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Comparison of Related Content of Warnings in Drug Labels and Package Inserts at Home and Abroad
HONG Lan, ZHU Jun-yi(Dept. of Clinical Pharmacy and Pharmaceutical Administration, School of Pharmacy,
Fudan University, Shanghai 201203, China)

ABSTRACT OBIJECTIVE: To provide reference for further improvement and perfection of the management of warnings in drug
labels and package inserts in China. METHODS: By reviewing the related regulations of drug package inserts and labels and some
literatures at home and abroad, the related content and regulations of warnings were analyzed comparatively. RESULTS & CON-
CLUSIONS: Compared with foreign countries, the content of warnings in drug labels and package inserts strive to guarantee the
safety and effectiveness of drug use furthest and provide accurate, enough, complete and clear drug information as much as possi-
ble in China; but there still is a long way to go to improve both the clarity and legibility of format related to the drug warnings.
There is no definite management standard and laws, which should be refined and improved. It is suggested that we could further
standardize the management of the warnings, strengthen the legal responsibility and improve expression so as to present the warn-
ings more popular and easy to understand in image mode.
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Tab 1 The related laws and regulations of drug labels and

package inserts in China

I [a] TR R EES 3
20012 (EUEEHE) (BITHR) 53.54%
20028 (ZhSHEBIILSERIZ 1) 45 .46 47.73 %
20063 (ZSHi B ARG FHLE ) i K
2006.5 (P2 AnIaYE ALY U B RTINS

2006.5 (TR A AL LT JiA Ak

2006.6  (PZYRIRZ A T 25 A ) P 25K
2006.6  (hEh RIRGPILTUHIHN AR LK) P&
2006.12 (A ARA I 25 B REE A ) JiTf 2k
2006.12 (P24 s 2 ALE AN JITh A

1.2 $IERIENESENE
1.2.1  ZORIEME L (2= 25 5 sy A=Y Sl BB R

TEIEE 2014 FH 5 HHE M

S PRI AL BIFTE T ) 2 ER A UK L. R 021-
51980025, E-mail:honglan@fudan.edu.cn

China Pharmacy 2014 Vol 25 No. 33 - 3161 -



FEARMY X TRIE E LA ERIE” RS2y AN R
g e FLVRAE (2 A P [l RRL A 2 — R ds 2y Ak 2 R
T K 3 i i S T B R T2 R B R I, A A
N ZERY , W 247 U B A5 AR DABE H A9 SR 7 B . Gy
TN S0, ANSZ I, 6 EH 5 T3k (1) 8518 R T 2R 15 .
Ak P AR SRR DAL T A S A 7 AR A T 2
P RS T R TR A A 1 152 24 (0 P . B 13 I e i B 4 A
24T 3 T SE R
1.2.2 EOREE PRI EBIE R (24 0l B A5 F bR 25 48 B
FEDEE 811, 1418 Z5 2 Fh [ X 24 b it B 43 FIbR 25 Hp /R 14
PR 2SI, Q5 8 AR , “ IR A AR A TS T 11
WA PLRHZGM H 8, 25 5B 77 Ak n] DL Sl A 2 0 0 RE
Pk B AR B IR, B A 2 I R eT LA
FURZG hAEPE A b AE UL B AR A DR IE” 5 14
SRR, 2 UL BB R 2 TR A0 24 R RSO AE L R
HEAZG AN R o 2 b A P Al AR 2 5 v e i e 4
Pk I 1 B 46 B B S R AR 24 AN R RN R
W45 H e A UL A, LB 1R AR KR SR B AR e Al
7o H R LR TR A A ST A I, oA e
BRI W] A P B A 45 H I SRAT AL 2B A 7 1Y) S
5, [N = AH R (AT 7 (R FE A 15 it
1.2.3 HAth, ERSE RGNS LR A ek
TR . Q12007 4F 10 7, 5 IS0 5 20 W BHE BIUR &
A 24T R 24 i B S, ISR 2 AR 7 Al A 2 R U
SR I IE s DU SRR 2011 R 5 T RET &
24 i W B PR R 7 LR R4 2 i A R I B &
TR T TR BT 2 bR R B A B L T AR Y
ALY, IEZLRAE AR L ) Bl M FH B R BEBE AR I I A S Bl b ke
B AF 2 24 i () A0 25 Bl 0 B 5 E 0 b A% T A e R
TSGR BRNT . IR, bl TR 2 4 A W A 2R )
ST S L2 N W T R T L 2 R S T Bk
85 AYHF M AT 2 SR R RO s A R i 5 25 S AR 5 G XKL
A5 8., ST AR 2R 2 S Ul BB BT . Hrp X RIE
T AT T 25 B TR RS R 4R S, g v AL 1 750348 o A
AR T X0 Vb R el s S 25 WS o IR R Ak
FH S OB S8 7R 5 S A IR A B 0 A i 5 2 B 50 s
FE 7= G 3 20 1T e S 38O M 45 R R W 34 SRR
T 5 BT 78 =5 i 0 i T Bk Subk B RIS ) SR A
E8 R NH R 1) A ) 590 085 <0 A5 KU ™ 7 S A4 | DA R 348
“HPT BRI L R B,
2 ENSRIRPBEREERENTREENS R
2.1 EH

FELAMER S 24 S B B P RIRR 28 2R 10 B 2 2 DA € [
FDA 7l 58 HAH LB 55 0 PRI o e IR S5 [ A G WL B A
SE L T (R 25 A0 7800 AR Ul B G B AR S F5 24
sl U I A5 AR R A A BRI 25 B B W BN (2
Hil4) . SEE FDA KAT T 524 St B F bR 245 BB 19 5
ST 7 R B SR AT LAVR AR ELA AL, (28 5l A= e Al 7
PSP BREE P K. Q7R ORTE A, 35 [E FDA G E T
A A2y B I A5 [ R 0y ] o 2546 =X 38 3 00 ) (24 st
A5 [ g | [ 25 2k ] [ PEHEAES: T 254 2Ude TR ) 45,

- 3162 - China Pharmacy 2014 Vol. 25 No. 33

PRME T 3ty S [ 24 iy b I 45 # 9 — AN B B i, FE T A3 v
A PIAE HRAE S . — R A A2 (Highlights ) Hh Y BRAE 15,
R PR i I AR B OO Ol IE VA R
AR IRIE A RSO A R AR L P A Tl R
UV 1A 24 e AR DS B B L 70— S RUEITIE SO Y
PR, LA 22 M v PR B AL A 2, (BT FAS I AT R A
HA ., EF R H 2 b A R B A RO s T
B LAV B SURGF X Llk A SRR R R T $ R
Ly E R o 5% 24 b Ul ] A5 5 v 4 JEAHE 5 25 s 43
U

HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use Exjade
safely and effectively. See full prescribing information for Exjade.

EXJADE? (deferasirox) tablets for oral suspension
Initial U.S. Approval: 2005

WARNING: RENAL, HEPATIC FAILURE AND/OR
GASTROINTESTINAL HEMORRHAGE
See full prescribing information for complete boxed warning

Exjade may cause :
. renal impairment, including failure
. hepatic impairment, including failure
e gastrointestinal hemorrhage

In some reported cases, these reactions were fatal. These reactions were
more frequently observed in patients with advanced age, high risk
myelodysplastic syndromes (MDS), underlying renal or hepatic
impairment or low platelet counts (<50 x 10°/L). Exjade therapy requires
close patient monitoring, including laboratory tests of renal and hepatic
function. (4,5)

------------------ RECENT MAJOR CHANGES------eeeeeeee

Boxed Waming 1/2010
Indications and Usage (1) 1/2010
Dosage and Administration (2.1, 2.2) 1/2010
Contraindications (4) 1/2010
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Fig 1 Examples for boxed warning in outline of American
drug package inserts
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Experiences of Ensuring Medicine Supply in Chinese Level || Hospital in D.R.Congo
ZHU Xue-yi(No. 12 Hospital of PLA, Xinjiang Shule 844200, China)

ABSTRACT OBJECTIVE: To summarize the experiences of ensuring medicine supply in Chinese level I hospital in D.R.Con-
go. METHODS: The experiences of ensuring medicine supply were analyzed in medicine preparation and pharmaceutical care. RE-
SULTS & CONCLUSIONS: It is necessary to have a good messages exchange with ex-teamers and to plan ahead in medicine prep-
aration. According to the environment of area and the characters of serving people, medicine for 8 months’ consumption should be
prepared reasonably. During the mission, the pharmacists should strengthen pharmaceutical care through enhancing communication,
respecting national customs and habits, understanding the occupational characteristics and providing detailed medication education.

KEYWORDS Peacekeeping force; Level Il hospital; Ensuring medicine supply; Pharmaceutical care
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