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Stability of Levocarnitine Injections from Two Manufactories in 3 Different Dissolvants
LI Ya-jing, WANG Chen(Dept. of Pharmacy, Tianjin Medical University Affiliated Tumor Hospital &
Tianjin Key Laboratory of “Tumor Prevention and Thearapeutics”, Tianjin 300060, China)

ABSTRACT

OBJECTIVE: To provide reference for elinical rational drug use. METHODS: The content of Levocarnitine

Injection from two manufactories in 3 different dissolvants (5% Glucose, 0.9% Sodium Chloride Injection, and Fructose In-
jection) within 6 h was determined by HPLC. The change of microparticle was measured by light blockage method in aceor-
dance with China Pharmacopeia (2005 edition), and the appearance and pH of the mixtures were observed as well. RE-
SULTS: The changes in appearance, turbidance, pH value, content and microparticle were not signifieant. CONCLUSION:
Levocarnitine Injections from two manufactories were stable within 6 h after mixing with 3 different dissolvants (5% Glucose,

0.9% Sodium Chloride Injection, and Fructose Injection) .
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#1 BAEK6hHNpHETN(n=3)

Tab1 Change in pH of the mixtures within 6 h(r = 3)
; TH B8] /h
AL W0 05 1 2 4 6
ZE1 0.9%E LIS’ 5.89 5.74 5.96 5.88 5.97 5.94 5.93
SHEEHESK  4.65 5.41 5.43 5.45 5.48 5.62 5.70
RS 3.58 4.97 5.02 5.08 5.07 5.02 5.05
ZFN 0.9% EBE5E 5.89 5.83 6.03 6.12 6.22 6.29 6.39
SHEEIMITES W  4.65 6.48 6.50 6.23 6.18 5.90 5.92

EEESK 3.58 5.14 5.14 5.12 5.13 5.11 5.13
2.5.2 BERWEAE2.5. 1" MEERFMGT, FEMARAHE 20
pl, LLOhEAEEN 100%, EESEHABARGIRSHE
BTEL.

2.5.3 FHEMELR BHEB 6 h NEETMHRE 2; HK
HEERLE 1.

*®2 BEEHhHNESETEL(n=3)
Change in contents of the mixtures within 6 h(n = 3)

; 5 8] /h
AR 0 0.5 1 2 4 6

ZFEL 0.9%FLBESHE 100 99.91 99.98 99.80 98.89 98.358
S%EEBESE 100 99.10 98.90 98.80 98.79 98.76
RERESTR 100 99.89 99.92 99.84 99.80 99.78

EFN 0.9%FLBE5K 100 99.89 99.10 97.50 97.29 98.32
SO EEBES 100 98.86 98.31 98.05 97.66 98.03
RS 100 98.24 98.27 98.04 97.52 97.63
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Tab 1

Tab 3  Changes of microparticles of mixtures within 6 h
(n=23)
AU BHRE on  on i
ERL 0.9%FMBESE =10 8.5 10.0
=25 1.5 1.0
5% EEE ST =10 10.0 11.5 Bl mLHF
=25 0.5 0.5 &10pmkl
o irs z R
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=25 0.5 0.0 F25%7:%1
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=25 2.0 2.0 %mgﬁiﬁgﬁ?
SHMEMESE =10 8.5 155 Riama3
=25 0.5 0.5 %
REETESTR =10 13.5 14.5
=25 1.0 0.5
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Bl BYEERE
AL 0.9% FILMIESE H; B.S%SHEMIENREA; C. REES
WEE;D. EF T +0.9%FMESK O E. £F T + 5% #H%H
EFHWHOR; F. 2R + REEHK 0h;G. ZEF 1 +0.9% AfLahi
S 6hH . £ I +5%HEWMESE 6 hs1. £F 1 + FWEHE
6h; J.ERD +0.9%RALMEHM O h; K. Z£F [ + 5% HWRME
SHROh; L. RN+ RBEESE Oh; M. Z£F 1 +0.9% FL 5
6 h;N AR+ 5% MENHENE 6 h;0. ZF [ + REHESHK 6 h
Figl HPLC
A. 0.9% Sodium Chloride Injection blank; B. 5% Glucose blank; C.
Fructose Injection blank; D. Levocarnitine Injection I + 0.9%
Sodium Chloride Injection at 0 h; E. Levocarnitine Injection 1 + 5%
Glucose at 0 h; F. Levocarnitine Injection ] + Fructose Lnjection at
0 h; G. Levocarnitine Injection I +0.9% Sodium Chloride Injection
at 6 h; H. Levocarnitine Injection 1 +5% Glucose at 6 h; 1. Levo-
carnitine lnjection I + Fructose Injection at 6 h; J. Levocarnitine
Injection Il +0.9% Sodium Chloride Injection at 0 h; K. Levocarni-
tine Injection Il + 5% Glucose at 0 h; L. Levocarnitine Injection {I +
Fructose Injection at 0 h; M.Levocarnitine Injection [l +0.9% Sodi-
um Chloride Injection at 6 h; N.Levocarnitine Injection Il +5% Glu-

cose at 6 h; Q. Levocarnitine Injection Il + Fructose Injection at 6 h
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