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Bioequivalence of recombinant insulin glargine

injection after sc administration in Beagle dogs
Zhang Xingyan" > **, Li Yazhuo', Wei Zihong®, et al
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Abstract
glargine injections in Beagle dogs. Methods

Objective

To evaluate the pharmacokinetics and bioequivalence of domestic and imported insulin

Beagle dogs were given double dose subcutaneous administration of

the test preparation and the reference preparation itself, blood samples were collected at different time points after

intravenous blood samples, and the blood glucose levels were determined by Roche Glucose meter synchronously.
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RIA method can detect blood concentration, calculation of pharmacokinetics parameters by using the DAS 2. 2 soft—
ware and SPSS 17. 0 for statistical analysis. Results Beagle’ s dogs were treated with test preparation and refer—
ence preparation following sc administration at the dose of double dose. The main pharmacokinetic parameters of

test preparation(4 U) and reference preparation( 4 U) were as following: the elimination half-ife ( ¢,,,) was (4.52
+3.62) and (3.42 £2.97) h, the peak concentration ( C,,.) was (102.0 +41.8) and (94.3 £42.3) wU/ml,
the peak time (T, ) was (2.670 £0.651) and (3.000 +0.853) h, and the area under the concentration-time
curve ( AUC,_,) was (655 +£276) and (610 £197) pU/( ml * h) , individually. Respectively, the minimum
blood glucose levels ( C,,,) of the tested and referenced samples were ( 1.620 +0.335) and ( 1.530 +0.377)
mmol /L, and the T, ( time to reach minimumblood glucose level) was (3.83 +1.19) and (3.75 £1.42) h, re-
spectively. 8 U of the ¢,, was (3.36 £1.89) and (3.16 £1.62) h, the C,, was (135.0+£57.7) and (133.0 =
54.3) pU/ml, T, was (3.83 £1.27) and (3.750 £0.866) h, and the AUC,_, was (920 £274) and (941 +250)
wU/(ml * h) , individually. What’s more, the C,;,

(1.570 £0.281) mmol /L, respectively, and the T, was (6.33 £1.37) and (5.92 £1.68) h separately. Conclu—
®)

of the tested and referenced samples were (1. 590 +0. 355) and

sion Domestic insulin glargine injection and control agent ( Lantus™) has a bioequivalence.

Key words diabetes mellitus; insulin glargine injections; bioequivalence



