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Study on identification of the preparations of the recan binant hum an
follicle stimubting (rhFSH) by SDS— PAGE /W estern Blot

LTANG Cheng— gang MAO X SHEN Shu LI Jing YANG Hua- xin

(National Instimie for the Control of ham aceutical and Bobgical mducts Beijing 10005Q C hina)

Abstract Objective To estab lish the method of specific dentificatbn by SDS—  AGE /W estem blot for the d iffer
ent dosage foms of the recanbinant human follicle stinulating ( thFSH ). M ethod s The samples of different dosage
foms of the thFSH preparations poduced by d ifferentm anufactures were sub jected to SDS—  AGE under non— re-
ducng cond itions A fier ransferring the poteins n lanes fran the gel to the nitrocellulose filter (NC) by half~ dry
electophoresis the specific antibody to FSH wasused to mmunodetect the th'SH on the NC. The method w as evat
uated by sensitivity detem nation lnear sudy and specificity test Results A m mmum of 5 ng of the hFH cou
be detected in he sensitivity test All the results obtained fran the samples of hree k nds of njecton solition and
one kind of power br n jecton which produced by three differentm anufacturersw ere positive. Furthem org these re-
sults would not be mfluenced by preservatives stabilizers and other excipients fomulated n different dosage forn s

A 1l the resulis were negativew hen the other glycoprotein homones such as the recanbinant human luteum stinu la-
ting (thIH) and the recanbinant human chorionic gonadotrophn ( thCG) were tested by them ehod descrbed a
bove Conclusiort The method devebped here has hgh sensitivity and high specificity Itmay be served as he rou-
tnemethod of specific identification n quality control for different dosage foms of he thFH products
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Fig2 Results of heW estem— bbt testing on the preparations of thFSH
A 1

(Lane I prestanedm ark

er); 2 : thFSH R 2(Lane 2 powder for nje
tion of thFH, fran breign m anufacturers 2); 3 : thlH

s 2(Lane 3: powder or mjection of thIH, fran foreign m an-
ufacturer2); 4~ 6 : thFSH s 2 : 906

905, 904 (Lane 4-— 6 mjection solution of thFSH from foreign m anu fae-
turer 1 baich numberwas 906, 905 and 904 respectively); 10
thFSH (Lane 1Q reference standard of the thFH )

B 1
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SH); 3~5 : 1thFSH R 2 : 004
005, 006( Lane 3— 5 mjction solution of hFH fran Hre ign m anu fre
turer 1 baich numberwas 004 005 and 006 respectively ); 6
thFSH s 2( Lane 6 mjection solution of 'S, fran
foreignm anufaicturer 2); 7 . thFH s

(Lane 1: prestained mark

(Lane 2 reference standard of the thi~

3(Lane
7 injection solution of hFSH, fran foreign manuficturer 3); 8
hCG s 2(Lane 8 mjection soluton of hCG fran b#
eion m anufacturer 2); 9 : thlH s 2( Lane 9
pow der for mjection of thF'SH, fran foreign m anufacturer2); 10

th" SH ( Lane 10 powder for mjction of k-

SH, fran a native m anufacturer)
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