PRI ) SRR AR 2y ot
oA L, TEN QS AEREGERRA, M 5101802 AERHAAARAA, S K Fa
SLSIT; S M WA B A HREAH, LA e 264000)

hES#ES  R927.11;RI71°.2 XEARER A
DOI  10.6039/j.issn.1001-0408.2013.41.31

XEHS 1001-0408(2013)41-3925-03

B OE B BB RN N F R RAL R A GE BT TR, Fk s RA 2B RN B RSSO
T R JTAL L 449 3 S Bk (R E BMCE R )k B AT E K A AARIEMR AR Y RS bREE 28
FAA RN E AR 69 13 AT e BT AR RN T 0.4 umot T 69 8 2 i 2 R AE AT E 45 R ey £ 07, R L RG] ehk
KM RS HEB R A ERE 5% ~10% B FE0~0.01 Bt F 147~ 152 s mn 2 & RPwmR K, 5283
M AT 60 £ R AR, B AR RS E M IF A P AR MR T 0.4 um AT A9 B S K A R B R SR SLE I R Tk
ABERBSE, L ARARBEIOERNE T EZBEMABEAKTRATRRT RAABIESRAERNE A& RER AT L
AT ot KT k04 2 5k A R SR AP AT A 09 R 2R AR T BE R A B

KR RIAEESHR BAN T B & RS R 2 gk

Investigation of Methods for the Determination of Particle Size of Propofol Injection

CHEN Hua', PENG Chuang-ye’, YU Hai-zhou’ (1.Guangdong Institute for Food and Drug Control, Guangzhou
510180, China;2.Guangdong Jiabo Pharmaceutical Co., Ltd., Guangdong Qingyuan 511517, China;3.Yantai In-
stitute for Food and Drug Control, Shandong Yantai 264000, China)

ABSTRACT OBJECTIVE: To explore the methods for the determination of particle size and the setting of instrument parameters
preliminarily. METHODS: By method of classical light scattering, mastersizer of Marvin was adopted to investigate the setting
range of shading degree, absorbency and refractive index. Using Propofol injection as model, dynamic light scattering and classical
light scattering were used to determine 13 batches of same samples to compare mean particle size and the percentage of particle
less than 0.4 pum. RESULTS: The setting range of instrument parameters of mastersizer Marvin were as follows: shading degree
5%-10% , absorbency 0-0.01, refractive index 1.47-1.52, the effect of which on particle size was not significant. Mean diameter of
dynamic light scattering was lower, and the percentage of particle size less than 0.4 um of dynamic light scattering was higher than
classical laser scattering. Classical light scattering was suitable for the determination of the particles size of Propofol injection. CON-
CLUSIONS: Established method for the determination of particle size and instrument parameter can be used for the determination
of particle size of Propofol injection from different manufacturers. The quality of products from different manufacturers are compara-
ble. The method provides research area and idea for the determination of particle size of similar injections.

KEY WORDS Propofol injection; Determination of particle size; Dynamic light scattering; Classical light scattering
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Tab 1 Results of instrument parameter

Tji F W, % Wller kS FHRAR, um Bk
W A 499 0.001 152 0.242 2491
10.04 0.001 1.52 0.221 2.859
15.11 0.001 1.52 0203 3239
20.02 0.001 152 0.191 3.649
MR AP 14.92 0 152 0.204 3.386
14.97 0.001 1.52 0.202 3.307
15.03 0.01 1.52 0.201 3.629
1539 0.1 152 0410 13.236
g e 15.10 0.001 147 0.203 3331
14.97 0.001 1.52 0.202 3.307
1497 0.001 1.57 0.360 3.025
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Tab 2 Determination of particle size by classical light scat-

tering
TR o X IR KT pmlfh KFS pmfik
g v A W emane AL

MR 0145C33 20 ml:200 mg 2012.03  0.214 0 0
114918083 50 ml:500 mg 2013.11  0.263

B 80EE801 20 ml:200 mg 2014.05 0.218
JEEE 1002021 10 ml:100mg 2013.01  0.316
0912291 20 ml:200 mg 2012.11 0318

10051512 50 ml:500 mg 2013.04  0.264

T %E 11092002 20 ml:200 mg 2013.08  0.219
120222-01 20 ml:200 mg 2014.01  0.280

Piefi3p 1205152 S0ml:500 mg 2015.04  0.276
1206301 20 ml:200 mg 2015.05  0.260

1204283 10 ml:100 mg 2015.03  0.331

WITUE 20100702 20 ml:200 mg  2012.07  0.208
20100703 20 ml:200 mg 2012.07 0212
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Tab 3 Comparison of the results of 2 kinds of methods
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MEGE 0145C33 201203 0230 >90 0214 9347
114918083 2013.11 0240 >90 0.263 86.35
1% S0EESO1 201405 0226 >90 0218 92.62
PUIERE 1002021 201301 0235 >90 0.284 83.46
0912291 2012.11 0244 >90 0318 74.67
10051512 2013.04  0.232 >90 0.264 84.67
PRE 110920-02 201308 0219 >90 0219 92.02
120222-01 201401 0.238 >90 0.280 82.25
g 1205152 201504 0238 >90 0.276 82.75
1206301 201505 0231 >90 0.260 86.84
1204283 201503 0254 >90 0.331 71.68
YT 20100702 201207 0216 >90 0.208 9251
20100703 201207 0214 >90 0212 92.24
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