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The accuracy of the documents and information
for this application has been duly affirmed.
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Instructions

- ~ - 473 R 7 General Notifications

(CF)RBSEARERY FE A5 RERETRRY > TR FE RdoR ek 7 o i
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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: Health Food Registration Information (1), (2), (3),
(4)-

(=) ¢ 33 £ T et~ e M FH7IE 2 (Al - Microsoft Word 5 F #8148 > F 1 %
JFRREEFRANUBE) P FNBFINETAP PR RER AR VAR
PR > IR EITE2ZRFT o
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.

(Z)HE2F @~ T~ 2 g B A4 KRR (210 mmx297 mm) B1F 5 ek 3t Ad s S
FHEALA] s BHFRAEET RN R DT A RS R A
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.

(B)$ 8 TR RLFRE - FAR P TRRRTR B2 RS (2
L S v;fk) ﬁ%{wﬁ °
The numbering sequence of documents, information, literature summary table, and
overall list shall correspond to that of the annexed attachments (documents,
information, literature).

(T) ’P@*'*" 3 FH ‘~'?}§J% s el R 2 ¢k 2 5}5",—,?;'%7 Y - RS R

WLV Fh o MY F 0 RT Y- SRWY 2 A Bp FEE-
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.

F)REEALTFE A REFFLIRIL > I RRASRE AL (B¥AR) k- 4
FERARL BT BBV E A A S BRI
The assessment or test reports submitted in the attachment should be the original
copies, and the product for which a new application has been made, namely the final
product, and the originally-tested product shall be identical. The assessment reports



shall be signed by the principal investigator and the test executor for future
reference.
(5)FERBRFLRE R FEBLFL  AFLHED (hS e 21 B) RS
< 4 L )];J;- E-R % °
The assessment report shall be a tailored report for the application. Report writing
(such as format, unit, case) shall conform to scientific literature writing standards.
(M) WRRRFPBHI 2L FRAPAFREL AP SRR ZT LR ERLFITRFINAE
R LT LR A
Certificates and documents certifying that the institution that conducts the test is
approved/examined, or the certificates certifying that the laboratory meets the
requirements of good laboratory practices could be attached.
(L) RAM TP FES AR PR ¢ RGEREST 2 #2l -FPI %R
B HRRP S - REFRRLE -
The research reports and literature of similar domestic and foreign are provided to
support the safety, efficacy, stability of the product and clarify the inspection
methods. The literature shall conform to the general ethical standard for academic
work.
(_L) ¢ éﬁ--}, wfﬁ‘ 72 4% ;é'—:ﬂf.f.'_?ig'% ’ )Ei?‘i 2 mf-?e‘_-‘lf_f.'- 353 *ﬁ‘i; ;,-%» ¥ —;I_,p pE A % ,é_‘}_ w0
REFLBHRGT TR RAFTEREFF RS DL BEI2PAZ2ER o
The assessment of the execution of the application shall comply with the
requirements of the current assessment method. If the assessment is carried out
before the revision of the assessment method, unless otherwise announced, shall
have been performed within two years after the effective date of the current
regulations.
(F-)"THRSF AR TSI ERHZ 2T aRE: 2 TikR a&-ﬁ%"’}?“ 3k
AFREC2FPHARE R TRESZRECRRAY R BT
In accordance with the “Review Form of Chemical Inspection Method for Health
Food Registration” and “Review Form of Microbial Inspection Method for Health
Food Registration”, the submission should include the "Standard Operating
Procedure Document for Inspection Methods" for the purpose of review.
(F2) P HFPRBFEARATREANY 22 THERF SR IAF VI AL AT T AR
B %%ﬁgiii BRRESHFYRHFTVIEELE
The applicant shall prudently ensure the correctness and authenticity of the
documents and information attached. For any matters not covered in this
instructions, the Health Food Control Act and the Regulations for Application of
Health Food Permit shall prevail.
Z ~HARP
Instructions for Completing the Form
)P HRFARAITHR:
Basic Information of the Applicant :
LP A Tw>  RESEARTRH  WRBABFEL L T4 - TREFERRE - - B8
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FhE
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.
2A 54 TLEgs o REP T4l d WL mN TR ERELeE 2 £
,L.ﬂz%-%k%fiaﬁ.ﬂlg z']ﬁ- ij,,,,nbg—lﬁ-éﬁi\.paéﬁ-ﬁiéﬁ\éﬁ—ﬁ
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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.
3B S RERFEFR() () (2) ()
Health Food Registration Information (1) (2) (3) (4)
Diehk 6 S a%T=TR(-)
Health Food Registration Information (1)
AFGt3 @3 PR AP gHha e -
The product name shall not counterfeit or allude to the registered trademarks of
others.
B))%'-Flé‘A.\M;%)ﬁ;e:}“n Rz ar-c']«ﬁ#"’ FwLfh (P F2 L 1)z 3£
BREZESEIBARIN FREECNELZFAEAT c R R Y - A&
H* b 7 HRTPPEL -
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.
QEksFaHkTTH(E)
Health Food Registration Information (2)
ARitrsait 2 H RS a4 BN REssap o X3P R8> ik
HALIEH 2 A AR B TRzl (RFL) | 3 ke F;—-— ik 2
gt oz .'Jl%s,- Fl e
In the field of “health care effect and the ingredient content”, descriptions of the
health care effect shall be provided and after which, the “content (ingredient)
with health care effect” shall be specified in the order of degree of efficacy of the
health care effect. If more than one type of health care effect is being applied,
each type of healthcare effect shall be listed.
BEB2 &% 22 (BFE -ALTH-¥F) ~Fa>8 (Fa33 ~Fe
F) ~ Rgasafkdt RARATR - BRELBEPD -
The usage instructions (amount of mtake, precaution and warning),
preservation method (storage method, storage condition and shelf life), health
care effect descriptions shall match those of the assessment and testing reports.
QEksFaHkTrTHEE)
Health Food Registration Information (3)
4



ASEARAE B IR B RRR RS
The appearance of the food shall be clearly stated as liquid, powder, tablet,
capsule, etc.
PR (MF-LE38) Wi BP9} ¢ R85 HTREP P - ¢ X4
B HFREE3 B2 %R T B -
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.
With s RERFEFRE) ! AR LS B REWEP A5 Rits
P2 By o
Health Food Registration Information (4) The field of “application reason(s)”
shall clearly state the reason(s) why the product has health care effect.
E)AERESARETEL
Specifications and Quantity of Ingredients :
LA AL2 R KeIYF RPEZ2 §FFLP2HFEEF (P E2F5)) 2 78 &Y
5Ed BARAD FRIECNEEF AL T o
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.
2REFIL R ELA BRI UBIRTINE P e BREHRILZRE D AR
The table of the specifications and content of materials shall be issued by the
manufacturer and indicate the specifications of ingredients with health care effect,
and the original copy shall be annexed as attachment.
3 RAPETER KA &P RE (FRAPELEE 2L HR%E) 2 REFL ;T2 4P
MELBL e RR{FLAERBAZEZZ PP -
Sources and specifications of all ingredients (including quality control and sanitation
testing of the ingredients) and inspection reports shall be included. The attached
report shall have the signature and date of the executor and the approver.
4.RFE "ﬁiﬁ"‘\‘zkktﬁﬁ %E’}’é’ﬁ'ﬂﬁ —?‘g"/a’? ‘/a‘ﬂ-l /k‘%tﬁ"tiﬁ'iﬁk
For extracted or concentrated raw materials, information on the process, extraction
solvent, concentration method, and concentration times of extracted or concentrated
shall be attached.
5@#paw¢ﬁ#* BT RS EFHIFTER L B EF P F BT A
B2 pa—% 942 I
In the case of food additives, copies of food additive registration license shall be

attached, in the case of compound food additives, the formula shall be indicated and
instructed.

6ASHRAGEZBERY  BY R HEZRRBERS -
For products in capsules, the formula description of the capsule shell should be
attached.



T A R s ¢t ?j‘_;ﬁ BT BHRSRFEL W R I R BREL
If raw materials are purchased from foreign countries, test reports, manufacture
process and certificates of legal factory shall be submitted.

8 E FtY o BT HOHEFS FkORER 2 HEELFL T AR ARAY A
TR RE R -

In case of raw materials containing strain, certificates of origin or microorganism
evaluation reports of all strains shall be submitted, for materials containing lactic
acid bacteria, the strain identification report should be attached.

ORHFTREST LY FHF AT WHARELFS
In the case of edible Chinese medicines, medicinal plant assessment reports shall be
submitted.

(E)AFLX 2TFRELHFEL L
Summary Table of Safety Assessment Report

1By BN 22X 2RI HFLE 2L AR A
The product safety assessment report issued by an academic institution shall be
summarized and included in the form and the original copy shall be annexed as
attachment

2% 2RI F-WLAE BRSNS RRE Y 20 - ERHIRE RIER
The product for which a new application has been made and the originally tested
product shall be identical.

SHRMIFRHNIZAL BRRERSEXZ2EFRIZALITRHAMFL -

For products with a safety category of 2 or higher, relevant reports shall be attached
in accordance with the health food safety assessment method.

AZ2PRELRTFIHLN BR PH DL B R GERRFL BRI RFFLP
FREFXHRLE &

Safety assessment report shall contain clear and colored photo of tissue slices, and be
signed by veterinarians or physicians with animal pathology background for future
reference.

SHER2FRIZAEILIZFI NI (RT3 Fr BV R'GEPAFERRBEDP &
If the safety assessment method used in the test report is slightly different from the
method announced by the FDA (such as the measurement method), the scientific
basis of the method shall be attached for the assessment.

6.4 2IERAFL RB T DR B L ERALRE T AR EARL AR
W ?FELAGEG LRRT FE2 073 2 AR RER
Safety assessment report shall contain complete data of all test subjects for
verification, and the samples in the assessment report shall be fixed subjects, and the
data shall not be deleted arbitrarily. Appropriate statistical methods shall be used to
analyze the experimental data.

7. 'lf"‘f"?;'ﬁﬁﬁ R RARHRFPREZ T LA ST ERRLE *Hf'gi"‘Eﬁ?"‘i ERE

BRBREA IR EYR'TERR PR LAXFIREZ R LA g8 2R R
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In the case of animal testing, a written consent from the Institutional Animal Care
and Use Committee shall be provided. In case the principal investigator and the test
executor are different, a written consent from the Institutional Animal Care and Use
Committee of the executing institution shall be attached.

BHARS A AR ERBRFFH Md 3 FHPESSRBRF FLAFI AL
W% 2FTERESL -

If the ingredients or raw materials used in the application products are novel, the
health care effect assessment report shall not be published by the institutions that
develop the same ingredients or raw materials.

(2) A 52 FEH#IGECHLFEL L
Summary Table of Health Care Effect Assessment Report :

1.8-8 et 3 ’&ﬁ"_“. E 2 {Rhits B4R 2 L{FEEATE 25 B0 AR E R
The health care effect assessment report issued by an academic institution shall be
summarized and included in the form and the original copy shall be annexed as
attachment.

2HFERFL U FLNERPIF IR W AEF LY B E AR BRBES

B2 dEd R A AL RABESE R %ﬂ#ﬁibﬂ*wﬁii
FELRZ2TPLGETH -
Health care effect assessment report that is published in academic journals are
preferred ;
if the report issued by a testing institution or entity of the applicant itself should have
the credentials as evidence of its considerable professional research capabilities and
impartiality.

BHBRNARS P FL AP ARAGT RV RHARTRARLE LR LI SRR
BrREZRTLAEL L ERRT z‘,ia—"*.uﬁi CXBEERA KSR EE S
PASERESETH &rfrv#"ﬁ—kﬁﬁ’*i L FARBRRTLAIRRE BT RTEER
P2 RAHFFREZRTP LRI eRLT I REF TR REEANER
#FEF R BT RGN uﬁ?f’c °
If human subject research or animal testing used in the health care effect assessment
test,
Consent form the Human Research Ethics Review Board, proposal or a written
consent from the Institutional Animal Care and Use Committee, consent from the
subjects, screening conditions, diet instruction and diet record shall be submitted.
When the principal investigator and the test executor are different in animal testing,
a written consent from the Institutional Animal Care and Use Committee of the
executing institution shall be provided. If the effective dose of animal experiment is
different from that of recommended intake for humans, relevant literature shall be
further provided.

AFKEREL B FHIL NS BR VW T g2 B RRERHFL R RFFSP
FRENRE R



Health care effect assessment report shall contain clear and colored photo of tissue
slices, and be signed by veterinarians or physicians with animal pathology
background for future reference.

SRR I AL IZGG AR (oRI 23 3) B BYR'GHPE B RBFEP S
If the health care effect assessment method used in the test report is slightly different
from the method announced by the FDA (such as the measurement method), the
scientific basis of the method shall be attached.

6.7 53R AL BT PR B ML R FER I ERE I AL R AR AGE%RR
o 2EEILM fgtzyi AR REF NP A REREKR -

The attached effect assessment report shall contain complete data of all test subjects
for verification, samples in the assessment report shall be fixed subjects and the data
shall not be deleted arbitrarily. Appropriate statistical methods shall be used to
analyze the experimental data.
THARS LSRR SRBERFTH A 2 RN SRBAFFLAFE 0
PR IIERIEL o
If the ingredients or raw materials used in the application products are novel, the
health care effect assessment report or the health care effect assessment report shall
not be published by the institutions that develop the same ingredients or raw
materials.

(T) A &2 Foitst s A FRAFLHR A ¢
Summary Table of the Identification Report on Ingredients with Health Care Effect of
a Product :

IR RELFHCRBPBHETREZETFSL A4 H D AP R
The identification report issued by the manufacturer or another inspection body shall
be summarized and included in the form and the original report shall be annexed as
attachment

FIHIRCHEIRIARNIYL =P A EFRA RIS SRR I L2 TH2 ZER
$%% RIS SRS PR ER
The identification report shall include the qualitative and quantitative test results of
three batches of product ingredients or specification ingredients produced by factory
production line, of which at least two batches should have the inspection completed
within the past three years.

BEIHFL2ZRFIZREIAN DL ZRBFIZAFAEFT NI A Z 0 BTV KA
BESZHRECERAEZEIPRTRE PR TREESEARFRIL TR 3
FPAWi 2 TRESEARTIEHKIFBEZ S EIRARE TR F A2 Y
LA BV S UTE AT SR 88k
The identification report methods shall be generally recognized domestically or
internationally, with relevant information such as validation and "Standard
Operating Procedure Document for Inspection Method “shall be attached, and follow
the “Review Form of Chemical Inspection Method for Health Food Registration” and

8



“Review Form of Microbial Inspection Method for Health Food Registration”. If other
test method is adopted, literature and comparison shall be attached to support. 3.3 #
PEREFERG RS sed S F o BT HRE R k2 S A RER R
In case existing technologies cannot determine ingredients with health care effect,
other raw materials with the health care effect or supporting literatures shall be
attached.

(3) A&l % LRPFHRFLFEL L
Summary Table of Test Report on the ingredient stability of a product and its health
care effect :

IR RALE X LM% EL (FRBR 2 K- BF) il [ H2 4
:ﬁ-%{.\ ¥t % By o
The stability test report (including testing method, data and results) issued by the
manufacturer shall be summarized and included in the form and the original copy
shall be annexed as attachment.

2EXXPBREFLI BRIV II 2 ARG ANAYULZHRBRES HP I 1 ERHR
FPHEZER > THRGFERHICI L FETRF S Z2EPHTH -
Test report on the ingredient stability of a product shall be submitted proposals and
three batches result manufactured by the factory production line, of which at least
two batches of inspection shall be completed within three years, and ingredients with
health care effect of relevant information such as the validation shall be annexed as
attachment.

3HWAESBENRY BT B GEIHRERA P DR A SV RE RPEH R
HRBP -
Products in capsules or tablet forms shall be subject to disintegration test. Capsules
shall also be subject to brittleness test.

(<) 2 &WEME

Summary of Manufacturing Process :

IR RBRE2ZEFHURIEE (FHRAEBE Ao 1 5B E 41 ) 324 2
hp 8" WA v =0
The documents substantiating the manufacturing and processing process issued
(including ingredient preparation, manufacturing process ,and processing
conditions ) by the manufacturer shall be summarized and included in the form, and
the original report shall be annexed as attachment.

2B I AR EMRFLNARAT (FHEAEBE) X AP L e 1
The manufacturing and processing process shall be completely illustrated in a flow
chart (including ingredient preparation); moreover, the processing conditions shall
be clearly indicated.

BEFFE AT RO FFRA E2 L34 DEKY AT RO EHL kK-
Those being extracted shall explain the extraction method and the solvents used.
Those being concentrated shall be provided the concentration factor.

(M) A CERFLBP FREE A



Summary Table of Documentary Evidence of Good Manufacturing Practices :
Lith 655 MA Y
If an applicant apply for domestically produced :
D#FBEP L FPMTL AR TERPRTY T pMAEEFTH (s
T ARLHUBEFRE  EFTEHR I EFIRMSR R B)EE AL
h:h? j;ﬁxﬁ-%?xﬁ-f:{}g-@o
The information on control of the manufacturing process (such as procedures,
manufacturing process control documents, quality control documents, and
quality control engineering drawings or equivalent documents) in accordance
with the good manufacturing practices regulations enacted by the central
competent authority shall be summarized in the application table, with the
original copy submitted in the attachment.
Q# SR AFRL Y AT RUFRPLL S F2L@P 2 i d P2 ARY -
RIBE &R T & B 732 -
If the health foods are manufactured along with other medications, a certificate
proving that the factory can manufacture both drug and food products shall be
submitted. If health food and medicine are produced in different production
plants, the factory floor plan shall be attached as evidence
2HBSEETAF HRARIFTERPLERLEY SEPETZIPERARLR
FEERPLER L B0 h o BT A
An applicant applying for “imported” health food registration shall include in the
form the summary of the official document evidence the good manufacturing
practices presented by the original manufacturer and annex the original evidence
document, the full text of the Good Manufacturing Practices of the country of origin,
quality management plan as attachment.
SHWRBAREAUFE AMREY FIRIPMEP > BRI TEAERAFTLINA -
If the manufacturer has certificates issued by other quality control system, it may
submit the copy of relevant documents to prove that it has the ability to implement
the good manufacturing practices for health food
AHARURGE-R (F)) MIQNS”RTFEUE  F  ATHRGI FREARNEBY
AP EY L BN R CERP R TR
If two or more manufacturing plants are involved in the manufacture process,
documents regarding the good manufacturing practices followed by the central
competent authority of each manufacturing plant shall be submitted respectively.
(1) A SH2 RARIE B RRELHL 4
Summary Table of Sanitary Specifications and its Test Report :
IRUERELFECRBBETREZRREFSL FETRL D H L MR R
The analysis report issued by the manufacturer or another inspection body shall be
summarized and included in the form and the original report shall be annexed as
attachment.
2HRBRFLBF LRI ARAYUZ 2P A K2 RFRF LY I HBRRR S P RN
10



ZEP G THRERFEL B RER D 2FE -
The report shall include the test results of three batches of products produced in
factory line, of which at least two batches of inspection shall be completed within
three years.
SHHRFL e KR S EFLRFTRILBHRAP -
The contents of the report shall comply with the sanitation standards of health food.
(L) - FHEFLLPFELFEL L
Summary Table of General Nutrients Analysis Report :
IS RS A RBBRECRETRELAVRLIFEST 2L H A
Ao
The analysis report issued by the manufacturer or another inspection body shall be
summarized and included in the form and the original report shall be annexed as
attachment.
2AVELIRFIRMIARAYUL ZH A2 REBRF HP I H RIS P I B
ZEP ST AREL R FERERS ZGE
The general nutrients analysis report shall include the test results of three batches of
products produced in factory line, of which at least two batches of inspection shall be
completed within three years.
BAVHL e e RSRF AT B FFAMRILREE FHARAP > 2 B ¥ 4%
FLEE 2 E-PEFRFLBKEISLRP o
The general nutrients analysis report shall include the calories and nutrient items
followed by the Regulations on Nutrition Labeling for Prepackaged Food Products,
and the unit measuring the nutrients shall be specified with the conversion method of
each serving specified.
LHESRBEY AT PRERLBREE -
For products in capsules, the test results of the capsule shell should be presented.
(L) RMFELEE 2 TR B
Overall List of Relevant Research Reports and Literatures :
LAAR M T 42 2 R RS 2 5 5 1 2 o
The relevant research report and literation information shall be summarized and
included in the form and the full text shall be annexed as attachment.
2L RET G Y R s EBRIARE RIRR -
Chinese description, underline and index labels shall be included in literature.
(F)A&Ee R -HRBEERPFI(C)(E)(2)
Product Package, Label and Information Leaflet (1), (2), (3) :
LARe R -HFB2RPF(-) (2):
Product Package, Label and Information Leaflet (1), (2) :
M#E&E? 2 HFApr ZE AR TARFTFP B HZ-
Fit the content of the Chinese labels according to Product Label Content.
QBE 2P FRPERBSETIRZ I LRSS/ EFTALL -
The content shall be in accordance with “Health Food Control Act” and “Regulations

11



Governing the Labeling of Health Food”.
2A%e R -HB2 P E(2):

Product Package, Label and Information Leaflet (3) :

(D#-E 5o K~ Rl - 2P FFRTERP
Paste the package, label, information leaflet onto (3).

QFp2 FRE AP FU2ARF 5 RA > E N 7162 2R
BT R Lv%’T”QE&%*iP’%ﬂW?# 4 g Fe
REFE > @RIRPF2 A8 REFHRL o
In principle, the label and information leaflet 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 package may be pasted onto
the table as an alternative.

()P ERAPFEERLEP S ERARREL DRSTEP 2 ERAFRTARR
Table for Pasting of the Copy of Registration Certificate of the Applicant's
Corporation or Business : Paste the copy of business registration certificate or
document onto the form.

+ J%-P""J ]5'”%'
H2ZFIR X2 {F

e
i
-4
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‘¢ & Attachments :

1. 2 WUREHT L * (Rl Y +9RF2)
Original Copy of the Contract Manufacturing Agreement (Ignore if it's not an
OEMcontract)°'°°°'°'°°"°'°'°°"°'°°°(

2. Qg RMNEZARRIEILAREIELE &
Original Copy of Specifications and Quantity of Ingredients issued by the
Manufacturer L L] L] L L] L] L] L] L] L] L] L] L] L] L] L] L] L] L] L] L] L] L] L] L] L] (

3. AFL X 2FRFLLT A

Original Copy of Safety Assessment Report ¢ ¢ ¢ ¢ ¢ ¢ o o o o o o o (
4. A 52 FiEH TR IEL T A

Original Copy of Health Care Effect Assessment Report * * * * ¢ ¢ ¢ « - (
5., Wik s A FRARL L 4~ F g B RF T EARA 2 TR

Original Copy of Identification Report on Ingredients with Health Care Effect

of a Product, its Inspection Method Employed and Standard Operating Procedure for
Inspection Methods = * = * ¢ « ¢ o o o o ¢ o o ( )

6. Wik ok THLPBRIFL T &

Original Copy of Test Report on the Ingredient Stability of a Product and its

HealthCareEffect““’"'°°°""""°°°°°(
T W@ khE2 2 RRaMe TRt &

Original Copy of Summary of Manufacturing Process * * * « ¢ * « ¢ « « (
8. LB IEERPLEM FHL A

Original Copy of Documentary Evidence of Good Manufacturing Practices *
9. ARFIiBRAREZE A REFL L &

Original Copy of Sanitary Specifications and its Test Report * * ¢ « « ¢ « ¢ (
10. ~ B g £ 3L AL T &

Original Copy of General Nutrients Analysis Report * * « ¢ ¢ « ¢ « ¢ « o (
11 A WA 2 2 RER

Relevant Research Reports and Literatures ¢ = ¢ ¢ © ¢ ¢ o o ¢ o o o o (

°
7\
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g (Br) RESEAREERFFEFFY 53
Application Form of Secondary Case Review for Registration of Produced

(Imported) Health Food
£ 2 ¥ : gL RTI
Rec1p1ent :Ministr ﬂy of Health and Welfare
3

A | Ofg x> Te =2 : 3 2L )
R FE s

Subject :The company intends to [ Jproduce [ Jimport (Product

_ Narne),and flles an appl1cat1on for registration.

o POl E R ToRleT

Descr1pt1on The attached documents and information include:
GFGEe-FPRPEEEE S TE%FTcLi 3 & H = Please directly sent the documents and information
to the appointed body for the outsourced health food product reg1strat10n procedure )
N VR P AT B s iR s TP
Bas1c In rrnat1on of the Applicant and Health Food Registration Information
s AERESSRRES %lo
S ec1f1cat10ns and Quantlty of Irgredmnts

:—_ ~ 9 .Q _% ’J‘—f-i
Safety Assessment Report an the Summary Table
T AR BREHGERHFLZIRL L

Health Care Assessment Re ort and the Summary Table
52 ok A XA L3 AR 2 LA
Indentlflcatlon Report on Ingredients with Health Care Effect of a Product ,
its Inspect1on Method Employed and the Summary Table
An AEE R R rons A% SRS A AR %
Test Report on the Ingredient Stability of a Product, its Health Care Effect
_ and the Summary Table
=~ ASHaEme
Summary of Manufacturln Process
N RRTERELEP TR AR A
Doglurnentary Evidence of Good Manufacturing Practices and the Summary
T

4
4

1 v A R B RHEL R A
Sanitary Specifications, its Test Report and the Summary Table
L THYAEAS L AR A
General Nutrients Analzgds Report and the Summary Table
Lo VhRHEE R RTRE - B
N Relevant Research Re yports and Literatures and the Overall List
Z AR RERZIERPE
Produc ipackage Label a and Inforrnatlon leaflet
_L_:_ fFl \'1,%';&3 * ch pg-\,,-l»gj\
1g Cof ’}3’5 F‘—gvlstratlon Certi%cate of the Applicant's Corporation or Business
1o Intact Sarn le and Rev1ew ee Payment Receipt
l N
Two CllSCS
¢ %‘i‘}i‘i _’r"f Applicant - (% i Seal )
é, '?' A Responsible Person - ( 5 i Seal)
o Bt Address -
B ¥ A Contact Person :
E } E’s':"- Telephone No. -
3_, ?'i}_—- Contact E- maﬂ
Date:

15



- HRBRATR

Basic Information of the Applicant

& 15
| o4

Name

¥ o by

Address of Business

P4

P = Responsible Person
?
R % SREFRGIE
Applicant |Food Business
Registration No.

x i (

Telephone No.

.3;% - -353 %};u

Unified Business No.

2 o
| nd

Name

seg B EAEM
ii%‘.!;ﬂ Address of Business

SREXEHIR
Food Business
Registration No.

Contract
Manufacturer

T3 (

Telephone No.

7
Rt
Factory Name

R ik
Factory Address

B2

Responsible Person

L, | SEREFREIE
ﬂ 3 Food Busi

00 usiness
Ey

Registration No.

R 2L
Manufacturer % 3L (

Telephone No.

1 RE e
Factory Registration
Certificate No.

u—-

Unified Business No.

16




R SRAKRTETH(G)

Health Food Registration Information (1)

v > LA
rr';" %’ Chines Name

Product Name w2 (R<) r%‘:;

English Name

(Source Language)

RS %

Ingredient Content

17




ré A _‘_Q > x sly -
- ~@ERSFAKRFETH(GC)
Health Food Registration Information (2)
i 7 ST st T aed A (Ral)
Description of Ingredients (Materials) with
Health Care Effect Health Care Effect
1. 1.
et 7 3
Rkl & A
Description of
Health Care
2. 2.
Effect &
Ingredients
# = i
Amount of Intake
A
5% R N A
= JF Precautions
Usage
Instruction
¥ %
Warnings

18



- RBSEARERTHRGE)

Health Food Registration Information (3)

& &t EA) B
Appearance
1. p # % Inner *t & % Outer
Packaging : Packaging -
2. P & % Inner *t & % Outer
Packaging : Packaging :
3. P & % Inner *t & % Outer
Packaging : Packaging :
¢ % i ﬂPﬁ- 4. p 7 X Inner *t & % Outer
Packaging Packaging Materials Packaging : Packaging :
5. p # % Inner *t # % Outer
Packaging : Packaging :
6. R # % Inner * & % Outer
Packaging : Packaging :
7. P # % Inner *t # % Outer
Packaging : Packaging :
1.
2.
3.
£® (38) |
Weight (Volume) 5:
6.
1.
oy 2
Storage Method
p— X
LR
Preservation Storage Conditions
Method
AN
Shelf life

19




- RBRESFAFZFTTTH(2)

Health Food Registration Informatlon 4)

i

The reason(s)
for filing the
registration
application

20




S ARREAMRESEL

Specifications and Quantity of Ingredients

iR P

Applicant

4
e
Product Name

- D é =R Tf'-"' = A 3 ‘;!E.l__ % Quantity of Ingredients -

-~ FEHad s (RE) Z 4 Specifications of Ingredients
(Materials) with Health Care effect -

21




2 ARZLED

23 2!

¥ e

Y

=

Summary Table of Safety Assessment Report

¢

TP

Applicant

z
e

Name of Produc

-~ REERGHE- 18)

Verification of Ingredients (Please check the appropriate one)

B (MRS RA |BNRGH  (PETVRS FRPERES (PLTER LONGHIR HEGR
Serial [Name of |Traditional |%# * Rild @& * 2 ¢ & i?ltﬁ#f' 2 ATV HEGER? P b4}
No. Ingredients |Ingredients |¥- {4 , & |# FHEE | RERE- T R W
2 Chinese herbal |ER&EH R v E)
Comply with |medicine ® | 7 |Non-traditional |Others
the "List of  |concurrently |Comply Food Ingredient |(Please
Ingredients |usable for food |with the or Going beyond |specify; for
for Use in “Standards |the "List of example,
Food" for Ingredients for |use of
Specificatio [Use in Food" restricted
n, Scope, Chinese
Application herbal
and medicine)
Limitation
of Food
Additives”
1
2
3
= ~ & > 43R Safety Assessment
FTRmE | REEE | RRHE | PHRGE BFE PR FmBE
. Name of | Subject of | Number of | Amount of .
Serial No. Experiment|Experiment| Samples of | Intake & Result of Experiment
Experiment| Duration
3.1
3.2
3.3

22




T~ A B2 TR

L3R 4

Summary Table of Health Care Effect Assessment Report

=
Ty
Applicant
e 2
L3 S
Product Name
FHBE | RiEdx | PH#% Rk | JBE PR PSS
Information | Health | Subject of |Number of| Amount of Result of Experiment
Serial No Care Experiment |Samples of| Intake &
Effect Experiment| Duration
4.1
4.2
4.3

23




2 s Vs )\ 2
I AR FREH%RILSFEIFLEL L
Summary Table of Identification Report on Ingredients with Health Care
Effect of a Product

R

Applicant

4
e
Product Name

¥ — 3 18t (&""" ¥, Batch Number )

% = 3 2nd (%"" ¥, Batch Number )

¥ = # 3rd (3* %L Batch Number )

24



» v\ v
A AEEH RS ad At T RBHREFLEL L
Summary Table of Test Report on the Ingredient Stability of a Product
and its Health Care Effect

PR

Applicant

4
o
Product Name

7 s WRE P WEHEE PRELZ RS
Serial Number Testing Subject of Summary and Result
Items Testing of Testing

Rl ok nk
No. of 1st
Batch :

6. 1

6. 2

¥
No. of 2nd
Batch :

6. 1

6. 2

25



-~ A2 &= % &£ = R

Summary of Manufacturing Process

PR

Applicant

4
e
Product Name

% i 4c 1 % #2 Manufacturing Process -

26




A AR B THEAER A

Summary Table of Documentary Evidence of Good Manufacturing
Practices

B %

Name of Factory

4
o
Product Name

FHEIREFER
Official Factory
Registration Certificate
No.

?C sl (?‘_ B
Checklist of Other
Quality Management
System Certification
Information

Bl H AR B2 R
(FALH)
Related Laws and
Regulations of the
Foreign Country
(please ignore in case
of domestically
produced product)

s #le
Manufacturing Process Control Document(s) -

1.
2.
L EERPARN |3
4

Checklist of
Information Relating
to the Compliance

with the Good B &
Manufacturing ?ﬁ—% # .
Practices for Health Quality Control Document(s) -
Food Manufacturer |1

2.
3.
4.

27



1 AR RRAEE HR%ELEL 4

Summary Table of Sanitary Specifications and its Test Report

iR P

Applicant

4
e
Product Name

B % # ¥

Items under Inspection

' % R %

Inspection Specifications

w &R 5 %

Inspection Results

%“#"#"%ﬁ.

No. of 1st Batch -
1.

2.
3.
4

¥ P

No. of 2nd Batch -

Fzpu

No. of 3rd Batch -

28




NS L VWS EY 3 ¥

Summary Table of General Nutrients Analysis Report

PR

Applicant

4
e
Product Name

B P

R

WA P

RS

%P

R

Items under > S Items under % Items under 5
Inspection Inspection Inspection Inspectio Inspection Inspection
Results n Results Results
) CEFs $Z s
No. of 1st Batch No. of 2nd Batch No. of 3rd Batch
AEE- g A&EE-E A&EE-E
(28/F2) (25/F2) (25/%¥2)
Amount per Amount per Amount per
serving (g/ml) serving (g/ml) serving (g/ml)
1. #% 1. #% 1. #%
Calorie Calorie Calorie
2. 5 2. 5 F 2. 5
Protein Protein Protein
3. g 3. g 3. g
Fats Fats Fats
& iy 3% i foig W% i foig W%
Saturated Fats Saturated Fats Saturated Fats
,E;\‘.E;]s}; ;5\‘.2;]57; ;5\‘.9;137;
Trans Fats Trans Fats Trans Fats
4. Bk &P 4. Bk & 4. Bk &P
Carbohydrates Carbohydrates Carbohydrates
% ¥ ¥
Sugar Sugar Sugar
5. 4 5. 4 5. 4
Sodium Sodium Sodium
6. H#HP 6. Hump 6. Hump
Others Others Others

29




4 -‘- > v x sy
Lo MBS RTR- B4
Oveall List of Relevant Research Reports and Literatures
Rt
Applicant
W P
Product Name

W [FERTH | F RECRTRIA & =

Serial Title of Reports or Author Source of Literatures | Remarks
No. Literatures
11.1

11.2
11.3
11.4
11.5

4o s AP B IR 0 P R L BRI 4o M~ B S AR -
Where the literature information substantiates the Health Care Effect, please indicate the
testing model in the field of “Remarks”, for instance, human subject research, animal

testing or in-vitro test.
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Lo AR ERBIEPT ()

Product Package, Label and Information leaflet (1)

P e i LA

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.

e
Applicant
"
Product Name
v o3 ¥ A& A & % 7 p F
Labelling in Chinese Product Label Content
o
Product Name
REFRSRG P LRI
NrREFE REATES B 3
IMAUFETL o RE-FENDE SR
Fhypo uHREe ty o B YE

EE~FLAKE

Net weight, volume, or quantity

-4

F
Expiration Date, Storage Method and

L A A R

Conditions

A

7 2z p #§ Expiration Date :

%75 * 7* Storage Method :

bl

¥ % # Storage Conditions :

5. BB &4 # uk o B r F RLP Rp
PERE BAF v

Name and address of the manufacturer.
In case of an importer, please specify the
name and address of the domestic

manufacturer.

31




L AR ERBIRPE (2)

Product Package, Label and Information leaflet (2)

RD

Applicant

Product Name

P2
e

P & 7 ¥ O

Labelling in Chinese

.3

L S

Product Label Content

e

¥ 2

6.

P2 ok

The Approved Health Care Effects

HTRIE (B TRE S5
FHREFERE (RF)
Reference number of the permit
(sample), words of “Health Food”
and standard logo (sample)

BEGTERAAEIA T
RBSRBFI LA LR L
¥

Amount of Intake, precautions,
possible health risks and other

necessary warnings.

FAFL2 52 (FABA)
Nutrient and its content (Nutrition

facts)

10.

[ SR A B
Ingredients with Health Care
Effect and its Content

32




Lo AR RFRERP T (2)

Product Package, Label and Information leaflet (3)

PR

Applicant

" ¢

Product Name

33




Lz 2P ERSP EERLEP Y BB AR

Table for Pasting of the Copy of Registration Certificate of the Applicant's
Corporation or Business

TP

Applicant

4
o
Product Name

34



