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Abatract: Objective To monitor and evaluate the quality status of gastrodin injection. Methods The mode of statutory testing

method and exploratory research was adopted. 200 batches of the collected samples were tested according to the current quality

standard, the tested results were statistically analyzed in terms of pH, related substances and assay. Several exploratory researches,

including the study on related substances, measure osmotic pressure, screening EDTA-2Na and the study of safety of in situ

injection, were carried out on the basis of security and effectiveness. Results Statutory test showed all the samples conform to the

provisions, qualification rate is 100%. Impurity profile was established by exploratory research, the study of measuring osmotic

pressure showed the incomplete description of medicine specification of partial company, screening EDTA-2Na and the study of

safety of in situ injection showed the negative reaction or qualified results. Conclusions The overall quality status of gastrodin

injection was good.
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47K 4R 5 it 1E R R DKB-600B 2 Hi #hfe i 7K
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R R 20 B R 24 R e B AR it
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Ji7 53 0>98.0%) 5 AL AN VE S W CIL S 250 mL:
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Fig.3 Scatter plot of total impurity amount of 179 batches
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o, 4k G #E 390 mOsmol/kg /£ 45 , 4\l D #E 400
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Fig 7 Box plot of osmotic pressure of 18 companies
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Fig. 8 Pathological image of muscle stimulation test
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Fig. 9 Pathological image of blood vessel stimulation test

4 g

AR SCIE ISR 200 SUAE KL 2 AR AERT 30 5 45
HIRB MW IT, X KK 230 B AT 0 5 SR it
17T &TTALVEN oy i o R bR e R, 4230
M RITFEME . N5V 25 =, [
e VA AT R T W R AR R LR AL R 2
G RYIFE e W E MG, TP R T H XY R 1

TR MW T s AN [ A olk (0 4 07 B AR T, KRR &
TSR SO B R T 45 250, TT R T 1808 R BE R
W JEF1 EDTA-2Na ¥ I R 2R M0 70 5 RIRR RV
SEPVBAE L PR S % e B T 9 R b 2 245 07 1, TR
J& TSR AT IR R . &R
FAETI TR, 50 5 4 Ml 24 & 350 0 15 i A )
X T B R R A T S K R 5 3 2
bVt B A, 52 5 EDTA-2Na 07 25 K v 51 71 J=) 38
AR TS R R BRI R R
T SRR R R BT

Sk

[1] & oCHh, mAss . RRGEA A ] FAH R S5E
1, 2000, 2(6): 21.

2] BA—UK, fE AR, 5 5 & AR [J]. 5t
2B 4, 2001, 23(4): 852.

[3] R, BRFF Y, 224 K. ORI E IR T AE I RS 20 ik A1t if
AT AL [I]. ARG IR EL 2, 2002, 3(11): 56-57.

[4]  XUZELy, R L, 48 ST, 45 . RBRE SRR 9T S X
G RS [J]. A R e 25 A SRR 7, 2002, 9
(2): 8.

[51 [R5 brE: fb2p2h 8y briE BT E Sbr ik . 55 16
M [S]. 2001: 214.

[6] WS,-XG-023-2001-2014 [E 5

[7] rREZ[S]. —&6. 2015.

[8] Z &, EHile, #ER. mﬁzﬂﬂﬁéiﬁéiﬁiﬂ%ﬁ@ﬁzlﬂj
By T R E S KRR S E ] R
2012, 10(7): 506.

[91 skE4, skBEB, & I, 55

[1§%ﬁﬁA

SE IV

2 bR [S]. 2014,

o RRR R S R ) 2 R R BT
%, 2017, 37(9): 1687.



