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Stability of lipo prostagradin E; in normal saline and glucose injection

WANG Chun-ge', ZHU Li-gin', LUO Xi*
1. Tianjin First Center Hospital, Tianjin 300192, China
2. Tianjin Chest Hospital, Tianjin 300051, China

Abstract: Objective To study the compatibility stability of lipo prostagradin E; in compatibility with normal saline (NS) and 5%
glucose injection. Methods Content changes of prostagradin A, in lipo prostagradin E; during 0 — 4 h were determined by
RP-HPLC, protected protected form light at the room temperature 25 ‘C. The changes in appearance and pH value were observed. The
particle diameters including mean diameter and 90% accumulative diameter were also measured by Static Laser Light Scattering Meter.
Results The pH value, appearance, content, prostagradin A, and particle diameter were not changed significantly within 4 h in lipo
prostagradin E; combined with NS and 5% glucose injection for injection. Conclusion Lipo prostagradin E; is stable at room
temperature for 4 h, and the indicators are conformed with national standards which may be used in clinical by iv administration
according to the specific condition of the patients.
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WU AR PR TR BRI (bR 2R AE I 25 PR
hwl, b5 21498.2159S.2050F . 2070F, A4S 2 mL :
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HIF110); AiFIARE A, WA (EE USP, ity
10F103); ZJi5 (4[5 Merck 23 7, it 5 1549130- 030);
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SRR LS 2 A R A ], ik
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(R 2Ry ), 'S K40839927-011); B-Z5y (3%
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FRECHTZ1 R IRk B A HI17) 10 pg, a5
50 100 mL A= B ER 7KV S EY 5% i 4 B 5 78
RE, BCHI SRR 0.2, 0.1 pg/mL, 0.2,
0.1 pg/mL ¥, RIAS.
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Table 1 Changes of pH in lipo prostagradin E, in compatibility

with injections at four different concentration

GRS 5% %
t/h 02pg/mL P 0.1 pg/mL At 0.2 pg/mL i 0.1 pg/mL
(i1 Liiva T BeATHE
0 5.9 6.1 4.1 4.2
2 5.9 6.1 4.1 4.2
4 5.9 6.0 4.1 4.2

23 BXRYRBTL

231 a4 Waters Cig 1154 (250 mm X 4.6 mm,
5 um); Vsl BRI - 2 (3D Ds AR
JitEr: 1.0 mL/min; RGBS 278 nm; A13fE: 60 C.
232 FRAEIMZMHEIS  BOGAIIRE B, FIHTSI R
F A TIESIE S, HICKCEEAERA, 2 ieiik
JREWRIE N 0.25, 0.50. 1.25. 2.5, 5.0, 12.5 ug/mL
IS SR IN AR B-251%) 10 pg/mL).
AN TR R 10 pL, 2R FIETR. 23 5] LA
JFREHR P AR AR B, T Ll W TR L P AR D TR
LE A PARNR, bRk, UEZebERIA .

HIFIEER By ZePERIE 52 0 ¥=0.351 4 X+0.004 9
(r=0.999 90, ELHWIHIHIIRER Ei £ 0.25~12.5 ug/mL
N, 5500 R A BRI R W T AR b B R A () etk
KF. WIHIIRE A NLMERIE TN ¥=0.363 0 X+
0.003 2 (7=0.999 9), KMHTHIIREE A, 7E 0.25~12.5
pg/mL I, 55500 HE AT BRI I T AR L B A R
MR FR .
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Fig. 1 HPLC chromatograms of blank solution (A), internal standard f-naphthol (B), mixed reference substances (C),and

lipo prostagradin E, (D)
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234 FEEEREK 5 5.00 pg/mL FiAIRE A 5
TR 5.00 pg/mL FTFIMREE By 6 B Sa o
ELEHERE 6 IR, RHRIEFE 20 uL, e AR,
1545 RSD fH 73 54 0.6% 0.8%.

235 [HficRRE  HGETAI R B 0 R IE E, H
DU VRS, O e FE 230 4 3.75+ 5.00,
7.50 pg/mL I . BURTAIIRZE A 6 RS &, G
HUFE IR EE 439 4 1.004 2.00+ 3.00 pg/mL A
R R 1 mL AN AR IR S IV, RS N
FIIEWG L 0.5 mL, 500 1.5 mL PSRRI, &
CREZHHY 2010 AF R 5B R 51 Mo R 3 5 2 B A
A7 2 5 5 TR (KBRS, I A W R T 4k
ATRE, WO R AT IR 2 By AT SR 2
AR SR 3 4, BRECHERE 10 pL, 3 olih 5
AR IR AT AIIR 2 By AIATZIIRZ A, B0
ANiE, FHECHIRIETYIIRE B RIETSIR 2 A1
SERR MR TEO, TR RCE . g5 R AT

E\ FIATZIIRER Ay (R EICR 73000 99.1%. 99.5%,
RSD {554 0.6%% 1.1%.

2.3.6 BB ARSEY R I ED BUATIUIRE A,
X T CFE A s, SR T4 4 ho
25 2.5mg, FE#EFE, B 25 mL AEGERY, Ik
IKCEE S mL Bk, FERBERZIBE, VEx I
P R RO I % S mL, 25 mL &
i, RS R ZIE, HS mL 5 MR B-28
oy £ 5 mL, ‘& 50 mL ST, IRsh AR
AN, R, AER RS R S AT A R
A IR BOR SR VR 20 pl FE NRAR
WA, W, VR, ZRNAR 2. ATILETSIHLR IR
TR AR S 50 mL A= FH £ /KT 5 5% 6 2 B
I 50, 100 mL 2 BIlCA S, 76 = 25 ClEt
ZAFFICE 4 h R ETIIR R A LFRA AR,
55 100 mL A= P ER /K S BCATLAE 2 b 1R 3 S AR
fIX, HXYFHTFIME R A &

x2 HIPIHRIEREREATIF S 4 MARKEIHRE MRS ENTL (n=3)

Table 2 Content changes of components in lipo prostagradin E; in compatibility with injections at four different

concentration (n=3)

HT SR % Ey/(ngmL )

BB Z A/(ugmL™)

t/h 0.2 pg/mL AF0.1 pg/mL A 02 pg/mL 5%740.1 pg/mL 5%% 0.2 pg/mL AEPFE0.1 pg/mL AEF02 pg/mL 5%70.1 pg/mL 5%

KRR SKRCHIB  AgBmCim RO HUKEC  HUKRCEW ATRERCIR AR
0 5.97 5.89 6.1 5.97 0.98 1.02 0.96 0.95
2 6.09 5.59 6.1 5.99 1.00 1.09 0.94 0.97
4 6.09 5.80 6.06 6.00 1.00 0.96 091 0.97

24 RIEMITE

{f A WOGHUR VI ERE 25 °C, U MA
90°4AF T, BUBCATLIR LT 1 mL YSAE S BE/ NN
FEGE R, DRUEESIE, BRESE ONAE St
JHCE B AR A 2 25 °C I E AN TR
JR IR BCATLIRAE 04 244 h I SRR AR AT 90%
BRI BRI 2 FIgR 3. S5RE
N, HUAIHLUR ISR EAA SR 50, 100 mL A= B
R STBOR 5o BHE SR RCAtLS , 5 55300 25
CHEOGAAE FE 4 h iR PR AT 90% SR
K Gl RTE s o | O TR Y i PR LN S ER 3 A LN
KT 350 nm [FIAR A4 HE LS TR 3R R 48, TLART
H1) ] R SR T H EERIAR AR 100~200 nm,
90%IFLAEFRIREAR Y /N T 300 nm™,
3 e

T 471 b 23 I R 28 A o1 ) 450 B 15 rhob B AR 24
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Fig.2 Particle diameters of lipo prostagradin E,
MR 1~2 mL (HiAIH/R 5~10 pg) +10 mL 4
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T, P T A U R e g T A 0 b e R
MR B FAR TR S SR A E AL, 5E5E
PR N Ik 98 O A 2% 0 25 AR T bk v S 4
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Table 3 Particle diameter changes of components in lipo prostagradin E; in compatibility with injections at four different

concentration (N=3)

SR £ nm 90% SR BKLE/nm
t/h 0.2 pg/mL AF0.1 pg/mL AEF 02 pg/mL 5%740.1 pg/mL 5%74 0.2 pg/mL 401 pg/mL AEF02 pg/mL 5%7H0.1 pg/mL 5%
HOKER KRR ZRERCIR ERERCH HUKBCHE EoKECHE AR ZEIBHICHIR

0 170 180 180 180 230 230 240 240

2 180 180 180 190 230 230 240 240

4 180 180 180 190 230 230 240 240
70 LA S 115 0P W0 0 B R A A 230.
B TGRS o 8 25, (HE N2 B] BOXRE. = BORTT R LN B I 2 8T (0],
BT AT B I TR A2, % T2 . i
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i s L PR A Y
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