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Hemolysis and Vascular Irritation of Paricalcitol Submicroemulsion Injection
LAN Jie,LIU Qing-chun(Chongqing Huapont Pharmaceutical Co., Ltd., Chongging 401121, China)

ABSTRACT OBIJECTIVE: To evaluate the hemolysis and vascular irritation of Paricalcitol submicroemulsion injection. METH-
ODS: The red blood cells of rabbit was taken as the subject and divided into Paricalcitol submicroemulsion injection groups (sam-
ple group) and marketed Paricalcitol injection groups (marketed product groups) at 5 different dose levels including 0.5, 0.4, 0.3,
0.2 and 0.1 ml/tube with adding amount of 5 pg/ml. The hemolysis and red cell condensation were observed within 3 h. They were
compared with negative control group (0.9% Sodium chloride injection) and positive control group (purified water). Rabbits were
randomly divided into single administration group and multiple administration group of 5 pg/ml sample and marketed product. Us-
ing the self comparison of left and right side, rabbits of each test group were injected 0.5 ml test samples into the left ear vein
while 0.5 ml 0.9% Sodium chloride injection into the right ear vein. Multiple administration group was injected once every other
day for 5 times altogether. Vascular irritation symptoms were observed by naked eyes. Histopathological examination was carried
out at the same time. RESULTS: Hemolytic trial showed that no hemolysis and condensation reaction were found in negative con-
trol group; significant hemolysis was found in positive control group without condensation reaction; no hemolysis and condensation
reaction were found in both sample group and marketed product group within 3 h. Vascular irritation trial showed that no vascular ir-
ritation was observed in rabbits’ ear vein after single and multiple intravenous administration of sample. However, mild vascular ir-
ritation and thrombus were observed in single and multiple administration group of marketed product group. CONCLUSIONS: Pari-
calcitol submicroemulsion injection 5 pg/ml dosen’t show the property of hemolysis and vascular irritation to rabbits.
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Tab 3 Standards for pathology scoring of vascular irritation
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Fig 1 Pathological micrographs of vascular irritation of rab-

bits in each group

25 R, 5 pg/ml A AT B A B AR 7L S50 Bk 25 2

M Z WG 2, 5% e H- S5 0 JC il v I 3, 1 A ) v BE 119

ZEMPLAR®HLIR 45 25 FI 220K 2 245 X6 G- A B e ik B v T 41 28

FRR BRI AE R . DR ST A AL R RO R e

MR #E /N ZEMPLAR®,

3 itig

SR AR, 5 pg/ml A T A BV A 7L SRR 5K

S JCIR LA R 1 ZEMPLAR® B JCIF I FN S, {H X}

KRB LR K A BT 206 52 Bk o IR K e 7 i Ak

i i) GV AL S 390 AR DR T 245 0 A [ B ]k S 5 IR T

PRAT VA S P ot AT A B, DT T AR R R 1 R

PR S Gk 3R ST B LR B M 48 25 32t T —Fioki

FILIEREprEe S

S Rk

[1] SEiBGHe, JBUIET , 2R , 4 44 R D 2SI ia T i T
M2 A IR TR R (0], B 25 5 4 &, 2011, 46(22) :
1 700.

[2] BIFEBRARLIR T £ M4 7], TFE . CN03822203.
5[P].2007-11-21.

[3] B, BRI, IME , 5 1 BT FHOHE TR 2 WALy 1 &
KA EVERFIE[0]. 7 B £ 25 ¢ % ,2010,44(6) : 27.

[4] AFE, BRI, 2 BRI KL 57 09 iS5
MRS [T]. 7 R 25 S R 4R, 2010,26(1) : 77.

[5] HEREHZN BB MR ARIEF R A
25 M k) ok A B A e B AR 35 5 R 0 ML
ot P E R 2GR Mk, 2005 116—131.

[6] ¥, Wbk #7 25 & 22 L 1 3 M 40 2% 22 B 3% (M. 1
I AR R R, 2005 130—-132.

[7] 22t WMy, Tkar, S FLMER L S R A E ML 25
BN LA RIS OS2 [ 1], 21 B 2 1 5 4R, 2002, 23
(3):227.

Ofichis H#1:2014-01-24 &[] H#1.2014-03-18)

ERERAnOEESERR/RDATRTEBIIEESNERIRABLEA

AT 2014485 A 16 H , hid W RHA 2572, (R
A2 A R 2 50 A B R B AR 25 5, e xR
AR B A GERE] AR ]ORN ]
(#ez ] (EEdm) [ n AL f2s ] DLEMZ] .
(A M2y (29 EAER] (2585 ) T, M
24 i A T A N AN LR A (1) £E 201447 15 H Fip, 4K
Pt 25 bt P BRI ) A5 S E |, e BB R 3R BT

- 2328 - China Pharmacy 2014 Vol. 25 No. 25

DM AR TE T o LR A5 A A P A0 24 45 S A 7 —
o ANTEHIIEMET A2 A2y i, AT AREE T I 2 b U
A5 (2) 7 K150 I A3 B DT A PA 7 B P 3 R AH G By P AR L 24
i 28 ARl A B AN TE F LIRS 6 1 X E TR
25 UL BT AR E . (3) 25 R 283 A SE AR B9, g 2 —
HEIT.

HHEZG 2014 4F53 26 45 25 )



