

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

conversion factor, 0.001 mg/pg

he percentage of the labeled amount (Q) of minocycline (C,,H, N.0.) dissolved at each time point (i):

Result, = C, x Vx (1/L) x 100
Result, = [(C, x V) + (C, x VI x (1/L) x 100
Result, ={(C,x V) +[(C,+ C,) x V ]} x (1/L) x 100
concentration of minocycline in the portion of sample withdrawn at the specified time point (mg/mL)

volume of Medium, 900 mL
label claim (mg/Tablet)

volume of the Sample solution withdrawn at each time point and replaced with Medium (mL)
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