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Abstract: The package leaflet is a legal document relevant with drug information, which plays an important role for instructing the
rational use of the medicinal product for the patient population. During the registration application in the EU countries, the patient
readability test on package leaflet is the essential requirement to ensure the leaflet information easy-to-understand and avoid any risk
caused by misunderstanding. The readability research on package leaflet can improve its quality and drug use safety to patients.
Currently, CFDA does not publish any regulation/guidance on the drug application in China. By the successful case of registration
application of Danshen Capsule as the herbal medicine in the EU, this paper not only discusses the relevant requirements of readability
test in the EU, but also offers the regulatory advice on future regulations of readability research of the pharmaceutical products in
China.

Key words: traditional herbal medicinal products; readability test; package leaflet; Danshen Capsule; drug registration; EU

2R SRR AL RIS
M B4 SRR, SLHER T AR B R e R
Mgy R AR 2524, AT, TREFE (ZGREH
V) R 24 g P A4 Bk 2 SR 24 I T AR
G EY AT (25 5B B RRR S A B e ) (e
— RIFHNEIT, BIHE T 25 MU I e Bk

It BHEA: 2016-07-15

EEWHE: FEX “+0” EXHZEHIRE (20122X09101231-1)
fEZ I
BIEEE

ARTENE o BRI B 5 A2 B TR A L3 SR 24t i
PRAZ Ly Ul WA AR PRI SE R, I S AR
TRH T DORYE . AR BR B ) (NI 25 i B335t
B A5 AR 2 T A RN, 24 U A5 my
A 24 it U B AR & (] 1528 X% 24 il U B P A bR
25 PRI R AR (1) M S RS o 247t 0 B 8 ) T s R

SRI (1988—), %, TEERMIL, BRI M NZHEE . Tel: 13821109776  E-mail: caroliness@163.com
K& (1966—), 5, WA, iR, BN HEE . Tel: 13940328503  E-mail: wuerla501@126.com



- 844 - ¢ %4 Chinese Traditional and Herbal Drugs 38 48 % #5437 201742 A

i, MEEWIR S EZ BE TG, e,
DK 5 5T 24 it Ul D F AT s A R, YT
1998 SFEAUAT T A FH 24 it 60256 U B Pl 1 1k 48 5 iR
Y, 1Z 45 S R T o T 2w B A R A
MRS HEOR, IRt VTR . 2001 4, BK
LR AL R4 (2001/83/BC) HE—5 IRl 2R
24 ity PV T I D 2R S 24t 1 B S B T I K
4 1B, 2006 FEMAT T N2 3 U T L
PEMRIERE) M, ETE 2000 4E 1 A 12 H, HEHA
AN CN T 2 b 25 R0 A 256 33 B P mT e 14 i e )
(Guideline on the readability of the labeling and
package leaflet of medicinal products for human use)
(URRIRR “f8m ™) B, izde e 1 265 Ui 45
RIS R TV R a5
ARICUAFY 2 [ 37 it Ik B TR R Wl R R AT
R 245 it U B 45 P S PR T 98 D], o) B 245 it
B A AT 78 1 HOR SR AT 78 R 38 4T 20 B A0
FE R, DL g 3 T Jee 245 ot 0t B AT e 1k 0 s 1
4.
1 BREEZMin BB AE M B AR AR EK
MRAESRR, TR 25 b Ut B ekl o 1
FAORUE I P 015 S REE B I B, BAERA
TRARZ Y.
L1 HREETEE
OF RHAER B A PR TR 120 6 QiEA
ML A AR 24, A TT 257 A E AL TT 2 ) H
T LA 24 fo i 1 1 RORE AN RO 1 B B A L s @A
B 24 il B3, 2 A0S 24 ot A0 R AT U B AR
@ HAER LA R 20, T2 25 f A
R 24P E R U BB AEAR IR A A . LiR2
i FARE AR TP A L UL R DR [ AR i
ACHIRGERL, PRV E
1.2 #RiEE
1.2.1 BRFENUESE  HORIERT SO R 2 W,
DR AL I 5 ) 245 i FR S B — FBOR R 5 3 T LA SR S8 A
YA AT BRI R AT
122 ZilETfLE BTG NAEA 25 AR AN,
SARE POZIEFRFIRTE 18~63 %, AFRMERMAE
PRI, B FTREFHZGR, SHnhi e BAAERER A
(AR 2 MR FEE R I 20 45, ROEFEAE AL
Mgk ST ANFECREEE TAE. ARV H
6 ™ H WA Z I AT S 32 18
123 AP ATk 20 B2RE LEEINL,

FLAe A U0 B P T i A R A N R, U
BN BER UGHEAT IR, BR2G B 3~6 MR & HEAT
] G, A SR nT AT, AR A 56 7l 2 8.
3 NIEHAT/NE R, ] DA BN 32 AR
By AR 2R TR MR AR b 1 S ot e B AT
WELUET, 38 10 42 523 Wk F v () I AR
S R ULE P RCA, B TIR 10 44523038 5 Ok
IR A 13 B S 9 ] s PR D

1.2.4  RAES BB EATNREE A DA LA |
DN G BA Kk 1) R

1.3 BidtRAE

HEHEHE 7 5K, W15 90% 1) 3218 RE % M1t )
PR B T ENE R, B E, A 90%
(N R B A FL w1 3L, b BH A5 R s v B AR A
HESR. B, 10 AZEHNA 8 AR ML
B 3RS JF IR MR ER AR TR S S, HOE I bR vk
A BB — A ), B — AR E R 8
NI &amit . AN FE BT T 7, 8 bR
SEANE 1), BF FEATA R AZAR AN [F) 15 Dl BEAS R 1)
bR

A CAFF S i 37 it R ] 5 M i AR SR A 1
24t U B AT S I AR, T A R O
24 it U I A AT T I AT T ) SRR A
2 PASEKREMAEENRHAR

KT 3 7 AT, BT 2l H
5 3 TiHl A st
21 MxRE”

(1D VG2 UL e, s SARVEL
(2) RIAFN T [l 538 B SOREUE BN ES; (3D
P& = 24 ot U B A ] s
22 BifRE

BIF 5 TR (10380 5 s 5 KRR AT P i PR i
SR —F, B “20 NMIRRE B NA 16 AN REIEH
[ 5 ) R
23 WMRERE

25 I P I AT R 2 o 2 B AT .
W B 1 32 3 Y 2 I 2R 1 ) S s SRy
13 AN B TFAR AT, 055 SR 0 T2 i 1
PREAFS. EEREY, DR B2 A
AR F AT, IR PPl U A RS )
SERME . RS TAEIE I b ) s MR 5 2
231 SEEBETE (D) 1RIER: SER 10 %2
RE IS RS A, (2) S5 RIMPE: A IRss



¢ %4 Chinese Traditional and Herbal Drugs 38 48 % #5437 201742 A - 845 -

R 2L, WFREITH; () 2%
AR SERA AN 10 44 32 10 RITH X T 175 R &, 17
U RRBAT R RCR: (4) 55 2 Rl R &
AU e, EREIT .

232 ZAABEE A AHEGEEEbRAE: FRE 18~
63 % ARMERMEEREE . EE¥EL. 6 MH
WA S g T, 2502 R 8
25 BN SCRBS TAE. SR AT IR 1.

F1 ZRHABEIER
Table 1 Situation of subject population

T— Z S HE TR TE W 2515 H SO S
(%/F) (G WET) &/ 75) /1)
FE14 19~59 5/5 5/5 1/9 0/10
FE24 18~63 5/5 5/5 1/9 1/9
ZiE 18~63 10/10 10/10 2/18 1/19
WVEHEART BT, "WSEE AT b BRI G, AT R 1K

*primary education and under, ~“above primary education; all subjects are interviewed by professional institute, each subject will be interviewed once only
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Table 2 Scale rules
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Fig. 1 Statistics of opinions of subject population on font
type, font size, and division of categories in two cycles of
testing
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