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Homepage of Cosmetics Direct

A FDA

CDER Cosmetics
LOGIN WELCOME TO FDA DIRECT
Uisemname: FDA Direct is U S. Food and Drug Administration's web-based and free structured product labeling (SPL) authoring tool. Previously CDER Direct,

FDA Direct now includes CDER Direct and Cosmetics Direct. Users can create separate accounts, depending on drugs or cosmetics
submissions, or a single account that includes both CDER Direct submissions as well as Cosmetics Direct submissions.

CDER Direct

CDER Direct allows users to easily create and submit data directly to the FDA. This system will provide information to FDA/CDER about drug
manufacturers and private label distributers, outsourcing facilities, wholesale drug distributors and third-party logistics, and generic drug facilities,
along with their drugs in U.S. commercial distribution. CDER Direct has several sections which allows submission of the following data to the
FDA: Establishment Registration and Drug Listing, including NDC Labeler Code Requests and NDC Reservations, Qutsourcing Facility and
Product Reporting, DSCSA Annual Reporting, and Generic Drug Self-ldentification

Password:

Forgot your password? Cosmetics Direct

On December 29, 2022, the President signed the Consolidated Appropriations Act, 2023 (Pub. L. 117-328) into law, which included the
1 accept the Terms of Service Modernization of Cosmetics Registration Act of 2022 (MoCRA). Among other provisions, MoCRA added section 607 to the Federal Food, Drug
and Cosmetic Act (FD&C Act), establishing requirements for cosmetic product facility registration and cosmetic product listing

Section 607(a) of the FD&C Act requires every person that owns or operates a facility that engages in the manufacturing or processing of a

cosmetic product for distribution in the United States to register each facility with FDA. Section 607(c) of the FD&C Act requires that for each
cosmetic product, the responsible person submit to FDA “a cosmetic product listing.” Certain small businesses, as defined in section 612 of the
FD&C Act, are exempt from the registration and listing requirements.Click here to learn more about MoCRA.

This free tool allows you to create and submit the following types of data directly to the FDA: Registration of Cosmetic Product Facility and

OR Cosmetic Product Listing. This system will provide information to FDA/Office of Cosmetics and Colors (OCAC) about cosmetic product

manufacturers/processors and cosmetic products on the market.

CREATE NEW ACC T
Note: Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d), as amended by the Workforce Investment Act of 1993, requires that all
electronic and information technology (EIT) products and services developed, acquired, maintained, or used under this contract/order must
comply with the “Electronic and Information Technology Accessibility Provisions™ set forth by the Architectural and Transportation Barriers
Compliance Board (also referred to as the “Access Board”) in 36 CFR part 1194. Information about Section 508 is available at

Quick Links: Resources | Tutorials | FAQs | CDER http://www. section508.gov/.
" DirectHelp Desk | Cosmetic Direct Help

Desk

WARNING: This warning banner provides privacy and security nofices consistent with applicable federal laws, directives, and other federal guidance for accessing this Government system, which includes all devices/storage media attached to this system. This system is provided for
Govemnment authorized use only. Unauthorized or improper use of this system is prohibited and may result in disciplinary action and/or civil and criminal penalties. At any time, and for any lawful Govemnment purpose, the Government may monitor, record, and audit your system usage
and/or intercept, search and seize any communication or data fransiting or stored on this system. Therefore, you have no reasonable expectation of privacy. Any communication or data transiting or stored on this system may be disclosed or used for any lawful Government purpose.

oA FDAHome | BrowserRequirements | Resources | Tutorials | CDER DirectHelpDesk | Cosmetic DirectHelpDesk | FAQs
FollowFDA | Privacy | Vulnerability Disclosure Policy

Click here to access the FDA Direct portal.


https://direct.fda.gov/
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A burden statement and standard PRA information will appear in the welcome pop-up each time
a user logs in.

PAPERWORK REDUCTION ACT NOTICE
ME Conirol No. 0910-0599
Expirafion Date: December 31, 2026

Public reporting burden for this collection of information is estimated to average
between15 to 60 minuies per response, including the fime: for reviewing ins: i hing
exisfing data sources, gathering, and maintaining the data needed, and complefing and
reviewing fhe collection of informafion. Send comments regarding this burden esfimaie or any
other aspect of this collection of information, including suggesfions for reducing this burden, fo-

Depariment of Health and Human Services
Food and Drug Administrafion

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAsiaffi@fda_hhs gov

An agency may not conduct or sponsor, and a person is not required to respond o, a colleciion
of informafion unless it displays a cumenily valid OME control number.

PLEASE NOTE: The system will automatically fime out if there is no activity for 30 minutes.
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Registration of Cosmetic Product Facility Homepage

The Homepage provides access to Self Help resources, including user guides and tutorials,
as well as links to webpages and related guidance for industry.

Click on ‘CREATE NEW/UPLOAD FILE’ to start a new submission.

Cosmetics

All Submissions Registration of Cosmetic Product Facility

REGISTRATION OF COSMETIC PRODUCT FACILITY

Registration of Cosmetic Product Facility For assistance with validation errors in Cosmetics Direct, contact cosmeticsdirect@fda.hhs gov. For general questions regarding electronic registration of cosmetic product faciliies, contact eRLCi@fda.hhs.gov.
Cosmetic Product Listing A summary of registration information for cosmetic product facilities is provided below. For more information, please also refer to: Registration & Listing of Cosmetic Product Facilities and Products

n general, every person that owns or operates a facility that engages in the manufacturing or processing of a cosmetic product for distribution in the United States must register each facility (section 607(a)(1) of the FD&C Act). Flease refer o FDA's guidance document for
the description of “facility” and exemptions, such as for “small business” in the registration context- Guidance for Industry: Registration and Listing of Cosmetic Product Facilities and Products. For more information, please also refer to: Registration & Listing of Cosmetic

Product Facilities and Producis
SELF HELP
To facilitate the registration process, the owner or operator of a facility will need to obtain an FEI number before submitting the facility registration. To determine if an entify already has an FEI number, please refer to the FEI Search Portal. If your firm does not have an FEI

Structured Product Labeling Resources number assigned by FOA, see How can | request an FEI? at FEI Search Portal (fda.gov).

UNII Search

SEARCH BRAND CREATE NEW / UPLOAD FILE

ﬂ ACTIONS ~

Request UNII
DUNS Search _ RENEWAL/ LAST LAST
STATUS SETID ROOT ID SUBMISSION ID VERSION FACILITY NAME FACIITY | RESISTRATION | canceLLED DOCUMENT TYPE MODIFIED | MODIFIED
DATE USER DATE
A3 ] 31coMad-4119 5c507410-6061 25-SEP
3 d-4119- c507410-6061- [ o -SEP-
DRAFT 7cb8-e063- 698-2063- 10 Revlon Inc 1021184 - Eé’ffﬁ fT":SS' LY g!"r;:c”g 2026 -
Registration and Listing of Cosmetic 6a94afda7odd 6b94ataadsc SIS TRA 10:22:59
Product Facilities and Products Industry READYFOR  483205b1-cos6-  5CO16E3-col- COSMETIC FACILITY Reieshwar | 217SEP-
Guidance S RmiSeioN  DSte-e0sd- d245-0063- 14 Hermes Parfums 3000239566 - REGISTRATION- VoS AL 2025 -
SUBMISSION  5294ama1735 Bb94afDac09c AMENDMENT 12:10:08
Tuterials 4832d5h1-coa6-  5CO12a2F-fddf- COSMETIC FACILITY  21-SEP-
SUBMISSION 551 2053- d6be-e063- cm5038462071.2510395476@direct | 13 Hermes Parfums 3000239566 CURRENT 12-JAN-28 REGISTRATION- Rajeswar 5025 -

MANAGE ACCO

Edit User Profile

Manage Users
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Choose to create a new Facility Registration or import an existing SPL.

CREATE NEW REGISTRATION OF COSMETIC PRODUCT FACILITY

Registration of Cosmetic Product Facility
Create a new Cosmetic Product Facility Registration using a blank form

Cosmetic Product Listing Import an existing Cosmetic Product Facility Registration SPL

Note: To update an existing submission, click on CANCEL and SELECT a submission with the status SUEMISSION ACCEPTED from the table in the prior page / Dashboard.
ESTABLISHMENT REGISTRATION & DRUG LISTING
Establishmen ation m

NDC Labeler

Note: A user can upload an existing Cosmetic Product Facility Registration SPL (Structured Product
Labeling), a ZIP file that contains the .xml file. SPL is a document markup standard approved by

Health Level Seven (HL7) and adopted by FDA as a mechanism for exchanging product and facility
information.

<?xml version="1.0" encoding="UTF-8"7>
<7uml-stylesheet href="https://www.accessdata.fda.gov/spl/stylesheat/splxsl" type="text/xsl"7>
<document xmins="urn:nl7-org:v3" xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance"
xsi:schemalocation="urn:hl7-org:v3 https://www.accessdata.fda.gov/spl/schema/spl.xsd">

<id root="fd8c4f0b-ca3b-82e2-2053-6394390aa8de" />

<code code="51725-0" codeSystem="2.16.840.1.113883.6.1" displayName=" FACILITY
REGISTRATION"/>

3 3 ° <effectiveTime value="[DATE]"/>
Z lp F lle Example L4 An example <setld root="fdSc4f0b-ca3a-82e2-2053-6394390aadde" />
<versionNumber value="1"/>

to what an .xml format could <author-

<time/>
. <assignedEntity>
IOOk llke. <representedOrganization>
<assignedEntity>
<assignedOrganization>
<id root="1.3.6.1.4.1.519.1" extension="314988747"/>
<name>[COMPANY'S NAME] </name>
<contactParty>
<addr>
<streetAddressLine> [ENTRY THE STREET ADDRESS] < /streetAddressLine>
<city>[ENTRY CITY NAME] </city>
<postalCode>[ENTRY POSTAL CODE]</postalCode>

<country=[ENTRY COUNTRY NAME]</country=
</addr>

<telecom value="tel.[ENTRY PHONE NUMBER]"/>
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Enter the information in each field. Fields marked with a red asterisk (*) are required.

Choose the
appropriate
‘DOCUMENT
TYPE’.

Enter the
information for
‘U.S. AGENT’
(only for foreign
facilities).

All Submissions  Registrafion of Cosmetic Product Facility

Save s oo

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filing cut this Registration of Cosmetic Product Facility submission form. A red asterisk (7} indicates a

required field.

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and products, contact cosmeticsdirect@fda.hhs gov.

== DOCUMENT TYPE DETAILS

Document Type: * COSMETIC FACILITY REGISTRATION

—Select One--
"""""""" : COSMETIC FACILITY REGISTRATION
COSMETIC FACILITY REGISTRATION-ABEREVIATED RENEWAL

COSMETIC FACILITY REGISTRATION-AMENDMENT

COSMETIC FACILITY REGISTRATION-BIENNIAL RENEWAL

FACILITY CONTACT DETAILS

= FACILITY BRAND NAMES

10-01-2026 B

-Select Country- v

Facility Street Address: *

Facility City: *

U )2

U.5. Agent Phone Extension:
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Enter the information in each field. Fields marked with a red asterisk (*) are required.

Click on ‘ADD = FACILITY BRAND NAMES I_I
BRAND .

NAME'’ to enter
brand
information.

[=]

== CONFIRMATION STATEMENT

The data and informafion in thiz submission have been reviewed and, to the best of my knowledge, are ceriified to be frue and accurate. | agree to report changes to this information and renew as required
under seclion 607 of the Federal Food, Drug and Cesmetfic Act.

WARNING: A willfully false statement is a criminal offenze, U.S. Code, Title 18, Section 1001.

= ,
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Enter the information in each field. Fields marked with a red asterisk (*) are required.

All Submissions Registration of Cosmetic Product Facility SPL Submission Brand Information

BRAND INFORMATION

| T =

Brand Name of Cosmetic Products; ™

Responsible Person (As listed on the label): *

Product Category Code(s) (Select all that apply): =

— (01) Baby products
[ () Baby shampoos
(B) Lotions, oils, powders, and creams
(C) Baby wipes
+ (D) Other baby products
+ (02) Bath preparations
+ (03) Eye makeup preparations (other than children’s eye makeup preparations)
+ (04) Children’s eye makeup preparations
+ (09) Fragrance preparations
+ (06) Hair preparations (non-coloring)
+ (07) Hair coloring preparations
+ (08) Makeup preparations (not eye)(other than makeup preparations for children)
+ (09) Makeup preparations for children (not eye)
+ (10) Manicuring preparations
+ (11) Oral products
+ (12) Personal cleanliness
+ (13) Shaving preparations
+ (14) Skin care preparations (creams, lotions, powder, and sprays)
+ (15) Suntan preparations
+ (16) Tattoo preparations
(17) Other preparations (i.e., those preparations that do not fit another category)
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Enter the information in each field, if applicable.

== CONFIRMATION STATEMENT

The data and information in this submission have been reviewed and, fo the best of my knowledge, are cerified fo be frue and accurate. | agree to report changes to this information and renew as required
under section 607 of the Federal Food, Drug and Cosmefic Act.

WARNING: A willfully false statement is a criminal offense, U.S. Code, Title 18, Section 1001.

= ”

Phone Number
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All Submissions Registration of Cosmetic Product Facility SPL Submission ,!,

Once you have entered all

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (*) indicates a
required field

reqUired information’ proceed For assistance with validation errors and general guestions regarding electronic registration and listing of cosmeiic product facilities and products, contact cosmeticsdireci@ida.hhs.gov.
to Section III for instructions — DOCUMENT TYPE DETAILS

. . .
On SubmlSSIOH actlons and Docum COSMETIC FACILITY REGISTRATION v
Status 5ceTh8f6-b965-27ch-e063-6b94afladdid Generate New 1
.
5ccTb8f6-b966-27ch-e063-6b94afladdid Generate New 10-01-2026
== REGISTRATION DETAILS
Is this a facility registration for a small business (optional registration)?: m
Example Facility United States v
4300 River Rd
i Facility Street Address: *
Facility D&B D-U-N-§ Number:
College Park
Parent Company Name (if
Facility State or Province: * -Select State- v

/Postal Code: * 20740

FACILITY CONTACT DETAILS

Name of the Owner and/or Facility Phone Number

Testing 1-000-000-0000

facility@email com

== FACILITY BRAND NAMES

ADD BRAND NAME

- BRAI IAME RESPONSIBLE PERSON NAME PRODUCT CATEGORY CODE(S)

Brand 1 Testing » (01) Baby products - {A) Baby shampoos
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Registration of Cosmetic Product Listing Homepage

The Homepage provides access to Self Help resources, including user guides and tutorials,
as well as links to webpages and related guidance for industry.

Click on ‘CREATE NEW/UPLOAD FILE’ to start a new submission.

oA FDA

Cosmetics

FUENSS =y [Ccsmetic Product Listing | 3

EeEt Akt sanaic Einduct Eaaliy For assistance with validation mrors in Cosmetics Dire,

tic products, contsct sRLC@fda hhs.gov.

contact cosmetiesdirect@ida.hhs.gov. For general questions ragarding

Cosmetic Product Listing A summary of listing information for cosmetic products is provided below. For mare information, please lsa refer to: Registration & Listing of Cosmetic Product Facilities and Products.
erson” and exemptions, such as for “small business” in the product listing

). Please refer to FDA's guidance document for the description of “respon:

sting, or ensure such submission is made (section 60

In general, for each cosmetic product, the responsible person must submit & cosmetic produ

T T y— context: Guidanoe for Industry: Registration and Listing of Cosmetic Product Facilities and Products. For more information, please also refer to: Regisiration & Listing of Cosmetic Product Facilifies and Products.
ﬂ ACTIONS v SEARCH PRODUCT CREATE NEW / UPLOAD FILE

LAST
STATUS SETID ROOT ID ‘SUBMISSION ID DOCUMENT TYPE RESPONSIBLE DETAILS MODIFIED
PERSON NAME USER

SUBMISSION ACCEPTED  5c2b73e5-2804-4033-2063-5294280adasd 505-4032-2063-528400ad33d COSMETIC PRODUGT LISTING DETAILS Csndycs Jones
DRAFT 53502070-feac-d403-2063-5304a002304a 5252501 063-6304300a54ic 2 COSMETIC UPDATE DETAILS Candyce Jones
1 COSMETIC PRODUCT LISTING DETAILS Candyce Jones

-feac-d403-2063-5304a0026804 53502470 fead-d403-2063-63042002804a

SUBMISSION ACCERTED
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Choose to create a new Product Listing or import an existing SPL.

oA FDA
Cosmetics

CREATE NEW COSMETIC PRODUCT LISTING
Crests = new Cosmetic Product Listing using 2

Registration of Cosmetic Product Facility

Note: A user can upload an existing Cosmetic Product Listing SPL (Structured Product Labeling),
a ZIP file that contains the .xml file. SPL is a document markup standard approved by Health Level
Seven (HL7) and adopted by FDA as a mechanism for exchanging product and facility information.

<?xml version="1.0" encoding="UTF-8"7>
<7uml-stylesheet href="https://www.accessdata.fda.gov/spl/stylesheat/splxsl" type="text/xsl"7>
<document xmins="urn:nl7-org:v3" xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance"
xsi:schemalocation="urn:hl7-org:v3 https://www.accessdata.fda.gov/spl/schema/spl.xsd">

<id root="fd8c4f0b-ca3b-82e2-2053-6394390aa8de" />

<code code="51725-0" codeSystem="2.16.840.1.113883.6.1" displayName=" FACILITY

REGISTRATION"/>

3 3 ° A 1 <effectiveTime value="[DATE]"/>
Zip File Example: An example | siisimsis 200, o cosonscer:
<versionNumber value="1"/>
to what an .xml format could <author
<time/>
. <assignedEntity>
IOOk llke. <representedOrganization>
<assignedEntity>
<assignedOrganization>
<id root="1.3.6.1.4.1.519.1" extension="314988747"/>
<name>[COMPANY'S NAME] </name>
<contactParty>
<addr>
<streetAddressLine> [ENTRY THE STREET ADDRESS] < /streetAddressLine>
<city>[ENTRY CITY NAME] </city>
<postalCode>[ENTRY POSTAL CODE]</postalCode>
<country=[ENTRY COUNTRY NAME]</country=
</addr>

<telecom value="tel.[ENTRY PHONE NUMBER]"/>
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Enter the information in each field. Fields marked with a red asterisk (*) are required.

All Submissions Cosmetic Product Listing Cins-rneiic Products ’

SAVE A5 DRAFT =< RETURN

Note: Click on the Data Element Mame for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facilty submission form. & red asterisk (%) indicates a
required fiekd.

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and preducts, contact cosmeticsdirect@fda.hhs.gow.

== DOCUMENT TYPE DETAILS

Choose the
appropriate

Document Type: * COSMETIC PRODUCT LISTING ~

. —Select One— . &
¢ Setin:” Benerate New Version Number: 1
DOCUMENT
COSMETIC PRODUCT LISTING
TYPE’ Root ID: ™ Generats New Effective Date: * 10-06-2026 =
: COSMETIC-ABBREVIATED RENEWAL

COSMETIC UPDATE
== PRODUCT, ING JF THE COSMETIC PRODUCT

Is this a product listing for a small business [optional product listing)?: mm
Type of Business:

B venvrscTurer | [ Packer | ] DisTRIBUTOR

Responsible Person Phone
Number
(Include CountrylArea Code): *

Responsible Person

on label): *

{as

== PRODUCT(S), INGREDIENT(S), AND FACILITY{IES)

[ |
I ADD PRODUCT(S), INGREDIENT({S), AND FACILITY{IES} I

Add all required information by seblecting ADD PRODUCT(S). INGREDIENT{S), AND FACILITY(IES].
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Enter the information in each field. Fields marked with a red asterisk (*) are required.

All Submissions Cosmetic Product Listing Cosmeetic Products Prndm:t{s.:l, Ingredient(s), and Facility(ies) ’

SAVE PRODUCT << RETURN

COSMETIC PRODUCTS

Fragrance or Flavor: -- Select -

-- Zelect - w

== PRODUCT CATEGORY CODE(S)

MANAGE CATEGORIES
MANAGE INGREDIENT 5

== INGREDIENTS

Mote that any update regarding Fragrance andfor Flaver made through the ingredient upload tool, will automatically updste the above *Fragrance or Flavor” selection field
in the previous section.

== LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR PROCESSED

== PRODUCT IMAGES

(Optional field) Upload an imageq(s) of the label, whether it be the front or back label by clicking on the drag and drop area to select an image from your computer, or dragging the file from your computer onto this
area. Once the file has been selected from your computer, click the "Upload’ button. PLEASE NOTE: Image must be a .JPG format. File name with special characters will not be accepted. The maximum size for each

image is 1MB. If uploading more than one image. ensure that the file name for each image s unique.

[éJ Drag and Drop
Image of Product Label (Altach images of the front and back product labels by selecting the icon).

uriono e
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Enter the information in each field. Fields marked with a red asterisk (*) are required.

All Submissions Cosmetic Product Listing Cosmetic Products Product(s], Ingredient(s), and Faciity(ies) ’ Cosmetic: Product Categories )

|
PRODUCT CATEGORY CODE(S) (SELECT ALL THAT APPLY): *

Select the applicable product category or categories for this product name. Each primary product category has a secondary product category. A secondary product category can have a tertiary product category
{e.g.. Leawe-on or rinse-off).
+ (01) Baby products
+ (02) Bath preparations
+ (03) Eye makeup preparaiions (other than children’s eye makeup preparations)
+ (04) Children’s eye makeup preparations
+ (05) Fragrance preparations
+ (06) Hair preparations (non-coloring)
— (07) Hair coloring preparations
(A) Hair dyes and colors (all types requiring caution statement and patch test)
(B) Hair tints
— (C) Hair rinses (coloring)
H 1. Leave-on
2. Rinse-off
+ (D) Hair shampoos (coloring)
(E) Hair color sprays (aerosol)
(F) Hair lighteners with color
(G) Hair bleaches
(H) Eyelash and eyebrow dyes
+ (I} Other hair coloring preparafions
+ (08) Makeup preparations (not eye)(other than makeup preparations for children)
+ (09) Makeup preparations for children (not eye)
+ (10) Manicuring preparations
+ (11) Oral products
+ (12) Personal cleanliness
+ {13) Shaving preparations
+ (14) Skin care preparations (creams, lotions, powder, and sprays)
+ (15) Suntan preparations
+ (16) Tattoo preparations
(17) Other preparations (i.e., those preparations that do not it another category)
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Enter the information in each field. Fields marked with a red asterisk (*) are required.

All Submissions Cosmetic Product Listing Cosmetic Products F'mduct{s.:l. Ingredient(s), and Faciity(ies) '

Swerroomet ) i

COSMETIC PRODUCTS

Product Name

Test Product Name

J;

Product Webpage Link:

Fragrance w

Professional Use Only - Mo ~

= PRODUCT CATEGORY CODE(S)

MANAGE CATEGORIES
PRODUCT CATEGORIES

= (07) Hair coloring preparations - (C) Hair rinses (coloring) - 1. Leave-on

1-1
= INGREDIENTS

I MANAGE INGREDIENT 5 I

Note that any update regarding Fragrance andior Flavor made through the ingredient upload fool, will automatically update the above “Fragrance or Flavor™ selection field
in the previous section

INGREDIENT UNIl CODE(S) 'pREFEnggr\ﬂﬁ"

FRAGRAMNCE

SUAL OR CHEMICAL NAME
ORDER AS LISTED ON THE LABEL}

row(s) 1-1of 1

= LIST OF FACILITIES WHERE THE COSMETIC 1S MANUFACTURED OR PROCESSED

= PRODUCT IMAGES

(Optional field) Upload an image(s) of the label, whether it be the front or back label by clicking on the drag and drop area to select an image from your computer, or dragging the file from your computer onto this
area. Once the file has been selected from your computer, click the ‘Upload’ button. PLEASE NOTE: Image must be 3 .JPG format. File name with special characters will not be accepted. The maximum size for each
image is 1MB. If uploading more than one image. ensure that the file name for each image is unique.

[")\_] Drag and Drop

Image of Product Label {Attach images of the front and back product labels by selecting the icon).

irion | et
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Enter the information in each field. Fields marked with a red asterisk (*) are required.

All Submissions Cosmetic Product Listing Cosmetic Products Product(s), Ingredient(s), and Facility(ies) Cosmetic Ingredients

[ [ <crevm
INGREDIENTS

Mote: Enter the common name, usual name or chemical name of each INGREDIENT that is included in this product preferably in the order as listed on the label. Optional UNII can also be entered to search
ingredient(s). Common, usual or chemical name will auto populate as you type along with its UNII. If the ingredient does not auto-populate, continue typing and select ADD. Each row should only contain one

ingredient. Ingredients can be re-ordered using the drag and drop feature by selecting an ingredient then moving it into the new location.

Common, usual, chemical name * or UNII:| Search Ingredients m
- COMMON, USUAL OR CHEMICAL NAME
4 LUESEL AT LG A ) (PREFERABLY IN THE ORDER AS LISTED ON THE LABEL) =

FRAGRANCE

UPLOAD INGREDIENT FILE

Mote:To download a template with the current ingredient list, select Download Current Ingredient List. Edit the ingredient list, if necessary, then upload the completed template fo replace the previous ingredient list.
UNIIs should be entered in the first column and ingredient names in the second column. Please do not enter CAS numbers instead of UNIIs. CAS numbers will not be recognized by the system.

Any update regarding Fragrance and/or Flavor made through the ingredient upload tool will automatically update the “Fragrance or Flavor™ selection field in the previous section.

m Drag and Drop

Select a file or drop one here.
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Enter the information in each field. Fields marked with a red asterisk (*) are required.

All Submissions Cosmetic Product Listing Cosmetic Products. F'rndu(: Ingredient(s), and Faclity(ies) >

T

COSMETIC PRODUCTS

Test Product Mame

Fragrance w

Professional Use Only ; No v

= PRODUCT CATEGORY CODE(S)

PRODUCT CATEGORIES

- (07} Hair colering preparations - {C) Hair rinses (coloring) - 1. Leave-on
1-1

= INGREDIENTS

MANAGE INGREDIENTS

Note that any update regarding Fragrance andfor Flavor made through the ingredient upload tool, will automatically update the above “Fragrance or Flavor” selection field
in the previous secfion

INGREDIENT UNIl CODE(S) 'pREFEnggrYuo

FRAGRANCE

row(s) 1-1ef 1

= LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR PROCESSED

= PRODUCT IMAGES y

(Optional field) Upload an image{s) of the label, whether it be the front or back label by clicking on the drag and drop area to select an image from your computer, or dragging the file from your computer onto this
area. Once the file has been salected from your computer, click the ‘Upload’ button. PLEASE NOTE: Image must be a .JPG format. File name with spacial characters will not be accepted. The maximum size for aach
image is 1ME. If uploading more than one image. ensure that the file name for each image is unique.

E")\_] Drag and Drop
Image of Product Label {Aftach images of the front and back product labels by selecting the icon).

UPLOAD CANCEL



If “YES’ is selected for the
question, then all fields are
optional.

If ‘NO’ is selected for the
question, then the ‘Facility
FEI’ number is mandatory, and
the name/address fields are
greyed out.

Y U.S. FOOD & DRUG

ADMINISTRATION

All Submissions Cosmetic Product Listing Cosmetic Products Product(s), Ingredient(s), and Facility(ies) Cosmetic Facility

Is the facility where the product is manufactured or processed exempt from registration (for example because it is a small business)? =

Facility FEI: Facility Country: -Select Country- ~

Facility Name:

ity Street Address:

Facility City:

Facility State or Province:

Faci

Zip/Postal Code:

All Submissions Cosmetic Product Listing Cosmetic Products  Product(s), Ingredientis), and Facility(ies) JXeraiie gl

SAVE FACILITY

Is the facility where the product is manufactured or processed exempt from registration (for example because it is a small business)? = . YES m

Facility Regis

Number: *

ity Country: -Select Country- ~

Facility Name: Facility Street Address:

Facility State or Province:

ity Zip/Postal Code:




i U.S. FOOD & DRUG

ADMINISTRATION

Enter the information in each field. Fields marked with a red asterisk (*) are required.

e oo [ re |

COSMETIC PRODUCTS

Test Mame
Product Webpage Link:
Fragrance or Flavor: ™ Fragrance "
Professional Use Only -- Select -- L

« PRODUCT CATEGORY CODE(S)

= (0T} Hair coloring preparations - {C) Hair rinses (coloning) - 1. Leave-on

* INGREDIENTS

Mote that any update regarding Fragrance and/or Flavar made through the ingredient uplosd tool, will sutomaticslly update the sbove “Fragrance or Flaver™ selection field
in the previous section

. COMMON, USUAL OR CHEMICAL NAME
R (PREFERAELY IN THE ORDER A5 LISTED ON THE LABEL)

FRAGRAMCE
rowis) 1-1of 1

« LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR PROCESSED

15 THIS FACILITY FACILITY FE/ .
n SMALL BUSINESS? REGISTRATION NUMBER LIEMILLE S
e o

1111111



Y U.S. FOOD & DRUG

ADMINISTRATION

Enter the information in each field, if applicable.

== CONFIRMATION STATEMENT

The data and information in this submission have been reviewed and, to the best of my knowledge, are certified to be true and accurate. | agree to report changes to this information as required under
section 807 of the Federal Food, Drug. and Cosmetic Act.

WARMING: A willfully false statement is a criminal offense, U.5. Code, Title 18, Section 1001.

.

== ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

Phone Number

Additional Contact
(Include Country/Area Code):

Phone Extension:



Once you have entered all
required information,
proceed to Section III for
instructions on submission
actions and status.

Y U.S. FOOD & DRUG

ADMINISTRATION

All Submissions Cosmetic Product Listing C:Ds.meﬁc. Products ’ ‘L

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE DELETE

Note: Click on the Data Element Mame for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (%) indicates a

required field.

For assistance with validation ermors and general questions regarding electronic registration and listing of cosmetic product faciliies and products, contact cosmeticsdirect@fda.hhs.gov.

= DOCUMENT TYPE DETAILS

COSMETIC PRODUCT LISTING ~
setID; ™ 5d1b6aab-95f6-e80b-e063-6394a80a1e25 Generate New
5d1b6aab-957-e80b-e063-6394a80a1e25 Generate New

Version Number

Effective Date: 10-05-2026 o]

= PRODUCT, INGREDIENT AND FACILITY LISTING OF THE COSMETIC PRODUCT

Type of Business:
[l MANUFACTURER

b Test Name
{as listed on label

= PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

PRODUCT NAME
{AS LISTED ON LABEL)

EDIT / UPDATE COSMETIC PRODUCT

PRODUCT LISTING NUMBER

Test Name

= CONFIRMATION STATEMENT

Responsible Person Phone

1-111-222-3339

ADD PRODUCT(5), INGREDIENT(S), AND FACILITY{IES)

row(s)1-10of1

PRODUCT MARKETING 5T)
ONE

LISTED w B

row(s) 1-10of1

The data and information in this submission have been reviewed and, to the best of my knowledge, are certified to be true and accurate. | agree to report changes to this information as required under

section G307 of the Federal Food, Drug, and Cosmetic Act.

VI DRIIAER - N andBlfallas Fale e bt ir = ;riminal afancn 11 € Sode Tiln 40 Crndine 4004
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I1I. SUBMISSION ACTIONS
AND STATUS



Y U.S. FOOD & DRUG

ADMINISTRATION

Actions You Can Take on Your Submission

e SUBMIT SPL: Submits the SPL to FDA for validation and processing.

* SAVE AS DRAFT: Saves your progress without submitting to FDA.

* SAVE AND VALIDATE: Checks the SPL for errors before submission. This does not submit the SPL to
FDA.

* DELETE: Removes the submission from your account.

* RETURN: Returns to the Cosmetics Product Listing Submissions home page without saving changes.

All Submissions Registration of Cosmetic Product Faciity

-
---- m SAVE AR DRAE BAERNOVALERTE Sl _
am
P ot

-
-

|
| | . ==Flr assistance with validaticn errors and general and listing of cosmetic product facilities and products, contact cosmeticsdirect@fda hihs gov -

- ~
-r

---- = DOCUMENT TYPE DETAILS
-

| SAVE AS DRAFT SAVE AND VALIDATE DELETE << RETURN

= REGISTRATION DETAILS

Is this a facility registration for a smal business (optional registration)?: m m




i U.S. FOOD & DRUG

ADMINISTRATION

You can view the status of your submission on the homepage

* DRAFT: The submission has been saved but not yet validated or submitted.

* VALIDATION IN PROGRESS: The system is performing the initial validation.

* VALIDATION FAILURE: One or more errors were identified during the initial validation. The
submission can be opened to view and correct the identified error(s).

* READY FOR SUBMISSION: The initial validation is complete with no errors identified.

* AWAITING ACCEPTANCE: The submission has been sent to FDA and is awaiting acceptance.

* SUBMISSION ACCEPTED: FDA has successfully accepted the submission.

¢ SUBMISSION FAILED: The submission did not pass validation. The submission can be opened to
view and correct the identified error(s).

REGISTRATION OF COSMETIC PRODUGT FACILITY

Registration of Cosmetic Product Facility For assistance with validation errors in Cosmetics Direct, contact cosmeticsdirect@fda hhs.gov. For general questions regarding elecironic regisiration of cosmetic product faciliies, contact eRLC{@fda hhs.gov.
Cosmetic Product Listing Asummary of registration information for cosmetic preduct facilities is provided below. For more information, please also refer to: Reqgistration & Listing of Cosmetic Product Facilities and Products.

In general, every person that owns or operates a facility that engages in the manufacturing or processing of a cosmetic product for distribufion in the United States must register each facility (section 607({a){1) of the
P e . . e ) - . . P, ) . L -
ESTABLISHMENT REGISTRATION & DRUG FD&C H.Ct_l Please ref_e.r.to FDA's guidance dcvumer.nt _or th,.dvacnpilon of *facility” and e%'.emphons s.u.,h as for :n"a.ll business" in 1he registrafion context: Guidance for Industry: Regisiration and Listing of
LISTING Cosmetic Product Facilities and Products. For more information, please alzo refer to: Registration & Listing of Cosmetic Product Facilities and Preducts.
Establishm To facilitate the registration process, the owner or operator of a facility will need to obtain an FEI number before submitting the facility regisiration. To determine if an enfity already has an FEI number, please refer to
the FEI Search Portal. If your firm does not have an FEI number assigned by FDA, see How can | request an FEI7? at FEI Search Portal (fda.gov).

HBE Reseration m E ACTIONS v SEARCH BRAND CREATE NEW / UPLOAD FILE

OUTSOURCING FACILITY REGISTRATION Y RENEWAL/
AND PRODUCT REPORTING STATUS ROOT ID SUBMISSION ID FACILITY NAME AR e SARATIOM CANCELLED DOCUMENT TYPE
FEl STATUS
DATE
Outsourcing Facility Registration

SccThefs-
Compounded Drug Reporting

965-27ch- b966-27ch- COSMETIC FACILITY I
053 S053- Example Facility 111111 - REGISTRATION

hodafladdf4  Gb94afladdi4
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