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BE.BH #5500 A AR ZRMANES RS A R AL R RALG WA TR FE £R TR A AR ZRAMESRS 4
JA B R E R ARG 69 5P A pH EAL KA Skl €95 (HPLC) ik, M £ Bife /s 0 ~24h MARR Y A BB AL 4% HR Lk
FRRIY BRSNS R G 2R R EGE R SR A AR 39. 19 ~391. 90 pg/mL F7 5. 99 ~59. 94 pg/mL 56 B 1 ik @ AR £ R
R AR E L AR LRI 5 R0 RSD 3T 1% B ARG 6980k 24 h WA, AP ARR ZEF£1.9207~1.9218g/L X 14,
HIMEAE LS FI0.2866~0.2884 g/I Z ] LI SUBR A B R ESHR G E4 R iR R0E & THRALL
I 5B A B B RACKEATIR  IEH N AR RS R RAE AR

FE 4y %S :R965. 3;R978. 1;R974. 1 SCERARIRED : A
Compatible Stability of Levofloxacine Lactate and Sodium Chloride Injection Combined with
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Ambroxol Hydrochloride for Injection

WU Qionglian', AN Yansu’, HE Jixiang’
(1. Qujing First People' s Hospital, Qujing, Yunnan, China 655000
Abstract : Objective
Ambroxol Hydrochloride for Injection. Methods

2. Qujing Food and Drug Inspection and Testing Center, Qujing, Yunnan, China  655000)
To investigate the compatible stability of Levofloxacine Lactate and Sodium Chloride Injection combined with
The appearance and pH value of the mixture of Levofloxacine Lactate and Sodium
Chloride Injection and Ambroxol Hydrochloride for Injection were observed at room temperature. The contents of levofloxacin and ambroxol
hydrochloride in 0 -24 h after compatibility were determined by HPLC. Results Levofloxacine Lactate and Sodium Chloride Injection
and Ambroxol Hydrochloride for Injection showed good linear relationship with peak area in the ranges of 39.19 -391.90 pg/mL
and 5.99 —59.94 g/ mlL, respectively. RSDs of precision, stability and repeatability tests were all less than 1% . The compatible
solution was stable within 24 h,and the content of levofloxacin was in the range of 1.920 7 -1.921 8 g/L,and the content of
ambroxol hydrochloride was in the range of 0.286 6 —0.288 4 g/L. Conclusion Levofloxacine Lactate and Sodium Chloride Injection

can be compatible with Ambroxol Hydrochloride for Injection
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LR 0% Sy B R 28T T O

C1809902, M A EHH 100 mL, FFLIRAFRIVE 0.2 )5
SRR IR R (DU F A | S 18041121,

NETT , A T8 1T, 24 5 e A ) o A5 v B UL
PR 24 Jo e Wk B2, A5 55 79 24 DR FH 790 28 22 IR 2 4R 9L
U L SEACAN T SR S TR O F AR R R R B AL A
I Al A 25 SR HERL AR 4 o AR IE 4T
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1.1 (U&=

1260 7 = RO AR 5L (92 [H Agilent 24 ], £1 45
G1311C B PYJCHE . G1329B B { gk AL %% .G1316A %!
FEIRFE AN G1314F YL HMG IR ) s MS205DU AL HL 43
Br KOV (M R ) — B R 24088 < B> ABRAF D ;
PHS - 3C RIFR T (R R s A R A FDD o
1.2 A%

R BRI R X B 5 (HIE528 100599 - 201604, 75
99.9% ), Ze S YD BN B AL (FiE5 A 130455 - 201106,
Frit 97. 1% ), 500 F v [ B i 24 R F 9 e 5 LR
AR B AT O AREA R, HS N

% B 30 mg) 50. 9% S AL BN S (B R FK il 24
AR FE]L S R 9E93B3, HLkE A AE S 10 mL) 5 N
gl , AR R i, K OB 2tk .
2 HEEER
2.1 MERAS

W1 3G IR IR E , A 5 mL K, SE40 i
fift , A FLIR 2 S0 U S S AL B i b B2 50, 4 il
FHLE 0,2,5,10,24 h LSS IAR AL I 5 pH. 45
SRR 35 oA 1 gt 0 98 B RO, 30l e rp 8 TR L
VE I A TR AR AR BT E S AUECE SRR pH
Bk s5.1,
2.2 ZEMNESRE
2.2.1 &L H

{3 HE : Hypersil ODS; (250 mm x 4. 6 mm, 5 pum) ;
WA B ERER IR i (U R S 8% 2 ¢ V5T 1000 mL 7K
BRI pH % 4. 0) - HIEE(68: 32, V/ V)54 :30°C ;
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2. HBEE L
C. BRBER

B 1 Bk edn

W 2 1 mL/min; K : 250 nm; AR 10 pl.
2.2.2  BERHE

TR T B St VAR PR ARV B XS B 10. 09 mg,
KPR, B 25 mL A I, K 15 A TR FRIL
R A TR X IR 1. 50 mg, KB FRE , B 10 mL 250
W IR AR AT B R B WINA A W IR ERE
25 mL, {R2AT, BIARHR 4% BB S 0 & K 2 e B S mL,
10 mL B, K e 28 184, 1S (B 1 mL &% 48R
ZIRE 0.029 97 mg, ZE5A P2 0. 1959 mg) o

M A TR S BRI 2.1 TR A 1. 0 mL,
10 mL Z P K e 2 HE AT, B

B 1 %o HE 2 T - B 0. 9% AL 8N T S 1 mL, B
10 mL i K E %S 3240, RIS .

2.2.3 FEFER

R el AR B R M 5 el T g A
BUR A HE S AR S PR BRI S AR A4S 10 L,
BERE 0 S O35 1 45 5 B PE BRI I (08 v e S A4
SRR B I TR R V5L R U A W) R B B ) b TG T4, 3%
Wik R E R PRI 1,

LR R LR REREIOR GBI & 1.0,
2.5,5.0,7.5,10. 0 mL,Zr 38 10 mL &80, kK
5 BRA) IERE DARF I A 20 0T W B (€, g/ mL) A B
AB bR 3 U T AR A S (E CA) SR 9h A A 0 47 28 Tl
I A 22 A D B R TR IR R WA T R 5 A=
14.014 2C, -12.349 1(1=0.999 9), A, =12.256 9C, +
2.1397(r=0.999 9) , &P [ 4351 4 39. 19 ~391. 90,
5.99 ~59. 94 wg/mL,

Hh 9% 25 5% RS 2 W IBUR A 0T BB S VA T B SR R R
6 WK &5 R A2 E U B 5 Eh R IR R W 1 AL RSD 4y
BN 0.21% F1°0.55% (n=6) , NG 35 B LT,

R 25 5% R 2% W UG 3 T, 20 1) F & LK
¥ 0,2,5,10,24 h B FEFEDE 10 s 04 1 AR 45 SR AR R
B R SRR RIE R RSD 43514 0. 29% Fil
0.54% (n=5) , FAMHL T AR EIRACE 24 h WEE .

FA PR  BUR — R 5 3 5 0, A3 il A A5
AU, 2. 2. 1 TR S AR EERE I L S5 R 22 SR
WRSHMREARR T EM RSD 45k 0.30% Fi
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0.45% (n=5) , KW EELERL .

TR [T - A 2 e B L 0 B i s v o
LRI 1. 921 5 mg/mlL HERFREIRZ 0. 2875 mg/mL)
0.5 mL, # 10 mL &5, 2 6 7, 20 5l A Ze b
ST RS SR PR G TR AR T IR A5 A, MK B 4 %
2.2, 1 BT Ak S e RE e JEE R LR 1.

A1 mHepkiXBLE R (n=6)
#8548y BAE(ng (%) T(%) RSD(% )
A B A B A B A B A B A B
0.9608 0.1438 0.9749 0.1498 1.9218 0.2909 98.57 98.20
0.9608 0.1438 0.9749 0.1498 1.9311 0.2921 99.53  99.00
0.9608 0.1438 0.9749 0.1498 1.9254 0.2907 98.94  98.06
0.9608 0.1438 0.9749 0.1498 1.9207 0.2917 98.46 98.73
0.9608 0.1438 0.9749 0.1498 1.9364 0.2939 100.07 100.20
0.9608 0.1438 0.9749 0.1498 1.9310 0.2921 99.52  99.00

EAAEBAYDE B AEBRASE R,
2.2.4 HEAEENE

¥ 2. 2. 2 WUF Ikl &AL s W 4 2. 2. 1 T
i, 9T 0,2,5,10,24 h BESERE T 5E , DA AME
AT A BT 45 I (R B 5 o, 25 SR 20 SR VD B
WA 1.9213,1.9218,1.9207,1.9218,1. 920 8 mg/mL,
HMREAIR RS HIRIR N 0.287 6,0.288 4,0.286 6,
0.2869,0.287 1 mg/mL.
3 iTig

I PR 156 FH 7L i 2 4809 V0 A ST e 5 T 4
R AR R, — Bk 5 & LA 5 K % 5 om A
0. 9% FACER T SRR FR VKRG R , o R DL, H
SRR IR R HAL R A FLR 22 E R A A Al 5
W, B 2 B R 2 e AR ) A M o

PR H 2K B Hypersil ODS; £ (250 mm x 4. 6 mm),
5 wm) \Poroshell 120 EC - Cis #£(150 mm x 4. 6 mm,4 pum) |
Amethyst Cis — H £ (200 mm x 4. 6 mm, 5 pm) #E473056
45 S AN [ ot L) AT X I TR 43 8 B RS AN K, AR
fiff 7€ Hp ok B A B 3 Y Hypersil ODS, £ (250 mm x
4.6 mm,5 um) o %M 0. 1% BE R 7AW - 11 (20 : 80,
V/ V) R AR S% vl (BB IR & %% 2 ¢ %5 T 1 000 mL
K, BRI pH 2 4.0) - FHEZ(68 : 32, V/ V),

W% (ng)

9.18 9886 0.63 0.7




