55 24 55 13 ) FEXEAFFEHRE Vol. 24, No. 13
2018 47 H Chinese Journal of Experimental Traditional Medical Formulae Jul. ,2018

T A BA A 1 Mk 20 e R R A T 0 S P O 4

AR, R, BE, B0, B0, Bmk, mal
(1. PEFEH 2R PHALH, dbw 100700; 2. ZA LB TH L BMAARAS, A RE  150060)

[FEZE] B a7 V5 A R ) B A% 15 I 240 Jf0 ( THP-1) 389 i 1) A 3 e 0 5 12, DA 58 58 3 JHG o o 5 11 O 06 o
F ik R CCK-8 3k LUK ANl THP-1 3458 4 1ok % 22 10 5 F & BR A 2B 95 i v . LL AOT160410 b ¥R v 564 1 B KA S X B 4
AT RN DU A o 5 R VRS O THP-1 (4 3658 BAT — & A0l /R o SR i RO P AT 4% (2-2) WA S e 5 B Ik 40 1
THP-1 34 58 (9 2E By 200 46000 77 3, 3 2 MR 00, B A T 25 SR 38 Al 2ok T S PE A 30 (U3 P < 0.01, fii & F- 4T P > 0.05)
A20160102 bk 7 55 B K 94.50 U-mL ™" A{ZPR R (FL) =6. 14% , 0] {= FR i FEl & 88.87 ~100.47 U-mL ™' ;A01160401
Y 5 B 8 92.04 U-mL ™' ,FL =4.36% , a[ {5 BR 9 88. 12 ~96. 15 U-mL ™' ; A01160406 It vk ¥ 5 Al B B AL
83.25 U-mL ™' ,FL =8.52% , [ {5 BR & fE 2 76. 46 ~90. 65 U-mL ™" 3 AL vk 5 5 A5 Bk 52 30 45 51 4 I 40 7 485 31 o, 1 3
5 BRI THP-1 A9 42 90. 37 U-mL ™' ,FL =8.63% , il {5 bR Fl 9 82. 91 ~98.51 U-mL ™' A[RI$RAE A B3 % 5 A B ik Y
SO A R A A 22 ), B R AT A M. G BT T ST 00 AR W M A I D vk T DA RR FE A A T AR K A 40T
M Bk Z—.

[XEA] EFAEIK; B WA YR e e

[HES2E] R284.1;R285.5;R2-031 [ EE4RIRED] A [XEHS] 1005-9903(2018)13-0042-05

[doi] 10.13422/j. enki. syfjx. 20181017

[ M4 dARHHE]  hitp://kns. cnki. net/kems/detail/11.3495. R. 20180309. 1030. 024. html

[M4& HARAtE] 2018-03-09 11:20

Quality Control of Ossotide for Injection in Inhibiting Proliferation of

Monocyte-macrophages

ZHANG Qian', HAN Shu-xian', CHEN Ying', HAN Bing’, GE Yi-meng’, LIAO Fu-long', YOU Yun'®
(1. Institute of Chinese Materia Medica, Chinese Academy of Traditional Chinese Medicine, Beijing 100700, China;
2. Harbin Zhenbao Pharmaceutical Co. Ltd. , Harbin 150060, China)

[ Abstract | Objective: To supplement and improve the quality control method hrough a bioassay test
about ossotide for injection on inhibiting the proliferation of monocyte-macrophages ( THP-1). Method: The
biological activity of ossotide for injection was investigated by its inhibitory effect on THP-1 proliferation in vitro with
CCK-8 assay. A01160410 batch of ossotide for injection was used as standard control substanceunder the potency
determination. Result; The ossotide for injection had a significant inhibitory effect on the proliferation of THP-
1. The parallel line (2-2) assay method as the biopotency detection method for inhibitory effect of ossotide for
injection on the proliferation of THP-1, had a good repeatability. All the samples passed the reliable test
(regression P <0.01, deviation from parallel P >0.05). A20160102 batch of ossotide for injection potency was
94.50 U - mL™', with confidence limit rate ( FL) = 6.14% , and the confidence limit range was from
88.87 U+rmL ™' to 100.47 U-mL™"; A01160401batch of ossotide for injection potency was 92.04 U-mL ™" with
FL =4.36% , and the confidence limit ranged from 88.12 to 96. 15 U-mL~'. A01160406 batch of ossotide for
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injection potency was 83.25 U+mL ™' with FL.=8.52% , and the confidence limit ranged from 76. 46 to 90. 65 U-
mL ", The combined analysis of the experimental results of three batches of ossotide for injection showed that the
potency of ossotide for injection for inhibiting THP-1 was 90.37 U-mL ™' with FL =8.63% , and the confidence
limit ranged from 82. 91 to 98. 51 U-mL~'. Different operators had no significant difference in the potency result of

ossotide for injection, with a good repeatability. Conclusion: The biopotency detection method established in our

study can be used as one of the quality control methods for the bioassay of ossotide for injection.
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Table 1 Inhibition index of different batches and concentrations

ossotide for injection on THP-1 proliferation(x +s,n=8)

R JF R /g L il i %
A20160102 2.1 1.16 £0. 16
3.0 1.68 £0.33

A01160401 2.1 1.17 0. 30
3.0 2.39 £1.37

A01160406 2.1 1.25 £0.35
3.0 1. 87 0. 66

A01160410 2.1 1.10 £0.08
3.0 1.97 £0. 08

KB NS5 4k 5, L A0T160410 #t v v 5t
FH B IR SRk BEZEL, % G Al 3 /4> Stk Uk 24 i 547 280t
Mg, AT SEVERT SR 45 SR DL 2, 9 B 2% (P <0.01) ,
T B P AT A B (P >0.05) , KU iE2= A 4

F2 INMMRESABTRYUMATEERE
Table 2  Reliability test of efficiency on 3 batches of ossotide for

injection
MK BRKE A b E SS MS F P

A20160102 3 i fil 1 44556 4455.6 2.87 <0.05
Y| 1 30016 30 016 19.34  <0.01
WEEF 1 60. 063 60.063 <1 >0.05
i) 3 34531 11510 7.42 <0.01
IR 7 12 18622 1551.8

A01160406 i 5 ] 1 37442 37 442 3.58  >0.05
Y| 1 118 680 118 680 11.36  <0.01
WETGF 1 26732 26 732 2.56  >0.05
3 1] 3182850 60 952 5.83  <0.01
wE 12125370 10 447

A01160410 i 5 [f] 1103 680 103 680 22.21  <0.01
5 1 80089 80 089 17.16  <0.01
T 1 10 404 10 404 2.23  >0.05
| 3194 180 64 726 13.87 <0.01
W2 12 56021 4 668. 4
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4 WL g R A IR, 45 3 B R A20160102 it
S B BR Ay 94.50 U-mL ™' | RSD 14.56% , i {5
R (FL) = 6.14%, " {5 R i [ 88.87 ~
100. 47 U-mL ™" ; A20160401 #1t ¥ 1 5 FH & BK 20 4
92.04 U-mL ™' ,RSD 9.45% ,FL =4.36% , i] {5 R i
4 88.12 ~96.15 U-mL ™' ; A20160406 #t 7 v 5
FH & BK 2 #r 83.25 U-mL™', RSD 13.8% , FL =
8.52% , Al {5 PRyl 76. 46 ~90. 65 U-mL ™',
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EZ
Table 3  Precision of relative biological value on inhibiting THP-1

proliferation of 3 batches of ossotide for injection

S A FL

ek W 7 45 JUemL-! /%
A20160102 1 90. 84 9.11
2 114.73 23.46

3 93.51 9.33

4 82.01 16.24

A01160401 1 94.57 5.39
2 81.85 33.26

3 101. 58 37.46

4 87.10 7.70

A01160406 1 66. 642 32.27
2 93.492 33.66

3 82.258 11.72

4 85.77 13. 66

iE—25 i ] BS2000 4 X} ik 3 ALk BT A i 5
FHAE RSB0 25 5 6 00 1T, 45 2 8w R 5 B IR
MR 90.37 UsmL ™", FL =8.63% , a] {5 B 7 [l
82.91 ~98.51 U-mL™',
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14.80% , [ {5 PR A 85.74 ~115.16 U-mL ™',
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Table 4 Precision of relative biological value on inhibiting THP-1

proliferation of 3 batches of ossotide for injection

. AN FL

= W 5E Gt 5 JUeml-! %
A20160102 1 79.78 36.20
2 91. 40 26. 85
3 64.55 45.01
4 73.04 29. 59
A01160401 1 91.25 31.85
2 79.08 25.89
3 82.79 22.28
4 73.94 40. 00
A01160406 1 116. 67 41.07
2 98. 31 24. 47
3 110. 00 32. 62
4 80.55 28.31
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