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Instructions
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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).

2.0 FE AT R~ AP M TR B 2L (KM Microsoft Word 5 # #8448 - ¥ 8
LT RSAALE) Lué?**%*éPoﬁﬁﬁ%ﬁﬁﬁﬁ # 4
Rz k@ ll‘f %ﬁx?‘#f BT 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.

3. HpiE2LE i T v%& Bers A4 A 5E (210mm>29Tmm) #L1F 5 de% 3¢ Ad > 548 =
M Al B3E AR R A T IR 1 IF R
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.% ¢ ~ T TR A - TR FTARREER AR E (FE
T °§’<) BEApl o
The numbering sequence of documents, information, literature summary table, and
overall list shall correspond to that of the annexed attachments (documents,
information, literature).

SR B TR RS LA R AT R GRS
ALY A o MY 2 X BT - SEWY 2 ko @ 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.



~ 3 & B Instructions for Completing the Form
PR AT

Basic Information of the Applicant :

qy)

(2

s rﬁ’}" I RBESEAREEE O WERFEL L F 4 - IREFERE - - HRFALE -
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.

A&t T30, > BEP T4 0 B2l TH 2HRHEL 2 48
LR RS E R E R

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.

gRSsEaREFFHRCEI ()G ()
Health Food Registration Information (1), (2), (3), (4) :

qy)

(2
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ARG SRR A I FHRLFE -

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

others.

RSS2 g EBEHTT RFZ SRGFhFLFm I (P H L) 2 7R RATESEA

BAMAN > RECUEREFTAVEA o R ﬁ%ﬁ*—&i?’ﬁazﬁﬁ?ﬁ&%;%
SR FRRT LA E TSRRaF R P2 VETRREEF Rl Rt

The ingredient content information shall include the names of all mgredlents 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.

Figwsndit 2 H RS AH  BFNREHICPN F > XA FL 18 RiFEHIET LX) F

BooRp TigRgsads (R#) | 5 FREFY - A0 2 Figsx plkE- 5.

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.

() £h28* 32 (FPE - 2AFHE-FF) ~FF 38 (322 PF) ~ Fds ok

ERARBETE BRELBFHE -
The usage instructions (amount of intake, 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.
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SRR > BPP ik Ak sk SRR R

The appearance of the food shall be clearly stated as liquid, powder, tablet,
capsule, etc.
EE(HF£R23E)F BP9 ¢ LB HEARPP R e EHR - HFREE%
T2 %5 AT W -

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.
PiamEEL W BEAMAPASL G R RLE o

The field of “application reason(s)” shall clearly state the reason(s) why the

product has health care effect.
O R

Specifications and Quantity of Ingredients :

qy)

(2
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RSS2 g EBEHTT RFZ SRGFhFLFm I (P H L) 2 7R RATESEA
BRI FRIECHERTAVET  RBFL LHFRRY - BT LHF - FERTFEL S
SR FRRT LA E TSRRaF T P2 VETRREF Rl Rt

The ingredient content information shall include the names of all mgredlents 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.

RUBHBOELRFEILARETERE 2 B HE R

Attach the original copy of the table of ingredient specifications and contents

issued by the manufacturer

"I-l“éﬁ r*ﬁ'ﬁ %

Summary Table of Safety Assessment Report :
REFFTBRENELZ 2TRELHFET AL DRRF L R A
The product safety assessment report issued by an academic institution shall be

summarized and included in the form and the original report shall be annexed as

attachment.

4, & &2
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Summary Table of Health Care Effect Assessment Report :
E 2y #‘3’}#_ E2 RRH TG RLFEI AL > LRRLFL BT E R
The health care effect assessment report issued by an academic 1nst1tution shall be

summarized and included in the form and the original report shall be annexed as

attachment.
5. A &2 Feigst okt A ERARLFE 4
Summary Table of the Identification Report on Ingredients with Health Care Effect of a
Product :



() # P BRELEFITRLPF > HE AL LRARFLHR PG A wRL L 8 BEBHE
MEHF o RIEE -
The identification report issued 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.

(2) #-tamk iz (84 L~ TE) B R
The examination methods, including qualitative analysis and quantitative
analysis, shall be provided and annexed as attachment.

6. 252 HiF@gs b % T PBHRFLFELR Z
Summary Table of Test Report on the ingredient stability of a product and its health

careeffect :
RRUIRAL L X TYERRRL (P HBH 2 EKG-RE) P F o fHENLL ) TRRLFLRY
i e

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 report
shall be annexed as attachment.
7. & &AL
Summary of Manufacturing Process :

(1) Qg e & 2 Wi e 1RREP TH - 824 ZRRLPEP R R LHTTEH
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.

(2) gt 1 BB ERAFLRERNET (HEREAR) > LR4EP LT 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.

(3) HEFPf - WP 552 2 2 AR5 SIRSEF WP ka2 S
Those being extracted shall explain the extraction method and the solvents used.
Those being concentrated shall be provided the concentration factor.

8. AW ITERP2@P FHFL £
Summary Table of Documentary Evidence of Good Manufacturing Practices :
M ATHE RESEEHREE > BEUERE TRESHFIRIFTRRP  RU TN

i d HITH > e R SRR Y & TR e

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.

(2) ¢ 7% '—ﬁa’]% I RBSELREEE O BFRAUSRES L AFOLRFLTIREP 2 P 3 ok
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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.
AR WRARE L RAELFL A
Summary Table of Sanitary Specifications and its Tset Report :
RYUBMEL L REFFLRF  HFETRL > DRRBFLR PTG E R wRL TR L RRBHEAR
FooRIRE .
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.
10 - g R3S HELEFR A
Summary Table of General Nutrients Analysis Report :
RYUBBALLBEFFLNF &AL DRRPFLIR PG E A L H L BB BHFR
FoORIRE
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.
11. #ENP;L#F“@%& -®2
Overall List of Relevant Research Reports and Literatures :
RARMF L L2 RTHE > FE 2L TRRRFETEL 2 R ]
The relevant research report and literation information shall be summarized and
included in the form and the original report and literation information shall be
annexed as attachment.
12,2 % ¢ ZHF#2mPF(-)~ (=)~ (2)
Product Package, Label and Information Leaflet (1), (2), (3) :
(DB SHEERZELZFRE #? 2P FEF () (2)
Fill in (1) and (2) the content of the Chinese labels according to Article 13 of the
Health Food Control Act.
(2) #-8 K- FB - EPFRRN(CE) B RPF R 2UARFERA - ¢ X LFRFE &
Fe H2 FIFRD QATRRER o @R FLH RE S FRRER
Paste the package, label, information leaflet onto (3). 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.
13. 27 Fet B RERLEP ~ BRARRZ
Table for Pasting of the Copy of Registration Certificate of the Applicant's
Corporation or Business :
SPEP Y EHIEREN AL o
Paste the copy of business registration certificate or document onto the form.

6
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Application Form of Secondary Case Review for Registration of Produced

£ x

Recipient :

1 9
Subject
i

(Imported) Health Food

D Ed AR IR

1;/[‘inistry of Health and Welfare

z\f’ﬁlj'ﬂféljﬁ]» Md 2 22 ;] 8&L o

SRR E - |
:The’ company intends to [ |produce [ Jimport (Product

Name),and files an application for registration.

I F S AT
Description: The attached documents and information include:
(FEFPREEEE s % Fcdi23 3 H i Please directly sent the documents and information

to the apbointed body for the outsourced health food product registration procedure)

T S HMBARTHELE SRR R
or

—_—

A}

A}

= >

T »

T ek 3 Eome

1y

Joy

Basic Information of the Applicant and Health Food Registration Information
BERPS ARG B2

Specifications and Quantity of Ingredients

ArepiEhid Ly

Safety Assessment Report and the Summary Table

AR REAIGELFLZ LHR A

Health Care Assessment Report and the Summary Table

RSl REH RS L AL E H Rk 2 R A

Indentification Report on Ingredients with Health Care Effect of a Product ,
its Examination Method Employed and the Summary Table

AFE: B REANAL L TP E%RFLZ B L 4

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

2 =l mE

Summary of Manufacturing Process

T EN RN TR S

Doglumentary Evidence of Good Manufacturing Practices and the Summary
Table

AR RIS PN

Sanitary Specifications, its Test Report and the Summary Table

iy ST P

General Nutrients Analysis Report and the Summary Table
TR 3 TR

Relevant Research Reports and Literatures and the Overall List

A& ERA P

Product package, Labgl anc] Informajcion leaflet )

PRSP E R EEELEN Y 2R

Cogy 0 Rigistration Ce,rtificate of the Applicant's Corporation or Business
CREREZFET K %

Intact Sample and Review Fee Payment Receipt

SRR 2R

Two discs

Applicant - (&
Responsible Person - (%
Address -

. H ¥ g 2
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Basic Information of the Applicant

- H

Name

*J(.»'r} ]
FEAT R

Address of Business

P2

24 |Responsible Person

i ,
SRS T e
Appllcant Food Business

Registration No.
T ¢ )
Telephone No.
- a5
Unified Business No.
-

W oW 2 £ !
2L ¥R
%Ijﬁ

Address of Business

=R ERFEFEEIL
Contract .
Food Business
Manufacturer ) )
Registration No.

h 21z
wFe ( )
Telephone No.

w7
E»l v
Factory Name

R
Factory Address

Pt

Responsible Person

L, |sEEEEEIE
"%l }35’3 Food Business
1 AR

Registration No.

Manufacturer ";‘5_‘ ;—;:-, ( )

Telephone No.

1 RE e sl
Factory Registration

Certificate No.
Si- $E

Unified Business No.

10




Fe A a3 - ﬁ: DN
- RBSEAREFTR(C)
Health Food Registration Information (1)

S &
Pt

2 .
\Tr'I;' b Chines Name

Product Name B2 (R%) rr\:"y?:'

English Name

(Source Language)

RALEL G E
Ingredient Content

11




soitk 2 3

1.
Tk 7 3%

R skt

Description of

Health Care Effect

B G RARE TR

Health Food Registration Information (2)

Fakwand A (RAE)
Ingredients (Materials) with

Health Care Effect

Fkl = &
Description of
Health Care 9

Effect & )

Ingredients

# > £
Amount of Intake
A
i .
< e A A 1
: ,é‘; Precautions
Usage
Instruction
& i
Warnings
12




- CRESEAKRFETHE)

Health Food Registration Information (3)

8 & EA R
Appearance
1. p # % Inner *k # % Outer
Packaging : Packaging :
2. p & % Inner ¢k # % Outer
Packaging : Packaging :
3. P & % Inner *k & % Outer
Packaging : Packaging :
& % 7 ?ﬁ‘ 4. p & % Inner *t & % Outer
Packaging |Packaging Materials Packaging : Packaging :
5. P # % Inner ¢k # % Outer
Packaging : Packaging :
6. P & % Inner *k & % Outer
Packaging : Packaging :
7. p & % Inner ¢k # % Outer
Packaging : Packaging :
L.
2.
a2 (% 3.
tE (38) |
Weight (Volume) 5:
6.
1.
L e
Storage Method
g > 5 % & iE
Preservation Storage Conditions
Method
%% R
Shelf life

13
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Health Food Registration Information (4)

o
2

Z,

S g T
T T

The reason(s)
for filing the
registration
application

14
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Specifications and Quantity of Ingredients

> s
YR
Applicant

7
LA
Product Name

- ~AEREL /3\ T % Quantity of Ingredients -

s EREH A (RE) 7 Specifications of Ingredients
(Materials) with Health Care effect -

15




=~ A H2E DT

RaFLHE A

Summary Table of Safety Assessment Report

2d. g o=
¥ #f R
Applicant

v
e

Name of Produc

= RFRRGHE- 1)

Verification of Ingredients (Please check the appropriate one)

¥ |PEFF L |BRSH  (PETVRS FRERES (PETER RANRSHAL HeGR
Serial |Name of |Traditional |&# * Rl |&i@ * 2. ¢ & R o AT HRIERT P G0
No. |Ingredients |Ingredients |- ®# | & |# FH2E RERE- T R U
2 Chinese herbal | E2.1 # v ¥
Comply with |medicine ¥ | L |Non-traditional |Others
the "Listof  |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
= ~ & 3R % Safety Assessment
TR B RELH | AHHE | RERVEK BE-PF PR
) 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

16
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PR AR R A

Summary Table of Health Care Effect Assessment Report

Ly

Applicant
| z
L3
Product Name
FRmE | x| REHR Ttk | HE PR FEHRRES
Information | Health | Subjectof |Number of| Amount of Result of Experiment
Serial No Care Experiment |Samples of| Intake &
Effect Experiment| Duration
4.1
4.2
4.3

17
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I~ A2 REHITs A %&ﬁﬁ?#ﬁ-ﬁ Z
Summary Table of Identification Report on Ingredients with Health Care

Effect of a Product
A . o
¥ #p R
Applicant
5 ¢
Product Name
- P 1st (Jf"" %% Batch Number )
% = # 2nd (#* %5 Batch Number )

% = 3d (J}""’ %% Batch Number )

18
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A ARE R RRESALA R TP RERFELELR A
Summary Table of Test Report on the Ingredient Stability of a Product
and its Health Care Effect

> _
AR
Applicant

7
LA
Product Name

e B WEH WHRELEIER
Serial Number Testing Subject of Summary and Result
Items Testing of Testing

¥ - PP
No. of 1st
Batch :

6. 1

6.2

EOE oF o f
No. of 2nd
Batch :

6. 1

6. 2

19
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Summary of Manufacturing Process

> _
AR
Applicant

7
LA
Product Name

% 3$ 4c 1 /% #2 Manufacturing Process

20




NS AFITERF 2 EP TRER A

Summary Table of Documentary Evidence of Good Manufacturing
Practices

2 Z
}5;?\ v
Name of Factory

Z
LA
Product Name

£ 1R R
Official Factory
Registration Certificate

¥
Checklist of Other
Quality Management
System Certification
Information

No.
%% PA & >
His r:g'f ,f; SLIE
o7

Bl 7hAp B2 R
(FALHE)
Related Laws and
Regulations of the
Foreign Country
(please ignore in case
of domestically

produced product)
Qazgdlz e
Manufacturing Process Control Document(s) -
1.
PERES &I 2
R N
*i i;’ iR |3,
P\ N4 4
Checklist of

Information Relating
to the Compliance
with the Go.od rréy?—% )2
Manufacturing . )
Practices for Health |Quality Control Document(s)

Food Manufacturer |1.

2.
3.
4

21
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Summary Table of Sanitary Specifications and its Test Report

> s
YR
Applicant

7
LA
Product Name

® & # P

Items under Inspection

' & R R

Inspection Specifications

Bo% 2 %

Inspection Results

¥ - PP
No. of 1st Batch -

1.

2.
3.
4

[ ok ad

No. of 2nd Batch -

¥ = P
No. of 3rd Batch -

22
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Summary Table of General Nutrients Analysis Report

> _
YR
Applicant

7
LA
Product Name

%P

e &%

g P

e &%

%P

e &%

Items under % Items under % Items under %
Inspection Inspection|  Inspection Inspectio|  Inspection Inspection
Results n Results Results
CRs CEES ey

No. of 1st Batch

»E

PE=g
(2h/F2)

Amount per

serving (g/ml)

1. #&
Calorie

2. 5
Protein

3. s
Fats
& fr i 35
Saturated Fats
E 3N LR
Trans Fats

4. BOKT £ F
Carbohydrates

%
Sugar
5. 4
Sodium
6. Hw AP
Others

No. of 2nd Batch

AEE- e
(an/EH)
Amount per

serving (g/ml)

1. #&
Calorie

2. 5
Protein

3. s
Fats
& fr g 35
Saturated Fats
E 3N LR
Trans Fats

4. ROk EF
Carbohydrates
%
Sugar

5. 4
Sodium

6. H# P
Others

No. of 3rd Batch

AEE-pE
(an/EH)
Amount per

serving (g/ml)

1. #&
Calorie

2. 5
Protein

3. s
Fats
& frig 35
Saturated Fats
E N LR
Trans Fats

4. ROk EF
Carbohydrates
%
Sugar

5. 4
Sodium

6. H# P
Others

23




; 2 2 - 2 =
Lo CMFLEL I RTA- T2
Oveall List of Relevant Research Reports and Literatures
> T
¥
Applicant

5 ¢
Product Name
B (A RRTH LA T K FLRTEIL R

Serial Title of Reports or Author Source of Literatures | Remarks

No. Literatures
11.1
11.2
11.3
11.4
11.5

ok Hanip i izE )§’€ P H AL E BRI 0 oA B SRR -
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.

24
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Product Package, Label and Information leaflet (1)

AR

Applicant
U
Product Name
¢ % o7 ¥ A 2 &% % 7 P %
Labelling in Chinese Product Label Content
1. &¢
Product Name
2 PEFRGRGRFLEIHIA
NtREFRE RRAZESES B
ImANHETL O RE-ZFAUNL SR
T RITEE TR S W
Pk LR
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.
. FE~FESKE
Net weight, volume, or quantity
4. PP~ FH R ER 3 3% P #J Expiration Date :

Expiration Date, Storage Method and

Conditions

F = /2 Storage Method :

W7 % ¥ Storage Conditions :

5. BB EAf B o B~ RILP R

PR EAL - a e

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)

= 2, —or
YRR
Applicant

7
LA
Product Name

P o7 % A A & % 5 P F

Labelling in Chinese Product Label Content

6. 1582 3%

The Approved Health Care Effects

7. #F7 &35 (RF)-TEE 5
FHEFFRE (FF)
Reference number of the permit
(sample), words of “Health Food”

and standard logo (sample)

8. P~ ST HRAZFHA T
RS RBEPTUIHAULE L
¥
Amount of Intake, precautions,
possible health risks and other

necessary warnings.

9. ¥X*2z2 32 (FHHFT)
Nutrient and its content (Nutrition

facts)

10, Fg#2m L2 3 &
Ingredients with Health Care
Effect and its Content
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Product Package, Label and Information leaflet (3)

24 2 =
R
Applicant

| Z
| 3 S

Product Name

27




A i’ W2 Y R AERE A

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

Ly

Applicant

7
LA
Product Name
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