840 G5 1 1
2017 £ 2 A

ZEFEZERFER

Journal of Yunnan University of Traditional Chinese Medicine

Vol. 40 No. 1
2. 2017

/.

I 7 T o U = P SR AR MR R KR R S B B AT 5

woOA, F

Ez', N&t?

(1. zEAEMAREERET R, =M 20 6s0011; 2. BIHERIAKZ, =M BB 650500)

WE: B SE= GRS R ERE P KIS R & BENE T, iR B RE R EIRE 5%
PR bk P2 B BB A v i L TL IR T R RO 2 R SE (O S s PR DR VR AN R B 5 45 B AL AR S R AT E b
o B OGP g e i I AR R B () 9 I B VA (40NTH - mL ™' 55 20NTH - mL ™), 3R F JLFP i 2 1A
FRC1~5L ), & Tonin 00 1 VR, 28 000 75 A B8 4 110 72 V2 110 000 75 R 10 2 M o o AR R, D O e 0 ) e o g s
T T TR I E 5 3N s B B SR B, PR R I (AT 8 10min s FEZP 45 RE 5 R BE7E 0.00678~0.0597g *mL ™' (r=
0.9983 ) PN 15 T8 FE (1 6 g 12 (o 1 S 4R MEAH o0 5 FOHERE U & 0 156.68~234.25U - ¢ 7', RSD 2/ T 5% ; & & ik
TTATRIE 4°CTN 24h NFRE . 4518 Bk SR W0 75 3R I8 Dl , B PR R B A R 5 32 0T, RT 1 A — Rl U = BE HE

R IE R S B E ik
KEEW: ~mdEE; BN E T KIER
FESES: R284 XHARERD: A
DOI: 10.19288/j.cnki.issn. 1000—2723.2017.01.018

FEAR I8 N ER R 59 ( Poecilobdella manillensis ) , 15 FR
ek, Bl 2 D e W BE R, E R R EE
XEZHERE TR GErAAEESH . BRI
Rk, Ryttt it E e s TR Z
R FH B T8 1A < 2R 0%, AR VR IT AR O ME B, TR
SEIRTT AR R T R A B Rt = E
2007 06 A B TR TE , ST R B0, N LR a3
AR Y LBV MR A R S i T (o [ 24 L ) 2015
SRR AR R T (R E 25 8 ) 2010 RSN KBRS IE 3, Rl
K KIERE S S ( Whitmania pigra Whitman ), 7K 18
( Hinude nipponica Whitman ) 8¢ M1 -1 185 ( Whitmania acran
ulata Whitman ) fy 8 (4 , 5 JE A2 20 ¥ & bR IR R
T, AT 2013 £RIFEFBERF (S /E
A ZGM AR I HESD T IR IR 200 A BR oL 2t
2o 7Kg s T & B 17K 3202 A R I B 1Y
IfiL g A S A T 5 ), 2 K R B ORI B2
HyEHEY R, BRIKIERSENE T EFER £6
JEEPD I EE B R OGBS ik U0 A 4 RS AR
APTT (7% L B #B 73 Bk 1ML 5 il B[R] ) 357 &0 9% L PT (B
1f PS5 ) ) 35 50 Gk M I B i o iR S e B R

* BEUWEH: ZEERHRARE WG HEENZIEETHE

W BEH: 2016 — 10— 25

XEHS: 1000 — 2723(2017)01 — 0070 — 04

B SR E TR B B sl IR E B, R E
241 2015 fROKIE T bR M = B W IE R IE B 2 AR
A KR TR A & WE B2 R 1970 £ Markwarde 1)
1B P E I S R U I, R T R R TR K R
5 i B 4k A EL 105 101, T EE B A E bR AL
NIH , 7K 8 3 19 3 M DUBT B I lig 7 70 B 07 ATU o),
—/N ATU % Frhfl— > NIH & IS K IE =&, %
FHERBREE, Mz H R EE AN
FRAR S v R U o A R R R B R R Y 5 i
B st , 22 i\ N IR R R, R S v
R R G (BEREE B, TSR H T H B & A
M RO T IR S RIE TR T 7 (AR
EVZE ML ) o X SOHg S5 9138 o AR 5C 1 9%, JIE A 76 [A) B
ST, BRI RE P I vE T RO ORS B R e
HRREEE . NS5 k(17 - 18] R F B &R
P, 2k R A g o e R R S TL R E AR R 75 X
W o2 et IR FE AR S U E 5 ik VT CRLTR AR IR 5
) ORI BURE I o
1 XFERKH

BIOFUGE SORVALL & 0 1 ( 3 [ Thermo 2

EER N SKA(1966—), 20, =Rl A, B EAEZG00, BB AL SRS . E—mail : hzI510@yeah . net

70



1

T ORISR IR R E TR UE = B AR A K 3R B S T Y

&) ) ; M E R K iE il (e T 1SR (8 A R
ANFED A CR R B (B ERAF ).

() 474 & A (S 0 140626 —201310 ), (4 ) B
1 (5 : 140625 -201009 ) , T [E £ 54 25 50 k6 58 B
Bi; FEAIET IR (LS @ y04 = 150704 L y04 — 150710 .
y04—150719 . y04— 150723 . y04— 150706 ) FH = [ 15 B 1l
A A RA TSRS, cEEBERREEE SO
Y258 5 AR M Al A K s HA R 8 o b 4d
2 AEEER
21 = A PHEMAFESEMNE S &

2.1.1 A H &

EHE A 18 T AR 0 8y K (i =50 ) 0.5, I &K
LRI 0.9% S LTSNS 15mL, 7853 B, 2 12
30min , ¥ I IR 42 , o g B 08 i 2 R ik L A R o
212 £ EME

I 3 Bt S 100pl BV (8mm X 38mm )
LINAS 0.5% () A4 E B R (DLEEE 1T ) =
OB L AL e R R 2% v (pH7.4) (i FH D 1)
200pL . FEA) , B /K IA T (37°C£0.5°C ) {£15 Smin , il 1]
40NIH - mL ™" B9 &E I i 725 8 ( I 0.9.9% AL B9 7 e Il
HrEC, 7% tmin B0 1K, AR 2L, L E NN R R R
S EEE D FRIEHENER, ETIE, R
7 A 5 L0 ) S, O — 1> e B I g 0 1 B
2.2 AEaE gy kit
221 REZEHAERENATIL

T € Sz DL HS DR B8 [ W o R o 2%, R AR IR Y
R E R B G, EilE R RN A5 Y% 2 5
B GR o 3UE AR, V8 P AR i MR RG () Bt S i AR
T 2% SR IR ARWFRAES S SCER 1710 B b X
Ay FH 25 T RRURH R 1 1 8 A R AR U R D I R %K
&, RABEFEEH RS, RN SR E S REAS
5) o VIS HE ST Hk B Btk s 22 0k e [ 1 A I 205 R
Iz o AR BE Mo I 2 B0 g L B B, S % U W I TR A
HET o 5 HLRE S 50 7 799 P A [0 8 R 0 o T Iz U 5 % B
LER(ULER 1), FeH V& A U SE e 288 I i 2 1O o Tl
EREEWRREE S, 5 Xk [18]RiE — .

2.2.2 i BEOR E Ay F

J 75 3 2 — Fh i 18 TR B — P 5E IR AR, £E SE PR
BERRERK, TENEESWIEFIET 2 R
L E O R AR, NR TR . 75 SCER (18] 1F
72 22 I B T 7 R R R R o T oK R

GBS IR IR, B I RS VR B 1 R (10NIH -mL ™),
i 7 1) B I 1) i K (TR) B A 1) 4min ), LB U5 A9 40
B I v V(B IR K, s/ T [AI B T [A) 1min (9 8 o AR5
F FH 40NIH - mL ' 5 20NIH - mL ' {9 % Iff B ok 5, 7
5E [A) B B[R] 24 4 tmin JiE 1 ¥R SCHR[18] B E 75
RN ARG AKIERNE RS LE, B HNIES
WEXAVEAX Y, HESEFaEE sk AT
— Fhi# E K EE (40NIH - mL™" B 20NIH -mL™"), —ff
i R (5L ), AT — I E , HOoR B E T o I
] o AR IR EL AR, 40 A 20NIH « mL " fy ¢ 1M i 1 o2
TR 0 AR R spL, 5 R &N R OE R AL & £
0.1ATU . 3 I BE 5 RTREAR T 5L RO ] A& AR B[, #oR
=B Rz RIS REFAKR(LE 1), K
R R A LR R E R R (1~5uL) , B A5, Bl %
i 1IN v VA PS5 1 % I P Y i ) 45 i o R T VE R 1Y
e I B v i AR S B T T RS R E L I 2% S
e PR IR A Tk L0006 5 VT 0 o AR AR A D T
TE R B bR B T T 0 B 2 i Bl TR B A R R 4
&, BEEWTE 3 K. el #atg il = X g i ik
EExEINE, e ir R KERS &, bk
B /N E BT B AT IR B £0.02ATU, 325 T 5 ER
WETRE . LI, 2 E R s, S AT Y
W[5 5 W 4 ik, AR A T 24 SO o 1 i v o I TR
o, e AW B EREBHERAB K, X
N 15min J5 PRI T 0 2 A 2 2 BE 1 2= It 25 — BB R A
e R W, 52 A 2% 5 R o B E) PR 2 7E 10min N 525K,
4E RSB T, 5 #ERE S B R A R iR o
TFEMEERZE 1),
2.2.3 At HE

22 R B N E B F L AR PR S N D R AR
FERTRD, AT RE XS 5 25 5™ A= 2 A, DR &t A e 1 5510
0.9%FALEN , HUASIH 5N A B2 DL 0.9% AL B R fE i
i T T A S R IR, Y R 20NTH - mL ! I i i
R T T 1L (X 0.02ATU - mL ") 7] 2B it
224 BEHRE

Bfigf7 T 4°CF [\l — gk 5L s i, 40 BUAE dll 8 5
Oh . 12h . 24h J5 3% 80 J5 7 LT e , 45 R,
I IR AL 4°CF 24h FAE o
225 BRKELSKEZFHEXR

B A — #HE B A0 5 0. 9% S L8R5 BI ik 2
il 5 0.00678g +mL "', 0.0218g * mL ', 0.0339g * mL "',

71



2017 4= = B B R 5540 &
F1 3WMUEHAELEREE(n=3)
~ EWaRES Sk [18]75 1% PG SWRES
s Wb/ (u-g™) RSD /% Wb/ (u-g™) RSD /% W/ (U-g ) RSD /%
Y04 — 150704 258 .42 9.09 210.70 6.05 234.25 1.46
y04— 150710 188.79 12.50 204 .54 5.34 17664 3.33
y04— 150719 190.51 12.50 203.89 5.09 176.80 1.95
Y04 = 150723 158.33 9.12 205.61 5.49 156.68 4.33
Y04 = 150706 206.34 11.11 19713 9.84 185.33 3.23

0.0484g+-mL "', 0.0597g - mL ™" [, 4Bl 5 I8 £E
BEIEG D RO R . DK EE (X)) kA br , 74 HE 19 Bk 1l
B A AR (Y) AR KRG EH SR [BIHEEA
Y=18313X-0.7585, r=0.9983 , Z& 1k £ A R I .

3 #R5iHiE

& 1 A& ,5 it = m 3E A4 08 W E 45 R TE
156.68~234.25U ¢~ ZJa], Lt ib s, £ X
Rk (19141238 F O 3R 0 1 28 7K U8 550K & 20 I rE HE 1Y
29 20~30 15, Rk, 17 24 0 sgoe JE 418 £ 75 T 103 A
FoE, ek ELBBROPUERER, T RHE &Mk R
RS, 2 R R NS Y B B =R AR HY B R B D ik

g 1t g 8 o v M AR RS B AR P, Y B il S
RyKERESMME I ER, SFEFHEEER
b B AT 4 2 T HY B [ B 52 BD 0 i e 48 . A
RE ABRERATHEE RNESRAR, B55/1%
o D] g i i U B B [ 0 o R R A T 0 L R
REE I B EH R B mMEEEAROST®, RER
B B S E & S . ARBUAAHENAE S
T A B, SR TR . SR A S R AR R
TG IRV 9, L Pk 205 28 A0 1 1 o AR RR, S8 00 00 93 £
el TS, B E T AT AR TR T TE IR T K N
PRV P2 0 e I B v i, O 20 BEL 1k Iz I 9 9 3o #75 T
2 A 3 0 2% I BRE T R N RO I R), XORE R 28 S
() I B 7 ST B S 2% A, M 5 SR AT AL
2 5T MO TG O E IR R IR T IR T SR
BRI TRKES.

MOt JE O 5 IR E T R R I TRD, A0 R KR RS
B, i N R R K, BT R R S O E .
5 VTR T R 110, S E T S 1 % O i B 2 1 IR R
[ W53 8, M A B K %, AR DL ORI i HE
BN AaE, RNEASRESWE. ATHIEEZEESR
o 1 751 Y e T S M 2R AR LR L BT R R R T A R
O 4 B 1 JE N 5 I B VA T Y T T
72

2% ik

(1] #iE. FEWE RE] - EN) (M), dbm: B
2 i, 1996 ¢ 120.

B, I, KT, JEARIET 20 0 0F IR R (7).
TP EE S5 A RS, 2015, 7(4) 1 216—218.

St R, For, S5 TURR KR BT B I 4 5 4R B 0
PESHTI]. H R 47 SRR M, 2012, 51 (4)
92-96.

[2]

[3]

[4] A ANREAMEERGELEAS. FEAGR (2015 F
i —FB) M), dbat: TR EEE 25 R A, 2015 .83 -
84.

[5] PeE AR ILFIEE R 2582 R <. R EZHE (2010 4
M=) (M. dbaE: FRE R 2GR R, 2010 277 -
78.

[6] Bk T, Sk EG G, A, &5 oh 24 /KU S Fl 25 0E B 5 U A)

SR A RETT ()], PEAF G, 2013,38(6)
914-918.

ZHEEAEMAMBEEER. = YNZYC-0357-2013,
JEAIE[S]. BIH : = e BHE H Mt 2013,

Fritz M. The development of hirudin as antithrombotic

o

!

[7]

| B

[8]
drug[J]. Thromb Res, 1994,74(1):1-23.

[9] Chang JY. The functional domain of hirudin, a throm-

bin—specific inhibitor [J]. FEBS Lett, 1983,164(2):307 —
313.

[10] JEBL, 228, g 7%, & . 6 B 3 e ifn B | ZKORE ==
N | B R R (). A P W T 2R, 1997, 13 (4) 531 —
535.

(1] BEE A, Bk, S R, & 4R 4R & O Ptk il e
AR FE M (7], ) HEBE R R A AR, 2007, 24 (6)
827 —828.

[12] M &, /NS AR 5E 5. AR E 8RR T 7Kg
PUBE I TG PR (9T )], R 25 2, 2015, 50
(3):258-262.

[13] Greinacher A, Vélpel H, Janssens U, et al. Recombinant

hirudin ( lepirudin ) provides safe and effective antico agula—



51 T ORISR IR R E TR E = B AR A K 3R B S T Y

tion in patients with heparin —induced thrombocytopenia: FIFE BT B ()], b E B B 25 R, 2012,32(6)
a prospective study[]]. Circulation, 1999,99(1):73—80. 414—417 .
[14] Markwardt F. Hirudin as an inhibitor of thrombin [J]. [18] XU A, ey 3, B2 ity 28, <5 . TR 1 g i o 32 0 5 B R
Methods Enzymol , 1970, 19 : 924 —932. LR B TS M R (7], R E 2505, 2014, 17
[15] ZE0KkT, BREAAS, B0 S0, . 7Kg 30 T 6 iF 9% gk (5):789—793.
JEI]. 2985 W5, 2010,30(4) : 755—760. [19] 2%, T8, kB, 5. 4 PhoKug M £2 Y b &t i M 2 Uk
[16] MRAEI T E ), 2R 08, 55 . % i [ 00 o 32 @ 7Kg £ I 1) 56F 5E A 0% fo BE R M s (]]. KT R
FIEMER )] TR, 2002,12(6) :24-25. 2014, 33(9):591—593.
[17] JTHA, &, X S He, S5 55 I 4 20 0 40 08 1 7% 4 ) T (m# . pET)

Improvement Research on Thrombin Titration of Hirudin Content of Yunnan Poecilobdella Manillensis

ZHANG Li', LI Zhiyuan', FENG Yunfang®

(1. Yunnan Institute for Food and Drug Supervision and Control, Kunming 650011, China;
2. Kunming Medical University, Kunming 650500, China)

ABSTRACT: Objective To improve the Hirudin content determination method of Poecilobdella manillensis. Methods The effect of
using white porcelain plates method, two kinds of thrombin solution concentration, several kinds of titration volume on the results of
content of Hirudin was studied; The results of 5 batches of samples were compared by two different methods. Results The white porcelain
method was used, using two kinds of thrombin solution (40 NIH*mL™" and 20 NIH+mL™") and several kinds of titration volume (1~5
wL), once every minute, the accurate consumption volume of the test sample was determined with two different concentration of
thrombin solution, after preliminary tested with the higher one. The blank test was increased, response time was limited for 10 minutes;
The linear range of Poecilobdella manillensis was 0. 00678 ~ 0. 0597 (r=0. 9983) g-mL™", The content rang of Hirudin in 5 batches of
samples was 156. 68~234. 25U +g"', the RSD of repetitiveness tests was not more than 5%; The sample solution was stable under 4°C in
24 hours. Conclusion The improved method was simple and quick, more repeatability and accuracy than the original method, it can be
used as a new content determination method of Yunnan Poecilobdella manillensis.

KEY WORDS: Yunnan Poecilobdella manillensis; thrombin titration; hirudin
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Evaluation on Quality Control and Stability of TCM Unguent

CHEN Jinfeng, JIANG Lei, WANG Kun, GUO Huaiyu, JIANG Jialong
(Traditional Chinese Hospital of Luan, Luan 237000, China)

ABSTRACT: TCM unguent refers to semi—solid topical formulations, constituted by medicine, medicine powder, herbal extract
and suitable matrix. In the present, it is the focus of research at home. The quality and stability of TCM unguent have important
influence on its performance. This article summarizes the research progress and development of TCM unguent in recent years, including
the selection of matrix, quality standard and its stability. Problems related to quality and stability of TCM unguent are discussed in this
overview, So as to provide reference for the quality and stability of TCM unguent.

KEY WORDS: TCM unguent; quality control; stability evaluation
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