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Analysis and consideration on Ginkgo Folium event

YANG Yang, ZHOU Bin, ZHAO Wen-jie
Shanghai Institute of Pharmceutical Industry, China State Institute of Pharmaceutical Industry, Shanghai 201203, China

Abstract: This paper reports the huge chain reactions and shock in the industry triggered by the “Ginkgo Folium event” since May,
2015, to comb, summarize, and analyze special management action on drugs and health food by CFDA and the local bureau, and to
lead a multi-angle and multi-level thinking from the application and market, what harm to human health, quality standards, profiteering
temptation, supervision, integrity, brand strategy, claims, chase responsibility, and punishment. We think that the quality of products is
not dependent on inspection to find problems, which should be strictly regulated, enforced law enforcement, severely punished,
severely cracked down on, and governed from the source. Only the law-abiding integrity of enterprise production and management can
ensure that product quality has no problem.
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Fig. 1 Schematic diagram of “Ginkgo Folium event” illegal violation
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Fig. 2 Diagram of special treatment action for Ginkgo Folium drug and health food
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Table 1 List of all batches of products of Ginkgo Folium

extract in self-checking unqualified enterprises
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that do not meet the provisions of Ginkgo Folium extract and preparations, punished by substandard drugs, Figs. 4 and 5 are as follow
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Fig. 3 Principle of punishment for illegal production and sales of Ginkgo Folium extracts and preparations
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Fig. 4 Specific penalties for illegal production and sales of Ginkgo Folium extract
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Fig. 5 Specific penalties for illegal production and sales of Ginkgo Folium preparations
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Table 5 Main indexes of quality standard of Ginkgo Folium extract (HPLC method)
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JER R R AT (5) R ARSI E S
d T ST B A R AR A i S SR .
RFEREMZ, CFDA BRKkAL “FHF IR E e e
(ARAT SR Y, WA A0S ORI R AR R AR AT
SR E A= 7= T2 R0 A — 307 Bk R A B
[ AL AT
232 WEEKE CWRENFL” moRE T el
WG AR . ELBF R IR N3 A Br AR,
PEBE S BAL I R R R 4R 25 248, WE 2%
RANAT KA ARIEEAE & mtH S @ ATk
B A 17T SR ) R 2 A e AN TS T S B, R
DRI 28 55 A BRAXTTT BRCAS TBOK
233 HTEE PR ERE  NHARA R B A
FER AT, CFDA #itfi 1 2 MR A 512,
TEHA R A B TE . BAEARUEE R AR 1) 572
FENTARA I S B RO R /R /T AR SR, AR 8
AN 7 T B A AL T R b S oy,
ERMEME R 2R FRERGEIA L E,
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PASAR L EEARAHE T 0.90, VT HEEA) K il 7)™ 14
HEER RS R E, ISR,

234  $RFHbRAE  ARAT I R E BR AT
FERRERRME, ALY SN AT M AR A A4k
el e R, AT USSR TR SR E A
SR B il FoAth Ak T HE N, TS TR A . (2
#1) 2015 USP 38 fRUSE AR AT i SR HU) e HL e
5 7 FI R bR 2 H RTE AT B i mbn it . 21 1
S0 DA TR [ B A 1 B 25 (O B 7 L EA S T S
J&, BT ERBE, AVEETHEE L E I
TAEATIRE, TEARERIT 5 TR E N A B E RS
BT, AFEERA M GLP FiEbrdE . 542722877 GMP
PritE L AR UESE — R AR AL S, TR AR
TN AR BE 22, S Db BT R BT HIT H &
FRRERbRE, 7EEPR L S IEEEER,  Hile
ERR I o

2.3.5 RS PESeih, 2005—2006 4F, i3 CR
A5 ) FRE A 3 R AR R, JCHOR AR
AT, BB, 2007—2014 &, E QN4
WK TR I, B 7o S 15
T, B =R RS0 BE N 22 MR B
HAE, 2014 47, HRAHH A7 LI 50 25,
BT 10 F AR 91.4%. Hrr, A/ 4 fzalsyr
RIS EF R ) (FEED, B9 1.32 147t
ORI E B2, WER1.29 12476; WMAba FE
PG, BEERR 9 740 Jiot; JLEXUEZL, B
A1 7301 J5G, TN 16.9%. 16.6%-
12.5%- 10.4%. {5 [E g3 &7 85 825 AR Ay i)
7 2014 LRI RN 27.1%, 1E P 4 Kl
(7= A R A BT R B . B EF R L2
J RPN Z (120 KA, 40 mg/ A B 450
TGO, TR L2 A= R F T (84 F /i, 40
mg/ ), B 53 T, 2 MMM 595 1% &
G A=) Rt A IRA R A P2 S 23 4
W (17.5 mg/30) BN 22 Ju/52, BRI E S
ML A PR 2 7 AR P2 A L=V 5 R (17.5 mg/>2)
B 5.5 70/38, 2 MITISARZE 4.07 £, SR EIY
B A EMWEAE S AL, X RS
ST A% SE S ST S AN - S AMESR — 1R I,
BRAS I FRIZE 2011—2014 FEREASEE [ 100 53254
SYRES 11, 210 23 F1 32 7, KIKIB4E . &
o 10 ZERK R, BRAHHFIE N AR Z, 5
WEL s PR AR.
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— BRI T, PRI T IER AR KA AR . K
TR PR A U R AT e T
FEEE AT o WBOETRAEF . BB AEE
Bt FERLTTER, MAH CZRAF=VFRTIED, RS
A 25 AL HEIE B SCAE, F kv &
s Ny RE AT A B st AR HARE RN
G, SO BESSTER BN AR I R
IR, MERIE A LB TN H T BEERAY
AR S 2 A A AR K, e 24l i 52
Mo AN T B A FE AT, an SRANKT I Sk Al R HYUER 1)
77, R R IR 2 L E

CHRATHFAE LR A BB R B R A BT
ERE L — BT AR BTt 5 AT
51t s R S S ¢ R v R L e S
3 HHiE
3.1 FmRE

P72 it O B AN A R TR B A T IR R, T R
MR smflGE. MWELTT . TS, kA
L, A A 5208 R WS SFEA BRRA DR i i
A A
3.2 SREMEBHTRNE

PRI R 2 4TI g SE DN B R AR Yk
fe, MPRBYTTIH A SRS, Lo EIE
KR ES k. TH, HEYPEEY I 2k 5
AR, X B 5 i A
WP R . AR R Al S0 e WU B S
PRI R R R AL

XM CEHE N mEE K, E E R
JRRE B b B R A 3RO R A 2 B R 41 77 o 1 v
WAL, FEAISE U T 0 2 30 ke B v 1) e i B o
ARG B B FZ P s e . 515, IR
SR I R YRR
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