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Thrombin Reference Standard (Control 031) of National Institute of Health Sciences

Akiko Kaihara, Miho Murakami, Yukiko Morita, Tatsuo Koide, Toshimi Murai, Hiroyuki, Saito and Tsuyoshi Tanimoto®

The “Thrombin Reference Standard (Control 031”, of National Institute of Health Sciences was prepared.
The precision of filling into ampoule was about 11.5% as C.V. The content of a-thrombin was about 89%.
The thrombin potency of the standard material was assayed against the Thrombin Reference Standard (Control
961) according to the method of JP0 [ and the potency was 692 + 35 units/ampoule. From the results, the
potency of the proposed material for Thrombin Reference Standard was defined as 690 units per ampoule.
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Table.1 Weight variation test and content of protein of the material
prepared for “Thrombin Reference Standard”

Sample No. Weight variation test (mg) Content of protein (mg)
1 11.48 1.46
2 11.52 1.46
3 11.17 1.49
4 1132 1.45
5 11.53 1.46
6 11.36 1.44
7 11.23 1.44
8 11.12 1.44
9 10.96 1.44
10 11.48 1.42
Mean + S.D. 11.32+0.19 1.45+0.02
C.V. 1.71 1.30




00000000ooooooooooooobControll0O0O0OO0O0O0OOOOOOOMO Control 0310 75

oooooo
ooooooooOoooooooboooooooooo
ooooooobi1132+ 019 mgoCvO 1710000
145+ 0.02mgOCvO 1300 00000000000
O000o0oO0oooOOooboOoO0O0O0Tablel™OOOOO
booooooobooooooooboooboooo
OooooooooooooooopIObooooon
o0oo0o00Oo0000D00011000000Fig.10 26
ooooboocooOooOooooooobooboboilcooOoo
| .

MW

{

ST TN =

£y (M -_—

45 e
ma—

- -thrombin

1 = [i-thrombin

2, 10

Vi 1 &8¢

(ERETPATS

Fig.1 SDS-polyacrylamide gel electrophoresis of the material
prepared for “Thrombin Reference Standard”
1: Standard proteins for molecular weight markers: phosphorylase b
(M.W.: 97,000), bovine serum albumin (M.W.: 66,000), ovalbumin
(M.W.: 45,000), carbonic anhydrase (M.W.: 30,000), trypsin inhibitor
(M.W.: 20,100), a-lactalbumin (M.W.: 14,400)
2: Sample (ca. 1 mg of thrombin/mL)

Table.2 Potency of the material prepared for
“Thrombin Reference Standard”

Exp.No. Potency (unit/ampoule) Exp.No. Potency (unit/ampoule)
! 670 14 758
2 682 15 708
3 713 16 717
4 678 17 694
5 647 18 690
6 659 19 698
7 642 20 692
8 618 21 689
9 700 22 694
10 700 23 696
1 708 24 692
12 667 25 692
13 797 26 691

Mean + S.D. 692.1 £34.5
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