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Long — Term Stability of Urea Cream Preparations Based on a New Prescription Process
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Abstract: Objective
Methods

preparation base of oil — in — water (O/ W) type and glyceryl monostearate as the stabilizer. Three balches of urea cream

Level Hll Laboratory of Traditional Chinese Medicine Chemistry ,National Administration of Traditional Chinese Medicine,

To investigate the long — term stability of urea cream preparations based on a new prescription process.

The mixed emulsifier was used to improve the prescription process of urea cream preparations with the cream
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preparations were prepared by the new prescription process, and divided into four groups:sealing with aluminum plastic film and
capping at room temperature (25 +2)°C,direct capping without sealing at room temperature,sealing with aluminum plastic film and
capping at cold temperature (5 + 3)°C and direct capping without sealing at cold temperature, storing for 12 months. The high —
performance liquid chromatography (HPLC) method for the content determination of urea in the urea cream preparations was
established. The stability of urea cream preparations prepared by the new and original prescription processes within 12 months was
compared with the property, particle size, deliverable volume, content and microbial limit as the evaluation indexes. Results The
linear range of urea was 61.4 - 614.0 pg/mL (r=0.999 7,n = 6). The average recovery rate of urea was 100.57% with an RSD
of 0.73% (n=09). During the 12 — month observation period, the property, particle size, deliverable volume, content, microbial limit
and other investigation indexes of the four groups of urea cream preparations were qualified. The properties of the urea cream

preparations direct capping without sealing at room temperature changed significantly, and their deliverable volume decreased more,

but their stability was better than that of the urea cream preparations by the original preparation process. Conclusion The

improved preparation process can improve the stability of preparations, and effectively extend their expiration date. It is

recommended that the preparations be stored at room temperature before opening and refrigerated after opening.

Key words:urea cream preparations;long — term stability ; HPLC; content;deliverable volume;particle size
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R1 mMEEKIRELER(n=9)
Tab.1 Results of the recovery test (n=9)

HE() HBAE(ng) MAF(mg) MEE(mg) ®EE%)  X(%)
0.5201 1.5650 1.2280 2.7933 100. 02
0.5201 1.5650 1.2280 2.8104 101.42
0.5201 1.5650 1.2280 27873 99.54
0.5201 1.5650 1.5350 3.1209 101.36

0.5201 1.5650 1.5350 31105 100.68  100.57  0.73

RSD(%)

0.5201 1.5650 1.5350 3.099 99.99
0.5201 1.5650 1.8420 3.4335 101. 44
0.5201 1.5650 1.8420 3401 100.77
0.5201 1.5650 1.8420 3.4054 99.91
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Tab.2 Changes of deliverable volume of urea cream prepara-

tions under the different conditions for 12 months (X *s,g,n = 6)
AELL
WAE  6MIE MR MIE
20201104 55.16+3.17 -0.03£0.00 -0.04£0.00 -0.00£0.01 -0.06+0.01
20201109 54.79+1.18 -0.03£0.00 -0.04£0.00 -0.00£0.00 -0.07£0.01
20201112 50.70+2.15 -0.02£0.00 -0.03£0.01  0.000.01 -0.05£0.01
FRkHD 20000104 54.01£2.10 -0.43£0.23 -0.69£0.36 -0.92:0.42 -1.20£0.43
20201109 55.44+4.18 -0.64+0.32 -1.07£0.53 -1.46+0.65 -1.69+0.62
00112 55.10£1.06 -0.950.78 -1.48+1.13 -211«1.68 -2.55+1.7%
20201104 55.89+3.84  0.00£0.02  0.02+0.03 -0.00£0.02 -0.02£0.01
20201109 55.60+3.97  0.00£0.00  0.00+0.00 -0.000.02 -0.01£0.02
201112 51.47£3.00 -0.00£0.00 -0.000.02 -0.02£0.03 -0.01+0.02
BEAHT 20201104 56.00£2.28 -0.08£0.03 -0.16£0.03 -0.38£0.17 -0.41£0.10
20201100 54.16+4.58 -0.10£0.09 -0.22+0.17 -0.39£0.26 -0.46£0.28
20201112 5458+ 1.0 -0.13£0.05 -0.18£0.07 -0.29+0.11 -0.33£0.12
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®3 FAEAMEFEGTRIIATRIMAGEVNEER
(X+5,%,n=3)
Tab.3 Results of the content determination of urea in urea cream

preparations under different conditions for 12 months (X +5,%,n=3)

AL
v Z
% Y %

OMAE MR 6MA MR MR

FEn 20001104 99.66+0.70 99.40+0.62 99.39+0.07  99.12+0.55 99.8320.53
20201109 97.71£0.54 99.00£0.91  99.24£0.57  99.640.84  98.17+0.47
20201112 97.53£0.75 99.78+0.30 100.24+0.29  98.85+0.57  98.79+1.40
FRAND 20001104 99.65£0.70 99.22+0.16 100.320.06 101.20+1.48 102.60+0.44
20201109 97.73£0.54 99.16+0.14 100.29+0.24 101.27+2.27 101.93£0.37
20201112 97.52+0.75 99.92+0.62 100.98+0.43  101.440.69 100.99+0.86
20201104 99.61£0.70 96.96+1.04  97.82+0.86  98.80+0.47  99.31+0.92
20201109 97.710.54 97.65+0.08  97.94+0.56  98.060.43  99.20£0.37
20201112 97.50£0.75 9735+ 183 97.42£0.22 97.33:0.59  99.70+0.92
AAAHT 2001104 9.620.70 98.60+1.62 98.71+0.16  98.43+0.46 100.41+1.13
20201109 97.76+0.54 97.40£0.18  97.73£0.17  97.510.68  99.96+0.49
2020112 97.52+0.75 97.98+0.16  98.11+0.14  97.79£0.39 100.29+0.12
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Tab.4 Prescriptions of the urea cream preparations (g)
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