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Analysis of Leaflets’ Revision Announcements and Record Information of Chinese Patent Drugs in
2014-2018

HU Tingxia, LYU Xiaoqin, LIU Saiyue, TAO Qiaofeng (Zhejiang Center for Drug & Cosmetic Evaluation, Hangzhou
310012, China)

ABSTRACT: OBJECTIVE To analyze the safety information in leaflets’ revision announcement of Chinese patent drugs, and
analyze the current supervisory situation of leaflets’ safety information and the implementation of supervision measures
combined with the public record information, so as to provide basis for post-marketing surveillance of Chinese patent drugs.
METHODS Making statistics and analysis of safety information by collecting and sorting out the leaflets’ revision
announcements of Chinese patent drugs published by National Medical Products Administration in 2014-2018. Then collected
the public record information and compared with the requirements of revision announcements. RESULTS The 101 varieties of
Chinese patent drugs were collected, 91.09%, 93.07% and 99.01% varieties were respectively involved in revision of “adverse
reactions” “contraindications” and “precautions”. The record rates of 36.80% varieties reached 100%, the record rates of 32.80%
varieties were 50%—86%, the record rates of 12.00% varieties were 9%—-49%, 18.40% varieties had not received any record
information. CONCLUSION The regulatory measures of Chinese patent drugs have not been fully implemented. Manufactures
should take full responsibility for drug safety, perform duties strictly as requested, control risks and ensure the safety use of
drugs.
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Tab.1 Annual distribution of revision announcements
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Tab. 2 Varieties of poisonous medicinal materials
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Tab.3 Amounts of SOCs involved in “Adverse Reaction”

W R ARG B i i 24 Fa 1 E /%
1 30 32.61
2 16 17.39
3 11 11.96
4 9 9.78
5 6 6.52
6 7 7.61
7 1 1.09
8 3 3.26
9 8 8.70
10 1 1.09
Bt 92 100.00
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Tab. 4 Imformation of SOCs involved in ‘“Adverse
Reaction”
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Tab. 5
Reaction” of tradirional Chinese medicine injection
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Imformation of SOCs involved in “Adverse
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Note: Dgastrointestinal disorders; Zskin and appendagesdisorders;
neurological  disorders; “psychiatric  disorders; Ycardiovascular
disorders; ®vascular bleeding and clottingdisorders; immune disorders
and ingections; ®respiratory disorders; application site disorders;
19yision disorders; '"body as a whole-general disorders.

272 WEEEA 101 AR SRR B 2T
N, LRI ESRABAT UL XS 4 A,
AR RICEE . BERE I TE IR B
AN M ST 28/ o XS A, OTC B A5 LI

FpE BAC I 26554 2020 4E 3 %5 37 55 5 W)



BRI NWEZTRTZHWA, HR2eMHE
S S anvi R 28 5100 AL T 25 1 B A LV
BET] N LA 2 B REEA. 3.
hE LIRS . ERE. MVSEB B EEEEM. 7
M % OTC Wi+ [FEEFELI N “1L.eg
S RO B o 2. F 25 1 a0 A L ()R A P i A
25, 3ORE DL IER . SR VB R E ESEE .
4R, JLE . WA L. 2T E AR
EEfite S N . SR OB, FF. b
PRI R SN AR LR R T AR 3 N A .
6.9 T 45 B B R AR AL s Bk AR AL i K 4 5 v
WERBIEGEZ . 7R 3 RAERTCEZ M, 2%
RBELIZ o 8% A St i i 2 Y, o A R I
9. S MR R AR B AR i AR L . 10. )L EE A ZRAE
FRANMES R o 1LAE¥E A S B LA fe e fil
(R T7 o 12,50 TEAE A A A 24 o, A P AR AT
FARER T, 7

2.8 U PLEUEETHERER

AT, S FEZRY B SRR A
FERATI UL BAEIT A 25 A G e b 101 4,
125 MY EER AR, WAL EEFE A 1240
TR, R BERZG A = Al 25 ) i
T ERHITEEHER. EAENERA R
B B R /B R/ 24 VR AN T I A R
DLATRES, BT W KA Sk B4 & Rk
HRE 100%) K25 5N 46 A, 2 S E
36.80%; L ERZF 50%~86% M2 41 4, 5
32.80%; ML EF 9%~49%MIZM 15 4, 5
12.00%; 23 P25 AR ARG/ RER, &
18.40%.

125 Ny ais A AR, 2R 18 A,
A& RE 100% M2 A 4 4, 15 22.22%, 1k
B R 50%~86%M125 5 8 1, 15 44.44%; k&
TR 9%~A9% M Zgdh fF 22.22%; 2 ANdhFR R WA
KN FEREE, H11.11%.

W2 S RE A RR 7 A, kR RE
53998 100%(2 1)~ 80%(1 4M)~ 75%(2 M)+ 66.67%(1
AT 21.05%(1 M)

EEMEAM R 45 S, IR EE 100%(1)
Zifh 174, 1 37.78%, k&R 50%~86%1)
Zifh 12, 1 26.67%; & R R 9%~49%[1 2
i S AN L 11%; 11 A2 R AR G Ak 45 R
R, [ 24.44%.

Fp BN 26524 2020 4E 3 55 37 B35 5 W)

3 g

i 2014—2018 4F 1 2 S BT A & 15
BATED, [ SO T 2 e A 1 ) AR R
A, JUHIE 2 ok, ATFRAMESREIT UL
T A E RV B SRR 2, et E B
REINEE . X — 7 2B E 2 A B
TAEMIERANTT R, BRI 2 IR PR 25 55 TAE &
BEINR B R AR R e A, w4
HHREM, —HRIREAR RN, 2 &
WA WETT: H—Jrm, A ERXARARK
N WA R H A, I RO AN BN
TR H ai 52T, BRI BT 2 A VR
TR PP 285 SRAR A I T, e U A e
3.1 S

o2 S IR — PR R B A Y, e g
EHHEE SO LEMGE S, RET
LG 2T, S R/ A LA B bk
WA, TERIRER . AR B, R AR R E
G, AW BRI MREIS, Tz TR ERE
BIVEIT s TR 23R 5 oy (0 B e i DI 25 24 O
A RR R, B TR 24 5 AN RO e I T A 1)
KRB, A e A v R R, AE
Bt £ 3 ol 24 (3 B TR 2 T S D AR RO K
AR B IR T BL, R 1) T 2 R T A R
HAE 2 B W TR A 2 % S i R AR K
RS, TRk, AT SR 2 A R MR S PR
TAE—BEAE R E b1 5 24 i R B (1 H T
Rz —, I ITE R Y B2 et E R
BATBITMEZER SR, H URRKRPT TiEER
i EHEAR RPN R, NG RB,
W ARG, LIE RS BHAENRSEE 5
BATVER, AR LA S0 ATHBRN
101 AN R 24 it M B AR AT A i W0 S 750
Bl 14 A, ¥HERTE, 2808 “SEMEARTE” X
Brier; [ARRN I R RG=5 1, 78.57%
B AR BN B R =8 Ao 5E 3% 124 5 2 4
PEE BB A IR K H 2 1R L IR 278, A &0k
Rk AN BB IR AR A R e
3.2 RGBS S

(R T St 2k 2 R 24 IR 55 Be 0 32 AR 1Y
L) BREE RA R Th 2 (E T AR . g
SRS P RPN N RPN (8 Sl a RN G5 ) =T
FA A2 R N BSOAS W 3 08, il o Kb 7 27 B A 85

Chin J Mod Appl Pharm, 2020 March, Vol.37 No.5 <611 -




AR AR E OTC i E R I, M
FAT5 25 R (AR IE D i ) OTC Ak, i
L6 B OTC 113 8 598 o3 1) 7 i 75 5 4 J2 T AR
T OTC FALT5 25 (P 0L By, 3 igf A2 LS it ol
HRCZ RS B EROR, 20 Rz R A
T3 2RI 1/4 AR TIE BF TSI S 4 A XU Sl
L0775 BB I8 OTC 6] 5 22 4 1 A5 B T mg,
FEAME ERFEH] T, o TA2HFES
RIS G R I2I6 FE I B AL Ty RS, ]
1 HL A Kb 5 0% 5 1 i AL A2 1) 3 24 )i T 3%, 25 Ak
TRV E R SR, RIS TGS &
AR RES R, BEULZEATET R
SREVH 25 EE T, T A 2R . @il
WU AR AL T 2SS OTC B POk FE—
;, ME e AR 2 A E R
3.3 EEMHEAM M

MBI 45 AR AEIT A S ST &5 R
AR, B SO0 T BV Z0M I 2 A PR AR G
W, 78 (&), LEEFEm) (2] S0Es
WA I 2 A 3R, (AN DA RN T BB N2
SN, X 45 ASEFT A R RN H AR R H,
ZHMPOE & 1~2 MERARE/ 28, HZ R
Bk S LB S, X — 7 T AT BE A2 B A M A
S LS, SO RONAC B—J7TH, XIR%
T RS BRI 25 P 2 A T RIGR, o AR
fth RGURES B R 4 B 45 25570 AR S /N
34 UHPBZENGEETELERE

B o KA Ut B e A (s BABIT A, AR
2 BE A 3 I 4% A Mgk 47 1 BH 15 A8 B 4% S A PR
BEgit K, SRR ZEMEE T HRRE
HARIR G, Toil 2 P 23S a2 & B 254
Foft, BT Al 350335 A7 7% B A 5t ok L A 28 8 A e
H, BEARUIEMERANEET . NERERE,
AT AR il B AR A X L i R R kv S5, (HAd
FRIIRAEFDRE, KB %5 58 K 1% ZR T &
HRTAE; (HEAS AR, Mol —ELSk
ANEMH RG24, NP AR B N
i, BTN, Nl E DB % 4
PEE BB S B SR, B REARE R
HEATARTE, T 45 G R 24 22 A p e 2
3.5 TR SR A AR TUT

25 i AR P ARAE N 2 i e A B — ST AT NPT,

-612- Chin J Mod Appl Pharm, 2020 March, Vol.37 No.5

F (25 AN RSO A AT I Ay OISR
T 245 AN R s R 4R AT T4 . 2018 4 9 A,
B K 2 i i BE BR R AT CORT Emvrn R A
HEREARIMNEERASE) (2018 £ 66
U, FRH 25 5 BTV AT N (B EE R 25 it
TS5 10 24 i A 7 Al ) 2 24 i 42 4 S AT I A
N8 E 2 AN BN M BTN, WL TTAL
P, FABENG, @ fEemocEEe g, |
ARt 25 AN RO, RS e 24 il XU 3R 25 PP
i, SR 208 KU 32 il i it . 25 b T VR AT KR
AN EAA BB L b VF
firv B3k, FFEA SR EA G A0S, K
Pt RS, BE R SGTE IE ET TR, A R
F ) i I B B R A TF R AT U B BT A5 2
UL, e R R R & RRTHITR SR, 46
25 AN R B A BB IR A 20 A DR (S B
SN2 B AR VTS TAE, BRAEA A2 %4,

REFERENCES

[1] e NRILAMEE B 297 W2 8 B (2]
1988-12-27.

[2] LI L. Four characteristics of satety of traditional Chinese
medicine injections [J]. Eval Anal Drug-use Hosp Chin(" [
BB 2504 5 23 4T), 2012, 12(5): 471-473.

[31] LYULZ YUJ, FANG Q X. Comparative study on incidence
of inpatient adrs during 2006-2008 in our hospital [J]. Chin J
Mod Appl Pharm(H [ BLAR R FH 24527, 2011, 28(5): 468-471.

[4] HEZRZREEEHR. BT WLERR 2 EDHZE
R 2 ] £ AV S BRI VG 75 U8 2401 A PR A ) B 8 S
JF B W) Y 38 5 [EB/OL).  http://www.nmpa.gov.cn/WS04/
CL2138/300399.html. (2017-09-23)[2019-08-14].

[5] BEXRZEEERR. 45 RRNESEMRCE 48 1) &
19 5 98 SP-TE S VBRI K £6% 7 I SR £ 7 5 8 S [EB/OLL .
http://www.nmpa.gov.cn/WS04/CL2155/318865.html.(2012-
06-25)[2019-08-14].

6]  EZZyhw B HR. ST 250 R A it fr R s SRS
7 AN S A B JE 2 [EB/OL]. http://www.nmpa.gov.cn/
WS04/CL2138/299832.html.(2006-06-01)[2019-08-14].

[77 LYU X Q, MA M K, ZHU Y. Analysis of leaflets’ safety
informations and adverse reaction monitoring data of Chinese
patent drugs [J]. Chin ] Mod Appl Pharm(+ I HA N H 2652%),
2019, 36(4): 493-498.

8] HEXREMLA N EEME. KT LM Z 24 556
BRI TEMBER[Z]. HPEHEBURZR2012]31 5, 2012.

91 BRI AIT. KTt — BN dh 25 i 22 4 W TAE M
HBAI[Z). (E 70K [2007]18 5), 2007.

[10] B A#. 258 A R B & A e 3 75k (2]
2004-03-04.

[11] ERZGMEEEEE. KT 2480 LT Rea NEERE
AN KNS E A 25 [EB/OLY). (2018-09-29)[2018-11-26].

Wk H3H: 2019-05-20
(A 5i9m: HEE)

FpE BAC I 26554 2020 4E 3 %5 37 55 5 W)



