2026 4F 6 H 20 H 55 35 %45 12 4] "r (a ;,'{'; HFipE.

Vol. 35,No. 12, June 20,2026 China Pharmaceuticals Pharmacy Articles
FE 525 :R969.1 XEFRAERD: A X E4S:1006 — 4931(2026)12 - 0061 — 05

d0i:10.3969 / j.issn.1006 — 4931.2026.12.011

5
BEEREENEA LTI SCHERERE
FRE L HBHLR B ERE BRE

(1. PERFHARFHES —ER -KBELER, X% 48 230001; 2. HEHPHASERAFLEE
EAERE, B AR 230001; 3. AR LFEAFRENTAEFR, L4 AL 238000)
BE:BH  Eanlm Ad i Pl tba s (PER) 2K L6 520840 &35 (HPLC) 3 775k AL TR @ IR AT AT A A 5F A
% h WA, &84 Hypersil ODS #(250 mm X 4. 6 mm ,5 um) , & ZH 484 0. 05% Hhdk K imik (pH 2.38) — THE(56:44,V/ V), #ik A
1.0 mL/ min, ¥ 5% K& 4 251 nm, 4384 30 C, 4 H 40 pL.&R PER AERELE 50~2500 pg/ LEA AL @ERERX Z R
45 (R*=0.9999), 5 TFFA 50 pg/L, B M5 B W45 5% E X34 R 6 RSD 30T 7. 0%; 3 IEDIL & A 94. 69% ~ 96. 16% ,RSD
1.62%~3.87%(n = 6); R4 A FIR(25 C)3XE 24 h 4 CABAE 7d. - 20 CAKE 30d, - 20 CRAAE# 3 REH T8 RSD
BT 2.0%, KA RSD ¥ F 5.0%(n=6), LI G B 4N 11 ) A A kA PER &9 %R % 4 247 16 R 947, PER B 7] &
(D)#(4.73£2.05) mg, #8250 25K E (Co) % 88.92~710.37 pg/ LKA RFH-F / FHEHFHEEHW Co/D REKRTAKRSLFD
P/ FLBHFAP=0.01) 5518 ATk AF MRt  ZAUE S BT, 7T I Aot 598 % 2 PER oo 25 3R )% 69 il &R
SCETA U 5 b B A A s AR R B AR Bk ik RS A
Determination of Perampanel Concentration in Human Serum by High - Performance Liquid Chromatography Method
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Abstract: Objective To establish a high — performance liquid chromatography (HPLC) method for the determination of perampanel
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(PER) concentration in human serum. Methods Serum samples were pretreated by acetonitrile protein precipitation with
promethazine as internal standard. The chromatographic column was Hypersil ODS column (250 mm X 4.6 mm,5 um),the mobile
phase was 0.05% phosphoric acid aqueous solution (pH 2.38) — acetonitrile (56:44,V / V) ,the flow rate was 1.0 mL / min,the
detection wavelength was 251 nm,the column temperature was 30 °C,and the injection volume was 40 pL. Results The linear
range of PER was 50 -2 500 wg / L (R?> = 0.999 9). The lower limit of quantification was 50 wg / L.The RSDs of intra — day
and inter — day precision were all lower than 7.0%. The extraction recovery was 94.69% - 96.16%, with RSDs of 1.62% -
3.87% (n = 6). The quality control samples were stable after being placed at room temperature (25 °C) for 24 h,stored at 4 “C
for 7 d of refrigeration,stored at — 20 “C for 30 d of frozen and subjected to three repeated freeze — thaw cycles at — 20 ‘C,the
RSDs were all lower than 2.0%. The RSDs of matrix effect were all lower than 5.0% (n = 6),and no carry — over effect was
found. A total of 11 epileptic patients treated with PER were enrolled for clinical application analysis. The PER daily dose (D)
was (4.73 + 2.05) mg,and the steady — state plasma concentration (Co) was 88.92 — 710.37 pg / L. The Co / D ratio in the
group combined with oxcarbazepine / carbamazepine was significantly lower than that in the without such combination (P = 0.01).

Conclusion The established method is simple,rapid, sensitive and specific,which can meet the clinical requirements for therapeutic

drug monitoring of perampanel in epileptic patients.

Key words:epilepsy ; perampanel ;internal standard method ; HPLC ; pharmacokinetics
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Tab.1 Results of precision and recovery test
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Tab.2 Basic information of patients and determination results of serum trough concentration of PER
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