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Preparation and Quality Control of Mexiletine Hydrochloride Nasal Drops
JIN Weihua',DENG Kaiwen',PU Zhigiang',LIAO Yan®
(1. The General Hospital of Western Theater Command of Chinese PLA,Chengdu,Sichuan,China 610083; 2. School of Pharmacy,Southwest Medical
University , Luzhou , Sichuan , China  646000)

Abstract: Objective To investigate the preparation method of Mexiletine Hydrochloride Nasal Drops,and to establish the standard
of its quality control. Methods The Mexiletine Hydrochloride Nasal Drops were prepared by the dissolution method, the properties
of the preparation were observed by the vision,and the pH of the preparation was investigated by the pH meter. The content of
mexiletide hydrochloride in the nasal drops was determined by the high — performance liquid chromatography (HPLC) method, the
chromatographic column was Eclipse XDB — C;; column (150 mm X 4.6 mm,5 pm),the mobile phase was 0.1 mol/ L sodium
acetate solution [adjusted to pH (5.8 +0.1) with acetic acid ] — methanol (49 : 51,V /V),the flow rate was 1.0 mL/ min,and the
detection wavelength was 262 nm. Results The Mexiletil Hydrochloride Nasal Drops were colorless, transparent and clear solution
with pH 5.60 — 5. 72. The linear range of mexiletide hydrochloride was 0.250 2 - 1.251 0 mg/mL (r=0.999 9,n=5). The RSDs

of precision, stability and repeatability tests were lower than 2.0% (n =6). The average recovery rate of mexiletide hydrochloride

was 100.84% with an RSD of 1.05% (n = 9). Conclusion

The prescription of the Mexiletine Hydrochloride Nasal Drops is

reasonable,the process is feasible,and the established quality control method is reliable.
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Tab.1 Investigation of pH of Mexiletine Hydrochloride Nasal
Drops (n =6)

H(H1X/%2%X)
Bz 1 P ; ; RSD(%)

20210417 5.70/5.61 5.71/5.64 5.72/5.63
20210419 5.64/5.72 5.63/5.64 5.60/5.67
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Fig.1 HPLC chromatograms
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Fz2 MENKRELER(n=9)

Tab.2 Results of the recovery test (n=9)

#E4F(ng) MAE(mg) MAEmg WKE®) X(%) RSD(%)
1.251 1.053 2.321 101. 61
1.251 1.053 2.315 101. 04
1.251 1.053 2.316 101. 14
1.251 1.316 2.585 101. 37
1.251 1.316 2.556 99. 16 100. 84 1.05
1.251 1.316 2.559 99.39
1.251 1.579 2. 865 102.22
1.251 1.579 2.831 100. 06
1.251 1.579 2.855 101. 58
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Tab.3 Results of the content determination of mexiletine hydro-

chloride in the samples (rn =9)

4% (mg/mL)

o X(mg/mL)  RSD(%)
1 2 3

20210415 2.520 2.442  2.496 2. 486 1.61

20210416 2.512 2.496 2.486 2.498 0.53

20210417 2.522  2.508 2.504 2.511 0.38

2.4 PFpREFIEERN

b T TR 5% FE 08K £ R TR R B RS 790, % ol
FR e B 8 AR = R s AT 5 4, AR R R
TR Ty W T R K A0 O 88 3 ARl B 4R R AR A5 R T d
PN, R TR 5 VU T S R VI 378 B L T TE , il ) R
C R T AL RSD M 0. 36% (n = 6) . AT WL, B J&5 7 % 46
iR 5 VU R JE 2 A, HAS B AsE PR .
3 itig
3.1 BAEFIERE

ARAGEH R 5% F2 2K LR WAE R B S 71 ¥4
HKOTR XM 4 - FHRAKW R O, 8N4, il wt
TRl A 0 % 40 R 200 e P9 ) 2 P A e T o o) B R
A2 i B S Ak 2 M RS L BB 100 C 2 h 2K
B, H pH Ol FHEAE 3 ~ 8 YWY, 76 MR Vs b 4 F A
5, — B P NS AT 0. 05%, 1 T v e I 40 2% ik
BEH 5% F2 2K L BRBES U, kS it s o
3.2 pHEE®MTE

S PR 00 55 X S 286 B TG R R R B £F B ds B A
PSS KA B S FH R0 RTS8 A R Y pH FE i
JE /N3 PRI, pH 2 A R i ) R s o £
MU ENES o IE W N B 3 WA ) pH — Ml 5.5 ~

54

6.5, 2 S N A A AR I B AT pH i 2 S

P, G TR B Sy 3 A AT, E TR e S N A B IE 12

SR ) A A A FH o TR, 5 R 5% P R 5500 9 pH

75 5 P 43S0 ) LR 5 R 5 50 7 T

HOKES A B 2 55 R M, MOE pH AN R 376 & 48 0

Fil N o

3.3 EENERELERE
HPLC 143 B AL RE & , BEA 250kt S LA 2% B X 7 1

W5 25 5 00 T4 s BE R A, & e ve s A R AU vy

X B AR 0. 001 mg / mL AR WA B REVEA T & &

g, R AMGEIN AR AT Ik 0. 01 ng; N FHVE ) o [R5 &

ERIR S PU A AR YTt AR A RGH i 5 e/

TEARIT AF , OGT R 5% P A ) A B S R AT A T B R

TEFHAER R AL T TR Y S R I HPLC i

75 mlE

5% 3 Hk

(1] 3KkAA, A R ET,5 . AMEBHERERRAKALH
R[] AXEH 5 ER,2017,32(12):2309 - 2312.

(2] AA4h 4, 2B R4, 5 . W RS Hm Sk d &8 1L

FrEdEa[)]. P E % A ,2013,24(13):1205 - 1207.

[3] #h 4,0 4T & . ckRE SRR TR AL T AT
7 [J]. %k #5,2019,31(6):62 - 65.

[4] # . HPLC M E#HBMEGER HAT)]. BRTHIAZE,

2013(29) :143.

[5] #h5#, ke 48 LY . HPLC M 38R £ MK w42 []].
S 3h S Je & ,2011,26(1):77 - 78.

(6] &4 i Em%,h £,%. A EDELFTAFH[I]
T+ EE 2Tk 4E,2017,48(9): 1351 - 1354,

(7] shf#, e B, 5RE %  HPLC EM 30 £ mE P H 24
JR[J]. B 259%,2010,13(6):811 - 812.

(8] X Lr#], #3152 3. RS RADEEFN T M E
TR GAE[]]. PEHL,2012,21(3):20 - 21.

(9] #,F 2. ZxrMeEEmMedmERnEhres
F[J]. #E%®ARAE,2010,11(2):120 - 131.

[10] &4 de ik 4,5k 9,5 . hmk £ B A0 6 b & 2R
Faeal (1], MACE 2 F 53R ,2017,33(3):247 - 249.

[11] Aszar, & 290 AT/ 5,5 . HPLC s & #K LB B b
AR CEAF[)]. WRED Thk4E,2018,5(57):182 - 183.

[12] % &, T 32, KA F, 5. SRR ToEsLG A 0 IrH
RN PR AR E,2015,25(10):1540 - 1541.

(Bl EARBRETL . PEAREFEHE(wWH)[M]. K.
¥ [ E 25 A3 A, 2020 8.

[14] YULS,HONG YJ,LIL,etal. Enantioselective drug — protein inter-
action between mexiletine and plasma protein [J]. J Pharm
Pharmacol,2012,64(6) :792 - 801.

[15] 4 #, & 3,2 &R. ZRRABEAEMNTERELER
#42(J]. PE%L,2017,26(2):35 - 37.

(ki H 1 :2021 - 09 — 225 4& [l H 111 :2022 - 05 - 10)



