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Establishment of the First National Standard for the Immunoassay of Human
Recombinant Insulin-like Growth Factor- |

Yu Ting, Huang Jie, Qu Shoufang (National Institutes for Food and Drug Control, Beijing 100050, China)

Abstract Objective: To do research on and establish the first national standard for the immunoassay of human
recombinant Insulin-like Growth Factor- [ (IGF- I ) in China. Methods: Raw materials of human recombinant
IGF- [ were used to prepare solution of 7000 ng - mL" in 0.01 M PBS buffer containing excipient. The solution
was sterilized by filtration, packaged and lyophilized to make the national standard candidate. By using the
IGF- [ International Standard (02/254) as a reference, three laboratories were selected for collaborative calibration.
Furthermore, the precision between bottles and stability of the candidate were also analyzed. Results: The titer
of candidate was 7446 ng/ampoule. The precision between bottles was 1.9%. The titer of candidate was stable
at 37°C for 12 weeks. Conclusion: The precision between bottles and stability of the candidate are in line with
the requirements, and the titer of each ampoule is set at 7400 ng. The establishment of the national standard of
IGF- [ will lay a quantitative basis for the standardization of the immunoassay of IGF- [ .
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1 IGF-1

FE i o FEEs ALZEL (r) foos t A

FEIPRPRE S 4.1135 1.3789 0.9973 - - -
ik i 1 4.6506 1.2359 0.9913 2.262 1.6166 1.0408
i it 2 47037 1.2179 0.9912 2262 1.8339 1.0646
foeide i 3 4.6311 1.2459 0.9913 2.262 1.5006 1.0449
ik it 4 4.6658 1.2385 0.9898 2.262 1.5076 1.0794
foeifedt 5 4.5980 1.2574 0.9900 2262 1.3017 1.0332
foikfh 6 4.6478 1.2386 0.9927 2.262 1.6741 1.0444
feike it 7 4.7586 1.2053 0.9911 2.262 1.9841 1.1143
foeifedn 8 4.7306 1.2096 0.9910 2262 1.9209 1.0801
fiEk i 9 4.6453 1.2393 0.9928 2.262 1.6712 1.0427
EBEsh 10 4.6540 1.2395 0.9906 2.262 1.5369 1.0613
3 11 4.6604 1.2367 0.9914 2.262 1.6144 1.0606
ik i 12 4.6384 1.2452 0.9904 2.262 1.4590 1.0560
fidk it 13 4.6704 1.2341 0.9916 2.262 1.6595 1.0682
EBEdh 14 4.6574 1.2371 0.9912 2.262 1.5974 1.0574
EBEdh 15 4.6213 1.2546 0.9917 2.262 1.4183 1.0609
B e 1.0606

SD 0.02

CV/% 1.9

PESEEM / (ng - 32 71) 7000
SERREEM / (ng = 3271 7424
2.2 1E0.98~1.0222[], RIZAHr BEATCAS AL, FRBs 1% i

I S AE3TCHCE L., 2. 4. 6. 8. 10, 12 W  dE¥HaE, TEWFE2,
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2 IGF-1
FEfh [EAiE Rp HXZEL (r) foos t AL

0 J& 45708 1.2603 0.9981 - - -

1 -1 46155 1.2368 0.9978 2.447 03599 0.99
1 -2 45530 1.2660 0.9965 2.447 0.0757 0.99
2 14 -1 45695 1.2652 0.9977 2.447 0.0742 1.02
) 4.6050 1.2440 0.9973 2.447 0.2368 1.00
41 -1 45950 1.2511 0.9978 2.447 0.1407 1.01
41 =2 46155 1.2368 0.9978 2.447 03599 0.99
61 -1 45530 1.2660 0.9965 2.447 0.0757 0.99
6 & -2 45695 1.2652 0.9977 2.447 0.0742 1.02
8 J& -1 4.6050 1.2440 0.9973 2.447 0.2368 1.00
8 J& 2 45950 1.2511 0.9978 2.447 0.1407 1.01
10 J& -1 45380 1.2739 0.9986 2.447 0.2305 0.99
10 i -2 45732 1.2523 0.9973 2.447 0.1152 0.98
12 4 -1 4.6044 1.2480 0.9976 2.447 0.1823 1.02
12 -2 45817 1.2529 0.9982 2.447 0.1187 0.99

2.3 BESMEBE SN EIE 7446 ng - 37, X HEIBRL

PAIGF- T S5 IR IEBRbRAE AL X I, fE4 K M (7857 ng - 371 (UAS%AAT I, RKIZ
A GE LI E e R, WA E - IHZEI AR Al IR T RIS BPIRESTRE o SR 02 AL 97400
FES AT (o) , RUMEEG SIGF- T FBRbR ng - 3270
MERb T, MUEARESTAR (PRI, K3FIER4) ,

3 IGF- 1
% FE o RpR HKZEL (r) foos t A
il FE BRpR e 3.4428 0.8879 0.9994 - - -
ek i 1 3.5331 0.8659 0.9996 2.306 1.094 1.1231
T i 2 3.5422 0.8557 0.9994 2.306 1.475 1.0887
frE3E 5 3 3.5154 0.8768 0.9997 2.306 0.573 1.1373
s Pl B v 21712 1.4381 0.9996
e 1 2.1212 1.4612 0.9989 2.228 0.667 1.0054
B i 2 22187 1.4222 0.9996 2.262 0.599 1.0226
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4 IGF-1
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