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Reference Standard Data
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Thrombin Reference Standard (Control 961) of National Institute of Health Sciences

Aya Kitajima, Miho Iwata, Keiko Maekawa, Hiroyuki Saito,
Tsuyoshi Tanimoto* and Satoshi Okada

The "Thrombin Reference Standard (Control 961) " of National Institute of Health Sciences was
prepared. The precision of filling into ampoule was about 1% as C.V. The content of a-thrombin
was about 87%. The thrombin potency of the standard material was assayed against the
Thrombin Reference Standard (Control 8710) according to the method of JP XIII and the potency
was 1033 + 59 unit/ampoule. From the results, the potency of the proposed material for Thrombin
Reference Standard was defined as 1,030 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 Weigh variation Content of
No. test (mg) protein (mg)

1 12.84 1.93

2 12.77 1.93

3 12.60 1.95

4 12.81 1.93

5 13.08 1.94

6 12,94 1.93

7 13.00 1.93

8 12.99 1.90

9 13.08 1.90

10 13.14 1.90
Mean = S.D. 1293 * 0.168 1.92 £ 0.0178
(CV) (1.30%) (0.927%)

MW.
94,000 >
67,000 » < Albumin
43,000 »
<« o-Thrombin
30,000 »
<« §-Thrombin
20,100 »
14,000 »
i 2 3
Fig. 1. SDS-polyacrylamide gel electrophoresis of the material

prepared for "Thrombin Reference Standard"

1: Standard protein for molecular weight: phosphorylase b
(M.W.:94,000), bovine serum albumin (M.W.: 67,000), oval-
bumin (M.W.: 43,000), carbonic anhydrase (M.W.: 30,000),
trypsin inhibitor (M.W .: 20,100), ¢ -lactalbumin (M.W .: 14,400)

2: Sample (Ca. 1 mg of thrombin/mL)

3: Sample (Ca. 2 mg of thrombin/mL)

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

Potency (unit/ampoule) Mean * S.D.
1035 1118 1005 935 1173 1019 1096 1035 1055 1044 1033.2 * 58.8
985 1030 1043 1076 973 1142 907 981 1086 1097

1047 1005 1003 1033 1033 997 978 1003 1005
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