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Comparison of the stability of Human Coagulation Factor VIl before and after marketing
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[Abstract] Objective: To compare the stability of human coagulation factor VIl (FVIl) products produced by
Sinopharm Shanghai Blood Products Co., LTD(SSPB). Methods: Firstly, three consecutive batches of FVII
products before and after marketing were selected to investigate the differences in appearance, re—dissolution
time, visible foreign bodies, osmolality, water content, titer, protein content, specific activity, and chemical
residue. Then the stability test of the finished product was carried out to compare the differences of key quality
indicators (such as appearance, re—dissolution time, visible foreign bodies, potency and specific activity) in each
before and after marketing stage. Results: The verification results of three batches of FVIl products before and
after marketing were qualified, and the differences were not statistically significant (P>0.05). The results of
accelerated test and long—term test showed that the test results of all stages compared with 0 month(the results of
appearance and visible foreign body showed no significant difference, the detection values of re—dissolution time,
titer and specific activity were fluctuated) still met the requirements of the Pharmacopoeia of the People's
Republic of China 2020 Edition (Part III). There were no significant differences in the titer and specific activity
of FVIl before and after marketing (P>0.05). Conclusion: The quality indicators of FVll products produced by
SSPB had no significant changes before and after marketing, and the FVIl products were stable and safe.
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2 1 FVILE T /5 R i o 45 3

VB BE IR IR P/ TNBP 5/ &/ Tween-80 5% F &/
Ky &R (%) LEiE T/ (IU/mg)
ity (mOsmol/kg) (ug/ml) (ug/ml)
b TTEG LA b EdiE b THT ki )E T kWA b TTEG ks

1 257.0 270.0 1.2 1.0 433 30.7 1.9 0.8 41 34

2 304.0 270.0 0.6 1.0 32.5 34.6 1.0 0.8 46 60

3 302.0 258.0 0.6 1.0 40.0 43.7 1.1 0.6 44 39
Xts 287.7+£26.6 266.0+£6.9 0.840.3 1.0+0.0 38.6+5.5 36.3146.7 1.3£0.5 0.740.1 43.7£2.5 44.3+13.8
F 1.9 1.0 0.2 4.2 0.0

P 0.2 0.4 0.7 0.1 0.9

Z" Y, HA RO 24N H . AR ERT/ G &% s 3t
A FE IR VIR S e N RGN [ 24 4 (2020400) ) =35
S(TRTRR “AGITRERT ) RN I A R e i N IRV
32 A TE FIFE ) A R B AT R R AR 5B, TEAfIA %5 00 T i e
Pk S5 T RS e R 7L, LR b T A1/ 5 F VIS 0058 & i 1)
ZEF M, NP4 AR VIR B9 -

1 MR 5H®

L IR 5%

TR/ R & 3R RV e [ 255 A i ) o R
O\ A% 2 3 =3 R A S R i 4%, R L 3RS

STA Compact 4 H ) ML &L/ A : ¥EESTAGOAF]; XD683
BRI BRI ST 3 A TR A F] ;. QSMOMATO30%!
VKBIERAL: f8[EGonotec A,

L 2Aik

1.2, L

HEH TR/ J5 #5 SHEVRE VIR &, 2 58 24 i = 35 SR AG
SN SRR AT LR, BB R KSR
HEMEEASEZN) . B8R =T (tri-n-butyl phosph
ate, TNBP) 7R FE &, %R 1LIZUMES0 (Tween—80) TR Rl o

L. 2. 2R e HERFF 9T

P M2 8 = 3940248 T RN St AR e VBT AT, E B AP
VISei B 70 EARTTA] . AT L4 iy Eeis S Feds
TR/ 5 ARG L, F5 2504 A st Fa g A7 B IR K 22 43
i, Beds BT/ S AR RR N 2 R .

(1) RS ;s 43 B BEALIE L T 1 A1/ J5 3% SHEP VIR A &
B TR (25£2) C, HEXR Ly (60£10) % HEEG M 24 T
EANH . ERIE IR H AR 64 H K7 BIHUEE, HAH <
JR AR bR o

(2) KIEG; 703 BEA LG EX BT AT/ )5 A SHEF VI A iy

B TR (513) C HBLI M4 TR E24N F . 2RI
ES 124 H AR FIES 2440 H 2R 23 9 U, Rr I AH 5% oL 48 b

1. 2. 3522757k

K HMicrosoft Office Excel 2021444t 20 #r i,
YA T AREZE I x+ sR0R, 24 LR BRI 5 22 5007, A
P>0. 05 9 BA Z 5 B EE

2 R
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F2 FVILE AT/ J5 R0 A0 e s Cinnss i)

H B (1IU/mL) EeiEtE (TU/mg)D
(i) S (i) EiE

0 12.7+0.6 10.1£1.2 38.6+5.5 36.7+£7.3

3 122402 10.7£0.5 393+5.5 40.240.8

6 11.7£0.7 11.84+1.3 40.4+54 39.942.8

F 5.0 0.2

P 0.1 0.7
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12 11.2+1.1 11.54+0.1 352433 34.1+3.1
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