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The accuracy of the documents and information

for this application has been duly affirmed.
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Please download the Application Form for Health Food Registration from the
internet. If there isn’t enough space on the downloaded application form, please
make copies of the forms and each with the same format. Each copy shall have a
number after the title, for example: Product Packaging Label and Instruction
Manual (1), (2), (3).
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The application form shall be typewritten using a computer and printed out
(Software: Microsoft Word; Font: DFKai-SB; Size: subject to adjustment as needed),
and bound with loose-leaf binders. A disc containing the foregoing file shall be
included in the submittal to facilitate the review procedure.
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The documents, information, and literature shall be printed on A4-size (210mm x
297mm) papers; if the papers are larger than A4 size, please fold them into the size
of A4, place them in order as attachments, and insert the page number to facilitate
the review procedure.

4.F &~ T TR A - TR TR TR SGE R o B TR (F
FOR "f’%) FELARk o
The numbering sequence of documents, information, literature summary table, and
overall list shall correspond to that of the annexed attachments (documents,
information, literature).
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If the submitted documents, information, literature are not in English, please
submit a Chinese version translated by a government-accredited translation service
company. Those in simplified Chinese shall be submitted with a traditional Chinese

version which can be translated by applicant.
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Basic Information of the Applicant :

»

(2)

TR RBSEAREEY  WIRF LT A RERERRL S - RRE LY -
An applicant applying for registration of “imported” health food is not
required to fill out the fields of the responsible person of the manufacturer,
factory registration number, and unified business number.
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Where products are manufactured by a contract manufacturer, please fill out
the “Contract Manufacturer” field and attach an original copy of the contract

manufacturing agreement signed by the contracting parties.
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Health Food Registration Information :
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The product name shall not counterfeit or allude to the registered trademarks
of others.
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The ingredient content information shall include the names of all ingredients
and food additives (in both Chinese and English) and the content shall be
listed in order from the highest percentage by weight to the lowest percent by
weight. The names of the ingredients shall be the generic names instead of
trade names; the names of the food additives shall be in compliance with the
“Standards for Specification, Scope, Application and Limitation of Food
Additives” as announced by the Mistry of Health and Welfare.
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In the field of “health care effect and the ingredient content”, descriptions of
the health health care effect shall be provided and after which, the “content
(ingredient) with health health care effect” shall be specified in order of degree
of efficacy of the health health care effect t. If more than one type of health
health care effect is being applied, each type of health health care effect shall
be listed.
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The wusage instructions (amount of intake, precaution and warning),



preservation method (storage method, storage condition and shelf life), health
health care effect descriptions shall match those of the assessment and testing
reports.
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The appearance of the food shall be clearly stated as liquid, powder, tablet,
capsule, etc
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In the field of packaging (material, weight capacity), all types of packaging
shall be clearly stated; materials shall be marked as for inside and outer
packaging. The numbering of material shall correspond to that of weight
capacity.
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The field of “application reason(s)” shall clearly state the reason(s) why the
product has health benefits.
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Specifications of the Raw Materials and Quantity of Ingredients of the Product :
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The ingredient content information shall include the names of all ingredients
and food additives (in both Chinese and English) and the content shall be
listed in order from the highest percentage by weight to the lowest percent by
weight. The names of the ingredients shall be the generic names instead of
trade names; the names of the food additives shall be in compliance with the
“Standards for Specification, Scope, Application and Limitation of Food
Additives” as announced by the Mistry of Health and Welfare.
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The specifications of the raw materials and quantity of ingredients of the
product issued by the manufacturer shall be summarized and included in the
form and the original document shall be annexed as attachment.
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Summary Table of Ingredients Specification Test Report of a Product :
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The ingredient specifications test report shall be issued by the manufacturer or

an inspection body within one year. The report shall be summarized and

included in the form and the original one shall be annexed as attachment.



Moreover, the examination method, including qualitative analysis and
quantitative analysis, shall be provided or attached to the report.
() K=
Three batches shall be attached.
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Summary Table of Test Report on the Ingredient Stability of a Product and its Health
Care Effect :
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The stability test report (including testing method, data and results) issued by

the manufacturer or an inspection body shall be summarized and included in
the form and the original report shall be annexed as attachment.
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Three batches shall be attached.
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Summary of Manufacturing Process :
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The documents substantiating the manufacturing and processing process
issued by the manufacturer shall be summarized and included in the form,
and the original report shall be annexed as attachment and numbered.
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The manufacturing and processing process shall be completely illustrated in a
flow chart (including ingredient preparation); moreover, the processing
conditions shall be clearly indicated.
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Those being extracted shall explain the extraction method and the solvents
used. Those being concentrated shall be provided with the concentration
multiple.

6. 24T RF2 B THFER 2
Summary Table of Documentary Evidence Good Manufacturing Practices :
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An applicant applying for “domestically produced” health food registration
shall include in the form the summary of the relevant manufacturing process
control information prepared by the manufacturer in accordance with the
requirements of “Good Manufacturing Practices of Health Food
Manufacturer” and annex the original documents and information as
attachment.
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An applicant applying for “imported” health food registration shall include in
the form the summary of the official document substantiating the good
manufacturing practices presented by the original manufacturer and annex
the original substantiating document, the full text of the Good Manufacturing

Practices of the country of origin, quality management plan as attachment.
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Summary Table of Sanitary Specifications and its Test Report :
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The test report provided by the manufacturer shall be summarized and
included in the form and the original report shall be annexed as attachment.
The foregoing requirement shall apply if the test is conducted by another
inspection body.

U G

Three batches shall be attached.
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Summary Table of General Nutrients Analysis Report :
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The analysis report provided by the manufacturer shall be summarized and
included in the form and the original report shall be annexed as attachment.
The foregoing requirement shall apply if the analysis is conducted by another
inspection body.
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Three batches shall be attached.
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Package, Label and Product Instruction Sheet (1), (2), (3) :
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to Article 13 of the Health Food C 2 s pr 28 > (- )~ (=) -

Fill in (1) and (ontrol Act.
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Paste the package, label, instruction sheet onto (3). In principle, the label and
instruction sheet pasted shall be the real ones used by the company. Where
pasting is not possible due to the oversize problem or packing material factor,
the color photos of the actual packaging may be pasted onto the table as an



alternative.
10.2 P Bt B EERLEP > ERARREL
Table for Pasting of the Copy of Certificate of the Applicant's Corporation or
Business Registration :
PR BRAGEFTRRT AL -
Paste the copy of business registration certificate or document in reduced format

onto the form.
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Application Form of Secondary Specification Standards for Registration
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of Produced (Imported) Health Food
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Recipient : Ministry of Health and Welfare
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Subject
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:The company intends to [ Jproduce [ limport (Food Name),
and files an ap
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Description: The attached documents and information include:

plication for registration.
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(Please directly sent the documents and information to the appointed body for the outsourced health
food product registration procedure.
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Basic Information of the Agplicant and Health Food Registration Information
AERAL A RRT L2
Specifications of the Raw Materials and Quantity of Ingredients of the Product
Ao S ARSI 2 AR 4
Ingredients Specification Test Report of a Product and the Summary Table
A&E: HEREH AL X IPRFHRFLEEFLE
Test Report on the Ingredient Stability of a Product, its Health Care Effect and the
Summary Table

i~ AWML
Summary of Manufacturing Process
A S %%ﬁ%%fiﬁwgﬂlﬂﬁﬁi
i Documentary vidence of Good Manufacturing Practices and the Summary Table
- ARFARERRES AR%FL FL A
San,ital;y Specifications, its Test Report and the Summary Table
NN Yy S EEE LTy
General Nutrients Analysis Report and the Summary Table
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Packaés, Label zlnd Pr‘oglruc‘:t’lngtructiop Shegt o
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Copy of Certificate of the Applicant's Corporation or Business Registration
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Intact Sample and Review Fee Payment Receipt
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B F A Responsible Person : (& '_‘ql. Seal )
3 Ht Address -
B ¥ X Contact Person -
il %% Telephone No -
T < 281 Contact E-mail -
e - 3 ¥ 3 2
Date
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Basic Information of the Applicant
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Address of Business
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Applicant |Food Business
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Unified Business No.
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Address of Business

TP S REETETE
Contract .
Food Business
Manufacturer |Reojstration No.
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Factory Name

Rk
Factory Address

A
Responsible Person

1] 13 SEEFEEFR
> Food Business
Ey 1

Registration No.
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Manufacturer g ﬁ}; (
Telephone No.

1 BLUE 3o 7R S Bl
Factory Registration
Certificate No.

- %

Unified Business No.
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Health Food Registration Informatlon
P> B
Bl Chines Name
Name of I
Product %~ (B¥) e
English Name
(Source Language)
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Appearance of Food

(color, appearance, form)
1. p # % Inner ¢ % Outer
Packaging : Packaging :
2. P & % Inner ¢ % Outer
Packaging : Packaging :
7 ?ﬁ 3. p # % Inner ¢ % Outer
Materials Packaging : Packaging :
& };zgz 4, p # % Inner b # % Outer
Packaging Packaging : Packaging :
5. P & % Inner ¢ & % Outer
Packaging : Packaging :
1.
B (38) 7
Weight (Volume) 4.
5.
oy 2
P Storage Method
RS T e
Preservation o
Method Storage’ Conditions
= B R
Shelf life
® > £
5w oo Amount of Intake
DN S A S 1
Usage Precautions
Instruction
¥ #
Warnings
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Specifications of the Raw Materials and Quantity of Ingredients of the
Product
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¥ #J R
Applicant

T2
1

Product Name

LS A G R
Quantity of
Ingredients

~ARRZE
Specifications of
Ingredients
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Summary Table of Ingredients Specification Test Report of a Product

=4 5 o
¢ #f R i
Applicant
e F
Product Name
% — 3 1st ($* %5 Batch Number )
% = # 2nd (3= 5L Batch Number )
% = 3 3rd (§* %5 Batch Number )
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Summary Table of Test Report on the Ingredient Stability of a Product
and its Health Care Effect
=d. g =
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Applicant
7
e
Product Name
T SR P Er T HERIERZ BE
Serial Number| Testing Items Subject of Summary and Result
Testing of Testing

¥ - pepeut
No. of 1st
Batch :

[ kot
No. of 2nd
Batch :

PP
No. of 3rd
Batch :
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Summary of Manufacturing Process
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Applicant
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Product Name

ﬁl 2Avl AR Manufacturing Process -
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Summary Table of Documentary Evidence of Good Manufacturing
Practices
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Name of Factory

-4
A
Product Name

ER1MmE R
Do
Official Factory
Registration
Certificate No.

H# g kiR
BEFRFE
Checklist of Other
Quality Management
System Certification
Information

B 7F AR B2 AR
(FMALE)
Related Laws and
Regulations of the
Foreign Country
(please ignore in case
of domestically

produced product)
Wiy 412 2
Manufacturing Process Control Document(s) -
1.
BEEE SR |y
e
R EArE
Checklist of 4.
Information
Relating to the

Compliance with - s
tlI:e Good e ,?- (: #le @
Manufacturing |Quality Control Document(s) -
Practices for Health |{
Food Manufacturer

L
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Summary Table of Sanitary Specifications and its Test Report
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Applicant

4
e
Product Name
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Items under Inspection | Inspection Specifications Inspection Results

LR oF ok R

No. of 1st Batch -

1.

2.

3.

4

[ oF ol R

No. of 2nd Batch -

¥ o
No. of 3rd Batch -
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Summary Table of General Nutrients Analysis Report
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Applicant

| SO
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Product Name

%P

e &%

%P

e &%
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Items under % Items under % Items under %
Inspection Inspection Inspection Inspection Inspection Inspection
Results Results Results
$o P SRRy ey
No. of 1st Batch No. of 2nd Batch No. of 3rd Batch
2 5% - % A&F- 1 2A&EF- L
(25./%4) (25./F2) (23./%2)
1. #& 1. #& 1. #%
Calorie Calorie Calorie
2. 9 F 2. 9 F 2. F9
Protein Protein Protein
3. gk 3. i 3. gk
Fats Fats Fats
& fomy 45 & fomy 45 oy i
Saturated Fats Saturated Fats Saturated Fats
):;\:B;lsja ):;\:B;lsja ;3\:9;,57‘3
Trans Fats Trans Fats Trans Fats
4. ki &P 4. k- &P 4. k- &P
Carbohydrates Carbohydrates Carbohydrates
W W ¥
Sugar Sugar Sugar
5. & 5. & 5. &
Sodium Sodium Sodium
6. HuHEp 6. HuHEp 6. Hugp
Others Others Others
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Package, Label and Product Instruction Sheet (1)

i XY
Applicant

Product Name

v 2
1
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Labelling in Chinese

A2 & % 5 R

Product Label Content

2R

¥

1.

e ¢
e

Product Name
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Name of Ingredients & Food
Additive(s); those that contain two
or more ingredients shall indicate
the respective ingredients in
descending order of proportion; in
the case of a mixture of two or more
food additives which are named
according to its function shall
indicate the name of each additive
separately.
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Net weight, volume, or quantity
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Expiration Date, Storage Method

and Conditions

#+ 34
[

e

p #F Expiration Date :
= % Storage Method :

i% i+ Storage Conditions :
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Name and address of the
manufacturer.

In case of an importer, please specify
the name and address of the domestic
manufacturer.
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Package, Label and Product Instruction Sheet (2)

YR

Applicant
2z
T

Product Name

L T 1

Labelling in Chinese

A2 & % 5 R

Product Label Content

2R

¥

6.
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The Approved Health Care Effects

FERTE () Tieh 9 &
FH2FERE ()
Reference number of the permit
(sample), words of “Health Food”

and standard logo (sample)
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Amount of Intake, precautions,
possible health risks and other

necessary warnings.

¥E302 58 (F%£E7)
Nutrient and its content (Nutrition

facts)

10, Figwsad sz 3§

Ingredients with Health Care Effect

and its Content
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Package, Label and Product Instruction Sheet (3)

i XY
Applicant

2
A
Product Name
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Table for Pasting of the Copy of Certificate of the Applicant's Corporation
or Business

A o=
¥ #J R
Applicant

T2
1

Product Name
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