« Il

B -
ASREFmFL TSR N A E AR AR =R E MR

ul

N

, RE, TEF, FUNE, B GRTREEE RS ER, BN 310009)

4

EA R,

WE: BM FR3 R P a 502008, BNE A AT Bp BB A 69 28 12 F b SLIR SR 09 R IR Fe AR G 09 F bR IR AE
TIRQS C)F M, AiZAme b RERE4ERNRBRIE, FE EDERLS B A ML HatR, F MK, pH,
BEE, BEMERBRASTEATRETAERRANEEN T, R EFET, BRFHILEHRREXE 2hAE
A58, BLEJEHIRHIZRG0 mL - 250 mL 0.9% 43 3K E 24 h A& REAIAFH LA R T, E18 BT HLEadk
FEETE AR H] 25 Auid BE AR LA T, MEBEHIRMETRAE 240#BE, £E “FFREFA7,

KR e FonsliE gk, ARk, Wk, B, A4 BikomRs

FESES: R43.3 NHkFRERS: B XERE: 1007-7693(2015)10-1234-04

DOI: 10.13748/j.cnki.issn1007-7693.2015.10.019

Stability Studies of Brucea Javanica Oil Emulsion Injection and Diluted Infusion in Non-PVC Infusion
Bag at Room Temperature

YU Xichen, SHOU Jun, SONG Ping, WANG Zhiyu, YAN Xiaofeng, ZHOU Quan*(The Second Affiliated Hospital,
School of Medicine, Zhejiang University, Hangzhou 310009, China)

ABSTRACT: OBJECTIVE To investigate the stability of Brucea javanica oil emulsion injection and diluted infusion in
non-PVC infusion bags at room temperature(25 C), because the package insert of this product notifies that it should be stored at
a refrigerator and should be extemporaneously prepared prior to medication administration. METHODS Pharmaceutical
analysis was performed on Brucea javanica oil emulsion injection and its diluted infusion prepared with 30 mL undiluted
injection and 250 mL 0.9% sodium chloride injection in non-PVC infusion bags in a simulated clinical situation. The character,
pH, osmotic pressure, particle fineness and content of oleic acid in the admixture were determined at different time at room
temperature. RESULTS  Undiluted Brucea javanica oil emulsion injection could keep stable for at least 72 h under 25 ‘C, and
its diluted infusion remained stable 24 h in non-PVC infusion bag under 25 C. CONCLUSION In clinical practice, it is
appropriate to escape the strict cold chain requirements on Brucea javanica oil emulsion injection during drug dispensing and
logistics distribution. And it is unnecessary to extemporaneously prepare the infusion of Brucea javanica oil emulsion just before
intravenous administration.
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Fig. 1 Gas chromatograms of oleic acid in Brucea javanica
oil emulsion

A-reference substance of hexadecanoic acid (internal standard) and oleic
acid; B—original Brucea javanica oil emulsion injection at initial time;
C—diluted infusion of Brucea javanica oil emulsion at initial time;
D-blank sample solution; 1-hexadecanoic acid; 2—oleic acid.
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Tab. 1 Changes in quality indicators of Brucea javanica oil emulsion injection at room temperature at different time(n=3)
I [e)/ VAR 4t BB/ WURLANFE (1 pm LR =95%, 5 um BL EARAHAG ) R/
T pH 4~ - _
h mOsmol kg™ d=0.5 um d=0.9 um d<2 pm d=5 pm mg'mL™"
0 5.67£0.18 418.7£1.2 0.149+0.002 0.228+0.006 100% 0 2.10£0.10
4 5.68+0.17 416.3+0.6 0.149+0.001 0.225+0.007 100% 0 2.30£0.10
5.66+0.17 419.3+0.6 0.149+0.001 0.227+0.006 100% 0 2.40+0.30
LA®BEE
12 s 5.66+0.18 417.0£1.0 0.149£0.001 0.227+0.006 100% 0 2.40+0.20
FRH A
24 5.66+0.18 414.7+£1.2 0.149£0.002 0.228+0.006 100% 0 2.60+0.20
48 5.65£0.19 416.7£0.6 0.149+0.002 0.228+0.006 100% 0 2.30£0.10
72 5.63£0.18 412.3+1.5 0.14940.001 0.227+0.006 100% 0 2.20+0.20
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Tab. 2 Changes in quality indicators of diluted infusion of Brucea javanica oil emulsion at room temperature at different time

(n=3)
B 1/ ik 4570 BIEIE/ } ORI (1 pm LLR 295%, 5 um LA LA A H) ;Hﬂgﬁgia
h moSmol-kg d=0.5 pm d=0.9 pm d<2um d=5um mg-(10 mL)
0 528+0.04  297.320.6 0.149+0.001 0.227+0.006 100% 0 1.7440.03
2 5.3440.09 291.0£1.0 0.149+0.001 0.228+0.006 100% 0 1.70% 0.03
4 Apfatys 5314010 296306 0.149+0.001 0.226+0.005 100% 0 1.68+0.01
8 FLRBAE  53450.10 293.743.1 0.152+0.002 0.230+0.003 100% 0 1.68+0.03
12 53140.10  295.7+0.6 0.14740.003 0.229+0.002 100% 0 1.81£0.09
24 53140.10 2957412 0.151£0.001 0.236+0.001 100% 0 1.87+0.11
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