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Quality Test of Ethanolamine Oleate Injection*
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Quality tests were made on two kinds of oleic acids as raw materials (OA), JIS extra pure
reagent (OA-JIS) and guaranteed reagent with content of about 99% (OA-GR), which were
used for the material of ethanolamine oleate injection (EO-i). Furthermore, the effect of the
difference of OA on the quality of EO-i was studied.

The content of peroxide in OA-JIS was higher when it was stored at room temperature than
in a cold place. Therefore, it is necessary to store OA-JIS in consideration not only of light

and air but of temperature.

The pH of EO-i with OA-GR was same as that with OA-]JIS, while the viseosity of EO-i with’

OA-GR was higher.

in the case of OA-JIS, the pale yellow color became more intense by sterilization.

EO-; with OA-GR remained colorless before and after sterilization, whereas -

Light

and temperature had no effect on the stability of EO-i, e.g., production of peroxide, the con-

tent of oleic acid and pH.

Although the further comparative study on effectiveness and safety of OA-GR and OA-JIS as
the sclerosing agent for esophageal varix is necessary, it is thought, from the above results,
that the use of OA-GR is desirable in pharmaceutical aspect.

Keywords——ethanolamine oleate injection; quality test; oleic acid; content; peroxide; sta-

bility ; esophageal varix; GC method
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Table 1. Oleic Acid (OA) Used for Quality Test

Sample Grade Lot.No. Container*?
A JIS extra pure  PEJ 4049 500m¢ Bottle
A™*' JIS extra pure  LTJ 2338 500m¢ Bottle
B JIS extra pure 3434  500m¢ Bottle

(o} JIS extra pure  M3T 6875 500m¢ Bottle

D  Guaranteed reagent Xﬁg ;ggg 10g Amput™

*1 Stored for 20 months after opening the bottle

*2 Light resistant

*3 Covered with black paper and stored at 2~10°
C

Table 2. Composition of Ethanolamine
Oleate Injection (EO-7)

Ethanolamine 0.91g
Oleic acid 4.23g
Benzyl alcohol 2 mt

Water for injection to 100me¢
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D0.25% 7 m mk L AR BIERE L L, EO-i hop
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L.
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Fig. 1.

Retention time (min)

Peak 1 : Myristic acid
2 : Palmitic acid
3 : Stearic acid
4 : Oleic acid
5 : Linolic acid
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OA thp PO DEEEXBELICE A A DHEF
fi% R L7 (Table 3). A’ DHIBHHERTHEE Lic
A%, AV IBAE# 20 Al 9 EMSEIFER L TR D, &
BIIABO 2/3, REFIZEREATH-7%. PO OFEAN
BIMLERE LT~y FAR=R, F4 v THRLO
BEOEHR, BIVREOFENE 2L LI D. XZT
JIS -SRI R CREOHE LRV, RED

3.0
5.3
8.3
11.3
14.1

Table 3.

Gas Chromatogram of (a) Sample A and (b) Sample D and (c) OA in EO-i of Evans
Content (w/w%)

2.5
5.6
1.5
69.9
1.9

Results of Quality Test for OA

Sample Appearance lodine value

Content Peroxide

(w/w%) (meq/kg)

A Pale yellow
A’ Pale yellow
B Pale yellow
C Pale yellow

D Colorless

92.3 69.9 1.5
89.4 65.0  26.6
85.9 65.8 2.6
87.3 67.6 2.5
90.0 100° 2.0

* Used for standard

Table 4. Effect of Temperature on the
Stability of OA
Storage time Peroxide
Sample S

ample torage (month) (meq/ke)

Room temp. 1 12.1

Cold place 2 43

Room temp. 1 18.1

Cold place 2 7.8

PO DAERNOHENRE L E 2R Lic (Table 4)..
B, C RNV Th & ®AT (4~6°C) & EIRDOREANC.
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. . . Table 6. Effect of Sterilization Time at
Table 5. Physical Properties of EO-i 115°C on Peroxide of EO-i
Viscosity {meg/t)
OA pH (cP) Color Sterilization time
(min)
OA -
A 9.0 3.1 Pale yellow 0 5 10 20 40
D 9.1 4.8 Colorless A 1.00 0.08 0.08 0.08 0.08
D 0.08 0.08 0.08 0.04 0.06
Table 7. Effect of Light and Temperature on the Stability
of EO-¢
Peroxide
(meq/t)
Time after preparation
A
0] Storage (month)
Light Temp. 0 1
Dark Cold*®  0.10 0.08 0.08
A Dark Room 0.10 0.15 .
Under lamp *! Room 0.10 0.24 0.1
Dark Cold*? 0.02 0.03 0.01
D Dark Room 0.02 0.03 0,03
Under lamp *! Room 0.02 0.04 0.08

*1 Under fluorescent lamp (1000 lux) *2 4~6°C
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