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BERE: FSEEERR (1)

EHBIFEA: iNINANEMELSTIRAE

EFEIR: T NREEERSAERAT

EMEIE: 53

#M  #&: 100mg. 200mg. 400mg

& N E: OFW: BBoKE. RAS#REEEEE -
FExRIF. BEERF. O=X#EE: BTSRMERICES
BH=XH2E, RrRE=X#HZE. R4S HEELRE.
BiZA=: OBW: A BE 800-1200mg/H; 6~18
%z, 400~1200mg/X, o 2 RRAH. Q=X#%ZHE: B8
BEIX 200mg, BKR3~4 X,

ASEEE200mgpYEE, MinF-FSHEFERE ERE

73200mg
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1£49.8%, KAB300HHEERBERAGHE T
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[3llmproved CNS tolerability following conversion from immediate- to extended x0002_release carbamazepine.Acta Neurol Scand 2004: 109: 374-377
[4]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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2498 FOREATBEMTEERETHNTFESRIAIE. RESIESE S ERZS0., > BES: UESHEREDWL

Time to 12 month remission

: ; o 5 Partial Selzures - Direct and Indirect Evidence
Partial Seizures - Direct and Indirect Evidence Partial Seizures - Direct and Indirect Evidence #@X{ttl{rﬁ*&
Comparates Hazad Desct c;..l:‘“m :u’dgggc ?'m = Comparaion Nazard Direct *Xo
AED Ratio (35% CI) Ewdence(%) D e AED Ratic (35% CI)  Evidence{%) > xng.
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[5]Antiepileptic drug monotherapy for epilepsy: a network meta_x0002_analysis of individual participant data (Review). Cochrane Database Syst Rev. 2017;12(12):CD011412. Published 2017 Dec 15. /_\\
[6] (FERABIIEREATEHIZIAER (2022) ) FPEAFERIZS, 2022,55(12) : 1341-1352.(1F=1.33) -~ # -
[7]Epilepsies in children, young people and adults ,National institute for Health and Care Excellence,NICE guideline 2022.4.7. ””\__, e Tftgﬂn;jjj "
[8] A TETIZ ) LA RES B S RERIURHICY /RTINS 27 ECAAE BRI RISEEE TSR] 2015:202-203, = ™ TIMUEN Y
[9] Updated ILAE evidence review of antiepileptic drug efficacy and effectiveness as initial monotherapy for epileptic seizures and syndromes. Epilepsia. 2013;54(3):551-563.

[0}, FRHEYRAERIDR(Cl/hEEES2(Chinese Medical Association), PHEESFSMEZRSS S (Chinese Society of Neurology).
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> NHBE: S2f=XmmBE;

2 HEEQITH FEX 100% 92.31% 2 HEE&ITH S e
8 6.7 80% 76.93% ;‘;EZ;E FRZZ5YIFIEH 100mg, 2 K%/d, BAZH
- AN : T Ll A HB L
! A i< 600mg/d. FERE3A.
) 6 643, — gr_l-ﬁggﬂ .. 53.85% X2=6.0372, ™ = e
EES %,» 00% = 7 P=0.0174 > iafT (n=26) : RBH/ER; BEEXR
iy N~ 36 42.31% FBRIRIAE 100mg, 2%/d, 55 2 Xf5, &
n 3 \\ — 23.07% EESEE—HEN 100mg, BEENAER,
<T . 0 . e
< 2 2 . — BRAFIER < 1200mg/d, ZEEEREREEN
1 | 7-69% THZBIBHIE 600mo/d, FBELIRZ3MAE,
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[11]47#88%. ROPEFER = maIT SRR]. fRREE,2022,16(24):25-27 =t :
[R)R RN = VBRI IEF ARSI, 7,200 S SR SLRORREZ4E, 2022,38(2):149-160.(1F:1.28) RONG IE-=] 1= 21%) g
[13]European Academy of Neurology guideline on trigeminal neuralgia. Eur J Neurol. 2019 Jun;26(6):831-849. (EuME2F4vE, %=E, IF: 5.1) = w IS/ =~

[14] French guidelines for diagnosis and treatment of classical trigeminal neuralgia (French Headache Society and French Neurosurgical Society).Rev Neurol (Paris). 2017 Mar;173(3):131-151.
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FIBEE: SIERERRA

> BERBRARINZEERENEEHR,

RFT—EAIEIERAN,
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¥R, FRRME(R.
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[15] Konsil J, et al. Reanalysis of carbamazepine and carbamazepine-epoxide pharmacokinetics after multiple dosing of extended release formulation. J Pharm Pharm Sci. 20
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> ARERERHIE, EAERET, EIVBEFRTEH
IRNENERZE. % EEERTIFAIMERNE, F
K15 T FDAREEISHASEIAR, BHEERNHRITR.

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).
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RIAEIFh: IBINT200mg, 400mg#iig, HEBREREFZHITISRAE

HE2JEH, BRERBFRARZSERERERDO-FSERLEESF, B, RASRRYATHIE/800-1200mg, IGRFRD
AHEAILEE=m,

T LFRIBEK, BRI —EETNY. KBHRSEFEERRT2023F6H LM, R TlaAR=H, hiNENEHFAiE
FRESFA—H-FIREFEERSR, FEERESHNEE

EFRARE~mESER

I REASRATAER
A Ex PR BRERE  feRm i SCRE
R R
EOFEEE :=ES Vv aE 0% 100mg. 200mg 2~31R 4~681/H
O TR ==ES x ez 05 200mg 2~31R 4~681/H
EORFERRE 2% x e 520D 100mg 2%/8 8-12%1/H
EOEEERE () & Vv T 52/ 100mg. 200mg. 2i%/8 2~3K/8

400mg
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FriaTr BRisxd 2 2RIV

- BREAB640REARSENEEREE, ATHROX49.8%, KAF300FMEE SEB2IGIE AT, =XHEEN
BRE182A/105E8E, [EEETHERH, mFEFRBEETRE.
- FEAFERR () BIFENR, FRMGKRE, FEARRE, AILUIEZEREE/=XHSRBIEREEm.
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1. ZxismiEE: RS FEaTBRi=XHSm—%ialr 41,
RO AT B RN RN T ESRREIE, RR=ES RS ETERZY,
TEEFERA () L REAFERREZESEER, TRER, BERER, rEEE, arE&RfEA.

> RRPNSEFRERRAR, MR PERRENSAICERN, ARAEFT—NEEERAR, BARZARMERR, MZ5KRE24h
FREATEN, FRRME, S REE, MACERNAZGIRNZARREZNE, FEAYRERR, SZHNTERRRA;

> REAPENUGEM, BSEEFDANIFE LiibE, EY—EEE,; MERRENEEN LT, REI—BMEHN;

> A@AligstE, §100mg, 200mg. 400mg=""#1ig, RiEG#HEIRFRAREMERITRIAETRR, HOBERMAEE, REMNE, mER
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