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The Human Menopausal Gonadotrophin Reference Standard (Control 961)
of the National Institute of Health Sciences

Makoto Ema, Akira Harazono, Emiko Miyawaki, Hiro Amano,
Yoshiyuki Ogawa and Satoshi Okada

Raw human menopausal gonadotrophin (HMG) material was examined for preparation of the
“Human Menopausal Gonadotrophin Reference Standard (Control 961)”. The candidate material was
assayed its follicle stimulating hormone (FSH) activity and luteinizing hormone (LH) activity against
the 3rd International Standard for FSH and LH, urinary (71/264) by the augmented ovarian weight
gain assay and the seminal vesicle weight gain test, respectively. The potency of the new standard was
defined as 56 international units of FSH activity per mg and 61 international units of LH activity per
mg as the result of 13 and 5 assays, respectively, in four collaborative laboratories.

Keywords : human menopausal gonadotrophin, follicle stimulating hormone, luteinizing hormone,

biological assay, NIHS reference standard
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Table 1. Summary of the collaborative biological assay for follicle stimulating
homone activity of the candidate Human Menopausal Gonadotrophin
Reference Standard

. No.of L i Poten
Exp. no. cL:c?e r(;ts o(glvlu)n . Foy t:;Lz) (IIOJt/engy)'
1 A 40 1.762 0.154 0.002 693 57.8
2 A 40 1.785 0.136 0.215 885 61.0
3 A 40 1.753  0.237  3.564 291 56.7
4 B 40 1.786 0.123 1.596 1091 61.1
5 B 40 1.638 0.243 1.117 278 43.4
6 B 40 1.790 0.163 0.911 619 61.7
7 B 40 1.769 0.160 0.769 644 58.7
8 C 40 1.704 0.109 0.041 1380 50.5
9 C 40 -1.762 0.101 0.112 1604 57.8
10 C 40 1.748 0.075 1.059 2957 55.9
11 C 40 1.720 0.065 1.887 3921 52.5
12 D 40 1.833 0.266 0.372 233 68.1
13 D 40 1.770 0.170 0.141 570 58.8

Approx. xm?*=15.850<21.026 (p=0.05, df=12)

Weighted mean of M=1.747
Combined potency =55.8 IU/mg
Lc=0.039 (53.4~58.31U/mg, p=0.95)

Table 2. Summary of the collaborative biological assay for luteinizing hormone
activity of the candidate Human Menopausal Gonadotrophin Reference
Standard

' Lab. No. of Log unit , w Potency
Exp-mo. de  rats (M) L F wensy  u/me)

1 A 40 1.764 0.062 0.431 4217 58.1

2 B 40 1.849 0.107 4.057 1458 70.7

3 B 40 1.769 0.240 0.284 286 58.8

4 C 40 1.785 0.111 0.089 1325 60.9

5 C 40 1.749 0.172 0.932 555 56.0

Approx. xm?=8.633<9.488 (p=0.05, df=4)

Weighted mean of M=1.783
Combined potency =60.6 IU/mg
Lc=0.093 (54.5~67.41U/mg, p=0.95)
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1) US Pharmacopoeia 23, pp. 1705~1715 (1995)



