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n Hydrochloride Extended-Release Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-

1loride Extended-Release Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of bupropion hydrochloride
20).

pENTIFIcATION Tests (197), Infrared Spectroscopy: 197K
Tablet using a mortar and pestle. Prepare an approximate 1% (w/w) dispersion of the sample in potassium bromide.

ria: The Sample shows strong bands at about 1690, 1560, and 1240 cm™" and a weaker band at about 740 cm™", similar to
reparation.
time of the major peak of Sample solution A or Sample solution B corresponds to that of the Standard solution, as obtained in

nol and 0.001 N hydrochloric acid TS (20:80)
dnitrile, trifluoroacetic acid, and water (10: 0.04: 90)
Jnitrile, trifluoroacetic acid, and water (95: 0.03: 5)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 90 10
3.4 87 13
10.0 15 85
10.1 0 100
13.0 0 100
13.2 90 10
19.0 90 10

y stock solution: 0.02 mg/mL of USP Bupropion Related Compound C RS and 0.2 mg/mL of USP Bupropion Related
S in methanol

y solution: 0.002 mg/mL of bupropion related compound C and 0.02 mg/mL of bupropion related compound F from the
lity stock solution in Diluent 1

Documents

Document Sharing Hub

Full document details: Bupropion Hydrochloride Extended-Release Tablets


http://www.uspnf.com/rb-bupropion-hcl-ert-20230728
http://www.uspnf.com/rb-bupropion-hcl-ert-20230728
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDEE315B-3E7F-4316-AA1D-E23BB145CA3E_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DD392AB9-D7D5-46FB-90D2-620EAB57BD4B_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-C74F002F-0E36-448C-A553-CF9AC8799AEA_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-C74F002F-0E36-448C-A553-CF9AC8799AEA_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1078766
https://store.usp.org/product/1078799
https://store.usp.org/product/1078799
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://store.usp.org/product/1078733
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DD392AB9-D7D5-46FB-90D2-620EAB57BD4B_1_en-US
http://avadocuments2026.com/doc/bupropion-hydrochloride-extended-release-tablets
http://avadocuments2026.com/doc/bupropion-hydrochloride-extended-release-tablets

100 g of anhydrous dibasic sodium phosphate in 1 L of water. Add 50 mL of phosphoric acid, stir or sonicate until dissolved,
t with phosphoric acid to a pH of 3.0.

nol and Buffer (20:80)

lution B: Weigh and grind NLT 20 Tablets to prepare a solution having a nominal concentration of 3 mg/mL. Initially add

of the volume of the flask), stir for 30 min, and sonicate for 15 min. Dilute with Diluent 2 to volume. Centrifuge a portion of

>lution, and use the supernatant.

B: Nominally 0.6 mg/mL of bupropion hydrochloride from Sample stock solution B in Diluent 2
> system

aphy (621), System Suitability.)

26 nm

m x 10-cm; 3.5-ym packing L1

rature: 40°

nL/min

1e: 5L

y

>m suitability solution and Standard solution

ble 30, (rg 1-aug-2023) for the relative retention times.]

lirements

LT 1.3 between bupropion related compound F and bupropion related compound C, System suitability solution
* NMT 1.9, Standard solution

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution A or Sample solution B

» percentage of the labeled amount of bupropion hydrochloride (C CINO - HCI) in the portion of Tablets taken:

13H18
Result = (r,/r)) x (C/C ) x 100
2ak response of bupropion hydrochloride from Sample solution A or Sample solution B

2ak response of bupropion hydrochloride from the Standard solution

»ncentration of USP Bupropion Hydrochloride RS in the Standard solution (mg/mL)

»minal concentration of bupropion hydrochloride in Sample solution A or Sample solution B (mg/mL)
wria: 90.0%-110.0%

ESTS

eled for dosing every 12 h

ter; 900 mL, deaerated, if necessary

50 rpm

ind 8 h

ution: (L/900) mg/mL of USP Bupropion Hydrochloride RS in Medium, where L is the label claim, in mg/Tablet. Dilute with
necessary.

ion: Pass a portion of the solution under test through a suitable filter, and dilute with Medium, if necessary.
conditions

iolet-Visible Spectroscopy (857).)

Vis

wavelength: 298 nm

dium

Standard solution and Sample solution
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AS = absorbance from the Standard solution

C, = concentration of USP Bupropion Hydrochloride RS in the Standard solution (mg/mL)

D = dilution factor for the Sample solution, if needed

Iculate the percentage of the labeled amount of bupropion hydrochloride (C13H1SCINO - HCI) dissolved at each time point (j):

Result, = C, x Vx (1/L) x 100
Result, ={[C, x (V - V)l + (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
C, = concentration of bupropion hydrochloride in the portion of the sample withdrawn at time point i (mg/mL)

V  =volume of Medium, 900 mL
L =label claim (mg/Tablet)
V_ = volume of Sample solution withdrawn at each time point (mL)

S

See Table 2.

Table 2
Time Point Time Amount
0] (h) Dissolved (%)
1 1 25-50
2 4 60-90
3 8 NLT 80

ttages of the labeled amount of bupropion hydrochloride (C13H18CINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.

roduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.

N hydrochloric acid, pH 1.5 (prepared by transferring 50 mL of hydrochloric acid to 6000 mL of water, adding 18 g of sodium
mixing, and adjusting with either diluted sodium hydroxide or hydrochloric acid to a pH of 1.5); 900 mL, deaerated

50 rpm

Land6h

3 of monobasic sodium phosphate in 996 mL of water. Add 4.0 mL of triethylamine, and adjust with phosphoric acid to a pH

»: Methanol and Buffer (35:65)
ution: (L/900) mg/mL of USP Bupropion Hydrochloride RS in Medium, where L is the label claim, in mg/Tablet
ion: Use portions of the solution under test, and pass through a nylon filter of 0.45-um pore size.

phic system
1atography (621), System Suitability.)

JV 298 nm

.6-mm x 15-cm; packing L1

1 mL/min

olume: 20 pL

bility

tandard solution

requirements

efficiency: NLT 2000 theoretical plates
actor: NMT 2.0
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See Table 3.

Table 3
Time Amount
(h) Dissolved (%)
1 25-50
2 40-65
4 65-90
6 NLT 80

ttages of the labeled amount of bupropion hydrochloride (C13H1SCINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.

roduct complies with this test, the labeling indicates that it meets USP Dissolution Test 3.

ter; 900 mL

50 rpm. Use wire coil sinkers, if necessary.

Lband 6 h

ution: (L/900) mg/mL of USP Bupropion Hydrochloride RS in Medium, where L is the label claim, in mg/Tablet. Dilute with

necessary.

ion: Pass a portion of the solution under test through a suitable filter, and dilute with Medium, if necessary.
conditions

iolet-Visible Spectroscopy (857).)

Vis

wavelength: 250 nm

Jium

Standard solution and Sample solution
termine the percentages of the labeled amount of bupropion hydrochloride (C13H18CINO - HCI) dissolved.

See Table 4.

Table 4
Amount Dissolved Amount Dissolved
(for Tablets that (for Tablets that
contain 200 mg of contain all other strengths of
Time bupropion bupropion
(h) hydrochloride) (%) hydrochloride) (%)
1 30-50 30-55
2 45-65 50-75
4 65-85 70-90
6 NLT 78 NLT 80

ttages of the labeled amount of bupropion hydrochloride (C13H18CINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.

roduct complies with this test, the labeling indicates that it meets USP Dissolution Test 5.
ter; 900 mL

50 rpm

ind 6 h
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wavelength: 298 nm
n
Jium

Standard solution and Sample solution

termine the percentages of the labeled amount of bupropion hydrochloride (C13H18CINO - HCI) dissolved.

See Table 5.

Table 5
Time Amount
(h) Dissolved (%)
1 35-55
3 65-85
6 NLT 80

ttages of the labeled amount of bupropion hydrochloride (C13H18CINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.
roduct complies with this test, the labeling indicates that it meets USP Dissolution Test 7.

N hydrochloric acid, pH 1.5 (prepared by transferring 50 mL of hydrochloric acid to 6000 mL of water, adding 18 g of sodium
mixing, and adjusting with either diluted sodium hydroxide or hydrochloric acid to a pH of 1.5); 900 mL, deaerated

50 rpm

Land 6 h

3 of monobasic sodium phosphate in 996 mL of water. Add 4.0 mL of triethylamine, and adjust with phosphoric acid to a pH

»: Methanol and Buffer (45:55)
ution: (L/900) mg/mL of USP Bupropion Hydrochloride RS in Medium, where L is the label claim, in mg/Tablet

ion: Use portions of the solution under test, and pass through a nylon filter of 0.45-um pore size.
phic system
1atography (621), System Suitability.)

JV 298 nm

.6-mm x 15-cm; packing L1

1 mL/min

olume: 20 pL

bility

tandard solution

requirements

efficiency: NLT 2000 theoretical plates
actor: NMT 2.0

standard deviation: NMT 2.0%

Standard solution and Sample solution

termine the percentages of the labeled amount of bupropion hydrochloride (C._H_._CINO - HCI) dissolved.

13 18
see Table 6.
Table 6
Time Amount
(h) Dissolved (%)
1 25-50
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ttages of the labeled amount of bupropion hydrochloride (C13H1BCINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.

roduct complies with this test, the labeling indicates that it meets USP Dissolution Test 9.

N hydrochloric acid, pH 1.5 (prepared by transferring 50 mL of hydrochloric acid to 6000 mL of water, adding 18 g of sodium
mixing, and adjusting with either diluted sodium hydroxide or hydrochloric acid to a pH of 1.5); 900 mL

50 rpm

Land 8 h

ution: (L/1000) mg/mL of USP Bupropion Hydrochloride RS in Medium, where L is the label claim, in mg/Tablet

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

conditions

iolet-Visible Spectroscopy (857).)
Vis

wavelength: 298 nm

Jium

Standard solution and Sample solution

termine the percentages of the labeled amount of bupropion hydrochloride (C13H18CINO - HCI) dissolved.

See Table 7.

Table 7
Time Amount
(h) Dissolved (%)
1 20-45
2 35-55
4 55-85
8 NLT 80

ttages of the labeled amount of bupropion hydrochloride (C13H1SCINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.

product complies with this test, the labeling indicates that it meets USP Dissolution Test 10.

ter; 900 mL

50 rpm

L,and 8 h

ution: (L/900) mg/mL of USP Bupropion Hydrochloride RS in Medium, where L is the label claim, in mg/Tablet
ion: Pass a portion of the solution under test through a suitable filter.

conditions

iolet-Visible Spectroscopy (857).)
Vis

wavelength: 298 nm

n

Jium

bility

tandard solution

requirements

standard deviation: NMT 2.0%

Standard solution and Sample solution

Iculate the percentage of the labeled amount of bupropion hydrochloride (C13H1SCIN0 - HCI) dissolved at each time point (i):

Dacuillt = (A /AN v \W/v (1/1) v 10N
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V  =volume of Medium, 900 mL

L  =label claim (mg/Tablet)

See Table 8.

Table 8
Time Point Time Amount
0] (h) Dissolved (%)
1 1 20-40
2 2 35-60
3 4 55-85
4 8 NLT 80

ttages of the labeled amount of bupropion hydrochloride (C13H18CINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.

product complies with this test, the labeling indicates that it meets USP Dissolution Test 17.

N hydrochloric acid, pH 1.5 (prepared by transferring 50 mL of hydrochloric acid to 6 L of water containing 18 g of sodium
mixing, and adjusting with either diluted sodium hydroxide or diluted hydrochloric acid to a pH of 1.5); 900 mL, deaerated
50 rpm

L,and 8 h

ch liter of water add 6.8 g of monobasic potassium phosphate. Adjust with phosphoric acid to a pH of 3.0.

»: Methanol and Buffer (60:40)

ution: (L/900) mg/mL of USP Bupropion Hydrochloride RS in Medium, where L is the label claim, in mg/Tablet. Sonication
:d to promote dissolution.

ion: Pass a portion of the solution under test through a suitable filter. [Nore—A 0.45-um nylon membrane filter may be

phic system
1atography (621), System Suitability.)

JV 298 nm

.6-mm x 15-cm; 5-um packing L7

1T mL/min

olume: 25 pL

NLT 1.5 times the retention time of bupropion
bility

tandard solution

requirements

actor: NMT 2.0

standard deviation: NMT 2.0%

Standard solution and Sample solution

Iculate the concentration (C) of bupropion hydrochloride (C, ;H,,CINO - HCI) in the sample withdrawn from the vessel at time

Yoint i:
Result, = (r/rg) x C,
r. = peak response of bupropion from the Sample solution at time point i
rg =peakresponse of bupropion from the Standard solution

C, = concentration of USP Bupropion Hydrochloride RS in the Standard solution (mg/mL)
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Result, = ({C, x [V - 2x V)I} +[(C, + C,) x V]) x (1/L) x 100
Result, = ({C, x [V - 3x V)I} +[(C, + C,+ C,) x V]) x (1/L) x 100
C, = concentration of bupropion hydrochloride in the portion of the sample withdrawn at time point i (mg/mL)
V = volume of Medium, 900 mL

L  =label claim (mg/Tablet)

Vs =volume of Sample solution withdrawn at each time point (mL)

See Table 9.

Table 9
Amount Amount
Dissolved (for Dissolved (for
Tablets that Tablets that
contain 100 mg of contain 150 mg or 200 mg of
Time Point Time bupropion bupropion

(i) (h) hydrochloride) (%) hydrochloride) (%)
1 1 20-40 15-35
2 2 40-60 35-55
3 4 60-85 55-80
4 8 NLT 85 NLT 80

ttages of the labeled amount of bupropion hydrochloride (C13H180INO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.
product complies with this test, the labeling indicates that it meets USP Dissolution Test 19.

ter, degassed; 900 mL

50 rpm

Land 8 h

ck solution: 0.56 mg/mL of USP Bupropion Hydrochloride RS in Medium

ution: (L/900) mg/mL of USP Bupropion Hydrochloride RS in Medium, where L is the label claim, in mg/Tablet

ion: Pass a portion of the solution under test through a suitable filter of 10-um pore size.
conditions

iolet-Visible Spectroscopy (857).)

Vis

wavelength: 298 nm

Jium

bility

tandard solution

requirements

standard deviation: NMT 2.0%

Standard solution and Sample solution

Iculate the percentage of the labeled amount of bupropion hydrochloride (C13H18CINO - HCI) dissolved at each time point (j):
Result, = (A/A) x C,x V x (1/L) x 100

A, = absorbance of bupropion from the Sample solution at time point /
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see Table 10.

Table 10
Amount Amount
Dissolved (for Tablets that Dissolved (for Tablets that
contain 100 mg of contain 150 or 200 mg of
bupropion bupropion
Time Point Time hydrochloride) hydrochloride)
U] (h) (%) (%)
1 1 32-52 25-45
2 2 50-70 45-65
3 4 NLT 75 65-85
4 8 NLT 85 NLT 85

ttages of the labeled amount of bupropion hydrochloride (C13H1BCINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.
eled for dosing every 24 h

roduct complies with this test, the labeling indicates that it meets USP Dissolution Test 4.

N hydrochloric acid; 900 mL, deaerated

75 rpm

,and 16 h

ution: (L/900) mg/mL of USP Bupropion Hydrochloride RS in Medium, where L is the label claim, in mg/Tablet. Dilute with
necessary.

ion: Pass a portion of the solution under test through a suitable filter, and dilute with Medium, if necessary.
conditions

iolet-Visible Spectroscopy (857).)

Vis

wavelength: 252 nm

Jium

Standard solution and Sample solution

termine the percentages of the labeled amount of bupropion hydrochloride (C._H._CINO - HCI) dissolved.

13" 18
See Table 11.

Table 11
Time Amount
(h) Dissolved (%)
2 NMT 20
4 20-45
8 65-90
16 NLT 80

tages of the labeled amount of bupropion hydrochloride (C,H,,CINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.
roduct complies with this test, the labeling indicates that it meets USP Dissolution Test 6.
N hydrochloric acid; 900 mL, deaerated
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iolet-Visible Spectroscopy (857).)
Vis

wavelength: 298 nm

Jium

Standard solution and Sample solution

termine the percentages of the labeled amount of bupropion hydrochloride (C13H1BCINO -HCI) dissolved.

ee Table 12.

Table 12
Time Amount
(h) Dissolved (%)
1 15-35
2 25-50
4 40-65
8 65-90
12 NLT 80

ttages of the labeled amount of bupropion hydrochloride (C13H1SCINO - HCI) dissolved at the times specified conform to

on (711), Acceptance Table 2.

roduct complies with this test, the labeling indicates that it meets USP Dissolution Test 8.

edium: 0.1 N hydrochloric acid; 900 mL

medium: pH 6.8 phosphate buffer; 900 mL

75 rpm

Acid stage medium; 3, 8, and 16 h in Buffer stage medium. The time in the Buffer stage medium includes the time in the Acid

um.
ution: (L/900) mg/mL of USP Bupropion Hydrochloride RS in Acid stage medium, where L is the label claim, in mg/Tablet
ion: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size.

conditions

iolet-Visible Spectroscopy (857).)
Vis
wavelength: 298 nm

n
dium

Standard solution and Sample solution

termine the percentages of the labeled amount of bupropion hydrochloride (C._H._CINO - HCI) dissolved.

13 18
See Table 13.
Table 13

Time Amount
(h) Dissolved (%)
2 NMT 10
3 10-30
8 60-90
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