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‘phine and Naloxone Sublingual Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click
inf.com/rb-buprenorphine-naloxone-sub-tabs-20241025.

1 Naloxone Sublingual Tablets contain amounts of buprenorphine hydrochloride and naloxone hydrochloride equivalent to

I{MT 110.0% of the labeled amount of buprenorphine (029H41N04) and naloxone (C19H21NO4).

times of the buprenorphine and naloxone peaks of the Sample solution correspond to those of the Standard solution, as
say.

ption spectra of the buprenorphine and naloxone peaks of the Sample solution and those of the Standard solution exhibit
1a at the same wavelengths, as obtained in the Assay.

ted to protect all solutions containing buprenorphine and naloxone from light.]

dibasic ammonium phosphate in water. Adjust with a solution of phosphoric acid and water (1:1) to a pH of 6.2.
dnitrile, methanol, and Buffer (7:3:90)

Jnitrile, methanol, and Buffer (56:24:20)

e Table 1.
Table 1

Time Solution A Solution B
(min) (%) (%)

0 99 1

30 1 99

45 1 99
45.1 99 1

55 99 1

phoric acid and water (1:1000)

rile, methanol, and Solution C (7:3:90)

n: 0.57 mg/mL of USP Buprenorphine Hydrochloride RS and 0.13 mg/mL of USP Naloxone RS in Diluent

 Nominally 0.52 mg/mL of buprenorphine and 0.13 mg/mL of naloxone prepared as follows. Transfer NLT 13 Tablets to a
etric flask, and add about 70% of the final volume of Diluent. Sonicate for 15 min with occasional swirling and shake for 15
1 Diluent to volume. Pass a portion through a suitable filter of 0.45-um pore size. Discard the first 5 mL of filtrate.

> system
aphy (621), System Suitability.)

80 nm. For Identification B, use a diode array detector in the range of 210-400 nm.
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2 NMT 2.0 for both buprenorphine and naloxone
dard deviation: NMT 2.0% for both buprenorphine and naloxone

dJard solution and Sample solution

» percentage of the labeled amount of buprenorphine (CZ‘)H41 N04) in the portion of Tablets taken:

Result = (r,/ry) x (C/C,) x (M,,/M_,) x 100
yeak response of buprenorphine from the Sample solution

yeak response of buprenorphine from the Standard solution

:oncentration of USP Buprenorphine Hydrochloride RS in the Standard solution (mg/mL)
1ominal concentration of buprenorphine in the Sample solution (mg/mL)
nolecular weight of buprenorphine, 467.65

nolecular weight of buprenorphine hydrochloride, 504.11

: percentage of the labeled amount of naloxone (C19H21N04) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
aak response of naloxone from the Sample solution
2ak response of naloxone from the Standard solution
»ncentration of USP Naloxone RS in the Standard solution (mg/mL)

»minal concentration of naloxone in the Sample solution (mg/mL)

wia: 90.0%—110.0% of the labeled amount of buprenorphine (C,,H, NO,) and naloxone (C,,H,,NO,)

ESTS

w-2024)
r (deaerated for 5 min); 500 mL
00 rpm

/A monobasic potassium phosphate in water prepared as follows. Dissolve 2.4 g of monobasic potassium phosphate and 0.5
hydroxide in each liter of water. Adjust with phosphoric acid to a pH of 6.8.

stonitrile, methanol, and Buffer (40:20:40)

atonitrile and Buffer (78:22)

See Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)
0 100 0
2.0 100 0
3.0 0 100
6.0 0 100
Documents
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ion: 0.01 mg/mL of USP Buprenorphine Hydrochloride RS and 0.0025 mg/mL of USP Naloxone RS in Diluent. Sonicate if
ass a portion through a suitable filter of 0.45-um pore size. Discard the first 4 mL of filtrate.

n: Pass a portion of the solution under test through a suitable filter of 0.45-ym pore size.

hic system

tography (621), System Suitability.)

230 nm

mm x 5-cm; 5-ym packing L7

)erature: 25°

) mL/min

mme: 40 pL

lity

'dard solution

guirements

tor: NMT 2.0 for both buprenorphine and naloxone

andard deviation: NMT 2.0% for both buprenorphine and naloxone

ndard solution and Sample solution

he percentage of the labeled amount of buprenorphine (ngH41 NO4) dissolved:

Result = (r,/r) x C;x Vx (M_/M ) x (1/L) x 100
- peak response of buprenorphine from the Sample solution

. peak response of buprenorphine from the Standard solution

- concentration of USP Buprenorphine Hydrochloride RS in the Standard solution (mg/mL)
:volume of Medium, 500 mL

- molecular weight of buprenorphine, 467.65

- molecular weight of buprenorphine hydrochloride, 504.11

- label claim of buprenorphine (mg/Tablet)

he percentage of the labeled amount of naloxone (C N04) dissolved:

19H21
Result = (r,/r)) x Cox V x (1/L) x 100

peak response of naloxone from the Sample solution

peak response of naloxone from the Standard solution

concentration of USP Naloxone RS in the Standard solution (mg/mL)

volume of Medium, 500 mL

label claim of naloxone (mg/Tablet)

T 80% (Q) of the labeled amount of buprenorphine (C,,H,,NO,) and naloxone (C, H,,NO,) is dissolved.

29 M 19° 21

'oduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
r; 500 mL
00 rpm

1L of phosphoric acid diluted with water to 10 mL
'solve 1.0 g of sodium chloride and 0.2 g of octanesulfonic acid sodium salt in 1 L of water. Adjust with Solution A to a pH of

thanol

Documents

Document Sharing Hub

Full document details: Buprenorphine and Naloxone Sublingual Tablets


https://store.usp.org/product/1078700
https://store.usp.org/product/1453005
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D545A34C-B05B-4DC3-9C78-A3C83FCC9719_1_en-US
https://store.usp.org/product/1078700
https://store.usp.org/product/1453005
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-F205C3A5-CF79-44ED-9AB3-E8CC86BB1510_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-EFA8CCD5-0F13-4105-95A8-C7EC66F75A7D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-58C0F65C-16E7-468C-A2A9-6C4AB7C11C0A_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-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
http://www.avadocuments.com/doc/buprenorphine-and-naloxone-sublingual-tablets
http://www.avadocuments.com/doc/buprenorphine-and-naloxone-sublingual-tablets

