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The current status of disapproval of health foods in China and its enlightenment
Zhou Sujuan, Yang Fei, Bai Hong
(Center for Health Food Evaluation of State Food Drug Administration, Beijing 100070, China)

Abstract: Objective To Investigate the current status and the reasons of disapproval of health foods in China, to
provide support and guidance for registration. Method Through the Health Food Registration Management System and
related statistical data analysis, the rate of disapproval and the distribution of its reasons in 2004 - 2010 was studied.
Results In recent years the disapproval rate of health food remained at a high level, accounting for 20% of all
applications. The common reasons are: the authenticity of registration data, the irrationality of formula and technology,
product quality problems, and the lack of normative tests, etc. , which accounted for 3/4 of all disapproval reasons. But
the proportion of disapproval caused by the informal tests and reports has decreased significantly. Conclusions The
problems reflected by the disapproval of products are the focus of technical reviews. The applicants should be familiar with
relevant laws, regulations of technical evaluation for health food, especially the new information released by SFDA. On this

basis, research and development input should be expanded for product with high technical content and good quality. The
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materials submitted by applicants should be completed and all application information must be real and correct.

Key words: Health Foods; registration; disapproval
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The disapproval rate of health foods in 2004 - 2010

Figure 1
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Table 1  The category and percentage of reasons for

disapproved health food products
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Figure 2 The main reasons for disapproved health

foods in 2004 —-2010

A 6T R R T 2 SO A 1) S A W R O R
Jo H B S R R G ML A A B H B o 3 R
RN, 45 AR N LT TT UR % A R %, 2010 AR R =
13% o FEAFSRHEE B b, DL AR Hig 98 ) Ay 2 5 1
[ R BC T 5 T2 R A B ), DR 45 TR 56 1)
PR 5 T ] R A 5, o B TS T o D R Y
3/4 YU b WHTAERTHEMER N 40 fi B &, A A 2%
I3 B R Al e R — e A

3 Wtig

Bl O 2t o D L O L R A AS B 5E 3%
AR SR T H A BEORE Y RO W B e, B2 B DT
LA A IR A A 7 e 2 o
3.1 BORF S ] UR A T4 v Y 5 2 A

P TR A S () R — B AN Tt v R
WA OF HOm AR & BT 3, EZRI N AR
BERHATE 7 G AR T2 BB A TR B A
5 AR GERAN — B0 B MR Y A B0 SR I i
WOy Jsoet % T 4R 46 A9 42 B0y JsURE A Bk 58—
ME B ARV AR o O DR IE 4R O OB B9 D g L %2
e PE KRR E M, B P rp BOR R L RE 8 S % fe
WOy i 2 2o Je e Ve S A i BB AR T
EH IR T LSRN T 50 WA R T 4% 1l 15 i 45 X
Fho AR T A0 JEORE AR 5C B afl B R A
TSR A H i ARG T B BEORE T 5 R i B Al R
REZRAT TN

FESL bk — o T LU e g R A R T R
T R AR A 7 T W ) L 491 2l B 7™ A R T T Y
5. I AAE H Ao A R R 2R BT
Kk
3.2 BCT5 & BRI AU O %

FERLEC DT B A B L e RS R T
ANTALAER A 174, 5873 7= dh A0 AE A &, DF i 1
O7 L5 B Z AR, 0™ R B = DR . A
177 i 108 AR S AOKR BB RO AT e W AR R
e ad B AV B JEORL B A LR 2T R TR 22 AR

5
G



T R4 R P IR IR A R R — AR IR,

—347—

2 8 — A A S SRR, S I VA2 S, ok D
SR ON TS T 22 VA YERE, 0 R B AR K
F 22 4P o 3 SR A I 0 R A £ AR O
HURVEE AR o B R o e H R 3T A Ok A B R TR I
Hy BB L, FR R AR G TR A e B 2

LRI LA e B 24 Sy TR A {1 £ 5 o5 A K I
11 JE R 2 A i R R ST B4 o B 2534 A B
PR R 2 JFUR Y 44 Bt A B oo JRURL B %
B AT B — 5 24 0 3 8 DR 26 0 20 o 7= o I 7 %
DIRE A BEVE AR S L A B BT 0 AR
SRk 4% B 5 LA B o T D B 7 B A BT 3% 2 (1]
S 75 AL 1 B e
3.3 T LA YRR BN Z 0

AR 531 BB, 26 B T 25 A i) A £ D
0, 357 S D 452 B 1 R B B T
JH T B G A T bR AR AE GB 2760—
2011 £ i 5 I 700 A R T A R ) 1 0 T B 3 45 26
W, TE AR TIE 7 B 2 e, K T R
K He AR — e SN JEORL (5] U0 77 7 R 2 H TR JEURE R
2R B BB, 7 R P T K T
A 1A JEURE R AL T TR B R (AR SR AR A
LA Y T B, A 1 Al R 7 K
B 4R N JEURE B 77 i — e A B T ik bk ik A
IR B8 35 B K B B, ELXE 7 5 T A —
AR I, A O BT R, T & R
T T A7 A RE A A B A T
3.4 7O A TR R A S R R R

J5Fc e 1) A 955 7 A 360 4 SR S A 4 o o %
Il 52 M DG S 26 AT RE T B S R A A
235 SRR B i A v B2 TR A R 0 D O 4
Febr 2 B RS, o S R TAHEME ELA 1 1/5,
B 7 R B o 7 B [ ] i BRI
T A A L DA e (B A B R
FARE G FANEAbRESFER, A0 A
BEAS G545 77 B A e T 2 AR X 77 AT 1
SEWRFE WAL 5 IR F 7 4 Ui, 46 T =itk
gt BT R U, P R 2 A R 25 32 T BRI A
JE R b BT 25 W R U A R, 9 T0% B R A
B A T O O RN T, B =2 10 5 (2 Z 4
A P R A bR I AR B X
PR T At 3 78 T
3.5 B A AR B 1) A AR U R

2010 4F PR 56 41 4 AR B3 1) 250 BOR T 3
72 i FUAASUAF 25 T 2004 45 B (& He il 175, 3 0t
BRI H B 5E %, W E A I R R A R

YRR

4 WHRIFEANILRET
4.1 Arifn B SR A O B R LA O PR AL E

B R Fr ol B A B 2R ) RIDRE I &, PR
B HOPE AL T AR AW S L 4Ok SFDA i
Sidffeth 1 22 TR A B E S BR OR, AR B T
RETE N A 2% 30T o 37 JL5E A H R IS8 3T T AR Wi
TEREATH o I, H30 N AR T R 0™ il i a2 20T B I
4 AR A o0 B IE BL PR AL AE , A RE A RSO
B H AR Bk B XS . @ ISE I SFDA Ml | f
£ Al PP O M A G Bh A o RN, ik al i g
filt 2 il BV RO HLIE R OB R 1 B SE 2 M
o Lo T g AR A B A OCAE R S3 Ak E AR
By A5 1 B LA DL R 48 98l 24 0 e B A
E I 2 AN E W2 I ARG HE I, B, Al K
B 24 418 AR OC ISR TR R R B DF R, A AR e R BR 2 b
L DA 1R AR G A S B0 M R I
4.2 IR A BN TT R AT 0 08 TR H 7

L e O Al o ) o A R B2 vy, 7 o i 20>
BT, D BEE A7 AN HEBG o A0 A 4 T A PR £ LAY
B i i R Dl S VAR L B = R NI SR N
i R RE (0™ i, 2 O N N R B R,
v U R T AR B A, HATA A
WA B RN BA WA A RE ST, AR BB 4, A
AR FEA BT A A 7 Al AR R i = B
TR A AR XE AR RO AR RETT K 4 1 7
4.3 FEOr USRI A IR AR Bk

7 it I AR 5E LIS R HE A R A 0 58
5 A Y RE T S B OB R . H i A
X i 4R S B H AT R B BT, A s B I A S R R B
B UL R SE PR, W g ALaE . T A% Al R B A
F8 FH A BT A S ) R T A R A o ) 1 E P IR 2
el TEM TAEN A e L 8RR S Wik
JO7 AT e i B o

5% 3k

[ 1] EZRE 2GRN R O i W 0 ik (RAT)
[S]. EREEMAMMESHERHAHE 19 5 ,2010.

(2] Bt Rm, A, opEE R S (0], b E S
5T AE 2R 2007 ,19(5) 1422425,

[ 3] But#, Bl R T4, 4. 2003—2005 45 3 IR 4 B & 45
BrLIT. o o S 25 4% 5 24 75,2008 ,20 (1) :52-56.

[4] BAK, EH, EBRA,5F. 1996—2007 4F o [ {7 fd & i 7R
A0 [J]. TA#FSE,2010,39(2) ;129-132.

[5] A, it hEZ S R &R SRR [T, A
B2 {5 B¢ ,2011,13(3) :9-11.

6] TR ,EARLE, ERM, & Lt hi R @ e & TN AT

KPR E —CHE R R BN TETIELT]. gaE,
2011,13(7) :20-21.



