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Abstract: Objective To study the safety of Ginkgo-ketone Dropping Pills (2275 Bl #L) in the real world, and to provide basis
for large-scale clinical application of Ginkgo-ketone Dropping Pills. Methods The adverse event (AE) and adverse drug reaction
(ADR) occurrence and their related factors, occurrence and outcome characteristics of Ginkgo-ketone Dropping Pills were collected
by prospective, non-intervention, multi-center, open and large-sample real world study. Results A total of 1084 patients from 29
institutions including the Second Affiliated Hospital of Tianjin University of Chinese Medicine were enrolled. There were 139 cases
of AE in 99 patients, with an incidence of 9.1%. The highest incidence of AE was infection and infectious disease (3.3%). Correlation
analysis showed that female patients, 60—70 years old patients, coronary heart disease angina pectoris (blood stasis syndrome),
community hospitals, patients with metabolic and nutritional diseases had the highest AE incidence of Ginkgo-ketone Dropping Pills.

There were 11 cases of ADR in seven patients, with an incidence of 1.0%. The highest incidence of ADR was gastrointestinal disease.

W BH: 2021-12-23
&N B i (1985—), 5, (ESANLRFTTAE, BT Ay G R4S & BA O ML .
«BIEMEE: x| YL, FAEEW, #dg, TR IEESS S BA O ILE Y . E-mail: xubo_l@163.com
RS, LAEEENE, Bk, WIS AT EARRO A IER S ¥ LAF . E-mail: zhaoyingqiangl 000@126.com



FEH 20202FE58 $£53% B 9W  Chinese Traditional and Herbal Drugs 2022 May Vol. 53 No. 9

» 2769 »

Correlation analysis showed that female patients, patients over 70 years old, coronary heart disease and angina pectoris (blood stasis

syndrome), community hospitals and patients complicated with hypertension had the highest ADR incidence of Ginkgo-ketone

Dropping Pills. Relative measures were taken for AE, including 131 cases with unchanged dose, two cases with reduced dose, three

cases with drug suspension, and three cases with permanent withdrawal of AE. A total of 105 cases of AE were recovered without

sequelae, and 22 cases of secondary AE were not recovered, and 12 cases were unknown. Relative measures were taken for ADR,

including seven cases with unchanged dose, two cases with reduced dose and two cases with drug suspension. All ADRs were recovered

without sequelae. Conclusion Ginkgo-ketone Dropping Pills have good safety in real world patients. Clinical monitoring of AE and

ADR of Ginkgo-ketone Dropping Pills should be strengthened to ensure drug safety.

Key words: Ginkgo-ketone Dropping Pills; adverse events; adverse drug reactions; prognosis; safety

AR o [ L B S5 5 1 iy 2020), 2018
A b R T R O SE TS FE N 12.018/7, A
BRI SBT3 A 12.824/ )5, b CoRiFET FITAEK
Fra B, sl ik AF AL AE (cerebral arteriosclerosis,
CAS) s&E N E DL, 72 W2 b L B4
JR IRV, oo AR i 0 ok BSR4 20 B 58 HY ) R 2
FE AR, H AT R IR T AT LA VR ER VA
ST R, SR E R 2 CIE KR B2,
PrEt i P AR 2555) 7 BOFRIEBITHAR . DLIR
AT R PN B A R T R PR A T 3 AL
HAE MACHEIE L D08, IR B3z S T s
PR i 5t R i s 2R A PR i Sl IOk A A PR Y 97 14T

H2, T HT B ARAH 7852 2067 78 B vt A S it
WRERREWH L, AreamxpizetE e,
Hog — 2 A ZAREUR R INA BB, e LR 7 %
FEAOCfElG R R, e DU R R N 24515400
AF|F A E . BN, X EE 22t
HUALZ, FEUAPHH MG RRER (b
T “ARRMN” “VERFED” AR S
FREATEE, AFT AT,

B ot S A B 7 O AL AN R B Cadverse drug
reaction, ADR) M, REAF:SCHRA I AAEAIG R 7T
e, RIATEER ADR KAEZFREHR. Flitk, F24 B
JE MR PN SRR LB, AMER] 5077 22
(AR, SR NEEEMZ. e R .

SIS (real world study, RWS) 215
TE B ST SRR B T W S5 A T 0 A A OC I
S SRR, 8IS A AR 25 IR A R L R TE
BRI FEDT, 2020 4R, [ 24 5 SR
WA CECSEH FUIEE SRR AR S H TR = 5
W GRATOY, Sl et REAR R 5P 24
Pel, RWS PUBCR FIRE A Bk PP 250 75 IR S R T
WEEL TR 2 N RO FE T B AR A
5i, RWS AJ3R15 500075 -& T 52 I R A5 PR 44 ok [m]

Ze U S e e R ), XA 2 BT A
PEVE LR, AT 2 VPN RO R 22 AT
FIE. Bk, RAAEME. ETH. 20, I
JEUE S KFEAR RWS 57k, WS B S 5 A 4R 75 1 g
WA 2 NBEP A R F44 (adverse event, AE) Fll
ADR KA REUGE il R TG, DA A ER 1 R i 3
A RS
1 A%
1.1 f&FGIKRIRE

AHFFONRTIEME . BT 2 FFRE.
KFEAR RWS o AHICE B R 25 25 K 5458 — @
= B S5 29 % i ATLAG) 3 [R] 5 i o
1.2 HNFOHERRFRAE
121 AAAFRE  BFAERNNIARNS G2
QD MR, P2 WO OE . OS;
(2) MRS B i B ks Ak 5 AL IR % 225 3 DUER Y
Bl AL TR, HARAA RIS .
1.2.2 HERppsiE o E<2 B, SRIEEIER A
Mg, FHEUEHEASE.
1.3 HYER KK

A B AL ER B S DR 25 TR AR AR, 7
RIS, RS ERATERNE 8 mg. AWHTLH, 2
VIR TR iR, K S L, 3 Wid. BRI
T R e BRI I 4 J, {E 4 G TREVS .
1.4 WENERRYE

BEMER. R, ENAE. WIHURSEAL, SR
Pl A LREREREME. AE KB,
AE IR A4S AE AR, B3 KAEZR, TE
FEEE AR ZGY R A eI TG . # AE FIRA
SRR EE T AL A SRR R C R, MpE SN
ADR, ADR [Jicdgk N E4E: ADR [AFR. B2
RAZ, FEEFERE 2RISR BUS .
1.5 {eE=iHt

LI A B R R 2 K225 I R R B



- 2770 « F8 B 2022F58 $£53% BIH  Chinese Traditional and Herbal Drugs 2022 May Vol. 53 No. 9

R H AR R SEE, PUSOEHE AR Git
5 2019-027-01), H AR Z 0 A g AR g I
2R I B R B e B bk e, SRECE Sk
155 877 AT S A =

16 Fitsath

161 SuitJiik  AHEFUONESCH SR A%
A PRI IR T, 7835 52 1A 000 A R A 00 P s g
NHZEF, Mot UsiREg e E, ©
LI TR I ZH N )R AT LA, PR 3R
XA, P<0.05 $oANE G E S, bt
95% UM BLAF X 1] o 432/ 2 B T+ S AT R A EE
o], VB E EEARTHE A Az PAEL
o KA AR /ME . SRS SAS (Statisteal
Analysis System) (9.4) #4757,

162 HAREH  AWTIRHAU IR NE BRER
BEAT BRI S SE SRR R B 5
EMER THIERE RS . BTBIERERSEH
DFdiscover 5.1.0 i 7S .

2 #HER
21 BEEKIEHR
Fgg N 1162 151, Riudk 76 19, B2k 78 5]
Gli%;zﬂ”ﬂftf“ FELFERZG LN BB D,
a — 4 R AR YR
= )5 | H AL
== 4 ZFILAE H&&WWHWM‘
= 4 GFRKE
== [ AL, ﬁwwwr
- 7 @r@‘fﬁx B

- 4 OJERE

=1 RS
== Mm%
e NN RGRR

= | RBERR

B R G f
-— ﬂdﬂ&”#é%&f
4 KRR 1}1/'4—‘ 2 T ARIF R

s
-— 3 4»%&;%&%%15@%%4:&#

== 1 BREB TGS

GINSHT 1084 il GBI 1084 il S -F-450 4
N (67.40+112.88) %, 60 % LA RIS 275 4] ((tk
25.4%), 60~69 21 EE 323 1 (5E29.8%), 70 &
PLERI R 486 6] (A5EE 44.8%); Tk 529 1 (AEL
48.8%), 2k 555 %1 (\5EE 51.2%). MR ERES
FUTR IR 2 e Coli O CTLSUE ) 451 491 (bt
41.6%)~ MishfkBEf R 2 (ffsiE) 555 %1 (Sl
51.2%), HAMERNAE GRlLE. g IuiE . iistasm
7D 132 %1 (L 12.2%); KA MedDRA (22.0) X3
IR AT D= 24kt 10 R G848 B 732K (system organ
class, SOC) HHATHIE, HAHERMPIRE 2192 Hilk, K
AR KT 25% I A I SRR 25 B 55.7% )
AR B 52.5% ) SR R G000 (H EE 29.4%)
AR B TR (HEE 32.3%).
22 ZREMMMLE

Z i B R 99 s KA 139 f
R AE. HHRREE AE 125 Ik R AE 12 BiliK,
HF AE 2 Ik BT AE #% SOC #4702, K&
g G BAR eI (44 51R/38 I, o5
bt 31.7%), HUCNB MRS (25 Flik/21 41,
L 18.0% ) 2L A B B &5 i 235 (14 51
dikk 10.1%) (1.

b

/12 1,

=25 /% AE
B2 i AE
LN

1 SREFMEEFHATREGSE () MTERE Ob) Fit
Fig.1 AE classification (a) and severity (b) statistics of Ginkgo-ketone Dropping Pills

AH T ﬁ7%$%EEIMWﬁMR,ﬁE
AN 1.0%, A 7 FRN GEEEIEAES R
%&4A%%ﬁ%a,ﬁ&ﬁ%§%ﬁr\ﬁW%
Gipdi . ARG . I SHEE K. 0
fH4 % ADR 9 Ik, " ADR 2 k. Ho iR
ADR G50 3 1 (0.28%)+ AL 1 61 (0.09%)-
B 16 (0.09%) HAAR 161 (0.09%)

% 1% (0.09%). k& 1 ] (0.09%). WL 1 WJ
(0.09%), ¥ ADR s KAEFN 0.82%. H & ADR
A 1 HIEHAR (0.09%). 1 1%L (0.09%),
HFE ADR S RAEFEN 0.18%. IS ADR 45514
W HICJa B, R ™H ADR (K 2).,

= 4 T
L
= H R
= 0 AR
= | ER
—-— 5
=

El2 A [E ADR £4%1ER%%t
Fig.2 Statistics of occurrence of different ADR
23 HEXERSN

XFTE AE MRAEER]. EES . ENIE. BN



F8 B 2022F58 $£53% BIH  Chinese Traditional and Herbal Drugs 2022 May Vol. 53 No. 9 - 2771

F. FERER . A I T I . Tk
BH AE KEFRN 7.6%, LWHEH AE KEXRN
10.6%; 60~70 % & AE KAEFRRE, N 9.9%, 60
BULFE#HE AE RKEFN 9.5%, 70 Z UL LEH AE
RAZN 8.4%; RHEEMAUEHAT /AT, JehCaig o Ls
i (IFSIE) 838 AE RAERN 10.6%, MisfikhEit
PERZR (MLBSIE) B AE RAEERN 7.6%; HXE
B 8 M AE RAEZR ST =R M =R ER, N 22.2%,

TRERFEEE AR KAEFN 4.2%, —RIEREH AR
RAEFN 6.1%; G- HAEEmgIR I EE AR KA
FH10.1%, =T RHARERMER R EHE (3.7%).
TEA R AR B T, A IR s 7R
PRI B AE RAERE S, N 13.7%; [F R
GV EF ) AE KAEZN 9.7%, =T RIRHH
2y (1.3%), GBI EE AE K
AREGE, N 21.1% (& 1D,

x1 REWEHA AE BXERS
Table 1 Analysis of AE related factors of Ginkgo-ketone Dropping Pill
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Table 2 Analysis of ADR related factors of Ginkgo-ketone Dropping Pill
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Table 3 Measures and prognosis for AE

RHUE /BB CRAE2i%) BB CRAEZ%)
soc MERE ORIGIE  WBRE  RE  RemRmk CLOCER gy
Epughd
it 13196 8.9)  2/1(0.1) 32(0.2) 32(0.2) 2/17(1.6) 105/80 (7.4) 12/10 (0.9)
TR T AR T 44138 (3.5) 0/0 (0) 0/0 (0) 0/0 (0) 171 (0.1) 42/36 (3.3) 1/1(0.1)
BN 19/19 (1.8) 2/1(0.1) 2/1(0.1) 2/1(0.1) 0/0 (0) 24/20 (1.8) 1/1(0.1)
EFIUA BB 2 B A 14/12(1.1) 0/0 (0) 0/0 (0) 0/0 (0) 4/4.(0.4) 9/7 (0.6) 1/1(0.1)
ERMERE 1 (11)(1.0)  0(0)(0) 0/0 (0) 0/0 (0) 7/5(0.5) 212(0.2) 5/4(0.4)
WRARS i KA NE 1019 (0.8) 0/0 (0) 0/0 (0) 0/0 (0) 1/1(0.1) 9/8(0.7) 0/0 (0)
KRG RGIRR 7/7(0.6) 0/0(0) 0/0(0) 0/0 (0) 0/0 (0) 7/7(0.6) 0/0 (0)
A 5B R G 5/4.(0.4) 0/0 (0) 0/0 (0) 0/0 (0) 4/3(0.3) 1/1(0.1) 0/0 (0)
R BB 20 4/4(0.4) 0/0 (0) 0/0 (0) 0/0 (0) 1/1(0.1) 0/0 (0) 3/3(0.3)
ERBA/ R F AR SR 3/3(0.3) 0/0 (0) 171 (0.1) 0/0 (0) 0/0 (0) 4/4.(0.4) 0/0 (0)
O B 4/4(0.4) 0/0(0) 0/0(0) 0/0 (0) 22(0.2) 1/1(0.1) 1/1(0.1)
EHWIR RAGRAEMRE  3/3(0.3) 0/0 (0) 0/0 (0) 0/0 (0) 0/0 (0) 3/3(0.3) 0/0 (0)
JFIE & S0 1/1(0.1) 0/0(0) 0/0(0) 0/0 (0) 0/0 (0) 1/1(0.1) 0/0 (0)
LR 7/7(0.6) 0/0 (0) 0/0 (0) 0/0 (0) 0/0 (0) 7/7 (0.6) 0/0 (0)
15l R G 1/1(0.1) 0/0(0) 0/0(0) 0/0 (0) 0/0 (0) 1/1(0.1) 0/0 (0)
Bk B T AR 0/0 (0) 0/0 (0) 0/0 (0) 1/1(0.1) 0/0 (0) 1/1(0.1) 0/0 (0)
R 35 F A 1/1(0.1) 0/0(0) 0/0(0) 0/0 (0) 0/0 (0) 1/1(0.1) 0/0 (0)
x4 3 ADR RERYIEER G
Table 4 Measures and prognosis for ADR
RHGE AR CRAEZ %)
S0¢ IR F L B LG R PSR
it 7/6 (5.5) 2/1(0.9) 2/1(0.9) 11/7 (6.5)
B RS 4/4 (3.7) 2/1 (0.9) 2/1 (0.9) 8/5 (4.6)
W 2/2 (1.8) 1/1 (0.9) 1/1 (0.9) 4/3 (2.8)
AL 1/1 (0.9) 0/0 (0) 0/0 (0) 1/1 (0.9)
BR 1/1 (0.9) 0/0 (0) 0/0 (0) 11 (0.9)
WHUAR 0/0 (0) 1/1 (0.9) 1/1 (0.9) 2/2 (1.8)
TG T AR Y A5 1/1 (0.9) 0/0 (0) 0/0 (0) 1/1 (0.9)
RER 1/1 (0.9) 0/0 (0) 0/0 (0) 1/1 (0.9)
KRG R A 1/1 (0.9) 0/0 (0) 0/0 (0) 1/1 (0.9)
PX 1/1 (0.9) 0/0 (0) 0/0 (0) 1/1 (0.9)
1A 5 90k B2 3 B 1/1 (0.9) 0/0 (0) 0/0 (0) 1/1 (0.9)
EAN 1/1 (0.9) 0/0 (0) 0/0 (0) 11 (0.9)
BAF I N EEL, HH AR (ZhamA RN RREER) B, WA
IRATERSS R AL RS, AN B E RS BRI AL 2 5 ADR FhE A0 HE Rk A H B AR T
TJ

e KA BHMAE, B0 ADR, BAERAERA (KL KO MERGEHRE G k%),

VEo B MA RN W 2019 45 11 A 7 B E (G O, K. D). Ol
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