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Influence of the differences of gentamicin components on the reliability test of the
potency determination
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(China Institute of Veterinary Drug Control, Beijing 100081)

Abstract Objective To explore the relationship between the differences of gentamicin components and the
reliability test of the potency determination and to further get the limited value of the differences of components which
would lead to the inconformity of the reliability test. Methods The content of the components was determined by the
method of liquid chromatography-evaporative light scattering detection according to the gentamicin C components of
gentamicinin Chinese Pharmacopoeia (Vol II, 2015). The potency was determined by the cylinder plate method and the
turbidimetric method according to the microbiological assay in Chinese Pharmacopoeia (Vol IV, 2015). Results The
reliability test of the three-dose method could not meet the requirements when relative percentage differences of C,+C,
between the gentamicin test sample and the standard is more than 4%. Conclusion  Attention should be paid to the
effects of the differences of components in multicomponent antibiotics on the accuracy of the potency determination,
and the allowable content range of components in the corresponding quality standard should be further refined.
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Fig.1 Chromatogram of gentamicin components
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Tab. 1 Differences of C components' relative percentage content between the active pharmaceutical ingredients (APIs) from different

manufacturers and the standard of gentamicin

Moy KAE/20151002 1£75/Q160604 F K- H#£/160310073 HRAE/15101666  HEMRHEIE/201606002
C,,/% 31 27 29.8 23.8 232 249

Cyl% 19.7 26.8 293 23.7 26.2 19.7

Cy, /% 15.1 13.6 13.1 225 217 23.1

C\/% 34.2 32.6 27.8 30 289 323

S bR LR

C\ ME% 3.2 0.8 2 -4 -4.6 2.9

C HZE/% 8.5 6.9 2.1 43 3.2 6.6
C,+C, M ZE/% -11.8 6.2 -4.2 -0.4 1.3 -3.8
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Tab.2 The comparation of reliability detected by cylinder plate method and turbidimetric method among APIs of different manufactures

RS KAIE20151002 #£45/Q160604 K- H4E/160310073 R 4E/15101666 kAR E/201606002
A R [l )5 P<0.01 P<0.01 P<0.01 P<0.01 P<0.01 P<0.01
S T P>0.05 P>0.05 P>0.05 P>0.05 P>0.05 P>0.05
O =1 = P<0.01 P<0.01 P<0.01 P<0.01 P<0.01 P<0.01
WL e 1 e

B PAT P>0.05 P>0.05 P>0.05 P>0.05 P>0.05 P>0.05

EYE P<0.01 P<0.01 P<0.01 P<0.01 P<0.01 P<0.01
R it 25 747 P>0.05 P<0.01 P=0.01 P>0.05 P>0.05 P>0.05
REMA=INE s P>0.05 P<0.01 P<0.01 P>0.05 P>0.05 P>0.05

SR Z k2 P<0.01 P>0.05 P<0.01 P>0.05 P>0.05 P>0.05

EYE P<0.01 P<0.01 P<0.01 P<0.01 P<0.01 P<0.01
et st REEAT P<0.01 P>0.05 P<0.01 P>0.05 P>0.05 P>0.05
PUYER7 v )= S

TRtk P>0.05 P<0.01 P>0.05 P>0.05 P>0.05 P>0.05

R U2 P<0.01 P>0.05 P<0.01 P>0.05 P>0.05 P>0.05
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Tab.4 The mean independent t test results of the absolute value of C, deference
SESC T 255 R AR 56 T HE S5 R M ok 5
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Tab.5 The mean independent t test results of the absolute value of C,+C,, deference
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