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FRIE AN K pH B RE BLAR T, ) & 3 Bl FGFC1 4t 77, i i 4 W . FGFCL & & . pH 1E b % 5836 b5 4%
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ML AR A e LA JE S0 i A A S 79 o
T B AR T 5 R BB, B K R ST R
205 Y IUERTRE RS 2 i A PN e 5N 4
T NELR) 51% 320 378 8 o8 R e M g 458 1
BREIFET N K. 2l Bk ok A B 1k K% I e A 2E 0 &
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LERH A RIRAE B 0 i PR E WA 2
RN S 2T R R 5
— UL 58 I RV 2 25 W AH Eb , ARV A 1 9% U
ORI /N S T 2T S M AL A, B g Ak
(SN N NS S S ) W=

7 G- I DA T T T K TR A R
FG216 Q™= A8 T — B B LR i 6 1/
A% FGFC ( Fungi Fibrinolytic Compound
1), 8 UL I 5 55 | s R 2 737 2 00, S 7
BIA, 73T 869, 5y s T R B 4 A5 HLAK 71, ik
WTK PR SRR IR AT M FGFCI
TR AR IR AL 54, 25830 12
R B2 2 22,37 min'™ [HE,
P T B VAR B AR . IR AR 2 e I
TR VB VRO TR IR T ' B B AR A R S R S R
SECFGRCT 3 LA BRI R T H232 1) 338 o 30, T
H I RE FH T 20O LA 2 | 20k i 4 28 25 2
SETRYT I S 0 70 2602 T S 00 28 AL R i R
FGFC1 XEVS T 7K W pa , il 25 VR T Ht 5 HA dE
RIS o AR, TR R 24
st ) 350 A 7 R A A B R Y, LR A EAR IR A B T
BEAT , A 254 5 23 LE W3 ) 80 AR AR
R TR RIE A % B R &g 1 AR
BB AT FGRCL il ;e bR L 7T R Ay 22 2 A
B T 2R HEA TS .

BRI

1.1 #R5iE&

FGFC1 SR T Ll e KoL ==, 4l i >
98% , LR R ATal, F R (3 4l , Lt 2
b BR 2, H 8RB0 24 O, Bk IR 2 B0 R R A
R T S VR A L A PR R UK R
BRGS0

FHEALARF N Agilent 1260 735 OB AR 35X |
LB FD-C-50 H25 ¥ R T ML A28 % LRH-150-
YG 25k i 55 .

1.2 HPLC ##&ill FGFC1 By & 8 R Al 1T 1T
Oy
1.2.1 ks

{63 1 Agilent ZORBAX SB-C18 #1: (4. 6 x
25 mm, 5 pm); W 1 mL/min; JBHAR: V(T
FE): V(0.05 mol/L Z R ZEMEL) = 85:15; 4%
SN 2265 nm i HEFE R 20 L A E
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1.2.2 ¥ mc

(1) %F BR G T K - B3 12 FGFCL X IR, K
WFRE 1.0240 mg, & 10 mL AR A R, HBE
Vsl ERBZNE AR TR (2) A
VST GE 5 FGFC1 By 771, K & i, #1100, 2
mL B F 10 mL 25 50 b, A o 5 & 20
(3) BRI X BV - B FGRCT By 71 1 2 1 sk
TR ARE , R A TR IR L
1.2.3  RGeiE NS5

BBOGT RS R A 3t Vs YR B 2 % R
7 W W e S L 1 B = 1 A
1.2.4  frifEphgk

KPR FGRCL FRife il B T4 s, W
FEAS, VA R B o AR U R B, T 8k
JuHE 2 0. 64 ~ 256 pg/mL (1 4R 7 i %, LA
L2, LGSR, JF H DL FGFCT TR AL (A)
HYNAERR , B HE R BE g/ mL) Dy AR A, 4T
LepEml
1.2.5  H W% IR

B K3 SR BE AR TV, SRR S
K, 28 R BOBOR HERE A I 5 31430 RSD A,
1.2.6  H[ADKS % B 56

I G 3 AR B R HERE 1 WK, TESE 3
K, G RGRARERE R I IS 155 RSD {H .
1.2.7 i e e

K BRI FGEC At AR fb i o, I i il —
TEWREE S (FGFCL ¥k 22 103,22 pg/ml)
SRIG A 102. 4 pg/mL () FGFC1 5 #E ¥ W
1.6 ~2.4 mL, PRGN 5 115805 X Ak (=] iR
K RSD {#,
1.2.8 EEMERAE

L6 e, 3 1.2 1 SR bR I
FGFC1 45 % RSD {i.,
1.3 &7AFiE
13,1 BB 281 i %

FGFCI FERRMEZCMF T A X R AE , ke 5 sk
LU KRR R B L R R A | 25 IR R AN L L6 AL
PR LN 2R S5 O Bk SO A Sy B 9
1.3.2 s HE e

i BV R RIS AR YR FGFCL 5 B
HHe (B kb 1:0.5 . 1:1,1:3 1: 5110 1+
20 ) iy B 90 (9 3, B34y B FGFCL 20 mg, Jin
Aglifb/Kk 2 HE LU fTHE FGFC R .
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1.3.3  Bhisslfese % 5%

BALEH 3 iR MG BT 30 CHE K
7K 24 h, % %< FGFCL (fg ek
1.3.4 I FIRI ISR b

VePE HER I R A A LR A RIE R, K
FGFC1: Bhya 7 WRIE ¥ — 22 LR A, i AGE
ALK TG A - 20 C kAR s k4T
BT ( -48 C FRT 48 h) B AL S 1AM
1.3.5 WIEHHEEEE

TR TEE 1) 40 0% o2 6 o 1 R il 1 0K = A
— 5 BIRZ IR, i 4 ASTR] He 49 (FGRCL = BRIE 1)) B
R ETRURE &, 2 S AL
1.4 MHFIERREEE
L.4.1 pH pyillE

PR BRI oE  af A b K A2, T A I
E pH,
1.4.2 AN RS 35 1] 2

FYEFFRE f, SN ULHEIR LR, Tk 5 IR 38 s
it FFEAC ST AT ERAE 3 15
1.5 fHEMHRE
151 5% M B

BEARARIG A9 3 Bl B B 00 RE R A H 2%
PO SRR A R SRR A R /K T 5 50 mL
AT A, 3FF 30 CHEIE/KIA 24 h BP0 F
EME, 43T 0.4 .8.12.24 h JURE, i 2 FGFCI
i, 50 h ML,
1.5.2 SZmREHLE

A3 AL G 3 R TR BT FIRE L 4% 3
HE, 43 TR ER AN AL R BR AN AL AN L R A,
AT R SEOEIR TR E R (5 d A
10 d) BURE, FF R AR f e FGFCL & &, 5 0 d
MR,
1.5.3 ks

Gr B EAL G 3 R TR AT FIRE L 45 3
e, 43 AR ER N AL B BR AN AL RN L R A,
FEEECE T (40 £2) C AXREE 75% 5%
2k A, 25+ 0.1.2.3 M AK
M FGFCT 1y & A b pH I U5 SR .
1.5.4 R

A3 AL G 0 3 R TR BT FIRE L 45 3
HE, 43 AR ER AN AL R BR AN AL RN L R A,
HEECE T 4 CUKAEH, T 8 A HEM 3 4k

E581f) FGFC1 &5t . pH Ff LS
1.5.5 B

KH SPSS 17. 0 #4751t 70 b, 1H i 5%
B X £ S FoR, A bR BCR 7 22508, it — 2
PP HE R H LSD-t f . P <0.05 A&7 8
o
2 4

2.1 HPLC EHIRTITHEM
2.1.1 ARG NPET L

T R] D 3 o %o 3 24 06 TG T4, il RE X
FGFCI MRzl A7 T4 o

b 5539
140
120
100
80
60
40
20
oA
1 2 3 4 5 6 7 8 min
" (a) Xt H8 Histandard
u 5459
70
60 \
50
40
30
201 1380
10 1509
o —alodl
1 2 3 4 5 6 7 8 min
(b) iR test specimen
mAu 1388
10
8
6 1517
4 592
2l |
0 1.
1 2 3 4 5 6 7 8 min

(c) BHEXTHE & negative control

1 FGFC1 gy HPLC £ H
Fig.1 HPLC photograms of Fungi
Fibrinolytic Compound 1

2.1.2 frifEhsk

i HPLC A 25 SR A5 B An i it 2k S 2k
60975 .y = 21. 631x + 6. 248 7,R* = 1. 0000,
I FGFCI 7E 0. 64 ~256 pg/mL Y[ P, 4 4 it
e T A R CR
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2.1.3 HWHNKEZE (n=3)5%450.38% 0.47% 1.41% , i &5 &

REIEE R, b 3 MR RSD {f
(n=5)4353150.10% 0.22% 0. 48% , il & &
ME T7 VR H MR E RLAF
2.1.4  HIAK %

REIEE R, R 3 MR EE R RSD {H

2 T5 3R 04 F TRDRG o BT
2,15 fnEEEMR

H1Z% 1 R, P2 [l iR 98. 72% ,RSD =
1.16% (n=9) , i &5 5 0 5E J7 3% n] SEdhas o

F1 EEEIKE
Tab.1 Sample recovery rate n=9
FEfh i/ g AL g S g SH B % RSD /%
sample weight standard addition amount measured value average recovery rate
206.44 163. 84 367.39
206. 44 163.84 370.75
206. 44 163.84 370.57
206.44 204.8 408. 80
206.44 204.8 405.39 98.72 1.16
206. 44 204.8 405.21
206. 44 245.76 450.57
206.44 245.76 448.80
206. 44 245.76 449.30

2.1.6 TmEMAR

Friigh KK W], RSD =0. 68% (n =6) , Ui.H]
FGFCI f) HPLC & & Jrik A T R AT .
2.2 RATHIE
2.2.1  Bh IR I 2 Y i

H1¢ 2 Wl L I LG R L Bk TR 4
() B ORI, BT LR B IR AR g By i 70 Vs e
& R E S ST L B ADE, BB L

*r2

SR AN R AR D B R

HIZE 3 AN, L fRAL (1:5) BclR =i ae
(1:0.5 .1+ 1) R Mo i (103 ) By B ROR
Uf  (EBRER A EHAL (1: 0. 5) W Al BEAS TR 4 1+ 1
OB, MR A2 10 3 SR T 105, o LA
EMIR AN (10 1) LB R4l (1:5) AR
BAZE (1:3) B AR e

A B AT A R R

Tab.2 Solubilization effects of different cosolvents

B B/ (mg/mL)  solubility
cosolvents 1:0.5 1:5 1:20
e _ - 0.58 +0.03
Calcium benzoate
ﬁﬂ%ﬁa%m - 2.50 £0.01 0.8 £0.08
Sodium citrate
=g
LBEm 6.66 +0.03 10.03 +0.15° 6.67 +0.03
L-lysine
LS
L_ﬁﬁ.& 6.67 +0.03 6.66 +0.07 2.87£0.03* "
L-arginine
Ty
A 6.66 +0.03 2.20£0.06 " * 0.83+0.06° *
Sodium bicarbonate
- AR TR 4
AU - 2.84 +0.08 2.03 £0.06
Sodium deoxycholate
T - 2.14 £0.07 0.83 +0.04

Sodium succinate

0" R 5 1:0.5 4, P <0.01;

Note: ™ * indicates compared with 1:0.5 group, P <0.01.
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®3 AELGIBAEFIAERIR

Tab.3 Solubilization effects of different proportions of cosolvents n=3
BhiEH R/ (mg/mL)  solubility
the proportion of cosolvents 1:0.5 1:1 1:3 1:5 1: 10 1:20

FGFC1: iR 284
FGFC1: Sodium bicarbonate
FGFC1: L-ffi & [
FGFC1: L-lysine
FGFCI: Fiik IR M
FGFC1: Sodium citrate
T - FRMMAKRRIKIGII AR GETE 2, INERCR AW B, KR8 FGFCL: R A M (1: 1) MEN X B4, M 22 ik B35 (P <
0.01) #3/R% FGFCL: LB iR (10 10) FF N HR L, B 4H 22 Rl i 38 (P <0.01) 88 FR FGFCL: MU (1:3) /R N *I IRA, PiZH 72 =
Wi (P <0.01),

Note: — indicates a large amount of water added is still not completely dissolved, solubilization effect is not obvious.

6.66 +0.03 6.66+0.02 2.85+0.04"" 2.22+0.03"" 1.05+0.03"" 0.83+0.06""

6.66 £0.03"  6.66 £0.06" 6.66+0.04" 10.03+0.15 6.66 £0.07* 6.67 £0.02*

- 2.85+0.07%  3.33+0.05 2.5+0.01%%  1.00+0.04% 0.8 +0.08%

** indicates there is a

significant difference between the two groups [ FGFC1: sodium bicarbonate (1:1) as control group, P <0.01].* indicates there is a significant
difference between the two groups [ FGFC1: L-lysine (1:10) as control group, P <0.01]. &
two groups [ FGFC1: sodium citrate (1:3) as control group, P <0.01].

indicates there is a significant difference between the

2.2.2 W RIRRE TR B 5L 2.2.3  WIEHIFRE B ] B 1%

& 2 AT, 3 ZHAE i FGFCL & 5 i A W] R 4 AT, H R R IR BORGT , Rk
B, BT 3 R R FGFCL /KiEwoe  HEERAERBIEN, Hi 5 ~7 Al 24 FGFCL:
R BRRRES: H 2R = 15 1: 5 FGFC1: L& iR: 1

B = 1:5:10 FGRCL: HMml: Haams =1:3:
—— KRS S sodium bicarbonate WAL IS
——L-JfiZ 8 L-1ysine 10 B, B EF RSN R 4 B A2 B I F 30 s,
E 100,00 —A— HIER AN sodium citrate
e F4 BEAHBELER
I3 g Tab.4 Shaping effect of excipients
402 50.00 P— s
= g IHZ | excipients AL appearance
& § . H & E Mannitol [ R/ R R =
= 0 4 8 12 16 20 24 FLHE Lactose ROIR B ARG AL 1
FHIRl/h time H I Glucose AR ASGI R I i

B2 BhiEf-FGFCl KB RMIRE S
Fig.2 The stability of cosolvent- FGFC1
aqueous solution

RS FERELHEEXSHRE SN T BN SRR 58
Tab.5 Effect of different weight ratios of mannitol on the appearance and redissolution time of freeze-dried

powder with sodium bicarbonate as cosolvent

FGFCI: kIR H iy S K/ s
FGFCI1: Sodium bicarbonate: Mannitol appearance redissolution time
(KRR} BiAl S 40.33 2,527

1:1:5 Bibs JGH 25.00 +£1.73
1:1:10 Bk S 44.33+1.53* "
1:1:20 Bk S A 79.67+1.53**
1:1:40 Bk D I 535.67+2.52° "

T FORPIH R (1 15 AR IREE, P <0.01)

Note: ** indicates there is a significant difference between the two groups (1:1:5 as control group, P <0.01).

http: //www. shhydxxb. com
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F6 ATRERELHTBENS L-BIRERRT MM SR B i i3 0m
Tab.6 Effect of different weight ratios of mannitol on the appearance and redissolution time of
freeze-dried powder with L-lysine as cosolvent

FGFC1: L e H &
FGFCI: L-lysine: Mannitol

S SRR/ s
appearance redissolution time

1:5:1

1:5:5
1:5:10
1:5:20
1:5:40

B TR KR I 64.66 £1.53* "

Bk A K 35.00 £2.65*

5/ N 01 I UR 22.33 +0.58

B G A 51.67 +3.06 " *
B A -

TE: " RO 22 R B (1:5: 10 /0 HRE P <0.05) o ™ " FIR I 22 AR 35 (1050 10 /E AT R4, P <0.01) ¢

Note: " indicates there is a significant difference between the two groups (1:5: 10 as control group, P <0.05). *
difference between the two groups (1:5:10 as control group, P <0.01).

* indicates there is a significant

xR7 ARERELLHBEEXRMGER R T BT S0 E AR E B 0m
Tab.7 Effect of different weight ratios of mannitol on the appearance and redissolution time of
freeze-dried powder with sodium citrate as cosolvent

FGFCI: Mtk mesh: H #m

S RIS A/ s

FGFCI1: Sodium citrate: Mannitol appearance redissolution time
1:3:1 BiAL H PR 757.67 £4.04*
1:3:5 AN e 40.33 +1.53°
1:3:10 BiFs JEH 25.67 +0.58
1:3:20 GRS L S 2R 66.67 £2.52*
1:3:40 GiFs A RS2 167.67 +2.52" "
TE: " " FORPILL 2 S 0 (1: 30 10 /X B4, P <0.01)

Note: ** indicates there is a significant difference between the two groups (1:3:10 as control group, P <0.01).

2.3 MHFHIHERREER
2.3.1 pH
H1 % 8 A, Mok BR B 4 1) pH BB 422 3T 1M VY
() pH,
x8 3 MMEFIERL pH

Tab.8 The pH value of three powder injection samples

iaawiill iy

H
The composition of powder injection P
FGFC1: iR HEgmE(1:1:5
BRIR U5 H R ( ) 9.20 £0.06" *

FGFC1: Sodium bicarbonate: Mannitol
FGFCI1: L-#fi% R H#&EE(1:5:10)
FGFCI1: L-lysine: Mannitol
FGFCIL: MRk R eN: H & mE(1:3:10)
FGFC1: Sodium citrate: Mannitol
e RN 2 AR R (FGFCL: MR A H 8 A S X IR
4H,P<0.01) HFIRPIH 22 5t 8 3 (FGRCI: BRR S ol H- #g s
fENXTHEZ , P <0.01)
Note: **

9.53+0.03**#

6.86 +0.03

indicates there is a significant difference between the two
groups ( FGFC1 : Sodium citrate : Mannitol as control group, P <
0.01). ™ indicates there is a significant difference between the two
groups ( FGFCl1: Sodium bicarbonate: Mannitol as control group, P <
0.01).

2.3.2 AN RS Vs TR] I

FH S 9 AT, 3 ROk £ FE b 1 52 3% 5 [R]AIG
F 30 s, HAMPIGTR AN 2 7% 3 B e, 3 2l ALY
R
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2.4 BREMEKE
2.4.1 5 HEWAEIYE

F & 3 T B R A 2 A L 2 R AL R 4T
FURE AR AE 3 PR BEARRRE  MAR RN AL AL 7 2
PR BRI e, TR B K PAERE
2.4.2 WA ZIRL

Kl 4 2] st A T L s PR A A R
TE TR S AN 25 M R A A A — o R Y
fi#, FIXRHEEE 90% +5% WY B 40T, MR
BN AR E , L 2 IR 2 A e A AL AR —
FE TR I R, LB R S AN 2 R A R R, AR X
MR 75% +5% By M4 T, Mgk IR B 41 BE A
Fo , L-ii 2 PR 4 P i S AR AL 39 — e R B 1)
Wit , I HL. - 2 R AL 1) o i A o T B R AN
4, 60 CHA0 CEpi &M T, i A
BRRE T L-F A R4 5 ki R AL 8 A — e e
FERIRERE . PRLG, MO R R A A 76 R i A5 1 T s
FE , TE Bl FsROG A N ANERUE , L 2 R 21 7
SEGEE T RUE, E SRS m R AT AR,
SN2 =R S S N N 3 1B 9 N i P 74 74
LT R IR R N R, TE i T 5RO SR
AR E M, H AR R AN TR] R R AN (]
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Tab.9 The apparence and redissolution time of three powder injection samples n=3
LRl s JnzK &t/ mlL SRS/ s S
the composition of powder injection the amount of water redissolution time apparance
FGRCI B 2 f . HEERE(1:1:5) , .
FGFC1: Sodium bicarbonate: Mannitol 20.00 £1.00 FE A
FGFC1 | L-#i % B8 . H &% (1:5:10) . " o
FGFC1: L-lysine: Mannitol 20.67 +1.53 Bkl B RIAR IR
SFC1: TR AN H R (1 3
FGFC1: Mgl Hag¥(1:3:10) 15.33 £1.53 B B

FGFC1: Sodium citrate: Mannitol

" R SHGIR N 25 e 25 (P <0.05)

Note: * indicates there is a significant difference between the two groups (FGFCl1: Sodium citrate: Mannitol as control group, P <0.05).

&= AR Sy Wiglucose injetion
0 —ﬁ—flgﬂﬂﬁum&ﬁj‘&physmloglcal saline injection
- H‘%@?}Eﬁﬁ&mmml injection

100. 00 9= -

,_.
o1
i
S

50.00

FGFCI&&2/%
the content of FGFCI

0

0 4 8 12 16 20 24
AtIAl/h time
(a) MR I4] sodium citrate group

—9—% T B glucose injetion
FREL KIS ﬂﬁphyswloglcal saline injection
H RS manitol injection

100. 00# & * $ 2

150.00

50. 00

FGFCI& /%
the content of FGFCI

00 4 8 12 16 20 24

AfTE/h time
(b) L- & B4 L-1ysine group
lucose injetion

—— RS
150. 00 =43 ELKITE 1(ﬁphyslologlcal saline injection
ﬁﬁ@?&%ﬁ&mmml injection

100. 00 #——8=——mst~

—

o
e
=3
=3

(=}

FGFCI&E & /%
the content of FGFC1
(=]

4 8 12 16 20 24
FAl/h time
() BE4 sodium bicarbonate group

3 MSEFHEFRABRPHEER
Fig.3 The stability of powder injection in

common infusion

2.4.3 i

HIZ% 10 Al J0, e 3l 25 7 FilcE 3 4
H IR S A 3 150 B Sh LB A AR AL, iR
AL LR R 2 A BT 50 B AL A T R R
16,3 dUBrETFRI pH B0 A B AR E (R 11) .

S W], MR 20 &5 8 B e, Bk PR 4
R, L PR Kt ik e %2
2.4.4 fRRIAE

HIZ% 11 AP IR T ek 8 4~ H M ik i gl
HSMILICALAL , TR B 2H B L1 R 4 AP L
WA RA . %12 K6 R RN T,
3 M EHRI FGFCL (5 Iy pH FEA AL

3 e

AR IV VR TR EOR il £ FGFCL R T8y
550, ¥ VR TR AR T X6 AR R 7 5 W
AFEMZ5Y . T FGFCL (gt 2, Hok s
TRAESR G R IR 9 E LR S T S BATRE X
TRE R AR T 1 45 FGFCL A3 5tR. UR T4 &
FIEA 8 PRI S K AR 5 T IR A B FE
5[15] 3
TRk 25 B v v RTAERE A B
o BERERNTA TS AR 25 B B 00 45 A8 R A
A AT e PR . AR SCARHlE FGFCL K
ERIR 5 A SR R RS E TE SRR A% F T A
XA B RV, 26 5 Ot kP 40 Joie e 4 R N ik
PR AN SFVE R B R o AR BV ORI A T E
TEFEAN R IR B L Tk IR mem L1 2 FR A oy B %
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Fig.4 The influence of different factors on the stability of powder injection(n =3)
* RN SGMGIRINA 22 7 B35 (P <0.05) . " * TR SHGIR I 22 el ik 2% (P <0.01)
# RN DI 22 5 1835 (FGRCL: BRIR UGN H BB X HRZH , P <0.05) . ## Fon WA 22 7l 3 (FGFCL: B IR U4 T 88 B AF g %o IR

H,P<0.01),

# indicates there is a significant difference between the two groups ( FGFCI: Sodium citrate: Mannitol as control group, P <0.05). **

indicates

there is a significant difference between the two groups ( FGFC1: Sodium citrate: Mannitol as control group, P <0.01).

# indicates there is a significant difference between the two groups ( FGFCl1: Sodium bicarbonate: Mannitol as control group, P < 0.05). ##

indicates there is a significant difference between the two groups ( FGFCl1: Sodium bicarbonate: Mannitol as control group, P <0.01).
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Tab.10 The appearance changes of the powder injection sample stored for different times period n =3
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Tab.11 The pH changes of the powder injection sample stored for different times period n=3
i will (V5] 1A 21 A 31MA
Powder injection 0 month 1 month 2 months 3 months
AR A
. ﬁ?fé%ﬁa?:k’fl’\],ﬂ 9.07 £0.05 "~ 9.04 £0.06 * * 9.14+0.08 " 9.12+0.08" "
Sodium bicarbonate group
-Hf A R 4
L*ﬁZW&'H 9.51 x0.04 " ** 9.18 £0.03* ** 9.01£0.05" " 9.01 £0.05**
L-lysine group
L i3 Ay 4]
fﬂ%lﬁaﬂ’\],ﬂ 6.79 £0.04 6.87 +£0.01 6.87 +£0.02 6.94 +£0.01
Sodium citrate group
) o R B £13 EAERHES B RMHE LR pH
5 1200 n;ﬁo}dﬁg@gﬁ%gﬁbonate Tab.13 The pH of powder injection sample stored
ﬁ% 200.0 so%%ﬂ @fziitrate in 4 °C refrigerator for 8§ months n=3
S 80.0 ol il
o L-lysine et 04 A 8 11
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SE 40.0
ES o Rl
= . Sodium bicarbonate 9.07 £0.05" " 9.07 £0.08" *

(=]

ES IEIRE X FIRE SR M (n =3)
Fig.5 Accelerated stability test of
powder injection(n =3)

" BRI 2E AR 3 (FOFCL: MR N H e B A1 Dy X I 4

P<0.01) " " FRMAZEF R (FCGFCL: Mgman: H g2 mft

IRTRRZL P <0.01) o # FRRPILH 2257 i3 (FGFCL: BRIR 4N
HEREAE X HRAL, P <0.05) o ## FIRPIL 2 540 . 3% (FGFCL:

BRIR VBN H SR A X IR, P <0.01) .

* indicates there is a significant difference between the two groups

(FGFC1: Sodium citrate: Mannitol as control group, P <0.05). **

indicates there is a significant difference between the two groups

(FGFC1: Sodium citrate: Mannitol as control group, P <0.01). #

indicates there is a significant difference between the two groups

(FGFC1: Sodium bicarbonate: Mannitol as control group, P <0.05).

## indicates there is a significant difference between the two groups

(FGFC1: Sodium bicarbonate: Mannitol as control group, P <0.01).
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Tab.12 The appearance changes of powder injection
sample stored in 4 °C refrigerator for 8§ months

n=3
M 01 A 8 1A

powder injection 0 month 8 months
IR wE KR e RZ
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L R A HENARDy y
L-lysine group VR TN KB s

£k Y
Rk AL PGB B
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group
L R4
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IR ERENA
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TE: " FORPIH 22 R 3 (FGFCL: MR AR A H S8 BT X 1R
H,P<0.01) M FoRMIL 2 R B (FOFCL: BRIRZUHN: H R AR
YE Xt B2, P <0.01)
Note: *

9.51+0.04*** 9.56+0.02* **

6.79 +0.04 6.76 +0.01

* indicates there is a significant difference between the two
groups ( FGFC1 : Sodium citrate : Mannitol as control group, P <
0.01). " indicates there is a significant difference between the two
groups ( FGFCI: Sodium bicarbonate: Mannitol as control group, P <
0.01).
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Fig. 6 Effect of low temperature on

powder injection(n =3)
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A study on the formulation of FGFC1 power injection

XU Beilei'?, WU Wenhui',
(1. College of Food Science & Technology, Shanghai Ocean University, Shanghai

ZHU Quangang”, TIAN Hong’, ZHANG Ruoxi’
201306, China; 2. Yueyang Hospital of
Integrated Traditional Chinese and Western Medicine, Shanghat University of Traditional Chinese Medicine, Shanghai 200437,

China; 3. Affiliated Hospital of Chifeng University, Chifeng 024005 ,Inner Mongolia, China)

Abstract: To optimize the formulation and preparation technology of Fungi Fibrinolytic Compound 1
(FGFC1) powder injection by experiments, the appearance, drug content, water content, redissolving time
and pH of the freeze-dried FGFC1 powder were investigated to determine the best formulation and preparation
1:3:10, -48 C freeze-dried
for 48 h, the appearance of the powder injection is well, the average redissolving time is (15.33 £1.53) s,
pH =6.86 +0. 03,

injection. This freeze-dried power is stable in high humidity conditions,

technology. When the formulation craft is FGFC1: Sodium citrate: mannitol =

concentration of FGFC1 has no obvious change in glucose injection and mannitol
and has a certain degree of
degradation at high temperature and strong light environment, and drug properties are very stable under low

temperature conditions. The FGFC1 freeze-dried power formulation is reasonable, and the preparation
technology is feasible.
Key words: FGFC1 ;

power injection ; stability; formulation
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