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H B AWM. ZIRNERR R GAF R T TSRS ST G, PN LR T, ik R A SR E S
(HPLC) | 5 R F) m T 75 4t H & b T AP 35 AR MR 2 89 48, €354 5 ZORBAX Eclipse XDB-Cs, i 3148 4 ¥ B2-0.1% B 2 75 i
(BB BL) , #ml ok & 4 230,258 nm, i ik % 1 mL/min, #:4F% % 10 pL, A28 4 30 °C. #(F B ) a5 kw2 B s ki i 4
098, RIARERIREF AT AP IEARE R BB 2 B4 8 A 3547, AT X IBRE ol &, Mt FF B S5 M R TR
BAFHATRE RN, R ARTRIVEZT BT HF HHF KFR SRBH KT SBF T X EE S
0.002~0.034 pg(r=0.999 9).0.003~0.045 pug(+=0.999 9) ,0.013~0.189 pg(=0.999 8) .0.019~0.291 pug(r=0.999 9) .0.002~
0.030 pg(#=0.999 9) .0.050~0.752 pg(»=0.999 9) .0.005~0.076 pg(r=0.999 8) ; & ¥ Mo #) 4 1.213.1.380.1.307,1.178.0.275,
1.538.0.870 ng, #| FE 5% 4 0.364.0.414.,0.392.0.354.,0.083.0.461,0.26 1 ng; #4525 & A2 F L X I# RSD 3 T 3% ; 4n
HEDK R 5 H] % 101.00% ~105.20% (RSD=1.69% ,n=6) ,96.01% ~104.14% (RSD=2.77% ,n=6) .93.60% ~99.87% (RSD=
2.15% , n=6) . 95.84% ~97.39% (RSD=0.61% , n=6) . 95.74% ~99.31% (RSD=1.45% , n=6) , 98.65% ~100.80% (RSD=
0.69% ,n=6) .100.87% ~107.07% (RSD=2.44% ,n=6) ., 7R ) An I k4t - & 69 A0 % £ B % JE B 2 0.396~0.590, i & &K 5
AR R A G B G 41 (0.590) > & & K0 A (0.532) > 8 K X w 83 R (0.523) > & £ HAH(0522) > K Gk
(0.502) > & G 2444 (0.420) > & B E S 830 7 (0.409) > %K Ko 8 )7 (0.396) , B B M /R R AESe B 8RR T X R 44/
AR K. #53 HPLC 3o 7T 5\ M, TR TR BP0 & R e o5 k4t P TA IS AR M 09 68 s R & R TBR R T
P R R NP a7 2 2 BE RO Ul a2 b A ) o 2 e NG o M N o 7 D SR /e i

KR SR e T S AURMR Gk ik R G R BRTR A R EE N

Content Determination and Quality Evaluation of 7 Indicator Components j @wm% by Different
Processing Methods Ja.

ZHANG Hongkun'*, WANG Qifeng', GUO Changda', W a&? L¥, MO Maoyan’, GAO Guanbiao' (1.
Bozhou Hugiao Pharmaceutical Co., Ltd., Anhuy L¥I& 800, China; 2. Guangzhou Xiangxue
Pharmaceutical Co., Ltd., Guangzhou 51 ,fChui@

Guangdong Shaoguan 512026, ﬁ\

To 11Sh a method for simultaneous determination of 7 indicator components in Cortex Moutan by
different pro X a‘nd to evaluate the quality of them. METHODS: HPLC method was adopted to determine the

3. Shaoguan Food and Drug Inspection Institute,

ZORBAXPEclipse XDB-C s column with mobile phase consisted of methanol-0.1% phosphoric acid solution(gradient elution) at the
flow rate of 1 mL/min. The detection wavelengths were set at 230 and 258 nm. The sample size was 10 pL and the column
temperature was 30 “C. The content of ethanol-soluble extract was determined by the method included in Chinese Pharamacopoeia.
The quality evaluation model of Cortex Moutan material/decoction piece was established using 7 kinds of indicator components and
ethanol-soluble extract as evaluation index, relative correlation degree as measurement. The quality of Cortex Moutan was
evaluated. RESULTS: The linear range of gallic acid, catechin, oxidation paeoniflorin, paeoniflorin, benzoic acid, paeonol and
enzoyl paeoniflorin were 0.002-0.034 pg(r=0.999 9), 0.003-0.045 pg(+=0.999 9), 0.013-0.189 pg(r=0.999 8), 0.019-0.291 pg
(r=0.999 9), 0.002-0.030 pg (»=0.999 9), 0.050-0.752 pg (+=0.999 9) and 0.005-0.076 pg (+=0.999 8). The limits of
quantitation were 1.213, 1.380, 1.307, 1.178, 0.275, 1.538, 0.870 ng, respectively. The detection limits were 0.364, 0.414,
0.392, 0.354, 0.083, 0.461, 0.261 ng, respectively. RSDs of precision, stability and repeatability test were all less than 3 %. The
recovery rates were 101.00%-105.20% (RSD=1.69% ,n=6), 96.01%-104.14% (RSD=2.77% ,n=6), 93.60%-99.87% (RSD=
2.15% ,n=6), 95.84%-97.39% (RSD=0.61% ,n=6), 95.74%-99.31% (RSD=1.45% ,n="6), 98.65%-100.80% (RSD=0.69% ,
n=6), 101.87%-107.07% (RSD=2.44% ,n=6) , respectively.

A BT« E 5P R AR h 25 bR EA I H (No. & Hr R 257 . . .
BHER{2016)154 2 ) ; [ 5 h & 2545 HL 2 o 25 3 7= b ATl AR el The relative correlation of Cortex Moutan by different

\\\\\

IR H (No i FBE 2535 Wi 6 (201717 - ZY Y-2017-062) processing method was 0.396-0.590. The order of the quality
% RSN WAL FEIT T h 2R R R R HLiE of all processed samples was: the original medicinal materials
020-84568456, E-mail : hennanji@yeah.net of Cortex Moutan that retained both cork and xylem(0.590) >
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the original medicinal materials of Cortex Moutan that removed both cork and xylem (0.532) > the fresh-cut slice of Cortex
Moutan that retained cork but romoved xylem(0.523) > the original medicinal materials of Cortex Moutan that retained cork but
removed xylem(0.522) > the fresh-cut slice of Cortex Moutan that removed both cork and xylem(0.502) > the original medicinal
materials of Cortex Moutan that removed cork but retained xylem(0.420) > the fresh-cut slice of Cortex Moutan that removed cork
but retained xylem(0.409) > the fresh-cut slice of Cortex Moutan that removed both cork and stayed xylem(0.396). As a whole,
the quality of the samples of Cortex Moutan which had retained cork was higher than the quality of the samples of Cortex Moutan
which had removed cork. CONCLUSIONS: HPLC method is accurate, reliable and repeatable for simultaneous determination of 7
indicator components in Cortex Moutan by different processing methods. Grey correlation degree method can be used for evaluating
the quality of Cortex Moutan by different processing methods. The two methods of “fresh-cut slice of Cortex Moutan that retained
cork but removed xylem” and “original medicinal materials of Cortex Moutan that retained cork but removed xylem” can be used to
process fresh Cortex Moutan in habitats.

KEYWORDS Cortex Moutan; Field processing; HPLC; Grey correlation degree method; Content determination; Quality

evaluation

Py R B R4S (Paeonia suffiruticosa An- do/~Fl) ;s DHG-9245A Y B #AG% X T4 \HWS-28 AU HY,

dr) B TFRRAR B PERAE RS = U BF VB2 B BERDK I (gl — R R A FRA D
T ARG T AR A, T TR ACE I R 12

RBE MU AR T 7R R PR A M
T IR SEEY . A BRI, AP A P
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PREIFY e o EAT, T3 EAPE B 7 i Tk 25
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WA T B 4B 5 (it 52 110831-201605, 46 ¥ .
90.8% ) . JLZ% & % BE 5 (65 : 110877-201604 , 46 FiF .
99.2% ) . ~j 245 6 B b (HE 5 110736-201539, 46 i .
96.4% ) . 4 B iR %f BE Y (H1E 5 £ 100419-201302, 41 B .
100.0% ) . 7} Bzl % B& i (L5 : 110708-201407 , s
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S B (At 2 . MUST-16021505, %
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UltiMate-3000 7 55 240 AH €8 1% (HPLC) A , 46 #1
IRAE L H SRR R G W RS R 45 (TR R )RR
e (P ED A BRZA 713 RHP-100 % 15 3 2 S RE R AL (7
VLR TRRABRA T s MX5 B 20 2 —H T4k
- . XS204 YT 4y 2 —HLF 43 BT K AF- (B -1 Mettler-Tole-
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BEAEPHAR T 2017 4F 9 H RAZ T 2808 2 M T 3L

ﬁiﬁ ﬁﬁLp B, 22 M 5 2B 0 A WA e MR 50 T
I/}\

Y N B R Y 4P (P suffruticosa Andr.) B . 8
HEHFY B2 2544 /%
#1,
®1 AEFFEMIE ST R L#/R A M
Tab 1 Eight batches of Moutan Cortex/decoction piece
processed by different processing methods

5 B MLk
SU REBUBIIN S, A TRERE R CH TR ~4 nm SR IRRALT
2 EIROEH  BHPHRRE A THERE IRRET
S3 EHEOEN  SAHSHEHE, A THERE MEAL TR ~4 mn i
S EHELSH SHPHERE A THERE SEAL, (R
5 BEROBT B HRE, BRI ~4 mm T, (R T
S6 BEROAH B THRE, it
ST REEDLEN  SAPHERE, A TSR OREETIHMRL~4 mm 50T, (Rt
S8 RHELSH  EHPHERHE A THEAD, RESET
2 HEEER
2.1 BIiLEH

6,35 ¥ : ZORBAX Eclipse XDB-Cys (250 mm x 4.6
mm, 5 pm) ; Ji SAH : A (A)-0.1 % BRI W (B) (B
JE R AR e L2 2) 5 G I 9 I < 230,258 nm; P - 1
mL/min; EFESE: 10 pLs ARl 30 Co fEIXEIEARMET,

KR R b R AN TR i AT T P DL

Ji IR T
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WEFIR IR AL AT R IR P B
FZR T BBEAT 2451 14 43 15 2 Y R T 1.5, BRIe AR B LA
Bl A T 5 000, TE LA 1,

xR2 BEXRBRER

Tab 2 Gradient elution procedure

f,min A% B, %
0 10 90
15 3 08
25 48 52
40 58 2
45 10 90
% ‘ %
o 60 - 60 6
E 40 FEU
20 . ’3 4 5 7 20 L 1 23 ‘4 5 7
70 5 -

5 _
0 5 10 15 20 25 30 35 40 45 50 0 5 10 15 20 25 30 35 40 45 50

t,min t,min

AJEATXF B (230 nm) B 5 7 (230 nm)

3

mAU

oo
cuosmd
—_

mAU

— oo
cnSmS 3

-5 —5h
0 5 10 15 20 25 30 35 40 45 50 0 5 10 15 20 25 30 35 40 45 50

£, min t,min
CARA X R A (258 nm) D (258 nm)
TE: LB R 2 LR 3 AU AT T s A AT 25T 5 R R 5 6.0
B s TR B EEAT 21
Note: 1. gallic acid; 2. catechin; 3. oxidation paeoniflorin; 4. paeo-

niflorin; 5. benzoic acid; 6. paeonol; 7. enzoyl paconiflorin
1 SREERIEE
Fig1 HPLC chromatograms
2.2 REMBmABHGE
REEPRIG B TR LR R AAT 1T ATE T
TR P B 2 AT 257 R o aﬁ?
10 mL AR, I BEE 25, FE SI0MCE %d‘?%\‘
UASECRIRSECE IS [RSESRENI
.0%0.5.1.0.0.5 mg/mL () #.—

HeJE 73 5] .
K R o P —

Kol HE SR Xof B S I 45 T
A1 A Y [f]— 100 mL i, il 50 % H e 25, 4%

SRR E TR LR AT AT EHIR
P Bz By A AT 24 B s vk B 4331 0.002 3.,0.003 0,
0.012 6.0.019 4,0.002 0,0.050 1,0.005 1 mg/mL FJIR 4
Xof HR A PR TR
2.3 Mk miRikeH &

BUZGM/R R FE SR R (1) 3450 ) 29 0.5 g, K % AR

BT HIEHTE D R IR 50 mL # , FRE BT
i, R ERICL h, B, FRRPRE i, PR s R I
i, 550, ki LB 1 mL, B T 10 mL &,
N 50% HIBEE 7% 4850, BlA
24 HMXRER

3 RS B W 2,27 I TR A X R IR 1,357
10,15 pL, 4% “2.17 3T €4 3% 25 A R A I 2 |, 10 57 068 T
o DL R DN R o0 A 4 (x, ug)jﬂ‘ﬁd:ﬁ TR ()
P AERRBEA TERAE T, 81 T R R M L L3R 3

EZED; 201845 29 5 22 1

®3 MAFREZMEEE

Tab 3 Regression equations and linear ranges
PR mIEY S r IR, g
BRTH y=34944x—0.002 1 0.9999 0.002~0.034
k% y=2945Tr+0.002 8 09999 0.003~0.045
BT y=17776r-0.020 6 09998 0.013~0.189
AjEiH y=19.0520—0.046 1 0.9999 0.019~0.291
R $=53.8820—0.001 9 0.9999 0.002~0.030
FHE B y=34.7550—0.010 4 09999 0.050~0.752
R BA y=235T—0.0162 09998 0.005~0.076

25 TEEMRS5KNPRERE
3 SR B WL 2.2 T T VR X R R G o, A L
MR, #2217 U (g 5 FERE DI SE , DAfE IR EE 1021
3140l R KRR, S5 51 W TR LA E
EACATEH ATEH RTER TR R BEAT 25 1
SE PR 2R ) 1.213,1.380,1.307 . 1.178,0.275, 1.538
0.870 ng, A& M BR 43 5 24 0.364. 0.414. 0.392. 0.354
0.083.0.461.0.261 ng.
2.6 TEEEIRK
HRC“2.27 T TR A X Mt T YOS o, $ 2.1V T £
A SR HEREINSE 6 IR, 0 SR T B, S5IR, /Ek%‘?

Pﬁa )Lm%?ﬂﬂé’jﬂi:ﬁ: AT RIS E R

W AS 245 1 g T AR A RSD 435124 0.50% 0.79%
0.37% .0.36% .0.18% .0.47% (n= 6)
R4f.

2.7 TEEMIXIE
SS9 iE i, T E

EX“Z /N‘F!E;!t =4
.6.9.12.15.18, 21 24 hHﬂ””“Z 1T 4

{B“zE JORIER . 450, ETFIR.LE

mﬂﬂcﬁﬁiﬁ AT ORWR PR R AT 2

U T AR 1Y RSD 43 %114 0.66% . 1.34% . 1.66% .0.68% .
1.57% .0.42% ,0.86% (n=9) , ML R IRAEE IR T
CE 24 h NFEEAFRGE .
2.8 EEHIKE

Fa 8 PRI A /K R AR (L5 : SO Ky K 0.5 g, 3 6
By, 43 F “2.37 3 5 il 4 A S L, P 2.1 0
TEGEAAEURENE ORI ERE S, 4
RO EFR ILER AWM H A R R St
B W LR WY R A 25 8 - 38 B i 4 B R 0.138%
0.065% .0.511% ,0.901% ,0.062% .2.523% .0.212% ,
RSD 43 51 K 1.20% . 2.89% . 2.23% .0.96% . 2.22% .
0.50% .1.83% (n=6) , RUIA HEELIERLF
2.9  fntEEI IR

HCEL 05 o PR 25 R /AR R R (65 S9) MK 0.25
g, 36 407, A A A IR HR 5 0.305 mg LS Xt
e 0.145 mg GAABATZHXT R AL 1,133 mg AT 2451 X
fh 2.113 mg., 78 H R X BEdh 0.140 mg . FF B2 B XF B8 5
5.594 mg A H AT 25 1 X BE G 0.471 mg, #52.37
05 B A5 R A A T, TR 2.1 IR A A R R
%JE%%E%H#?@M#@W%ﬁ*%ﬂ‘ﬁ% 4,
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F4 EERKRIREER(n=6)

Tab 4 Results of recovery tests(n=6)
s WEEE, B, MAR,  WBE, MEEEMCE, %iiqi{u#lﬁl RSD,
g mg mg mg % % %
BRTH 02514 03077 03048 06219 103.07 10293 1.69
02527 03093 03048 06176  10LIS
02523 03088 03048 06277 10463
02554 03126 03048 06205 10100
02524 03089 03048 06296 10520
02529 03095 03048 06221 10254
k% 02514 01449 01454 02886 98.84 99690 277
02527 01457 01454 02910 99.98
02523 01454 01454 02968 10414
02554 01472 01454 02868 96.01
02524 01455 01454 02923 10098
02529 01458 01454 02885 9817
AMAHT 02514 L1281 10922 21505 93.60 9%6.12 215
02527 LIBY 12391 23218 95.87
02523 L1321 L1442 22331 9.22
02554 L1460 12181 23051 95.15
02524 L1326 LITI2 23082 99.87
02529 L1348 1142 22144 96.03

AjEiH 02514 20087 21709 40893 9584 9652 061
02527 20191 21989 41296 95.98
02523 20159 2131 40557 96.53
02554 20407 2131 40898 997
02524 20167 21497 41103 9739
02529 20007 22027 41445 9642
AR 02514 01449 01400 02812 9737 9749 145

02527 01457 01400 02810 96.69
02523 01454 01400 02810 96.80
02554 01472 01400 02813 9574
02524 01455 01400 02845 9931
02529 01458 01400 02845 99.06
FHE B 02514 55869 54945 110572 9956 971 0.69
02527 56158 53415 111434 99.75
02523 56069 55035 110361 98.65
02554 56758 54495 111209 99.92
02524 56091 55834 1
|

LIETE 993 a/
02529 5602 55305 949 @l0B0

EMBAAE 02514 04682 04711 36 \x\ 396 244
02527 04706 4711@ 0 07
0712 10642
4T 09508 10087
. 000 04711 0954 1033
29 © 04710 04711 09497 10163

2.10 HmEEREAMEHYEENE

53 B8 HEZTA /AR P R i By R A i, 452,37 I
05 B A5 A A A TR, TR 2. IR (A A E R
FECEATINRE 3K, 10 sk UG T FR I TR o B i, A5 5 I
F 5. Fy b, e I 2015 4F g Crp 25 00) (P9 R ) i )
“2201 I IR HE A0 o N R R R R )
AT RE 3IK, G5 R 5.
2.11 RBXEEDH
2111 FEARME  DIZAMFES PR E TR LA E VR
AT AT R R PRy R MR 24 R
VS ) A BRI A3, T3 5 B B ST 4P
i R R B AR
2.11.2  JROSCEKEELSE I PHNESE WA n MW, &
AR m WPEM P8R, FIC A BEAR BRI 41 (X}
(i=1,2,3 - n; k=1,2,3m; KRR H n=8,m=

9
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Rb HmEEREAMERHYUAENESLER (n=
3.,%)
Tab 5 Results of content determination of sample and
ethanol soluble extract(n=3, %)
5 BREFR OUER RRASNT AT KR R RTEANGE B

S1 0.053 0205 1102 1031 0031 1282 0211 24.700
2 0.09 0190 0988 0916 0055 2339 0.199 25.000
$3 0008 0192 0857 0897 0072 2645 0.243 21700
4 0075 0334 0885 1052 0054 2720 0.268 27.100
N 0.0s1 0293 0993 1334 0048 0.894 0.337 26.200
S6 0130 0139 0769 1136 014 2747 0322 31.900
§7 0.056 0303 1.018 1232 0062 1272 0.331 26.800
S8 0097 0255 0926 1068 0073 1501 0310 29.600

8) o FHAHNT I BE R R PRI B, Nk B S5 751
— B A e S5 7 A (Vo) FliR 22225 791 (Ya) '™
WIS 25 TP 5 B A ST AR XTI AR it (X6 8 B 11
R, IC N (X =max (1<i<n) {X,} , |k 225 F 75
FA) 45 STLHG AR X6 1L n A i B4 X6F 18 8 A 1R B5e /IMEL, T2
(X =min(1<i<<n) {Xi} -

2.11.3  JFHIABARMRSALAL T TP FE bR IR AE
T BT AS G — ) ) L, [ e o SRR B 44 A 32X Y=

S VR n BB 05 kPR AT
SIS SR X R 0. XA B
MR H 5T 526 .

= % e
riginal data normalization results

JER R AT RTR A RMRASGHE BRSO

0675 1076 L1T0 0952 0460 0666 0760 0.925
1248 0771 1049 0846 0816 1215 0717 0.936
S 0866 0779 0910 0828 1069 1374 0875 0813
S 0955 1356 0939 0971 0801 1413 0965 1.037
S5 0650 L8 104 1231 0712 0464 1214 0.981
S6 1656 0564 0816 L1049 2137 1427 1.160 1.195
ST 0713 1230 1080 LI3T 0920 066l 1.192 1.004
S8 1236 1035 098 0986 1083 0780 L7 1.109
Rit 1656 1356 L1700 1231 2137 1427 1214 1.195
BE 0650 0564 0816 0828 0460 0ded 0717 0813
2114 AR RBONEEE M TRIES% 75
B IR« Gl = P PR g g S8

|Yi/:_ I]slr|—"_pAmax
I - — i _
Vi (s) :ﬁ Zk:le(s‘ o :T:t EFI ’ A min_mln‘Yik - Ys/c|, A max

max| Y — Yo (i=1,2, 3+ nyk=1,2,3---- ms p R B
R, —MIUE 0.5) . AHXT T 22 575 17 91 1 0k R AL
ARG =2 AR =
Yilioo RH,A =min|Y— Yy, A mn=max|¥;— Yy
(i=1,2,3+- nyk=1,2,3 m’py‘:’ﬁ}¥ﬁ/¥\§&’gﬂy
H0.5) . #% FARAXIEE TN RICHN TRt S%
FPA IR 22 225 TF 50 1o 1o R LR T3R8
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x®7T BEMBETHEMFRASEFIINC (o Mro
Tab 7 Correlation coefficient and correlation degree
of each evaluation unit related to the optimal
reference sequence
o

;
U5 kTR JURE WABE ShE TR AR ETRAEE S
Sl 0339 0.586 1.000 0419 0333 0387 0.354 0415 0479
S2 0552 0404 0.594 0343 0388 0.694 0.333 0425 0.467
$3 0.389 0407 0.405 0333 0440 0.901 0423 0.333 0.454
S4 0418 1.000 0434 0437 0386 0972 0.500 0.548 0.587
S5 0333 0.704 0.604 1000 0370 0333 1.000 0472 0.602
S6 1.000 0333 0.333 0.525  1.000 1.000 0.821 1.000 0.752
§7 0348 0.759 0.665 0.682 0408 0.386 0.920 0.500 0.583
N 0.545 0552 0.486 0451 0443 0426 0.719 0.689 0.539

F8 BIFMETHEXNFRESEF B (oM
Tab 8 Correlation coefficient and correlation degree
of each evaluation unit related to the worst re-

ference sequence

Cio
" RETH EE RICAAT AT RTR LS TG memany

S1 0952 0436 0333 0.620 1000 0.705 0.852 0.630 0.691
2 0457 0.657 0432 0920 0702 0391 1.000 0.607 0.646
$3 0699 0.648 0654 1000 0579 0346 0.611 1.000 0.692
§4 0622 0333 0589 0585 0711 0337 0.500 0.459 0.517
S5 1000 0388 042 0333 0769 1.000 0333 0.531 0.598
S6 0333 1000 1000 0478 0333 0333 0359 0333 0.521
§7 0.888 0373 0401 0395 0.646 0.710 0.343 0.500 0.532
S8 0462 0457 0515 0561 0.574 0.604 (.383 0.392 0.493

2115 FHRFSREREE AR QIR (r) K PPN BRI
AR T L 25 e 91 Fll i 26 275 7 91 ) ST BE 4 1R

AR =" (=1,2, 3 ) AR plk, R

Vo) Trio
T K 20 b/ B T %405 @HH%
T T i B ICHEF 429, ﬁ
£9 BHMGHAR
Tab 9 Quali

FmE T Js.%ﬂ{&ﬂt

t @ortex/decoction piece

5 r jLalg #5 " #r¥
sl 0409 7 $5 0.502 5
$2 0420 6 6 0.59 I
$3 0.39 8 §7 0523 3
s 0532 2 $8 0522 4

I 9 FI 1, B8 B L2 A R (S6) Y i ik e i, 24
WA F AR B B A LR B B2 ARV
A PrgL, X ATRE SR AL s ER R s
AR A AP B A G R AR 25 A, 2015 AR
(P E 2 ) (—350) MR A I Tad B i 2 AL, LU
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Study on the Preparation and in vitro Release Characteristics of Norfloxacin Solid Lipid Nanoparticles
GUO Jie', QIAO Jin', YAN Mingming’, ZHENG Wenjun', XU Rui', SUI Xiaoyu' (1. College of Pharmacy,
Qigihar Medical University, Heilongjiang Qiqihar 161006, China; 2. Sinopharm A-Think Pharmaceutical Co.,
Ltd., Changchun 130600, China)

ABSTRACT OBIJECTIVE: To optimize the preparation technology of Norfloxacin solid lipid nanoparticl

ec ophi@ #Norfloxacin

sulatiefl rdfe and particle size as

drug release characteristics in vitro. METHODS: The content of norfloxacin was determined by UV

solid lipid nanoparticles were prepared by ultrasound-high pressure homogenization. Using
Tandéthe Box-Behnken response
lo

surface method was used for optimization. TEM was used to obserge i orfloxacin solid lipid nanoparticles. The

indexes, single factor tests of preparation technology were conducted by using €

(o4

terial, fabaceous lecithin: poloxamer 188 (1:2,m/m) as

release characteristics were investigated by release test in vitro. ear range of norfloxacin were 0.2-1.2 ug/mL (r=

0.999 5). The optimal technology was glycerol tristearate
surfactant, shearing velocity of 15 Q00 r/faingy/ T @g ratio of 7.67 : 1, drug concentration of 8.91 mg/mL, ultrasonic time of
4.80 min, ultrasonic temperature ,nﬁeneous pressure of 120 MPa, freeze-dried protective agents of 10% trehalose.
Norfloxacin solid lipid

ndpartigles e nearly spherical in shape and uniform in size with average particle size of (168.0 = 4.8)

te®wvas (86.8 £5.1)% ; burst release appeared within 1 h, and accumulative release rate was (75.7 £
LUSIONS: The prepared Norfloxacin solid lipid nanoparticles have good shape, suitable particle size and
d-release characteristics in vitro.
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