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Determination of DEHP dissolving out of parenteral
nutrient containers for single use

FU Bu - fang

( National Institute for Food and Drug Control Beijing 100050 China)

Abstract Objective: To establish a method for quantitative determination of DEHP dissolving out of parenteral nu—
trient containers for single use. Method: GC — MS was used to quantitaty DEHP dissolving out of parenteral nutrient
containers. GC and MS test conditions were optimized. Results: The amount of DEHP dissolving out of every paren—
teral nutrient containers for single use is not more than 3 mg. Conclusion: The method is sensitive simple and good
stability which can be used for the quality control of parenteral nutrient containers for single use.
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o GB : H32023907,
14232. 1 —2004 ( ) : H32023138;
1 : 1 .GB15593 - 1995 ( )
() 2 DEHP 32023002; 10 mL: 1 g;
GB 14232. 1—2004 =99. 8% DIMA ; DEHP(
( DEHP) 15 mg * mL™' -(2- ) ) ; 99.9%
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201001 ; ~5MS 30 m x0.25 mm x 0.25 pm
3000 mL 99.999% ; 1120 C; 1120 C 2
20100721 20120720 min 10 °C * min~' 260 C 6 min
2 10 °C * min " 280 °C 1 min 1.0
2.1 mL ¢ min~'; ; 21001 1
1, L 2| 70 eV 4.5
1 min; 210 C 280 C;
Tab 1 Drug formula :SIM DEHP 149 167 57.
( name) ( added)
( sodium chloride) 1500 mL GC/MS 5
( glucose injection) 250 mL 3
(fat emulsion injection) 250 mL 3.1 DEHP
(\amino acid compound injection) 500 mL
ot el icton o 888083 0. 966 1.592.
( multi — trace elements injection) 1 (10 mL) 3.2 2.77
( fat soluble vitamin injection) 1 (10 ml) X(pg*mL™)
( water — soluble vitamin for injection) 2 Y DEHP
2.2 3000 mL 4 162 105 X + 2.192 105 r=0. 9968
1~50 ug * mL™'
24 h 3.3
° DEHP 95% ~
2.3 © 105% RSD 2% .
( 2.2” ) 10 mL 3.4 “© 6
10 mL 3 min »” GC/MS 5
0.45 pm 3039548 RSD% 1.4%
2.4 35
Q.17 1000 500 500 100 100 DEHLP 18. 40 min
mL DEHP 1.0 2.5 5.0 2.5 5.0 DEHP
mg DEHP 1 DEHP
510 25 50 pg * mL™'s 24 h (  pg+ml™) .
2.3” o DEHP DEHP <1 pg* mL™
o DEHP <1 pg
2.5 * mL™" x3000 mL =3 mg
Q.17 100 mL 100 mL 4
DEHP 1.5 2.5 mg
DEHP 15 25 pg * mL™'s 2001 ®ve DEHP
24 h “©.3” o ) 3 DEHP
2.6 ( tolerable intake TI
2.17 100 mL DE- ) 600 pg * ke
HP 2.5 mg DEHP * day ~'( ) o
25 pg e mL™', 24 h “2.3” (70 kg ) DEHP =
o 600 pg kg™ '+ day ' x70 kg =42 mg- !
2.7 GC/MS : RTX * day 34”7
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