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Heparin Sodium Reference Standard (Control 991) of National Institute of Health Sciences

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

The National Institute of Health Sciences Reference Standard for Heparin Sodium (Control 991) was pre-
pared. The potency of heparin sodium for the candidate reference standard was assayed against “Heparin
Sodium Reference Standard (Control 871)” by JP Method in collaboration with 4 laboratories, and estimated as
1,453 =+ 25 units per ampoule. The filling amounts of heparin sodium in ampoule was estimated as 7.46 £ 0.15
mg per ampoule, and the precision of filling into ampoule was about 2.0% as C.V.

Based on the above results, the candidate was defined as 1450 units per ampoule, and was authorized as
the Heparin Sodium Reference Standard (Control 991) of the National Institute of Health Sciences.
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Tab! laborative assay for candidate Heparin Sodium
Reference Standard

Potency(unit)/vial

Exp. No.
f.ab. A Lab.B Lab.C Lab.D
I 1,438 1,463 1,495 1479
2 1,502 1,472 1,504 1,442
3 1,426 14,73 1,490 1,452
4 1,439 1,465 1,502 1,457
5 1,403 1,427 1,454 1,461
6 1,433 1,459 1,460 1,433
7 1,424 1,480 1,421 1,464
8 1,408 1,462 1,450 1,475
9 1,399 1,457 1,432 1,430
10 1,458 1,465 1,471 1,465
11 1,432 1,428 1,475 1472
12 1,416 1,446 1,435 1,452
13 14,34 1,428 1,429 1,441
14 1,458 1,440 1,381 1,407
15 1,453 1,440 1,465
16 1,456 1,486 1,480
17 1,465 1,471 1,442
18 1,451 1,472 1,470
19 1,446 1,459 1,439
20 1,450 1,485 1,451
21 1,451 1,464
22 1,450 1,489
23 1,436 1,496
24 1,434 1,479
Mean 1,434 1,452 1,464 1,454
+S.D. +27 *15 +30 +19
CN{%) 1.9 1.0 2.0 1.3
Total
Mean 1,453+25
+S.D.
Table2  Variation of filling amounts in vial of candidate Heparin
Sodium Reference Standard
Heparin sodium contents in vial (mg/vial) n=84
7.30 7.54 7.64 7.23 734 7.49 7.28
7.42 747 7.45 7.39 7.62 7.25 737
7.34 7.13 7.46 - 734 7.8 734 747
7.40 748 7.59 7.73 7.56 7.54 7.54
7.65 7.41 7.29 7.79 7.52 742 7.1
7.19 7.14 7.62 7.72 7.56 7.60 734
7.53 733 735 7.42 7.40 1.75 7.42
7.41 7.65 7.26 7.58 7.66 715 7.81
735 7.44 7.80 739 725 7.41 7.78
7.66 7.28 7.69 7.65 7.26 7.83 7.46
1.75 7.54 7.38 7.36 7.51 7.36 7.33
7.36 7.74 7.52 7.19 7.43 7.29 7.61
Mean+S.D.:7.46+0.15, CV.:2.0%
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