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‘ HEMmBERIEKEA Definition of Novel Food

ERHemEM

Understanding Novel Food

@ cnEN: ZAMIEHER; Edible
@ z4epy; Safe
. Ay ; New in China

Q 20 ERPNMHF. HF. FFaYH; BEH; e.g.: seed of apple;
leaf of apple, seed oil of apple; krill oil
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‘ HEmBEREARE S Definition of Novel Food

HMEGRERMPENX

Significance of Novel Food

@ EHTEESER; used as raw material for general food;

Q. ENIREE SERL: used as raw material for health food (blue
hat/cap);

‘ BERAI A& 53 O ; raw material legally imported to China custom.
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‘ HEmBEREARE S Definition of Novel Food

H 7454 Basic Characteristics

B4 Properties
BRABMHER®, SAMBTHENKX 2 (edible food, not drug)

2 AZ £ Safety
AR EE A2, TAMREERE

(Safe for human consumption)

Y, ZBT3EEE B 5 New in China, no consumption history
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O%ﬁﬁu%lﬁﬂiiﬂﬂﬂﬂﬁiﬁﬁ Application Procedure

BignieE Application Flow
chart

WilNizEREFHESRER Novel Food Confirmation

HEZRXEIEGER Documents Preparation for Safety Evaluation

EEZEERIRAFR Preparation of all Application Documents

BREDFEDI AL ERL  Submission of Application to NHFPC



(‘%ﬁﬁﬁlﬁﬂﬁﬂﬂﬂﬂ?ﬁiﬁﬁ Application Procedure

BRnie® Application Flow chart (cont’ d)

FA{ERE  Technical Evaluation

TEEREN, T ENEZEHIERE Address comments/

questions from
Expert Panel

fER#TSZR  Public Hearing Period

ERXAE Formal Public
Announcement
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O%ﬁﬁ'p‘ﬁ':}?\ﬂiiﬂﬂ’:ﬁﬂ}ﬁﬁ Documents Preparation

FE&#IEH Main Documents List

Q—‘%Jﬁ;ﬁ,}? Souce of the raw material

DTz, [REFRME Processing Procedure and Spec.

DL tRR, SERRRE. RKIFMHERE Safety Documents

@ = 1% 5% Food or Supplement Consumption Statement

@ L BB S IATEAIIERR (3 O 7= &) ISO or GMP of Manufacturer
Q EF-HEIR (FEO™m) Free Sale Certificate

@) FA1E3R. Application Form
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(‘%}fﬁ'ﬁ: [ERLEME L £ Documents Preparation

¥ IME Required Tests

O B4, 5o #I; Hygiene Test, CoA

€ S Toxicity Tests
(i.) 23F; Ld50
(ii.) 1= £ =1 Genetic Toxicology Tests
a.Ames

b.Mice sperm abnormality test

c.Mammalian bone marrow cell chromosome aberration test

(iii.)  28K=(90KMEF:; 28 or 90 days feeding study
(iv.) E#Fi38; Teratogenicity study
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'%ﬁﬁﬁ:}?\ﬂ;‘iﬂﬂ’ﬁﬂ&% Documents Preparation

LIS =iRig  Certification of Labs

QEvsnzE, BZEHCMAFERK;
CMAF certification for domestic labs;

D Esssrs, EEEGLPAR;

GLP certification for overseas labs.
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@ &5 EREME RS Documents Preparation

Y Ef#k A Timelines & Cost of Application

< Time: MRABIXERFHERE, MBZE—FEH;
Given satisfactory test reports and supporting documents,

it takes around 1 year from submission;

< Cost: TEZEZRMANPIEERIZEA, 2925-35F7 7T,
Main cost drivers are testing fee and safety evaluation report,
estimated cost around 250,000-350,000 CNY (40,000 to 60,000 USD).
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@it 155 R £ FE 457 Approval Situations

AHEEEE Non-Approval reasons

ﬂ B & Frz8 Medical efficacy claim
DR Z PN AR Y, REFTRBENT AN EENmAL.
Important to note: Novel food raw materials can provide health benefits.

However, the application of the raw material will not be approved 1f medical

function claims are presented.
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@ 1t 1 R s R E 547 Approval Situations

THt A2 Example of rejection

D-H R
NS ERARUATIRMAE. RE%, MERRES, HLTME
HAENES; REERINTENEEITAHE.

D-Mannose

Excessive claims for therapeutic effect on acute pulmonary inflammation and
Urethritis, consequently not approved as food. Yet it has been allowed to sell in
other countries as a food supplement.
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@)t 1 R R E 5347 Approval Situations

AHEEEE Non-Approval reasons

O%?&Hﬁﬁ%, MR, ~NE&5% Medicine character

DR X PN AR, REFRBENT AN REENmAL.

Important to note: Novel food raw materials can provide health benefits.
However, the application of the raw material will not be approved if medical

function claims are presented.



@ it 19 R it #2 R 4347 Approval Situations

2S5 Example of rejection

FEZ. R<

FEZ. RZ, BTHRER, BEEWHBNLN, Bk, REE®

Ganoderma lucidom

A kind of medical fungus which has obvious medical effects, cannot be

approved as food. Same situation as for Camphor tree 1iris.
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@it 155 R £ FE 457 Approval Situations

AHEERE Analysis for no permission

Q B R&IEARZE Insufficient evidence of edibility

L RBENEBRARRBANGHE;

No history as general food;

ii. RBEARERKEFIRANIERER;

No history as food supplement;

ii. £EFEARRTES HE, T LMIERNXH.
No free sale certificate in manufacture county.



@ it 19 R it #2 R 4347 Approval Situations

TR

JEE S IS =54 # Application examples

VEEW; Yellow Lotus Flower
VA, Ginseng

v BN Krill Oil



@ it 185 R R H o FE 4357 Approval Situations

HMRBEREMBIERLZH Examples

#% 1 Yellow Lotus Flower

ANREZHBANDNL, WHEETRIAARECRREZTENLER,
EEBTHH, Ak, REHIBENTRARE.

Since yellow lotus 1s a typical Chinese medicine and the yellow lotus
flower 1s a part of the yellow lotus, it cannot be approved as new food
raw material.



@it 155 R £ FE 457 Approval Situations

HMRBEREMBIERLZH Examples

A% Ginseng

ASRZERERY, BEESN, ASHBETRE, TRPERERKALM
ERSETHAZ, #HENFRMER.

Ginseng was Chinese medicine in the past, since Ginseng has been approved as general
food in many other countries, Ministry of Health of China approved Ginseng as general
food in China.
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@ it 185 R R H o FE 4357 Approval Situations

HMAREEmAIFEGSH Examples
fR A Krill oil

AN HE MBS R BEEN IR ENAH, ERUNBHUE AT RIER R, FIEPENHTRFERMS;
FEBAERIANAEZEBRMA, SPEMNEINA—F,; ERiOCEESSSPENINEERATR
[, ZRFRNASTT, NEIEREENRSENRARE, Hit, FEBAREESRINRCE VTR
an B2 o

Krill oil is extracted from Antarctic Krill. Earlier been approved as novel food in EU. After submitting
to Chinese MoH for novel food application, some experts thought it was the same as Chinese shrimp oil
and belonging to general food, not novel food. After proving krill oil is not the same as Chinese shrimp
oil with various parameters, MoH approved krill oil as new food raw material.



@it 155 R £ FE 457 Approval Situations

FEmBERARIEE R Key points for application

v BrEAieuE; Well-documented argumentation before application

v B&EM; Food, not medicine;
v e, Safety;

v RRARBE, EIMEANRMAIDERNTER.

Approval situation in other countries and its history as food.
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(’ HMEmEEEE[RMEHT Food Safety Law

M REmEEEBERLEIT--FHREm
The Key Points and Analysis of Food Safety Law -
Special Food

G%ﬁﬂ%@%ﬁ A 75 B sa—Special medical use formula food - Registration

@g@iﬂ)L@ﬂj‘i@Eﬁ, R 7 ) LEE 5 H #p—Infant formula foods,Infant formula milk

powder

P R2E 5 — Health Food
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@ # a7 25 AT E BB Food safety Law

M REmEZEAERNENT--RER®
The Key Points and Analysis of Food Safety Law - Health
Food

A a EFRRERAESERISNERNRER M
b. RO RERS (MREFR. ¥ MBS~ mERIN)

Registration:
a. using the material which is not in the Health food raw material list;
b. first time imported health food (except supplement withutrients and minerals)

> a. ERRERAENERENNRERRS (BR)
b. ERHOMREREFETHRELR. FYRFEAYRN (BRRF)

&

At

Filing: a. using the material which is in the Health food raw material list
b. first time imported health food as supplement nutrients and minerals



_ —

(’ HMEmEEEE[RMEHT Food Safety Law

M REmETEABERNBIT--HREm
The Key Points and Analysis of Food Safety Law -

Special Food
Dunesmemras—E5Re a5 KB EEN IR

Special medical use formula food - Registration

Oy mras—=g. AAK. EETARKGFRMN A NESER 152

Infant formula foods - Filing

Oz RIS —E SRR ST NS EIER 1M
Infant formula milk powder - Registration
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Thank you for your attention!



