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for this application has been duly affirmed.




3 % JF
Instructions
- ~ - 42 £ ¥7F General Notifications

C)RBESELAHRETRY G AP RFRBETRRY > T2V FE Ao ERY - ikt

W RN FAE o P AFAHEZ T AR RS AR e RS EART
FRE)IE)E) ()
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).

(=) ¥ 3d 2 BT ragE M T FIE 2 (8 2 Microsoft Word ; F H#FHH > F W< |+
RRRREANUPE) EUBETINET P cEFERBR ARG DRI LR
NG RIFFLEFT 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)wE2F &~ F TR AL Rk (210 mmx297 mm) #/ 1% ; 4o 3% Ad > I8 =
Ad Xl kBRI BRI R R 2 R EAE R RIER - 1% A
The documents, information, and literature shall be printed on A4-size (210mm % 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.

(m) & @&~ Fo TR E - FAPEPL FTHRBEER - BE TR E (FEF
B p) 2 RERE
The numbering sequence of documents, information, literature summary table, and
overall list shall correspond to that of the annexed attachments (documents, information,
literature).

(T)HREZFE S FHE PR o AT 2 ER Y BT - PERAE Rk
B2k Y T H O BT RY- SRS R @ h
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)RELZALFRARIFIRIL > I RFRASRE AL (R¥AR) Ik - L=
RIFL T BBV EAMAZRRRAAE L
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.
(C)IERRAFL ALY FFERERLFL  HFLER (A T 41 B) RS
4 L }i‘é 3, % °
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.
() WA BT 2 RAT P LERES SR SARLE PP URCRP R
X R MER 2k
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) RAEAMMFEEELFATRY T CRGREIST 2 - #o0 S U2 %2
200 PRPE - REFRRALE -
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.
(PP FFRRHELEATFRER BREAFTFERIZRAL GFFRIZ LB L0
TR R T R JFRRFER RS LB I%pA22Ep 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-)xTRESRARFR S ERFIZF AL 2 TRESTARKRT ik
FHRE2FPEEE BT TRECZRECRRA 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.
(L)Y FPAFEARHE AN E2 TRRE WA d AR AR Bk
SHRERFIERESKE FHFVHEILE -
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.
S HEARP
Instructions for Completing the Form
SEETTEES Y
Basic Information of the Applicant :
1.¢ ;%Fﬁ]» SRS EEREEE > WERPF L L § 4~ 1 REFRLY S - HEEL
B o



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.

235wt T4, REP T4y  FE2AMTF 2R EL43FF2 243
;&%-& 352 _-;Jr..%ﬂlg %’]ﬁ- y SN {:‘..3?]%- ¢ )‘gi\.pﬂ ¢ %ﬂ'%ig_r%‘ ¢ ;%—-ﬁ,r; _-;e?:..‘ﬂ
lz& PR SN ORI AR o
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.
BRBEEGEEHREFFH(-) () (=) (z):
Health Food Registration Information (1) (2) (3) (4)
Dk sEaRFE ()

Health Food Registration Information (1)

AFLrEF FE SRR A TP FHLFE -

The product name shall not counterfeit or allude to the registered trademarks of
others.

BR#FFA2Z FEMBE 97 M2 SRFLF2FWEf (P FE2 L)) 2 3785 @
FZE5FBARINL ) FRECNERFAYEAT - P2 LfERRY - L@
L AERTPEE
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.

QERsFaHkTTH(E)

Health Food Registration Information (2)

ARiEr st 2 H RO S AP BA A RiEH s F o0 ENEPA 28 RiREH K

T% 2 AL 3R P TiREH %30 (RE) 5 B2RFY F- Ut 2 Rigs s
A& - 70 -
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.

BHEB2Z§7 i (BPFE -AAFHE ¥F) " Fu 3N (FF 32 F2PF) >
FRH LR RE TR BRRFELEEHP

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.
QEksFa%kT=ETI(E=)
Health Food Registration Information (3)



AS SRR 0 B o B RRE R
The appearance of the food shall be clearly stated as liquid, powder, tablet, capsule,
etc.
P (M EEFE) B BEP A ¢ RBN HTREP R ~ e EHE
HFEEE3 R %EMAPT 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.
DR SEaHKERTF(r) Y FEaHREFrlHd P AFUEP AL T Fiks
=d 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)AFREFARETEL
Specifications and Quantity of Ingredients :
LRMAA2Z S EBe 9T RPEZ §Rphpo e (P EX7) 2 38 28 %
PRI ARSI FREACUERZFA VAT -
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.
2 15'?‘}44-/}‘:&.’}%. A ﬂlg}%l""rq' B P & d2ifided oo o2 J:g;ﬁ;,,_g_‘}_ R %?‘ffl-f"—"}?,&o

The table of the specifications and content of materials shall be issued by the

Ik

manufacturer and indicate the specifications of ingredients with health care effect, and the
original copy shall be annexed as attachment.
3T RAPEEIEL KA - EERAR (FRAPELEEZ IR ) 2 %R L S “T'd2 M
LRI eRPFAARARLEZE Y -
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.
SRPEZERFHFE > BYRGSFFHFIFTREL BP > SEFPF BIRARL
e WP o
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.
6.2 RALZBERE By WRGEIREERS -
For products in capsules, the formula description of the capsule shell should be attached.
TREEFH TS L R G hREE > B Y RREFS C WARE £2 1R ERL



If raw materials are purchased from foreign countries, test reports, manufacture process
and certificates of legal factory shall be submitted.

AN Ftd BT HHEES FkOREP 2 FAEIFL T AR ARAY AT R
W ERETIR L o
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.

ORFET HE & LY FHA AT WHARETRE
In the case of edible Chinese medicines, medicinal plant assessment reports shall be
submitted.

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

IREFFLIPHENELL2FRFIFSN 4 2 Mg e
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% 2HE F- ML AS BEWM TSV S RE  ERARE QA
The product for which a new application has been made and the originally tested
product shall be identical.

BXR2EIF-RNUIZAR  RREBRSEX2PFRIZRTLB'TIAMES -

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

A% 23FREFEL B FHIHLINS ER VF 2 ARLERHRRIEL R RFFLFFE
FHRE R E -

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.

SHEF2FRIZAILIZFT IR (IR )P BV RGEPLELRBERP S TH -
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.% 23R BT FRPUL R FRBUERE P AL E IR AREERR

IR fﬁt#i P FHBERPFFLHPIELFREERER -
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.

TNEFRHRREFRETRAIREFREZ R IR L e AT @Ry a1 a0
HRRFAFIRF > BY B'GERRNFBRLAXEFREL 2L 81 2F LT -

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.

BHARFA FAFRISAFSFTF I IR TR SERPAF T2 AgE I LM

2L -
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.
() A& FRAFHEHFLFL L ¢

Summary Table of Health Care Effect Assessment Report :

LAERF T BHNE L RS R LR A 5 B D AR Ao
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.

2HIGERFL U FEANERPINE IR WEAEFLF &
RFZEFL I HIVFFALRERPFLI ML F o BAIFS
SR AB BETHR
Health care effect assessment report that is published in academic journals are preferred ;

ARG RHRBHEAE
rLEFHELBERTR

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.
SHWHRM ARSI AEFRERFTF BV RGABRRGEZLAEFATISRR
REZR* LR EFE i\ﬁﬁﬂwﬁi~~$*?%% R R R I
BESGEFTH IrEFERVFLFAEBRNFTATIFRF BV RGERNETBELRR
FPREZIRPLAREL N ERAT  HEFRRL HNELARNEZRBFL IR R
TR M -

If human subject research or animal testing used in the health care effect assessment test,

B P
§3

H'%‘

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.
A#EREL B FHIL NS BR VP F AL B R HEERREL R RFFLFE
FHRE R F
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.



SHHMFTEFIZANLIZEF AR (WRIE 2P RV RGEPELEHEEPETH -
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 AFL BT PR B ML R F R ERE DAL RIERS AR
PEERMGES LR EFLAP B2 SHR R
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.

THARSS AL S ERPAF T FI AR NRIRRPSFTLAFI N LN
HIERFL 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)AFLF@EHSLFTRLFL L
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.

2EIRLIBIHIBIARAY2 CH A FFRAMIL SRR L2 T2 TR ERY
oAV IO RRRESPYRZEP o
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.

SEXFL 2L BRI ZRIAP 2L AR BE T2 ARREIRL 2 BTV RGHBR
FRERCERBIEREPN TR YR TR SR AR T RIS ERK I TIAR
2,12 TRHBSREBRFEMEIFRE I ZFIREREL JTPPFI LRI RRIZ
B3 —;:)lflezz 7 S ’H"Ptf}'l 0
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 “Review Form
of Microbial Inspection Method for Health Food Registration”. If other test method is
adopted, literature and comparison shall be attached to support.

ART HIFRFFELS seiFE# mA A F > BV WIS FRRA 2L LR S E@ o
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 % LRPFHRFLHFEL L
Summary Table of Test Report on the ingredient stability of a product and its health care

effect :
LB BB E 2T TR BRREFL (FHB%R 2 K 85) 324 1 24w
%t £ -9

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.

2F XM PFRFL B RV ET 2 IREARA Y2 PR E R IO RERAD
HRAW=ZEP > DHGERPERSLFRER LR PMTH -
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.

JWAFEBELLRE BT RAHITHRHRAP IR ERAST AL RGRARBHRA
B o
Products in capsules or tablet forms shall be subject to disintegration test. Capsules shall
also be subject to brittleness test.

(<) A &QEME

Summary of Manufacturing Process :

IR RAE2ZESUAME (P HEAEAR eI R 1 FE )AL 4D %
] AR =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.

2RI BN ERREFLNEREAT (FHRREBE) > P L e iR o
The manufacturing and processing process shall be completely illustrated in a flow chart

(including ingredient preparation); moreover, the processing conditions shall be clearly
indicated.

BAEFIF 0 BT WP B2 LN SR AT R RS S k-
Those being extracted shall explain the extraction method and the solvents used. Those
being concentrated shall be provided the concentration factor.
(M) BB ITERF2EP TREL L
Summary Table of Documentary Evidence of Good Manufacturing Practices :
gk s RAF -
If an applicant apply for domestically produced :
DB LY &3 F BN AR CERP Rl AN URTHTHE it - 4

9



WL EABRFRE CRFTEAEIRFIBRA TR B)REN AL CHD Mat
ATV A e
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.
QWS RAFRE LY AT RAFRALUS LB & s AR2 ARS 0 R
B TR R B Bz
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
2HBSEIR/AF HRARIFTERPLERLEY - SFVET 2P ERAMLR
FRP2LFEP 2 D A BRI R
An applicant applying for “imported” health food registration shall include in the form

&
'"'1‘\

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.

SHRBAREAU S AMREY FIRIPMEP > BRI ZEIAERFTLNA -
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

LHASBEBES T (F) N RSR TARNS 0 AT R RSRAE B P
GV LA FPMTTIFTERPTRIZAAM Y 2 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 SHFS RARIE B RRELHL 4

Summary Table of Sanitary Specifications and its Test Report :

ILREUBRELFACRBBETREZBRFS FE 2L H AR 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.

2HRFLBFIRIARAYL 2P AR 2 REFRF AV I P BRSSPI RN= £
RV RREL B FRESZFE
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.

10



SHHRFL e HER S EFLRFTRILLBHRAP -

The contents of the report shall comply with the sanitation standards of health food.
(L) - FHEFLLPFELFEL L
Summary Table of General Nutrients Analysis Report :

IR BRI L F L RRBEARETRELAVELFET AL A ARG A
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.

2AYELBI LRI AREPZ P A2 BRI AV IV P RBRASP IRz E
RO ARELRZRBRR T 2FE
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.

3AYHRE R ¢ RSRFEF A REFEATRILAEZFAAAP I AP F A2
B 28 -pEFEA0HE L2 8p 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.

LHASBEE BT BRBLRRSE .

For products in capsules, the test results of the capsule shell should be presented.
(F-)APMFE L 2 TR - FL
Overall List of Relevant Research Reports and Literatures :

Y R N 7 e R B
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.
(FZ)ASEE FREEPE(-)(2)(2):
Product Package, Label and Information Leaflet (1), (2), (3) -
LARe R-HFB2RPF(-)(2):
Product Package, Label and Information Leaflet (1), (2) :
OES FAS Sl £ Rk 3 1 KAy X9 i I L%
Fit the content of the Chinese labels according to Product Label Content.
RQE 2P FRPERBIS TR GRS SAHBFFARLT -
The content shall be in accordance with “Health Food Control Act” and “Regulations
Governing the Labeling of Health Food”.
2% K -FBR2mPF(2):
Product Package, Label and Information Leaflet (3) :

11



(DH#-E&e K~ Rk - RP FFRTARP
Paste the package, label, information leaflet onto (3).

PEIER ¥ I ELEREST P R FE TR RS T RN SRR
FES2 2 3 EFEEFREN CHEFIRPE L ST Hiﬂﬁkﬂ&&%ﬁ ®
MR H BEFRZ 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.

(F2) AP EREPFEERLEP S ERARREL DR TEP 2 ERAFRTARP
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.

12
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't # Attachments :

1. 2/ 6930 & (Bt y #9RTL)
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] L] L] (

3. AF2L % 2" RFL L 4

Original Copy of Safety Assessment Report * * * « ¢ ¢ ¢ ¢ ¢ o o o o o o (
4, 2 &H2 FiEHIEREL T &

Original Copy of Health Care Effect Assessment Reports « = ¢ ¢ = ¢ ¢ o ¢ o o o (
b, Fik# A A FAIFL L &~ LR B FECERA 2 AT H

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 @ ( )

6. ks 2k T RFHIFL L &
Original Copy of Test Report on the Ingredient Stability of a Product and its
Health Care Effect 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] (

T W BN E2ASRHEmeE TR >

Original Copy of Summary of Manufacturing Process * * * =« * * ¢ ¢ ¢ ¢ ¢ « (
8. A TERPLEM FHL 2

Original Copy of Documentary Evidence of Good Manufacturing Practices ¢ + * * (
9. A& FIRFRELZ A R%FFL L

Original Copy of Sanitary Specifications and its Test Report + « « « = ¢ « « « « (
10, - &4 %+ 0S4 1 &

Original Copy of General Nutrients Analysis Report * * ¢ « ¢ ¢ o ¢ ¢ o ¢ o o (
11 AR WA= 402 2 A

Relevant Research Reports and Literatures » = * * * « « « o o o o o o o o (

14



CENCISETEES T E TS F 43 AT
Application Form of Preliminary Case Review for Registration of Produced

(Imported) Health Food
xR -=be D ES AR IR
Recipient : M1n1stry of Health and Welfare

i g A2PEO0%:3 E]ﬁ)»r:‘v A Jg&aﬁ,dgﬁ—
PETEE
Subject : The company intends to [ Jproduce [ Jimport (Product

Name), and flles an appllcatlon for registration.

w O *g:-]-; é—.-\ -},..gr- .
Description: The attached ocurnents and information include:

S Y HRMPAATEIRESLERT TR

Ba51c Information of the Applicant and Health Food Registration Information

S ARRBIARETED
S ec1f1cat10ns and Quantlty of Ingredients
S AR2ZX 2FRFLES 3

Safety Assessment Report an the Summary Table

= 2 FEHIGEEEL ii’.:}%.ﬁ%‘

Health Care Assessment Report and the Summary Table
I AR REHNISERILE ARAE R
Identrﬁcatlon Report on Ingredlents with Health Care Effect of a Product ,
Ins;;ectlon Method Ernplo ed and the Summary Table

a2 P iRiEs kA A% R FL 2 ARE 4

Test Report on the Ingredient Stability of a Product, its Health Care Effect and the
Summary Table
=~ ARt

Summary of Manufacturrn Process
ANy RBRERELRS TR ARR A

Documentary Evidence of Good Manufacturlng Practices and the Summary Table

1 ARG R B RHFL R A
Sanitary Specifications, its Test Report and the Summary Table
L THYAEAS L AR A
General Nutrients Anal sis Report and the Summary Table
Lo SpHFY ﬁdv@ Ly
N Relevant Research orts and Literatures and the Overall List
Z ~A&Re RiR# pp
_ l;roduct packa}g' Label and Inforrnatlon leaflet
_L_: /\"Jﬁ c}_ ;ﬁ;« p’l-\al«igj\
of Re 1strat10n rt1f1cate of the Applicant's Corporation or Business
EPEN %ﬁs
Intact Sarnple and eV1ew Fee Payment Receipt
LI ~kFEE2H
Two discs

¢ %‘i‘}i‘iﬁ Applicant - (% i Seal )
é: '?' A Responsible Person - ( 5 i Seal)
2 Bt Address -
B ¥ A ContactPerson :
4 %5 Telephone No. -
% + 2R i% Contact E-mail *
v ¥ i R ¥ 3 2
Date
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Basic Information of the Applicant

Applicant

<1
|

Name

§E o hs

Address of Business

B4

Responsible Person

SEEFEETR
Food Business
Registration No.

w2z
W e

Telephone No.

-

Unified Business No.

138
X

Contract
Manufacturer

2z ol
| 4

Name

§ LRy

Address of Business

SRERAEIR
Food Business
Registration No.

H >t
LT

Telephone No.

FE

Manufacturer

by 7
Rt
Factory Name

Rk
Factory Address

B2

Responsible Person

SREXEETR
Food Business
Registration No.

® 2L
LT

Telephone No.

1 RE e
Factory Registration
Certificate No.

-3'#-"' %%}‘u

Unified Business No.
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Health Food Registration Information (1)

¢ 2 n r'
1.5;" % Chines Name

P . .
roduct Name .ﬁ"v (}ﬁv)‘%%

English Name

(Source Language)

RS0 G E

Ingredient Content
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Health Food Registration Information (2)

(TSR Fd
goit 2
Rl = o

Description of

i s g
Description of
Health Care Effect

it red A (RAL)
Ingredients (Materials) with
Health Care Effect

1.

Health Care 9
Effect & )
Ingredients
® > i
Amount of Intake
A
5 E A
I Precautions
Usage
Instruction
¥ @
Warnings
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Health Food Registration Information (3)

4 &0 B B

Appearance
1. p & % Inner * ¢ 2 Outer
Packaging : Packaging :
2. P # % Inner *k ¢ 2 Outer
Packaging : Packaging :
3. P # % Inner *k ¢ 2 Outer
Packaging : Packaging :
4 % ’H’ ? 4, p & % Inner *k & # Outer
Packaging |Packaging Materials Packaging : Packaging :
5. P # % Inner *k # % Outer
Packaging : Packaging :
6. M 2 % Inner *k & # Outer
Packaging : Packaging :
7. P % Inner *k # % Outer
Packaging : Packaging :
1.
2.
3.
£® (38) |
Weight (Volume) 5:
6.
1.

[N R
Preservation
Method

g
Storage Method

G iE @

Storage Conditions

3 ¥ F
Shelf life
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Health Food Registration Information (4)

¢ it &
%7

2 39

The reason(s)
for filing the
registration
application
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Specifications and Quantity of Ingredients

iR

Applicant

w F

Product Name

- ~ A& RF A 7 & % Quantity of Ingredients

=~ gL (REL) 2 84+ Specifications of Ingredients
(Materials) with Health Care effect -
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Summary Table of Safety Assessment Report

Ky
R
Applicant
e 2
L3 S
Name of Produc
ks 2o (2 e
-~ REERGHE- 18)
Verification of Ingredients (Please check the appropriate one)
B O RFFLE(BRGH (RETVPRS VEPRES (P8 TeR HBRSHEL (HuGHR
Serial |Name of |Traditional |&# * Rl & * 2 ¢ & :,/;‘]»4!4‘;' g NMMPRIERT P b0
No. Ingredients |Ingredients | B - T4 , &|# FHE2RE | RERE- T4 (&> L
2 Chinese herbal |E& & (R v ¥
Comply with [medicine % L  |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”
g I = '}_'*.%‘?—“56 Safety Assessment
THpE | AREE | FREE | ARE (B -HF
Serial N Name of | Subject of | Number of | Amount of Result of E .
eriat No- Experiment | Experiment| Samples of | Intake & esult of Experiment
Experiment| Duration
3.1
3.2
3.3
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Summary Table of Health Care Effect Assessment Report

iR

Applicant

w F

Product Name

TR | Rig#n| AHE% FHOE | EE-DF REEE
Information | Health | Subject of |Numberof| Amount of Result of Experiment
Serial No Care Experiment |Samples of| Intake &
Effect Experiment| Duration
4.1
4.2
4.3
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Summary Table of Identification Report on Ingredients with Health Care Effect
of a Product

? R

Applicant

#
e

Product Name

¥ — P 1st (JP‘"’ ¥, Batch Number )

¥ = F* 2nd (5}""‘ ¥, Batch Number )

% = # 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

T
Applicant

&
v

Product Name
TR S5 WA B W% WRELZEZ RS
Serial Number Testing Subiject of Summary and Result
Items Testing of Testing

¥ - FPE
No. of 1st
Batch :

6. 1

6.2

¥ PP
No. of 2nd
Batch :

6. 1

6.2
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Summary of Manufacturing Process

!FRE

Applicant

w F

Product Name

%l 34 4c 1 X #2 Manufacturing Process -
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A BRI RRELEP THREL R
Summary Table of Documentary Evidence of Good Manufacturing Practices
B &
Name of Factory

&
v

Product Name
&2 1 REEER
Official Factory
Registration Certificate

No.
2 3K KX >
_"EI: 6 rrv;"# S .&‘Lﬁ.:sﬁ
TR E

Checklist of Other
Quality Management
System Certification
Information
B HAp B R
(RALH)
Related Laws and
Regulations of the
Foreign Country
(please ignore in case
of domestically

produced product)
AR
Manufacturing Process Control Document(s) -
1.
RERR S &1 R

£ 2.
2 :‘}J% ~ 10 B |3,
A
Ciecklit of 4
Information Relating
to the Compliance

with the Good | & a5 42 2

Manufacturing ?% # .
Practices for Health Quality Control Document(s) -
Food Manufacturer (1.

2.
3.
4
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Summary Table of Sanitary Specifications and its Test Report

? R

Applicant

#
e

Product Name

B % # F

Items under Inspection

® % R £

Inspection Specifications

w &k B *

Inspection Results

Gy
No. of 1st Batch -

1.
2.
3.
4
L ok ok

No. of 2nd Batch -

IR of of

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

Ry

Applicant
Z
o

Product Name

WS TE P

%%

¥ %38 P

%%

¥ B 78 P

wE%R

Items under % Items under L 2 Items under 5
Inspection Inspection Inspection Inspectio Inspection Inspection
Results n Results Results
LR ok ad L ok ot 5

No. of 1st Batch

AEE-7E
(25/%2)
Amount per

serving (g/ml)

l. #%
Calorie
Protein

3. "m
Fats
& frig 1%
Saturated Fats
) g %
Trans Fats

4. Bk &
Carbohydrates
W
Sugar

5. 4

Sodium
6. HuwAEp
Others

No. of 2nd Batch

AR5 - 5
(a5/EH)
Amount per

serving (g/ml)

l. #%
Calorie
Protein

3. m
Fats
& foig 1%
Saturated Fats
FE n %
Trans Fats

4. Bk &
Carbohydrates
W
Sugar

5. 4

Sodium
6. HuEp
Others

No. of 3rd Batch

EE5- 5
(an/EH)
Amount per

serving (g/ml)

1. #%
Calorie
Protein

3. "%
Fats
& frig 9%
Saturated Fats
F ;% iy 3%
Trans Fats

4. Bkt &
Carbohydrates
%
Sugar

b, 4
Sodium

6. HuAgp
Others
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Oveall List of Relevant Research Reports and Literatures
Ery

Applicant
z
e

Product Name

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

11.2
11.3
11.4
11.5

doh AR M AR Y B T R R R BRI 0 e AR B R R
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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Product Package, Label and Information leaflet (1)

iR

Applicant
Z
o

Product Name

L I A A T 1 A & % * P F

Labelling in Chinese Product Label Content

l. &%

Product Name

2. MEFZESERLF L IRAE A
MIREPREBEREZESIREI R
IMAuETZ cRE-FEULE § 5
R TR RS B W
TS
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.

3. €~ ESfkE

Net weight, volume, or quantity

4, Frxp - FFIE 2 iEe % ®c P # Expiration Date :
Expiration Date, Storage Method and
Conditions %13 % /% Storage Method :
i 75 ¥% i+ Storage Conditions :

5. BT EAE ¥ Ak o g B3P R
RERE Gffsae

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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Product Package, Label and Information leaflet (2)

| R

Applicant

Product Name

w F

P2 O ¥ O

Labelling in Chinese

3

&= % T P

Product Label Content

R

F 2

6.

a2 #ax

The Approved Health Care Effects

FERFE (RF)TRBE S5
FHRZFERHE (RF)
Reference number of the permit
(sample), words of “Health Food”
and standard logo (sample)

L FPWERAREAR T
RERREREFI NI HERE 2
¥3

Amount of Intake, precautions,
possible health risks and other

necessary warnings.

FEAL2 TE (FHFT)
Nutrient and its content (Nutrition

facts)

10.

ksl L2 3 E
Ingredients with Health Care
Effect and its Content
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Product Package, Label and Information leaflet (3)

iR

Applicant

#
e

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

? R

Applicant
z
e

Product Name
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