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Study of storage tanperature influencing on quality of
immunoglobulin for hum an intravenous i jection

HOU Ji feng ZHAO Huj YANG Peng— yun HAO Jie

(N ational Institute for the Control of Pham aceutical and B bbgical Products Beijing 100050 China)

Abstract Objective To canpare different tem peraure infencing he quality of IgG for ntravenous use and pro-

vide scientific testinony for he tan perature contwl of transportation and storage of the products M ethods To deter
m ine the quality of the products after ncubated n different temperature usngHPLC, SDS— PAGE and samem el
ods required by Chinese Phamacopeia Results Poducts ncubated n 37 C for 7 days ormore than 45 C for 1
day, polymers and fragnentsw ill be fomed. H gh temperaure (60 C) willmake IgG fom dipolmer ormacranot
ecule polymers rapdly Bopactivity and same physicochem ical poperty will be decreased and altered obvbusly
Conclision Storage conditbn for the products shou H be carried out strictly Refrigerated van should be used when

the transportation duraton is more than 24 hours
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Tab1 Testing result of itans required by ChP( Vol III)
(sanplkNo )
( iten )
1 2 3 4 5 6
H 4.01 4.02 4. 05 4. 10 4. 38 4.41
PKA /IUs mL-! <10 <10 <10 < 10 <10 <10
ACA %
(non- fund) (non- found) (nm- found) (non- fund) (non— found) (non- fund)
1 eria e gl . X
(dphtheriaAb) /HAU * g 156 14 8 112 82 L6 —
~ HBs(anti-HBy /U* g ! 68 4 60 0 620 462 20.0
(non- fund)
( dnomal bxicity
mouse) (‘survive) (survive) (survive) ( survive) (AR) ( death)
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