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Preli minary study on the stability of tetrodotoxin injection

KANG Yu—hong( Nanning Maple Lea f Pharmaceutical Co., LTD, Nanning 530003, China)

ABSTRACT :OBJECTIVE To study the effect of te mperature and light on the stability of tetrodotoxin( T TX) injection. METHOD
TTX injection samples were incubated at different te mperatures and light for various times. The toxicity was determined using
mouse bioassay . TTX content was calculated by the standard curve prepared at the same time. The expiration date was predicted us-
ing the initial velocity and the Q;, method. RESULTS The studies showed that the shell life of TTX injection was 2 ~ 6 and 24
months when stored at 25 Cand 4 °C respectively. The studies also indicated that strong lighting at 35001x had no significant effect on
the physical appearance of TTX injection as well as TTX content . CONCLUSION = TTX is sensitive to heat but stable under light .
The expiration date of TTX injection is 2 years when stored at 4 C .
KEY WORDS :tetrodotoxin injection ; stability ; period of validity
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Tab 1 Result of the test on the basis of the initial velocity

method ( Gy = 2.98ug/ mL)

T Lot G Vo=(GC-

N ) 1/ Tx10 lg V,

C (K) (h)  (pg/mL) G)/t

1 55 328 .2 3.047 9 2.94 0.00444- 2 .353

2 60 333.2  3.001 8 2.90 0.01000- 2.000

3 65 338 .2 2.957 6.7 2.82 0.02388-1.623

4 70 343.2 2914 6.1 2.72 0.04262-1 .370

5 75 348 .2 2.872 5 2.48 0.10000-1.000

6 80 353.2  2.831 4 2.31 0.16750- 0.776

7 85 358 .2 2.792 3 2.21 0.25667- 0.591

8 90 363.2 2.753 2 2.19 0.39500- 0.403

lgVy 1/ T ,

C -
1g°7C’ ~ . 6680 .4 = +18.0820
t T
| r| = 0.9900
25°C
0.1G,
lg~osc = 4558 .9h=190d~6.3
0.9
2.1.2 Qg l: 60,70 C
15,14h, Ct.
2.

2 Qio (G = 2.98ug/ mL)
Tab 2 Result of test on the basis of the Qo method( Gy = 2.
98 g/ mL)

N (©) (h)  Ct(ug/ mL)
1 60 15 2 .81
2 70 14 2.50
2303, G 2.303 . 2.98 6
= — = "l = X
Keoc t &G 15x 3600'€ 2 g ~ 1088 %10
2.303, G 2.303 2.98 6
= — = le- __ = X
Ko t 187C T1ax360082 50 04810
Vant Hoff
Q10
Kyoc 3.485x10°°
= = =3.203
Q0= Ko 1088 x10°°
25°C
Keoc 1.088x10"°° .8
Kysc = Q?dl(ﬁo.zs) = 3 .2033.5 =1.850x%x10

pso_0.1054 _ 0.1054
0.9 = = -8
Kise 1.850%x10

=5697297s=65.9d=2.
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Koo 1.088x10°°% o
Kic= Q?dl (60-4) 3 20356 =1.605x10
sc 0.1054 0.1054
togg = = =65669781s~2 .11
7 Kye  1.605x10°° °
2.2
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