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[1]lmproved CNS tolerability following conversion from immediate- to extended x0002_release carbamazepine.Acta Neurol Scand 2004: 109: 374-377
[2]Evaluation of adverse drug reaction profile of antiepileptic drugs in persons with epilepsy: A cross-sectional study.Epilepsy Behav. 2020 Apr:105:106947.
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Comparator Hazard Direct Comparator Hazard Direct
AED Ratio (95% Cl) Evidence(%) AED Ratio (95% CI) Evidence(%)
FELE —q-}— 0.95 (0.76, 1.20) 31.3 B = 7 —-..].— 0.98 (0.78, 1.24) 21.0
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EZ R —— 1.03 (0.88, 1.20) 233 2 0 B SN FS— 1.05 (0.81, 1.35) 100.0
EZhifgia . = 1.04 (0.94, 1.16) 20.4 A — - 1.06 (0.90, 1.25) 27 6
AXER M - 1.10 (0.96, 1.24) 166 FE Mt B —=— 1.08 (0.92,1.27) 7.2
5 It 5 -+ 1.11(0.96, 1.29) 88 EZ R - 116 (0.98, 1.37) 175
RE=E T 1.11(0.98, 1.26) 26.4 memT | . — 1.21(0.99, 1.48) 105
menT —-— 1.16 (0.99, 1.35) 73.7 RE=IE — 1.35 (1.09, 1.68) 14.2
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[3]Antiepileptic drug monotherapy for epilepsy: a network meta x0002_analysis of individual participant data (Review). Cochrane Database Syst Rev. 2017;12(12):CD011412.
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Carbamazepine Extended-Release Tablets

Type of Posting Revision Bulletin
Posting Date 29-Sep-2023
Official Date 1-Oct-2023
Expert Committee Small Molecules 4

In accordance with the Rules and Procedures of the Council of Experts, the Small Molecules 4 Expert
Committee has revised the Carbamazepine Extended-Release Tablets monograph. The purpose of this
revision is to add Dissolution Test 3 to accommodate FDA-approved drug products with different
dissolution conditions and/or tolerances than the existing dissolution tests.

The Carbamazepine Extended-Release Tablets Revision Bulletin supersedes the currently official
monograph.

Should you have any questions, please contact Yanyin Yang, Senior Scientist Il (301-692-3623 or
yanyin.yang@usp.org).

[14] Konsil J, et al. Reanalysis of carbamazepine and carbamazepine-epoxide pharmacokinetics after multiple dosing of extended release formulation. J Pharm Pharm Sci. 2002 May-Aug;5(2):169-75.
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