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Analysis of the Situation and Tendency on Official Documents Requiring Manufacturers to Revise the Pack-
age Inserts Issued by Chinese Drug Regulatory Authority in the Late 8 Years
XIA Dong-sheng(Center for Drug Reevaluation, China Food and Drug Administration, Beijing 100045, China)

ABSTRACT OBIJECTIVE: To investigate the situation that the Chinese drug regulatory authority issued documents to require
manufacturers to revise the package inserts after the implementation of Regulations on Package Insert and Label, and to provide ref-
erence for the management of package inserts in drug manufacturers and relevant departments. METHODS: By inquiring related in-
formation on the revision of package inserts issued by China Food and Drug Administration (CFDA) web site during Jun. 2006 —
Dec. 2013, the specific items, regulatory measures, reasons for revisions, requirements for manufacturers were summarized and an-
alyzed to discuss the future tendency on the revision of the package inserts in China. RESULTS: Among 85 documents requiring
manufacturers to revise the package inserts, there were 36 documents on individual drugs (42.4% ), 38 documents on preparations
(44.7% ) and some on category. It’s including 23 documents on TCM (27.1% ), 58 on chemical medicine (68.2% ), 4 on TCM+
chemical medicine (4.7% ); 63 documents on prescription medicine (74.1% ), 17 on OTC (20.0% ), 5 on prescription medicine+
OTC (5.9% ). Most of involved dosage form were oral preparations, followed by injection and a few preparations for external use;
drugs/preparations involved in many documents included nimesulide, NSAID, lamotrigine, pioglitazone, orlistat, levonorgestrel,
etc. The most important revisions were the complement and improvement of security matters. Some documents were published with
additional security control measures, such as stopping the production, sale or use, ADR report, changing OTC into prescription
medicine, etc. Reasons for revision not only included security reasons, but also included the changes of regulations and drug stan-
dards, the state of drug classification, etc. The future revision of package insert should focus on information safety, normalization,
revision range, etc. CONCLUSIONS: With the enhancement of public information needs for drug package inserts and safety infor-
mation concern, the efforts for the revision of package inserts will be strengthened continuously and the main responsibility of man-
ufacturers need to be further strengthened in the future.
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2 il U A R AR T BRI HLAR D7 AT 24 0 HAT
BT SCAS , o 2405 24 il 22 Ak A RO Y H SR S
ZERAME R, DR IR 24 B I 25 i B4 A
B e S w17 B B RS 1ok | & R I T AN = B
FRITCRRTAR 25 R 17 ) A% HE R, AR DG AR B IR — A 22
WA 25 S TR R B 2 A8 1 V245 il AN RS2 (ADR) W ) JF

* EALLGIN, 1. WS I 25 LR E A . L& 010-
68586215, E-mail:xiadongsheng@cdr.gov.cn

THEZD 20144555 25 455 41 1

Ji& Ko il — 2 TRATESE , MR ST R 24 v A3 8055 )y i
W5 8, 5 Xt id B B A TR FE A 98 3 . #R A 2013 4F 12
AR E LR 25 A 2 S0 106 519 4 R
A SCE 59 T18 A4 (HE T 24 Tt S0 4 46940, FRIEZY
At e B 45 TR EAE AR BT (5 AN SE 3 S ), )7 2 S U 45
H BT A A S T 1 AR 2 P 2 T S ke
T FARA 2, R BT 25 S B s 5 35 2 S A R
B 55 24 it RUBS: (2 oE & PR 25 I SR LR At . R B F 2006 4 6

China Pharmacy 2014 Vol. 25 No. 41 - 3853 -



A 1 H TG S 24 I A AR 2545 BRI RE ) (R FR“24 5
A7) ARIET 2 S U8B AR XTI R 4 24 (4R Ak SR TOX
NGB R . AR SCaE 24 547 S0 2 2013 4R iR T
[ 24 WEAB 1) & SCB R A AB T 24 S B W 45 i 4% B 2B 1 7 40 AT
FRGET R, IR A = Al KR & T AR 2 b B S
(EELIEisIT R o
1 FKEZ&IEEBHESEITHE S EN KR
1.1 ZRiEPEBHEE

(25 S I PR YA 143 45058 L 245 Wi B A 2
A R AR T R A 24 W A R (SFDA) 24 i i 1T
RO HR A H R TR L B Al A7 BN N 2 AT A AL A
HEEA = SFDA T LARZ e . HI 35 A 24 06 24 i B 5
FIFR 2 BYRLE v BT ME S UHERPE 13T . 5 145 500E , B
D 2543 BE R SFDA B A% R SR AR AZE 11 P9 25 B i
TR FIRRSS .24 5475 11 S8 H , 20 Sl B A5 0 24 51 1
IR 90 e e E e el e o R3] 7 M -0 | 1 E Y e
(OTC)IBI 441 H i I 4 B4R 24 Bk . 2 Ak ]
B 7™ 5 ADR (1) 380 SR, BT AUERA ; 24 5 a1
ELRHE A5 R R SFDA il /2 I &A1 o

“24 54700 , R SFDA M4k & A T (O FEN &b 2E2)
s AR il U B A I 0 U] 3 ) O TFER R R 2 LR
SRETPIAL 7 25 (Rx) BB A% U 45 135 BRI i85 15 5 I )
B YO B & AR Ak Ty 245 15 B S A I 4 3m ), hy
2 A A ST THRAE T BRI H ARV ANES 200
1.2 Zh@inAERET

(SR T MR TR VA 144 56005E , HHE AN 24 IR B2 4
TR W A N AR B, B R B R 2 U B R
FNFEAIIE 24 AT 12 SRR A Al Y S IR 2
TR R A A R O, T BT 24 U B A AT E T
A, N2 R ISR HY 5 . AR ADR Wil 2 PP 4l S
S, SFDA A R A = Al AB T T 24 st B
1.3 fEXkEEER

“24SATEE A KSR 25 U 2 7L ADRE
L TRV ADR, A=Al AR 25 5 Bl S L 4k B
AR5 1 OO B s A A0 B 15 B A K ADR 78 B A3 rh 78 43 150 BH
1, B S R AN B J izl & 41

CADR 225 A8 BRI )5 45 546 Y, A Al iy
XPUSCAE R ) ADR 45 AU BRI EF T 408 A, I =3 JT
2 e ERFSY . ATl B EIA L A M T ADR RO 24
o7 2458 31 4% A RGEFRK ADR A BT 2515 B R IS S 4%
NBE ERE IR RIBUE SR 2 N2 S ia B 43, 45246 (5
B AN [l R, LA/ DB 1k ADR R &4, I8
20K 24 it 2 A PR SRR IR Rl BT 7E b Al 2 i A
PEEBI AR SFDA . £ 49 #5 LA , It SEDA AR 24 fh - T i
e S N A P P 7o G S Y QU £l Y S D A
A, Y SR BT A 2 Ul B S B s A s R
] 24 i S it 24 -4 13 R0, 24 R e B B 3R M A& ik
Jei s R G O PN 2 ST B A DG 24 s Al il
FHBAN FHABTRT ], 4R K A S SO S BT 5 FIbR2s
2 IESEAHEEITEREFSWEITARIKAEL
XIER
2.1 EARER

T 2013 4T, ZG Wi X 25 S il BE 5483 T & SC &3

- 3854 - China Pharmacy 2014 Vol. 25 No. 41

854, I AR A SC B 0 BT G T B2 24 A
FR BB — R 2 2, AR AR 1 (% " ROR L T A
w2y AR 2 Mo 2, RGeS B LA et ) o =
oL R 2y A2y Rx 5 OTC KUt B 3511 TE 20y & SC
ARG ILER 2 (¢ % " RINEFEIR ML OTC B P4 5 Rx 13
WA IT R 2 FOE 20, BAR G TH A BT e 1 A5t ) o &
SCH R 24 i R R R 43y E AR LU SRR A
BRI, A 50 B 4 25 B RS 25 R 1 i 2y
A FAR LR 3(“ % "FOR IR u s 2y RN EE) .

F1 AEHNERGMETARRARESEELER
Tab 1 Official documents that the drug regulatory authori-
ty requires manufacturers to revise drug package inserts
il TR IBEITR IO EERTRRIBITR UM BRI SO M S

20064F6-12 1 6 1 0 7
20074 7
20084 T
20094 11
2010 7
20114 9
20124 16
134 12 2
Ait 36 38 86

x2 EXHEBR

Tab 2 The classification of documents

L O I ot}
- o B W oo L W
B L o — o — o —

Kk SRR FMCHA,L %)
L) k2% 3(21.1)
GRlEZY 38 58(68.2)
CREE LS 4(47)
Nt 85(100)
Re550TC U R R 63(74.1)
fUEHHOTC X 17(20.0)
HRR+HOTC R 5(59)
N 85(100)
RIRBITER EALRBIEA (R R 34(40.0)
SRR (R ) X 52(60.0)
N 86*(100)

2.2 {BITEm

2.2.1 BTSSRI YE K BB, e B SO UL B T
HEiit, 52 MR HHMETT SR (NI 9 & SO BB 1 %
APE BETTRIN A 1254, — i H 184N (WL 4) . 7E1:
BT, WAL S X R AR 252 AR 120 B —
T H g A R T e R T T BT . T,
SEIH AEIT A2 MBI 1 & SUETT UL 5 F 2N .
2.2.2 W REWRICH LG5/ B BB TT R, FReb 2y 5
AR, 25 W18 2k & SCESR AT UL BB T,
(1)20084F6 H 11 H 2011 4E5 H 15 H A3 BIEE4F e SE47F) 1 iz
B A AT BT 5 2011 45 7 H 21 FAFX 2 54T R 2 R il
SV A T&T 5 (2)20084F 7 A 7 H .20084F7 F 21 H 4331
EEXTAE 68 R4 25 Rx A 4> OTC ff A ise I 5 BEA 715175 (3)
20084E 11 J1 19 H 20124E5 J1 18 H 43Sl %o hir s =& Fr- Fiih
PR B = 0 11 IR afil 00 156 BH B EA T80T 5 (4) 2009424 F 2 H
2012 4 4 F 24 F 43 FVEL X 58 W kA 510 1 sl 551 150 BH =B 04718
175(5)20104:9 A 1 H \20124F-4 F 24 H 43 %X BA) w] Atk
SV B TEIT; (6)2010 4 11 H 24 H (20124E 12 J] 14 H
A3 VR X 2E B 2 R A b 25 B B AT BT . B kT

hEZG 20144E55 25 5B 41



R3 EAXTRGMIER

Tab 3 Involved types in documents
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Tab 4 The items involved in the revision requirements
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