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Evaluation of anaphylactoid reactions induced by osteopeptide injections
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[ Abstract]  Objective The mouse ear blue staining test was used to evaluate anaphylactoid reactions to different
injected doses of osteopeptide. Methods The positive model was selected by using histamine phosphate, histamine
hydrochloride and histamine as the positive drugs. Mouse ear blue staining tests were performed by injecting different doses
of osteopeptide. The rate of blue staining and the rising rate of evans blue were used as the indices for evaluating the
anaphylactoid reactions. Results The positive model established by histamine phosphate as the positive drug exhibited
obvious anaphylactoid reactions. The osteopeptide injections showed positive reactions to various degrees at high and
medium doses and negative reactions at low doses. Conclusions Based on the result of the mouse ear staining test, the
anaphylactoid reactions to osteopeptide injections at different doses were intuitively evaluated. These data may be used as a
reference for the evaluation of anaphylactoid reactions of other complex matrix preparations.
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Table 1 Ear blue staining results of different doses of positive control

415 FrilhS PSR A (%) EB J1& % (% ) SR
Groups Dose Incidence of blue staining Rising rate of EB Test results
S % HR
itER ) . . i
Negative control
=7
) AL 100 270. 83+30. 92 +
il High-dose group
Histamine 4
At 100 272.78+107. 93 +
Low-dose group
T
ey 7T
s i 2 I 100 456.69+126. 82 +
R High-dose group *
Histamine phosphate e
R 100 475.97x161. 23 +
Low-dose group
=7
‘ Al 100 475. 28+130. 21 +
il E NI E N High-dose group
Histamine hydrochloride =4
y R ; y ;

Low-dose group

T =7 B R B s+ 2 B Bz B

Note.“ =", Negative anaphylactoid reaction.“+” , Positive anaphylactoid reaction.
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Note. a, Negative control group. b, Histamine group. ¢, Histamine phosphate group. d, Histamine

hydrochloride group.

Figure 1 Typical ear blue staining of positive model (High-dose group)
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Note. “ 7, Rising rate of EB is more than 50% and less than that
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Figure 2 Rising rate of EB in ear blue staining

experiment of osteopeptide injections from different companies
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Note. a, Negative control group. b, Positive control group ( Histamine phosphate). ¢, Ossotide injection group ( Company A). d, Ossotide
injection group (Company C).

Figure 3 Typical ear blue staining pictures of osteopeptide injections from different companies ( High-dose group)

T2 R A E RS TE ST HE R 45 2R (n=06)

Table 2 Results of ear blue staining experiments of osteopeptide injections from different companies

B Y G 45 IR Test results of ear blue staining

P 74 High-dose group HF3fE 4 Middle-dose group 574 Low-dose group
151 . o N o . -
Name of  CEPARN gt BB IRER WUKE EB TR WK EBTHER
preparation Companies (%) (%) 45 (%) (%) P (%) (%) 2
Incidence of  Rising rate  Results Incidence of  Rising rate  Results Incidence of  Rising rate  Results
blue staining of EB blue staining of EB blue staining of EB
. A 100.00 988.33+239.35 + 50.00  232.94+200.53 + 16. 67 63.72+65. 62 -
B R ST
L B 50. 00 95.50+79. 07 + 16.67  138.04+86. 22 + 16. 67 84.97+43. 63 -
Ossotide injection
C 0.00 -7.86+41.70 - 33.33 23.01+58.51 - / / /
HOrEIRESR A 100.00  820.07465.37  + 33.33  97.67:89.43  + 0.00  37.17£24.16 -
Compound ossotide
injection D 100.00 903.80+151.00 + 100.00  317.92+243.08 + 0.00 42.48+23. 45 -
TE =" e R B s+ 2 SR
Note.“ =", Negative anaphylactoid reaction.“+” , Positive anaphylactoid reaction.

R3O A A IR S0 ) HE B RS2 (n=6)

Table 3 Results of ear blue staining experiments of other osteopeptide injections from different companies

B Y G 45 IR Test results of ear blue staining

P 74 High-dose group HF3fl 4] Middle-dose group IR 4 Low-dose group
1|58 . = Ny e S o
Nameof B gt BB IRER WKL EB TR WK EBTHER
preparation Companies (%) (%) 45 (%) (%) P H(%) (%) 2
Incidence of  Rising rate  Results Incidence of  Rising rate  Results Incidence of  Rising rate  Results
blue staining of EB blue staining of EB blue staining of EB
AR AAL ISR
Ossotide sodium {2l E 0.00 6.30+52. 66 - 0. 00 —-3.14+36. 41 - / / /
chloride injection
TS Rk 4k E 50. 00 69.28+76.28 + 33.33 23.21£42. 65 - / / /
Ossotide for injection &MV F 100.00  637.08+283.68 + 0.00 8.15+42.25 - / / /
EMMETSERY ol ¢ 83.33 962.39:647.40  + 50.00  98.92+97.18  + 16.67  71.69+68.83 -
Gugua extract
for injection @k H 100.00 2439.87+978.32 + 100.00  781.04+320.15 + 16. 67 79. 66+69. 38 -
GUS SR R 0.00 -15.76x37.79 - 0.00  -37.09%21.30 - / / /
Gugua extract
injection Al °H 83.33 176.35+£36.67  + 33.33 100.36+67.15  + 16.67  127.45£97.91 -
TE =7 S B N B s+ S U B
Note.“ =", Negative anaphylactoid reaction.“+” , Positive anaphylactoid reaction.
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Figure 4 Rising rate of EB in ear blue staining experiment of

other osteopeptide injections from different companies
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Note. a, Negative control group. b, Positive control group ( Histamine phosphate). ¢, Gugua extact for

injection group ( Company H). d, Ossotide sodium chloride injection group ( Company E).

Figure 5 Typical ear blue staining pictures of other osteopeptide injections from different companies ( High-dose group)
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