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[ABSTRACT] Objective To evaluate the detection of the histamine substances in osteopeptide
injections by the isolated guinea pig ileum method, and to explore the feasibility of replacing cat depressor
substances method. Methods According to the 2020 edition of Chinese Pharmacopoeia, the histamine
substances in 7 batches of osteopeptide injections were detected from 5 enterprises by isolated guinea pig
ileum method. The results were compared with the test method of cat depressor substances. Results By
the isolated guinea pig ileum method, the histamine substances in 3 batches of preparations were
negative, which was consistent with the results of the test method of cat depressor substances. The
results of the other 4 batches of preparations were suspicious; while the examination results of depressor
substances in cat were 3 batches suspicious and 1 batch positive. The overall consistency rate of the two
methods was 85.7% (6/7). Conclusion The results of isolated guinea pig ileum method is almost the same
as the test of cat depressor substances, which can be used for the screening and study of histamines in
osteopeptide injections. It is suggested to add the inspection items of the test of depressor substances or
histamines in the standard of osteopeptide injections.
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Table1 Experimental dose of histamine-like substances test by the isolated guinea pig ileum method
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HFE (mekg’) (ngme’) Ez,ﬁfiﬁ/ Ez:&%‘/ (mgmL) oL
(pgmL’) (pgmL’)

BIESIR 1.67 0.06 0.6 1.2 5.0 0.40

SR BKESR 2.50 0.04 0.6 1.2 15.0 0.40

FREEK 1.67 0.06 1.0 2.0 16.7 0.25

FHEERIEERY 3.33 0.03 1.0 2.0 33.0 0.25
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Table 2 Experimental dose of cat depressor substance test
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Figure 1 Comparison of histamine-like substance test between the two typical osteopeptide injections
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Table 3 Results of histamine-like substance test in 7 batches of osteopeptide injections

B B[00 i e 6 S BB/ mm

=14 Fl PR #ox d,; 5 ds/2.dstbR
ds dr dr ds

A SHEKEHR A-1 57.07 47.39 46.29 57.31 1/2ds<dy < dg
B S5 BKEHR B-1 4224 19.95 20.82 46.85 dyr<1/2ds

c BEESR c- 33.06 24.25 20.94 30.86 1/2ds<dy < dg
5 BRESR D-1 49.45 3.47 9.54 4338 dy<1/2ds
EEESK D-2 24.29 6.07 0.87 58.12 di<1/2ds

c BECESR E-1 40.22 18.39 19.54 34.47 1/2ds<dr < dg

5B URE E-2 70.53 50.70 44,08 87.07 1/2ds<dh < ds

S d AN BB, d DR RATE. 128 d..d, d, d XK S 4 PRI E S —A.
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Table 4 Results of depressor substance test in 7 batches of osteopeptide injections
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A SHBEREIR Al 34.26 19.49 19.97 3118 1/2ds<d; < ds

B SE58KESR B-1 29.72 5.36 4.06 38.48 dr<1/2ds

C BRGESR C-1 40.27 24.68 24.03 37.35 1/2ds<d; < dg

5 BRCTER D-1 30.37 10.39 11.04 23.71 dr<1/2ds
SE5TFI B D2 23.06 552 747 19.49 dr<1/2s
BIESR E-1 39.78 4384 4352 3637 dr>ds

- SE5YF B MI2E E-2 3215 19.81 1754 24.84 1/2ds<dr < ds

E A AN BRERER, d AN RIE R REBds drdr ds XERDORF TS 4N FIER—H,

E: A, BIGESR (HORD-1) BEMERW; B, SHEHR (HUXCH) BEMETMW; C, BWEIR (HRET) BUEMERK. BF

ds IR ENRINS BB R IE R
E2 =MARNBESKEEHEEMREESRILR

Figure 2 Comparison of depressor substance test among the three typical osteopeptide injections
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Table5 Comparison between histamine-like substance
test and depressor substances test on 7 batches
of osteopeptide injections
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