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* Fig 1. Microscope photographs of the injection of polyphase liposome (133). A.
Fresh preparation (xg); B. After 2 years storage at room temperature (x4). 1,
o/w Emulsion; 2. Lipids membrane; 3., Water phase; 4, Oil phase, 5. Large mul-

*  timembrane liposome, microscope magnification x 1350

Fig 2. Miecroscope photograph of the liposome prepared from dyed membrane ma-
. terials (before preparation of the liposome, the oil phase and water phase were
dyed separately)
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Tab 1. Results of mean particle size of injection (13%9) by microscope~micrometer

seten No. | Piameter (um) of lager pariile and | pn o | Divmeter (um of larger parile and
840405 5.2~8.1um, 3or 4 841220 6.1~8.2um, lor 2
840406 3.1~10.2pm, lor 2,3 841222 6.1~8.1 pm; lor 2
841112 6.1~8,1pm, 20r 3 or 4 841224 8.1~10.2um, 20r 3
841115 8.1~10.2um, 1 841226 1¢.2~12.2 um, 0,10r 2
841121 8.1~10.2pum, 2o0r 3 850105 5.2~6.1pm, 3or 4
841211 8.1~10.2pum, Jor 4 850107 5.2~6.1pum, 4or 5
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Tab 2. Results of particulate matter in the injection (139)
(per batch tests 20 ml of the injection)

cch | Nomber of puriees of stfective | gy | Number of particles of eifetive
Noo Ipgum| N |IDuumy| N |Dywmy| N N dDium)| Ny [Duemy| N, ]Dmm)] N,
840207 6.8 4 10.2 1 15.3 1 840802 6.9 4 1 o13.8 4 20.7 6
840215 9.6 1 17.0 1 18.7 1 840803 10.5 2 13.8 3 20.7 4
840221 8.3 6 15.3 2 17.0 2 850326 6.9 6 20.8 2
840404 10.5 2 13.8 9 fZO.? 2 850328 6.9 8 13,8 6 16.6 2
840405 17.5 3 21.0 3 27.6 1 850329 8.3 6 12.5 6 16.6 2
840408 9.5 2 14.0 2 17.3 1 850330 10.0 2

840801 6.9 8 13.8 4 20.7 6 850402 8.3 6 16.6 2

850704 8.3 7 ’ 850705 8.3 23 16.6 3

850708 8.3 21 16.6 1 24,9 1 859709 8.3 8 16.6 4 20.9 3
850711 8.3 20 13.6 2 24.9 1 850719 8.3 to 12.6 9 24.9 1

The 300 ml injection(139)of 20 batci\es contain particulate matter:27.6 pm 1, 20 to 25um29,10to 20 um

77, 5 to 10 um 130; The average number of particulate matter containing in the injection(139):>20 pm 1/10
ml, 10to 20 pm 1/3.1ml, 5 to 10 pm 1/2.3 ml

MF 2 BERTLLEN 7 20 MMES 139 B HMERPNE - ESEF 14 27.6 um

S, FELE 300 ml #yik ¥ B 20~25 um R # 29 4, 10 F 20 pm Fp 77 4>, 5~10 um

Ty 130 4, BEHHOPHE RGNS HRE DG mFEE 10 pm GHE 1 Eid 50 4
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THE DETERMINATION METHODS ON SIZE AND DISTRI-
BUTION OF PARTICLES AND PARTICULATE MATTER
IN INTRAVENOUS INJECTION OF FOLYPHASE LIFOSOME
(139) IN THE FORM OF SUSPENSION

DENG Ying-Jie, SHI Shu-Fen, YU Yong-Ming, LI Huan-Qiu, HAN Gui~Ch‘é‘n-g

and GU Xue-Qiu Vs
(Shenyang College of Pharmacy, Shenyang)

ABSTRACT The methods on observation of the pattern of polyphase
liposome and on determination of size and distribution of particles and particulate
matter of intravenous injection of polyph‘ase liposome (139) in the form of suspen-
sion are presented in this paper. Microscopic photographs of the injection of
polyphase liposome (139) demonstrated the structure of - artificial - cell of
polyphase liposome. With .Coulter .counter (TAIL) and microscope-micrometer the
size and distribution of particles in' the injection of polyphase liposome. (139) in
the form of suspension is shown. The results of measurement by the two methods
are the same, especially the resuits on size of the large particles in the injection
(139). Moreover, the membrene filter-microscope method described in  USP
XX for measureing the‘particulate matter in large-volume injection for single dose
infusion was improved. The improved method was used in the determination
of particulate matter in the intravenous injection of - polyphase liposome (139) in
the form of suspension. This method is not only more accurate but also more simple
and convenient than the original USP XX method.

Key words Polyphase liposome (139) .





