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FDA DIRECT HOME PAGE

The WELCOME TO FDA DIRECT provides short background info about each (CDER Direct and
Cosmetics Direct). First time user can create a new account by selecting the Create New Account.

Cosmetics

LOGIN WELCOME TO FDA DIRECT
UEeimame: e - P tructured product labeling (SPL) authoring tool. Previously CDER Direct, FDA Direct now includes
: Cosmetics Direct. Users can create a single account that includes all of CDER Direct submissions as well as Cosmetics Direct submissions
CDER Direct
Password: CDER Direct allows users to easily submit the following data to the FDA: Establishment Registration & Drug Listing which includes NDC Labeler

Code Requests, Establishment Registration and Product Listing and Certification, Qutsourcing Facility and Product Reporting, DSCSA Annual
Reporting, Generic Drug Self-ldentification.

Cosmetics Direct

On December 29, 2022, the President signed the Consolidated Appropriations Act, 2023 (Pub. L. 117-328) into law, which included the
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

Forgot your password?

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 no later than 1 year after the date of enactment. In addition
to the registration requirements, 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. To learn more about MoCRA, learn more

This free tool allows you to create and submit your submissions directly to the FDA. This system will provide information to FDA/Office of
Cosmetics and Colors (OCAC) about cosmetic manufacturers and products in the marketplace

I accept the Tenms of Servjce
Section 508 of the Rehabilitation Act of 1973 (26 U 5 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

LOGIN Create New Account
“Electronic and Information Technology Accessibility Provisions™ set forth by the Architectural and Transportation Barriers Compliance Board (also

Quick Links: Resources | Tutorials | Help Desk | FAQs referred to as the “Access Board”) in 36 CFR part 1194 Information about Section 508 is available at http://www section508 gov/

WARNING: This warning banner provides privacy and security notices 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 Government authorized use only. Unauthorized or improper use of this system is prohib” .o ~nd may result in disciplinary action and/or civil and criminal penalties. At any time, and for any lawful Government purpose,
the Government may monitor, record, and audit your sysiem usage and/or intercepl, search and seize any communica* .1 or data h.. ~<iting 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.

WARNING: This warning banner provides privacy and security notices 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 Government 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 Government purpose, the Government may monitor, record, and audit your system usage and/or intercept, search and seize any communication or
data transiting 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.




CREATE ANEW ACCOUNT

There are three types of account that can be created: CDER Direct, COSMETICS Direct, and Both (CDER Direct &
COSMETICS Direct). DUNS is only a required field if you create a CDER Direct account or Both (CDER Direct and
Cosmetics Direct) account. DUNS is NOT required if you create only a COSMETICS Direct account. The system will
streamline submissions to save time for the user who has drugs as well as cosmetics to choose both (CDER Direct &
COSMETICS Direct) under one functional account.

ORGANIZATION TYPE

What type of Account are you creating ? CDER Dirsct COSMETICS Direct Both (CDER Direct and COSMETICS Direct)

orem lpsum 15 ssmply dumemy text of the printng and typesetting mdustry. Lorem [psum has been the industry' s standard dummiy text ver since the 15005, when an unknown printer took 3 galley of type and
scramiled it to make a type specimen book. It has survived nct cnly five centuries, but also the ) inte elecironic typesetting, remaining essentially unchanged. It was popularisad in the 1980s with the releass of
Letraset cheets containing Lorem |lpsum passages, and more recently with deskiop publishing software like Aldus PageMaker including wersions of Lorem |psum

ORGANIZATION INFORMATION

Country: ™ United States

Postal Code:

-Select State-

CONTACT INFORMATION

First Mame: *

Country Code: * United States (+

Phone Extension:

1} bl



TERMS OF SERVICE

Before logging into the account, the user will have to agree to the terms of service, by selecting I
AGREE that will pop-up once selecting, [ accept the terms of service

CDER Cosmetics This warning banner provides privacy and security notices consistent with
applicable federal laws, directives, and other federal guidance for accessing this

Government system, which includes (1) this computer network, (2) all computers
connected to this network, and (3) all devices and storage media attached to this
network or to a computer on this network.

This system is provided for Government-authorized use only.

Unauthorized or improper use of this system is prohibited and may result in
disciplinary action and/or civil and criminal penallies.

Personal use of social media and networking sites on this system is limited as to
LOGIN o not interfere with official work duties and is subject to monitoring.

ysername: - By using this system, you understand and consent to the following:

The Government may monitor, record, and audit your system usage, including

A usage of personal devices and email systems for official duties or to conduct HHS

Password: business. Therefore, you have no reasonable expectation of privacy regarding

any communication or data transiting or stored on this system. At any time, and

for any lawful Government purpose, the government may monitor, intercept, and
1 search and seize any communication or data transiting or stored on this system.

Any communication or data transiting or stored on this system may be disclosed
F_orgo!ur password?

or used for any lawful Government purpose.

D | accept the Terms of Service Under 18 U.S5.C. 1001, anyone who makes a materially false, fictitious, or
fraudulent statement to the U.S. Government is subject to criminal

penalties. '
Quick Links: Resources | Tutorials | Help Desl m I EI




HOME PAGE WELCOME POP-UP

A burden statement and standard PRA information will appear in the welcome pop-up each
time a user logs in. (information is a place holder subject to change)

A FDA

Cosmetics

| _nowe g

WELCOME
PAPERWORK REDUCTION ACT NOTICE

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

COSMETIC PRODUCT LISTING

SELF-HELP

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIls: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA
DUNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MAMAGE USERS

J.YR! OMB Control No. 0910-x000¢
Expiration Date; soHot/0008

= Public reporting burden for this collection of information is estimated to average between
15 to 60 minutes per response, including the time for reviewing instructions, searching existing
QU data sources, gathering, and maintaining the data needed, and completing and reviewing the
collection of information. Send comments regarding this burden estimate or any other aspect
of this collection of information, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwark Reduction Act (PRA) Staff
PRAstaff@fda.hhs.gov

An agency may not conduct or sponsor, and a person is not required to respond to, a collection
of information unless it displays a currently valid OMB control number.

PLEASE NOTE: The system will automatically time out if there is no activity for 30 minutes.

g electronic

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




COSMETICS DIRECT HOME PAGE

Home page of the Cosmetics Direct after creating an account within FDA Direct

oA FDA

Cosmetics

SUBMISSIONS:
Two types of selections [

are shown here:
Registration of Cosmetic SUBMISSIONS | | oLL SUBMISSIONS
PrOdUCt FaCIhty and REGISTRATION OF COSMETIC PRODUCT FACILITY s regarding electronic
. . o SMETIC PRODUCT LISTING
Cosmetic Product Listing. >

SELF-HELP e e
. SUBMISSION DOCUMENT
FEI Search Portal (fda.gov) STATUS SETID ROOTID Tasen MODIFIED | MODIFIED
Dependlng on the account Registration and Listing of Cosmetic Facilities and - USER DATE

Products: Guidance for Industry (fda.gov)
Cre ated, account ho lder Search for UNIls: precision.fda.gov/uniisearch
For UNII requests contact: FDA-SRS@fda.hhs.gov.

may haVe additional form Structuled Product Labeling Resources | FDA
selections.

MANAGE ACCOU A
° FVANE
Articles and weblinks MANAGE USERS I

are provided for

SELF-HELP:

addltlonal mA FDA Home | Browser Requirements | Resources | Tutorfals | Help Desk | FAQs
lnformatlon Thls bOX Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disc'osure Policy

will be available

throughout the MANAGE ACCOUNT: The ability to view all the previous

submission process. o o
Y Manage sub-users of the account product listing submissions based

: : on user’s access.
and update profile information.



REGISTRATION OF COSMETIC

PRODUCT FACILITY

Registration of Cosmetic Product Facility Home Page...................... 9
Create a New Registration or Upload An Existing File..................... 10
Registration Status Examples...............iiiiiiiiiii i, 32



HOME PAGE: REGISTRATION OF COSMETIC

PRODUCT FACILITY

SUBMISSIONS: oA FDA
Two types of selections Cosmetics
are shown here: _
Registration of Cosmetic HOE
Product Facility and \QUEMISSIONS

Cosmetic PrOduCt LiSting’ GISTRAT[C!N OF COSMETIC PRODUCT FACILITY

COSMETIC PRODUCT LISTING

REGIST ION OF COSMETIC PRODUCT FACILITY

s regarding electronic

Depending on the account
Created, account hOlder FEl Search Portal (fda.gov) SUBMILSIDN VERSION F:m\’ F“CFIEL“W FADE:UNSTY DOL?;:[ENT
may have additional form [ty

. Seg erifNlls: precision.fda.gov/uniisearch
Selectlons . Fo gquests contact: FDA-SRS@fda.hhs.gov.
e Product Labeling Resources | FDA
' DUNS (dnb.com)

SELF-HELP:
Articles and weblinks are MANAGE ACCOUNT

provided for additional
information. This box

will be available

throughout the mA FDA Home | Browser Requiremients | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy

submission process.

MANAGE ACCOUNT: The ability to view all the previous CREATE
P .. NEW/UPLOAD
Manage sub-users of the account product listing submissions based FILE

and update profile information. on user’s access.



CREATE A NEW REGISTRATION

OR UPLOAD AN EXISTING FILE




CREATE A NEW REGISTRATION or UPLOAD AN EXISTING FILE

Selecting the CREATE NEW/UPLOAD FILE box, from the Registration of Cosmetic Product Facility home page will direct

user to this page with an option of creating an initial Cosmetic Product Facility Registration using a blank form or importing an FDA-
accepted SPL stored on your computer in a valid XML zip file. SPL (Structured Product Labeling) is a document markup standard
approved by Health Level Seven (HL7) and adopted by FDA as a mechanism for exchanging product and facility information.
Importing an existing Cosmetic Product facility registration SPL will be beneficial for bulk submission

A FDA

Cosmetics

REGISTRATION OF COSMA-™" mfummi e ma s e

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

COSMETIC PRODUCT LISTING

SELF-HELP

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIIs: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA
DUMNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

CREATE AN INITIAL COSMETIC PRODUCT FACILITY REGISTRATION

() Create an initial Cosmetic Product Facility Registration using a blank form
() Import an existing Cosmetic Product Facility Registration SPL

NOTE: To update an existing submission, click on CAMNCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnherability Disclosure Policy




CREATE A NEW PRODUCT FACILITY REGISTRATION

Create an Initial Cosmetic Product Facility Registration using a blank form.

oA FDA

Cosmetics

REGISTRATION OF COSMI PRODUCT FACILITY

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

REATE AN INITIAL COSMETIC PRODUCT FACILITY REGISTRATION

@ Crezte an initial Cosmetic Product Facility Registration using a blank form

() Import an existing Cosmetic Product Facility Registration SPL

COSMETIC PRODUCT LISTING

NOTE: To update an existing submission, click on CANCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard

SELF-HELP

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIls: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA
DUNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MAMAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




DOCUMENT TYPE DETAILS

Set ID and Root ID are auto-generated, and the Effective Dates is the date the submission is created, but users can modify it.
Once an SPL has been submitted, this date cannot be edited by users.

A Guide that
will help the
user
understand SAVE AS DRAFT
ment name for each field below to display instructions and helpful hints for f) different FUDMISSion TR Moy oot e et

regarding electronic registration and listing of cosmetic product fadilities and pro

stages such as,
SAVE AS
DRAFT.

DOCUMENT TYPE DETAILS

Document Type: "

-- Select Document Type -- v

*

Set ID: fdB8cdf0b-cala-82e2-e053-6304a00aa8de Generate New Version Number: 1

Rogt ID: * fe8b3ccd-asal-0846-2053-6b945f0a347d Generate New Effective Date; » 06-20-2023

+ REGISTRATION DETAILS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




DOCUMENT TYPE TOOL TIPS

Document Type A *RED* asterisk indicates field is mandatory.

Select one of the document types:- . . . . . .
e A dashed underline indicates help text (tool-tips) if clicked on.
INITIAL:- Every person that, on December 29, 2022, 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

no later than December 29, 2023 (section 607(a)(1)(A) of the FD&C Act).

Every person that owns or operates a facility that first engages, after December 29, 2022, in manufacturing or

processing of a cosmetic product for distribution in the United States, must register such facility within 60 days of

first engaging in such activity or by February 27, 2024, whichever is later (section 607(a)(1)(B) of the FD&C Act).

AMENDED:- Every person who is required to register must update their registration within 60 days of any
changes to the information required for registration (section 607(a)(4) of the FD&C Act) (an “amended”
registration). This includes any changes that result in cancellation of the registration.

Version Number

BIENNIAL REGISTRATION RENEWAL:- Every person who is required to register a facility must renew such
registration biennially (i.e., every two years) (section 607(a)(2) of the FD&C Act).

The Version Number gives sequential order to the different versions of an SPL
ABBREVIATED REGISTRATION RENEWAL:- FDA is providing for an abbreviated renewal of registrations when submission. The version number is a whole number greater than zero, such as 6, 7, or

there have not been any updates to the registration since the most recent facility registration submission, as 8. The version number is increased with each change to the SPL submission
required under section 607(a)(4) of the FD&C Act. ' )

Enter a number greater than zero (0) in the Version Number field.

1t Type: -- Select Document Type -- v

Set ID; fdB8cdf0b-cala-82e2-e053-6304a00aa8de Generate New Version Number: 1

Effective Date; » 06-20-2023

Set ID

This field is auto generated by the system.

The Set ID uniquely identifies a group of versions of an SPL submission. When an SPL
submission changes, a new Root ID is assigned to the new SPL submission, but the .

Set ID in the original SPL submission also is used. The Set ID is a Globally Unique Eﬂ:eCtlve Date
Identifier (GUID). A GUID is a string of numbers and lower case letters generated
using a specifically defined mathematical algorithm to ensure a very low probability

of identical GUID used in the same system. An example is:
9aa9d2e6-6982-48e5-831d-dbe7c04alded.

REGIST

The date the submission is created, users can modify it. However the system will only
use the actual registration date submitted to FDA. It also provides a date reference to
the SPL version.Select the date by clicking on the calendar icon.Once an SPL has been
submitted, this date cannot be edited by users.

Root ID

This field is auto generated by the system.

The Root ID uniquely identifies a specific SPL file. Each new version of an SPL file has
a new id root. The id root is a Globally Unique Identifier (GUID). A GUID is a string of
' numbers and lower case letters generated using a specifically defined mathematical )
algorithm to ensure a very low probability of identical GUID used in the same Resources | Tutorials | Help Desk | FAQs
system. An example is: 9aa9d2e6-6982-48e5-831d-dbe7c04a14ed. rivacy | Vulnerability Disclosure Policy




DOCUMENT TYPE DETAILS

By selecting the drop-down ( v ), Five document type options will appear; initial, amended-changes to
registration, amended-cancellation of registration, biennial registration renewal, and abbreviated
registration renewal. (First time users will only have INITIAL as an option)

HOME REGISTRATION OF COSMETIC PRODUCT FACILITY i
=

Mote: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Facility Registration Subrnission Form, Red asterisk indicate required fields,
For general guestions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@Efdahhs.gov,

DOCUMENT TYPE DETAILS

Document Type:4 -- Select Document Type --

Set D -- Select Document Type -- Q| W38 ion Number: | 1
. INITIAL )
Root.ID: Effective Date: = 06-20-2023
AMENDED-CHANGES TO REGISTRATION
AMENDED-CANCELLATION OF REGISTRATION
+ REGIST

BIENNIAL REGISTRATION RENEWAL
4+  conrirk ABBREVIATED REGISTRATION RENEWAL

T TR T T T

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



DOCUMENT TYPE DETAILS

Depending on which document type is selected, an ALERT box will appear, “By selecting this
document type, you are certifying that no changes have been made to your registration since the
previous registration was submitted”

- FDA

Cosmetics

[ ]
REGISTRATION OF COSMETIC PRODUCT FACILITY '
L SAVE AS DRAFT ==RETURN

k on the Data element name for each field below to display instructions and helpful hints for filling out this Facility Registration Submission Form. Red asterisk indicate required fields.
bl questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

CUMENT TYPE DETAILS

P Type: ABBREVIATED REGISTRATION RENEWAL V

ALERT:

By selecting this document type, you are certifying that no changes have been made to your registration since the previous registration was submitted.

+ REGISTRATION DETAILS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



Small Business
(optional field) Indicate whether your business is a small business by selecting one of RE GI S I RA I IO [ q D E TAIL S

the options provided. For more information visit Registration and Listing of Cosmetic
Product Facilities and Products: Guidance for Industry (fda.gov)

A *RED* asterisk indicates field is mandatory. A dashed underline indicates help text
Facility N . . . . . . . . . .
el A (tool-tips) if clicked on, as listed on the left side. A link is also provided in the tool-tip for
Enter the complete name of the existing facility. For more information visit Registration . . . . . .. . P
and Listing of Cosmetic Product Facilities and Products: Guidance for Industry (idagov) | more information regarding the registration and listing of cosmetic product facilities and
Facility FEI Number products.

Enter the existing facility FEl number. If you need to look-up the FEI number or request

an FEl number: mA FDA

https: K data.fda.. ipt: iportal/index.cfm?action=portal.logi
ps://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=portal.login Cosatice

For more information visit Registration and Listing of Cosmetic Product Facilities and
[ ]
N> r:cis7rRATION OF COSMETIC PRODUCT FACILITY )

Products: Guidance for Industry (fda.gov)
Note: Click on the Data element name for each field below to display instructions and helpful hints
For geneiakamaskians tnarding oot i tion dodiction o cocotie oot focilios oo

4

+ DOCUMENT TYPE DETAILS

Facility DUNS Number

(optional field) The existing 9 digital facility DUNS number.

Obtain a DUNS number: https://www.dnb.com

For more information visit Registration and Listing of Cosmetic Product Facilities and
Products: Guidance for Industry (fda.gov)

SAVE AS DRAFT SAVE AND VALIDATE m

filling out this Facility Registration Submission Form. Red asterisk indicate required fields.

Parent Company Name

(optional field) Provide the parent company's name if available. For more information
visit Registration and Listing of Cosmetic Product Facilities and Products: Guidance for
Industry (fda.gov)

REGISTRATION DETAILS

Facility Country

Provide facility's country name (if the country is other than the USA.) For more
information visit Registration and Listing of Cosmetic Product Facilities and Products:

Facllity name!

Guidance for Industry (fda.gov] Parent C :
v (Fdagov) Facilty FEI Number! \ °'°(,,a;;,';°';{,;"'"*\ \

Facility City
-FACILITY CONTACT DETAILS

Fociilty Covntry A

Provide the complete name of the city. For more information visit Registration and
Listing of Cosmetic Product Facilities and Products: Guidance for Industry (fda.gov)

--SELECT COUNTRY--

Facility Street Address

Provide the complete name of the street. For more information visit Registration and
Listing of Cosmetic Product Facilities and Products: Guidance for Industry (fda.gov)

Facility State or Province

Provide the complete name of the state or province. For more information visit
Registration and Listing of Cosmetic Product Facilities and Products: Guidance for
Industry (fda.gov)

Facili

Name of The Owner and/or Operator of the Facility?

Facility Zip/postal Code |

Provide the postal code or the zip code. For more information visit Registration and

Listing of Cosmetic Product Facilities and Products: Guidance for Industry (fda.gov) + U.S. AGENT CONTACT INFORMATION

Facility Email - BRAND NAMES

Add FACILITY BRAND NAMES OF COSMETIC PRODUCTS MANUFACTURED OR PROCESSED in this facility. ADD BRAND NAMES

Provide the facility's email address. For more information visit Registration and Listing
of Cosmetic Product Facilities and Products: Guidance for Industry (fda.gov)

Facility Phone Number

Provide the facility's phone number including the area or the country code. For more
information visit Registration and Listing of Cosmetic Product Facilities and Products:
Guidance for Industry (fda.gov)

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

Facility Owner/Operator

Provide the facility owner's name and/or the name of the facility operator. For more mA

information visit Registration and Listing of Cosmetic Product Facilities and Products: . . A .
Guidance for Industry (fda.gov) Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs




oA FDA

Cosmetics

]
T T =T =:is7rATION OF COSMETIC PRODUCT FACILITY 88 |

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Facility Registration Submission Form. Red asterisk indicate required fields.

For general questi garding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS

= REGISTRATION DETAILS

IS THIS A FACILITY REGISTRATION FOR A SMALL BUSINESS (optional registration)? | (] YES |[ ] NO |

By selecting a different country,
the U.S. AGENT CONTACT * m——
INFORMATION will be needed. [ Hspplotly
A dashed underline indicates TACHIY COTIACT DR

help text (tool-tips) 1f clicked
on, as listed below.

Fagility.name?

Facility Country *

*
-SELECT COUNTRY-- V| it Gty ‘ ‘

U.S. Agent Name

For foreign facilities, provide U.S. AGENT NAME. For more information, visit Registration P Sk
and Listing of Cosmetic Product Facilities and Products: Guidance for Industry (fda.gov)

US Agent Phone Number = U.S. AGENT CONTACT INFORMATION

U.S. Agent Name: *
(for foreign facilities)

U.S. Agent Phone Number*®
(Include Area Code)

For foreign facilities, provide U.S. AGENT CONTACT INFORMATION including the area
code. For more information, visit Registration and Listing of Cosmetic Product Facilities
and Products: Guidance for Industry (fda.gov)

U.S. Agent Email »
(if not available, enter "N/A"|

U.S. Agent Phone Extension

= BRAND NAMES
Add FACILITY BRAND NAME(S) OF COSMETIC PRODUCTS MANUFACTURED OR PROCESSED in this facility. ADD BRAND NAMES

U.S. Agent Email

For foreign facilities, provide U.S. AGENT CONTACT INFORMATION. If email address not
available, enter N/A. For more information, visit Registration and Listing of Cosmetic
Product Facilities and Products: Guidance for Industry (fda.gov)

+ CONFIRMATION STATEMENT

U.S. Agent Phone Extension F ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

(optional Field) For foreign facilities, provide U.S. AGENT INFORMATION. For more
information, visit Registration and Listing of Cosmetic Product Facilities and Products:
Guidance for Industry (fda.gov)

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




oA FDA

Cosmetics

BRAND
NAME(S)

Add Brand Names of
cosmetic products
manufactured or
processed at this
facility by selecting
ADD BRAND

NAMES

[ ]
HOME >REGISTRATION OF COSMETIC PRODUCT FACILITY '
— [ snve s orarr_| saveano vauowre | oere |

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Facility Registration Submission Form. Red asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS

= REGISTRATION DETAILS

IS THIS A FACILITY REGISTRATION FOR A SMALL BUSINESS (optional registration)? | [1 vEs | | ] NO |

%*

Facility name:

- * Parent Company name:
Facility FEI Number:

= FACILITY CONTACT DETAILS

Facility Country . ~-SELECT COUNTRY-- V| ety Gy
ol *

e Facility State or Province

Facility Zip/Postal code *
*

Facility Email Facility Phone Number *

...................... (include Area/Country Code,

Name of The Owner and/or Operator of the Facility?

+ U.S. AGENT CONTACT INFORMATION

= BRAND NAMES

Add FACILITY BRAND NAMES OF COSMETIC PRODUCTS MANUFACTURED OR PROCESSED in this facility. ADD BRAND NAMES

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

mA FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




BRAND NAME(S) OF COSMETIC PRODUCT(S)
MANUFACTURED OR PROCESSED IN THIS FACILITY

A FDA

Cosmetics

MUltlple Brand NamCS ‘ HOME \\/ — REGISTRATION OF COSMETIC PRODUCT FACILITY i

can be submitted by EXDEETT
selecting SAVE AND
ADD MORE BRAND

BRAND NAMES OF COSMETIC PRODUCTS MANUFACTURED OR PROCESSED IN THIS FACILITY

Brand Name of cosmetic product: * Brand Name

Responsible Person Name (As listed on the label): *

Responsible Person Name

Select all the
Category code(s) that
applies to this Brand
Name

Select All Product Category Code(s) that Apply: *

+[1(01) Baby products.

+[1(02) Bath preparations.

+[1(03) Eye makeup preparations (other than children’s eye makeup preparations).
+[1(04) Children's eye makeup preparations.

+[1(05) Fragrance preparations.

+[1(06) Hair preparations (non-coloring).

+[1(07) Hair coloring preparations.

+[1(08) Makeup preparations (not eye)(other than makeup preparations for children).
+[1(09) Makeup preparations for children (not eye).

+[1(10) Manicuring preparations.

+[1(11) Oral products.

4 [1(12) Personal cleanliness.

+[1(13) Shaving preparations.

+[1(14) Skin care preparations, (creams, lotions, powder, and sprays).

+[1(15) Suntan preparations.

+[1(16) Tattoo preparations.

+[1(17) Other preparations (i.e,, those preparations that do not fit another category).

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



BRAND NAME(S) OF COSMETIC PRODUCT(S) MANUFACTURED OR
PROCESSED IN THIS FACILITY(EXAMPLE)

oA FDA

A dashed underline Sem
lndlcatGS help tCXt HOME ‘ - REGISTRATION OF COSMETIC PRODUCT FACILITY - :

X
(tool-tips) if clicked cecr nao JESRINY
on, as listed below.

BRAND NAMES OF COSMETIC PRODUCTS MANUFACTURED OR PROCESSED IN THIS FACILITY

Brand Name of cosmetic product: * ‘ Cosmetic Beauty Facial Moisturizer ‘

Brand Name of Cosmetic Product

Responsible Person Name ‘

All brand names under which cosmetic products manufactured or processed in the
facility are sold. For more information, visit Registration and Listing of Cosmetic Product Select All Product Category Code(s) that Apply: *

Facilities and Products: Guidance for Industry (fdagoy) | e

r + [ (01) Baby products.
. + [J (02) Bath preparations.
) + [ (03) Eye makeup preparations {other than children’s eye makeup preparations).
Respon5|b|e Person Name X + [ (04) Children’s eye makeup preparations.

+ [ (05) Fragrance preparations.

ety : + [ (06) Hair preparations (non-coloring).
The manufacturer, packer, or distributor of a cosmetic product whose name appears + [ (07) Hair colering preparations.

on the label. For more information, visit Registration and Listing of Cosmetic Product ELCSIMasup{peparstionl(hatvR)Ctnanne ey Biarsparionsiore ICIEn)

=) Blushers 2nd rouges (all types).
Facilities and Products: Guidance for Industry (fda.gov) [{b) Face powders.

4 [/c) Foundations.
= [J(d) Leg and body paints.
(&) Lipsticks and lip glosses.
4 [J1f) Makeup bases.
[g) Mzkeup fixatives.
= [ (h} Other makeup preparations.
[Fd 1. Tracitional applications.
Qz. Airbrush applcations.
+ [ (09) Makeup preparations for children (not eye).
+ [ (10) Manicuring preparations.
<+ [ (11) Oral products.
=+ [ (12) Personal cleanliness.
+ O (13) Shaving preparations.
+ [7 (14) Skin care preparations, (creams, lotions, powder, and sprays).

By Selecting the (+) Of the MAIN PRODUCT g[[:}a ELE;:,:EEE{:_M creams, cleansing lotions, liquids, and pads).

= [EH (<) Face and neck (excluding shaving preparations).
1. Leave-cn

CATEGORY, a SUB PRODUCT CATEGORY will m T e ey

(e} Foot powders and sprays.

appear & if that sub product category had a SUB-SUB ot >
6 Skin fresheners.

PRODUCT CATEGORY, (1) can be selected. NERia e st

+ O (16) Tattoo preparations.
+ [ (17) Other preparations (i.e., those preparations that do not fit another category).

Select all product category Code(s) X

The product category or categories for each cosmetic product manufactured or
processed at the facility. For more information, visit Registration and Listing of Cosmetic
Product Facilities and Products: Guidance for Industry (fda.gov)

FOA FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



oA FDA

Cosmetics

BRAND NAME QF + === §
<=

Mote: Click on the Data elament name for 2ach field balow to display instructions and helpful hints for filling out this Facility Registration Submission Form. Rad asterisk indicate required fiekds.

C O S M I ' : I lI C Far genesal quastions regarding electronic registration and listing of cosmetic product fadiities and products, contact eRLCEfda hhs.gov.
PROD l l C' I \ + DOCUMENT TYPE DETAILS
MANUFACTURED | Goo= -
IS THIS A FACILITY REGISTRATION FOR A SMALL BUSINESS (optional registration)?
THIS FACILITY =%

= FACILITY CONTACT DETAILS

(E X AMPLE) G B

*

m

‘ Faci

Parent Company name:
(If applicable)

. . *
--SELECT COUNTRY-- v Facility City. ‘ ‘

Name of The Owner and/or Operator of the Facility: *

+ U.S. AGENT CONTACT INFORMATION

The information that was

c 5 - BRAND NAMES - - o |
pI’OV]ded m the BRAND Add FACILITY BRAND NAMES OF COSMETIC PRODUCTS MANUFACTURED OR PROCESSED in this facility.
N AME T AB Will appe ar Brand Names of Cosmetic Products Responsible Person Name Product Category Code(s)

Manufactured or Processed in this Facility (As listed on label)

under BRAND NAMES s / Cosmetic Beauty

» (08) Makeup preparations {not eye)(other than makeup preparations for children) - (h) Other
makeup preparations - 1. Traditional applications.

o {14) Skin care preparations, (creams, lotions, powder, and sprays) - (c) Face and neck (excluding
shaving preparations) - 1. Leave-on

» (14) Skin care preparations, (creams, lotions, powder, and sprays) - (f) Moisturizing.

Responsible Person Name

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAGs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



roA FDA

Cosmetics

HOME REGISTRATION OF COSMETIC PRODUCT FACILITY i
= [savers oot | swvemo vauowe | oaere |

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Facility Registration Submission Form, Red asterisk indicate required fields.

S TAT E M I ! N' I \ For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fdahhs.gov.

+ DOCUMENT TYPE DETAILS

+ REGISTRATION DETAILS

CONFIRMATION STATEMENT

A dashed underline indicates help
text (tool-tips) if clicked on, as

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

e

Signature of Submitter

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 and renew as required under section 607 of the Federal Food, Drug and Cosmetic Act.

Name of Submitter

Signature of Submitter Date (MM/DD/Y11Y)

(optional field) Use the blank space to provide a signature of the Submitter.
T ADDITIONAL CONTACT INFORMATION FOR AUTHOR

Name of Submitter

X FOA FDA Home | BrokSerie|  jens T Resources | Tutoriaks | Help Desk | FAQs
Follow FDA | FDAV(  bg | Privacy | Vulnerabiltty Disclosure Policy

(optional field) Enter the full name of the submitter

After understanding the confirmation

statement. Select AGREE
(optional field) Enter today's date, two digit month two digit day and four digit year



ADDITIONAL CONTACT INFORMATION FOR
AUTHORIZED AGENT

A dashed underline indicates help text (tool-tips) if clicked on, as listed below.

Additional Contact Name

(optional field) Provide an additional contact name

REGISTRATION OF COSMETIC PRODUCT FACILITY

Mote: Click on the Data element name for each field below to display instructions amnd)

For general questions regarding electronic registration and listing of cosmetic prodiuet X . X .. \ X
- —| (optional field) Provide the additional contact person's email address

+ DOCUMENT TYPE DETAILS

+ REGISTRATION DETAILS
— area or the country code

+ CONFIRMATION STATEMENT Phone Extension
~ (optional Field)

~ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZEw sacrs

N Phone Number
Additional Contact Name: {Include Area Code/
Country Code)

Phone Extension

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




COMPLETED

After filling in all the required information, SAVE AND VALIDATE, to identify any errors.
OR
Select submit SPL for the form to be submitted to FDA.

[ ]
REGISTRATION OF COSMETIC PRODUCT FACILITY '
< SAVE AND VALIDATE

SUBMIT SPL SAV| ASDF FT
‘ﬂ.lhir‘tsf @ Submit SPL ' ¢ Validate SPL ~ *: SELEERE
Pcites anc cJf SO Sonan b

For general question A Guide that Will help the I option does not automatically submit your

Disable Tour SPL to FDA, even if it passes the initial
validation, but scans for certain errors prior

+ user understand different to the actual submission.
DOCUM Next

stages such as,
VAILADATE SPL or

SUBMIT SPL.

Note: Click on the D

+ REGISTR

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Vioice Blog | Privacy | Vulnerability Disclosure Policy




UPLOAD A FILE

In order to upload a file, select Import an existing Cosmetic Product Facility Registration SPL.
Importing an existing Cosmetic Product Facility Registration SPL will be beneficial for bulk
submission.

oA FDA

Cosmetics

REGISTRATION OF COSM DDARI T CACT TV

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

ATE AN INITIAL COSMETIC PRODUCT FACILITY REGISTRATION

Y’ Create an initial 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 SUBMISSION ACCEPTED from the table in the prior page / Dashboard

SELF-HELP

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIIs: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA
DUNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAGs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



UPLOAD A FILE

User will be able to upload a pre-existing ZIP FILE. This file may contain both the xml file and
image (jpg) files. For more information regarding SPL, utilize the Structured Product Labeling
Resources | FDA (SPL) link provided under SELF-HELP

oA FDA

Cosmetics

 SUBMISSIONS UPLOAD COSMETIC PRODUCT FACILITY REGISTRATION FILE
REGISTRATION OF COSMETIC PRODUCT FACILITY
COSMETIC PRODUCT LISTIMNG
Cosmetic Product Facility Registration File [@
SELF-HELP sele Emmge drop one here,

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIls: precision.fda.gov/uniisearch

For UMII requests contact: FDA-SRS@fda hhs.gowv.
Structured Product Labeling Resources | FDA (SPL) - A BECE
DUNSLink (dnb.com) UPLOAD e

containg the SPL file with the name as the root id followed by " xml” and any essociated image files that referenced in the xmi

ote: Please upload 2 zip file tF
whose names end in ‘jpg’.

MANAGE ACCOUNT

EDIT USER FROFILE
MAMAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAGs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



UPLOAD A FILE (EXAMPLE)

The content in the red circle is an example to what a zip file could be, may contain .xml file
and image (jpg) files.

A FDA

Cosmetics

HOME > REGISTRATION OF COSMETIC PRODUCT FACILITY

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

UPLOAD COSMETIC PRODUCT FACILITY REGISTRATION FILE

tion File [

Rowed by ".xml™ and any associated image files that referenced in the xml

COSMETIC PRODUCT LISTING

SELF-HELP

FEl Search Portal (fda.gov)
Registration and Listing of Cosmetic Facilities and Note: FIESC e
Products: Guidance for Industry (fda.gov) TR e
Search for UNIIs: precision.fda.gov/uniisearch

For UNII requests contact: FDA-5SRS@fda.hhs.gov.

Structured Product Labeling Resources | FDA (SPL) ~ANCE
DUNSLink (dnb.com) UPLOAD =N E L

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FOA
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ZI1P FILE (EXAMPLE)

An example to what an XML format could look like

<7?uwml version="1.0" encoding="UTF-8"7 >
<?Tuml-stylesheet href="https:/fwww.accessdata fda.gov/spl/fstylesheet/spl.x=sl" type="text/x=I"7>
<document xmins="urn:hl7-org:w3" xminsasi="http:/ Moo w3 .org/ 2001 XM LSchema-instance™
wsizschemalocation="urn:hl7-org:w3 https//www.accessdata fda.gov/spl/schema/spl.x=d" =
<id root="fd8ca4f0b-ca3b-82e2-2053-6394a%0aalSda"/>
<code code="51725-0" codeSystem="2.16.840.1.113883.6.1" displayName=" FACILITY
REGISTRATIOMN" =
<effectiveTime value="[DWTE]" />
<setld root="fdSca4f0b-ca3a-82e2-2053-63924390aadde" />
=versionMNMumber valus="1"/=
=author=
<tirme/ >
=assignedEntity =
=zrepresentedOrganization =
<assignedEntity >
<assignedOrganization>
<id root="1.2.6.1.4.1.512.1" extension="314988747"/ >
<name> [COMPAMNY'S NAME] </ name:>=
<contactParty =
<addr=
<streetfddressline=[ENTEY THE STREET ADDRESS] =/streetaddressLine>
<city>[ENTRY CITY MAME] </city>
<postalCode>[ENTRY POSTAL CODE] </postalCode >
<countrny=[ENTRY COUMNTRY NMAME] </country >
= faddr=
<telecom value="tel[ENTRY PHOMNME NUMBER]" />
<telecom value="[ENTEY EMAIL ADDRESS]"/>
= contactPerson =
<name=[ENTRY FULL MAME] </Mame =
= JScontactPerson=
= focontactParty =
<assignedEntity >




UPLOAD A FILE (EXAMPLE)

After UPLOADING A FILE (XML ZIP FILE), the system will auto-fill all the required fields and the form will be ready to save and
validate to check for any errors. This is an easy way to submit multiple Cosmetic Product Facility Registrations under one submission ID
VALIDATE SPL: “You can check your SPL for an initial validation before submitting to FDA. This option does not automatically
submit your SPL to FDA, even if it passes the initial validation, but scans for certain errors prior to the actual submission. ”
SPL(Structured Product Labeling) is a document markup standard approved by Health Level Seven (HL7) and adopted by FDA as a
mechanism for exchanging product and facility information.

oA FDA

Cosmetics

REGISTRATION OF COSMETIC PRODUCT FACILITY

SUBMIT SPL SAVE AS DRAFT - URN

Validate SPL x H i

Mote: Click on the Data element name for each field below to display instn
For general questions regarding electronic registration and listing of cosmetic prod

ut this Facility Registration Submissio You can check your SPL for an initia

roducts, contact eRLC@fda.hhs.gov. validation before submitting to FDA. This
option does not automatically submit your
SPL to FDA, even if it passes the initial
validation, but scans for certain errors prior
to the actual submission.

*F pocument Tvee peraLs A Guide that will help the -
user understand different ‘
T recisRATION DETAILS submission stage such as,
VAILADATE SPL.

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FOA FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



UPLOAD A FILE (EXAMPLE)
Select submit SPL for the form to be submitted to FDA.

The Submit SPL box is a help tool that can guide a user through the process.

oA FDA

Cosmetics

HOME REGISTRATION OF COSMETIC PRODUCT FACILITY i
L

MNote: Click on the Data element name for each field below to display instructions and helpful hints for filling out tHll F3 Submit SPL WlomfliRed asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contfit iSIUIIEZRITIS
|

Next Disable Tour

+ DOCUMENT TYPE DETAILS

+ REGISTRATION DETAILS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog



REGISTRATION STATUS

EXAMPLES




REGISTRATION STATUS: VALIDATION IN PROGRESS

After SAVE AND VALIDATE, the registration of cosmetic product facility home page will have the
following details as shown below. The status will be in VALIDATION IN PROGRESS.

A FDA

Cosmetics

HOME REGISTRATION OF COSMETIC PRODUCT FACILITY

SUBMISSIONS REGISTR N OF COSMETIC PRODUCT FACILITY

REGISTRATION OF COSMETIC PRODUCT FACILITY For assistance
registration an(

dation errors in Cosmetics Direct contact cosmeticsdirect@fda.hhs.gov. For general questions regarding electronic
of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

COSMETIC PRODUCT LISTING
ACTIONS v
CDCATE Az AT 1
SELF-HELP
FEI Search Portal (fda.gov) SUBMISSION VERSION. "Nae. VODRED MODFED @

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIls: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA
DUNSLink (dnb.com)

VALIDATION | fd850b1f-7bcd-165 Rfd850b1f-7bce-165

IN PROGRESS | 8-€053-6b%4af0acd96 | a-e053-6b94af0ac496 1000125370

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
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REGISTRATION STATUS: READY FOR SUBMISSION

VALIDATE SPL: You can check your SPL for an initial validation before submitting to FDA. This option does not

automatically submit your SPL to FDA, even if it passes the initial validation, but scans for certain errors prior to the actual

submission.

Once the system has completed a quick VALIDATION, the status VALIDATION IN PROGRESS will change to READY

FOR SUBMISSION.

A FDA

Cosmetics

HOME REGISTRATION OF COSMETIC PRODUCT FACILITY

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

COSMETIC PRODUCT LISTING

OF COSMETIC PRODUCT FACILITY

SELF-HELP

FEl Search Portal (fda.gov)
Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)
Search for UNIIs: precision.fda.gov/uniisearch
For UNII requests contact: FDA-SRS@fda.hhs.go
Structured Product Labeling Resources | FDA
DUNSLink (dnb.com)

For assistance wi on errors in Cosmetics Direct contact cosmeticsdirect@fda.hhs.gov. For general questions regarding electronic

registration 3 etic product facilities and products, contact eRLC@fda.hhs.gov.

ACTIONS

LROCAUL INCYYUFLOAL! TILD

SUBMISSION FACILTY  FACILITY  FACLITY  DOCUMENT
ID VERSION  NaME FEI DUNS LABEL

READY FOR | d850b1f-7bcd-165 RfdB50b1f-Thee-165
SUBMISSION | 5-2053-6094af0ac496 | a-e053-6b94af0acd96

FACILITY

NAME 1000125370

FACILITY

REGISTRATION OF
‘COSMETIC PRODUCT

MODIFED MODIFED @
USER DATE

First name [07-JUN-2023
Last name 02:53:31

MANAGE ACCOUNT

EDIT USER PROFILE
MAMAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




REGISTRATION STATUS: READY FOR SUBMISSION to SUBMIT SPL

By clicking on the READY FOR SUBMISSION, the registration will be ready for SUBMIT SPL.
The system will generate a message stating that, 7his submission has passed the INITIAL VALIDATION but
has NOT been ACTUALLY SUBMITTED TO FDA. Click ON "SUBMIT SPL" to SUBMIT.

REG MOM OF COSMETIC PRODUCT FACILITY

EDIT SUBMIT SPL I << RETURN |

name for each field below to display instructions and helpful hints for filling out this Facility Registration Submission Form, Red asterisk indicate required fields.

Note: Click on the Data elemeé

Note: This submission has passed the INITIAL VALIDATION but has NOT been ACTUALLY SUBMITTED TO FDA. Click ON "SUBMIT SPL" to SUBMIT.

+ DOCUMENT TYPE DETAILS
+ REGISTRATION DETAILS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



REGISTRATION STATUS: SUBMIT SPL to SUBMISSION ACCEPTED

The status will change to SUBMISSION ACCEPTED after registration process had been successfully completed. A

SUBMISSION ID will be given to all ACCEPTED SUBMISSIONS.

oA FDA

Cosmetics

HOME REGISTRATION OF COSMETIC PRODUCT FACILITY

SUBMISSIONS REGISTRATION OF COSMETIC PRODUCT F

TY

For assistance with validation errors in Cosmetics Direct contact cosmet
registration and listing of cosmetic product facilities and products, ¢

COSMETIC PRODUCT LISTING

REGISTRATION OF COSMETIC PRODUCT FACILITY

@

Giffa.hhs.gov

fda.hhs.gov. For general questions regarding electronic

CREATE NEW/UPLOAD FILE

FEI Search Portal (fda.gov) SUBMISSION FACILITY  FACILTY  FACILTY DOCUMENT L Ras]
MODIFIED

Registration and Listing of Cosmetic Facilities and D VERSION name FEl DUNS Lage,  MODIED MOAT e

Products: Guidance for Industry (fda.gov) REGISTRATION OF | _.

Search for UNIIs: precision.fda.gov/uniisearch S%E?Ig\l ;dggggg:gﬁ%::zg 6 52325}‘;;;‘;%;:;6 jgggg;‘;g:[i:g 1000125370 cosmETic PRoDUCT| First name 07-JUN-2023

For UNII requests contact: FDA-SRS@fda.hhs.gov. e —— FACILITY

Structured Product Labeling Resources | FDA
DUN5Link (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
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REGISTRATION STATUS: SUBMISSION ACCEPTED to VIEW SPL and
DOWNLOAD SPL

By clicking on the SUBMISSION ACCEPTED the system will allow the user to VIEW SPL and
DOWNLOAD SPL.

oA FDA

Cosmetics

REGISTRATION OF COSMETIC PRODUCT FACILITY

+ REGISTRATION DETAILS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



CREATE A NEW VERSION

By clicking on the CREATE A NEW VERSION, you can clone a successfully-submitted SPL as a starting
point.

oA FDA

Cosmetics

HOME REGISTRATION OF COSMETIC PRODUCT FACILITY
‘ VIEW SPL DOWNLOAD SPL CREATE NEW VERSION I

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Facility Registration Submission Form. Red asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS
+ REGISTRATION DETAILS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




REGISTRATION STATUS: VALIDATION FAILURE

After SAVE AND VALIDATE, the registration of cosmetic product facility home page will have the
following details as shown below. The status will be in VALIDATION IN PROGRESS. However, if the
system finds any errors the status will change to VALIDATION FAILURE.

oA FDA

Cosmetics

REGISTRATION OF COSMETIC PRODUCT FACILITY

SUBMISSIONS RE RATION OF COSMETIC PRODUCT FACILITY

REGISTRATION OF COSMETIC PRODULCT FACILITY Forz = with validation errors in Cosmetics Direct contact cosmeticsdirect@fda hhzs.gov. For general guestions regarding electronic
regis nd listing of cosmetic product facilities and products, contact eRLCEfdahhs.gow.

COSMETIC PRODUCT LISTING

CREATE NEW/UPLOAD FILE
SELF-HELP

LAST
FEl Search Portal (fda.gow) SUBMISSION FACILITY  FACILITY FACIUTY DOCUMENT

LAST
VERSION  pamE = o A, MoDRED mopiRED @)

Registration and Listing of Cosmetic Facilities and - USER  DATE

Proeducts: Guidance for Industry (fda.gov) VALIDATION | tdg50514-Thed-165 | Rfd8SO0b1f-Thee-165 FACILITY | o370 Cgiﬂg:‘:?f&g; First name |07-JUN-2023
Search for UNIls: precision.fda.gov/uniisearch FAILURE |2-=053-6b94af0acd96 | a-e053-6b94af0acd96 NAME Last name | 02:53:31

FACILITY

For UNII requests contact: FDA-SRS@fda hhs.gov.
Structured Product Labeling Resources | FDA
DUNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAGs

Follow FD& | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



REGISTRATION STATUS: VALIDATION FAILURE

After selecting the VALIDATION FAILURE status, the system will provide a list of errors, that need to be
fixed before submitting the SPL. After reviewing and fixing the errors, users can select SUBMIT SPL to
resubmit the SPL or SAVE AND VALIDATE to check for any additional errors.

oA FDA

Cosmetics

# ERRORS HAVE OCCURRED

* Error Fadility FEI Number : {Go to error)
* After reviewing and fixing these errors, select Submit S5PL or Save and Validate to resubmit the SPL and check for any additional errors.

HOME 'STRATICN OF COSMETIC PRODUCT FACILITY
&

nt name for each field below to display instructions and helpful hints for filling out this Facility Registration Submission Form, Red asterisk indicate required fields,
g electronic registration and listing of cosmetic product fadilities and products, contact eRLC@fda.hhs.gov.

Mote: Click on the O
For general questiol

+ DOCUMENT TYPE DETAILS
+ REGISTRATION DETAILS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

mA FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAGs
Follow FDA | FDA Voice Blog | Privacy | Yulnerability Disclosure Policy



REGISTRATION STATUS: DRAFT

By selecting SAVE AS DRAFT, from any screen during the process of registration of cosmetic product

facility, the system saves all information and will bring the user back to the home page. The status will be in
DRAFT.

A FDA

Cosmetics

]
REGISTRATION OF COSMETIC PRODUCT FACILITY
= SUBMIT SF SAVE AS DRAFT

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Facility G
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLCETda.hhs.gov.

orm. Red asterisk indicate reguired fields

+ DOCUMENT TYPE DETAILS

+ REGISTRATION DETAILS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Vioice Blog | Privacy | Vulnerability Disclosure Policy




REGISTRATION STATUS: DRAFT

The registration of cosmetic product facility home page will have the following details as shown below.
The status will be in DRAFT.

oA FDA

Cosmetics

HOME REGISTRATION OF COSMETIC PRODUCT FACILITY

SUBMISSIONS STRATION OF COSMETIC PRODUCT FACILITY

REGISTRATION OF COSMETIC PRODUCT FACILITY tance with validation errors in Cosmetics Direct contact cosmeticsdirect@fda hhs.gov. For general guestions regarding electronic
ion and listing of cosmetic product facilities and products, contact eRLCEfdahhs.gow.

COSMETIC FRODUCT LISTING

SELF-HELP
FACI FACILITY DOCU| LAS
[FEl Search Portal (fda.gov) DUNS LAB:ENT MODIFIED MODIFIED
Registration and Listing of Cosmetic Facilities and USER DATE
Products: Guidance for Industry (fda.gov) fdB50b1f-Thed-165 | RidB50b1f-Tbce-165 REGISTRATION OF | oot ame | 07-JUN-2023
1000125370
Search for UNIIs: precision.fda.gov/uniisearch ——— | 2-e053-6bMaflacd6 | 3-e053-6b94af0acdd6 CDSMEF:;EESDUU 02:53:31

For UNII requests contact: FDA-SRS@fda hhs.gowv.
Structured Product Labeling Resources | FDA
DUMSLink {dnb.com)

MAMNAGE ACCOUNT

EDIT USER PROFILE
MAMAGE USERS

m FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FD& | FDA Voice Blog | Privacy | Vulnerability Disdosure Policy



COSMETIC PRODUCT LISTING

Cosmetic Product Listing Home Page... .44
Create A New Product Listing or Upload An EX1st1ng File...oo...... 45
Product Listing Status Examples..............ccoooooiiiiiii... 71



HOME PAGE: COSMETIC PRODUCT LISTING

FDA
SUBMISSIONS: '™ Coumeties

Two types of selections
are shown here: HoME

Registration of Cosmetic

o SUEMISSIONS COSMETIC PRODUCT LISTING
Product Facility and i R — N o — :
ISTRATION OF COSMETIC PRODUCT FACILITY For assistance with val n errors in Cosfh&ics Direct contact cosmeticsdirect@fda.hhs.gov. For general questions regarding electronic
COSl’neth PI'O duct LlStll’lg. . D FiC PRODUCT LISTING registration and listin rsmetic produlltles and products, contact eRLC@fda.hhs.gov.

GD ACTIONS ~

CREATE NEW/UPLOAD FILE

. SELF-HELP
Dep endlng on the account FEI Search Portal (fda.gov) e STATUS SETID ROC I ID SUBMISSION. version EAQBCETMENT TITLE iﬁ%gr:s Jl;/IAfS'TIIFIED JI;IIACS:[;IFIED
created, account holder (R mn e At
o . Search for Ub Picision.fda.gov/uniisearch
may have additional form cBests dfntact: FDA-SRS@fda.nhsgov:
) reg duclLabeling Resources | FDA (SPL)

selections. o

SELF-HELP: MANAGE ACCOUNT

Articles and weblinks

additional =
5 o o FDA Home | Browser Requiren ent: | Resources | Tutorials | Help Desk | FAQs
lnformatlon' ThlS bOX Follow FDA | FDA Voice Bl>g = Privacy | Vulnerability Disclosure Policy

will be available
throughout the
submission process.

The ability to view all the previous
product listing submissions based

MANAGE ACCOUNT: O USCL'S ACCESS. LREATE,
NEW/UPLOAD
Manage sub-users of the account
) ) FILE
and update profile information.




CREATE ANEW PRODUCT
LISTING OR UPLOAD AN

EXISTING FILE




CREATE A NEW PRODUCT LISTING orR UPLOAD AN EXISTING FILE

Selecting the CREATE NEW/UPLOAD FILE box, from the Cosmetic Product listing home page will direct user to this
page with an option of creating an initial Cosmetic Product Listing using a blank form or import an FDA-accepted SPL stored
on your computer in a valid XML zip file. SPL (Structured Product Labeling) is a document markup standard approved by
Health Level Seven (HL7) and adopted by FDA as a mechanism for exchanging product and facility information. Importing an
existing Cosmetic Product Listing SPL will be beneficial for bulk submission

COSMETIC PF .OUCT LISTING

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

CREATE AN INITIAL COSMETIC PRODUCT LISTING

O Create an initial Cosmetic Product Listing using a blank form

COSMETIC FRODUCT LISTING O Import an existing Cosmetic Product Listing SPL

NOTE: To update an existing submission, click on CANCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard

_conmue |

SELF-HELP

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIls: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA
DUNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FL)A FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs



CREATE A NEW COSMETICS PRODUCT LISTING

oA FDA

Cosmetics

HOME

Create an Initial Cosmetic Product Listing using a blank form.

COSMETICPRC” _.. ...

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

COSMETIC PRODUCT LISTING

SELF-HELP

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIls: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA
DUNSLink (dnb.com)

CREATE NEW COSMETIC PRODUCT LISTING

@ Create an initial Cosmetic Product Listing using a blank form

() Import an existing Cosmetic Product Listing SPL

NOTE: To update an existing submission, click on CAMCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard

| I

MANAGE ACCOUNT

EDIT USER PROFILE
MAMAGE USERS

FOA

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




DOCUMENT TYPE DETAILS

A FDA

Cosmetics

[ ]
COSMETIC PRODUCT LISTING '
[

SAVE AS DRAFT < <RETURN

-- Select Document Type -- \"4

fd8c4fOb-ca3a-82e2-e053-6394a90aa8de Generate New Version Number:

fe8b3cc9-aaa9-9846-e053-6b94af0a347d 06-20-2023

COSMETIC PRODUCTS
+ 4 Set ID and Root ID are auto-generated, and Effective Date is the
CONFIRMATION} qate the submission is created, but users can modify it. Once an
[ | . . .
| SPL has been submitted, this date cannot be edited by users.
< ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

mA FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



DOCUMENT TYPE TOOL TIPS

A *RED* asterisk indicates field is mandatory. Dashed underline indicates help text (tool-tips) if clicked on.

Document Type

Select one of the document types:-

INITIAL:- The responsible person of a cosmetic product that is marketed on December 29, 2022, must
submit a cosmetic product listing not later than December 29, 2023, or for a cosmetic product that is first
marketed after December 29, 2022, within 120 days of marketing such product in interstate commerce
HOME (section 607(c)(2) of the FD&C Act). . Consistent with the approach for registration of a facility that starts
manufacturing cosmetic products after December 29, 2022 (section 607(a)(1)(B) of the FD&C Act), FDA

expects the product listing for that cosmetic product to be submitted within 120 days after marketing the VeI"SIOI'l Number

product, or within 120 days after December 29, 2023, whichever is later.

Note: Click on the } UPDATE TO CONTENT (annual):- The responsible person must provide any updates to such listing The Version Number gives sequential order to the different versions of an SPL
For general ques; annually (section 607(c)(5) of the FD&C Act). This includes an update that the product was discontinued. submission. The version number is a whole number greater than zero, such as 6, 7, or

8. The version number is increased with each change to the SPL submission.
ABBREVIATED REGISTRATION RENEWAL:- FDA is providing for an abbreviated process for the renewal

(=] D of any cosmetic product listing, as required under section 607(c}(3), for which there has been no change

; ; i — e Enter a number greater than zero (0) in the Version Number field.
since the responsible person submitted the previous listing.

Document Type

........................ X.R... Set ID

etID:* This field is auto generated by the system. * 1
The Set ID uniquely identifies a group of versions of an SPL submission. When an SPL

L submission changes, a new Root ID is assighed to the new SPL submission, but the

R°°tID fe Set ID in the original SPL submission also is used. The Set ID is a Globally Unique EffectlveDate* 06-20-2023

Identifier (GUID). A GUID is a string of numbers and lower case letters generated
. using a specifically defined mathematical algorithm to ensure a very low probability

I.'.tl.?.:. of identical GUID used in the same system. An example is:

9aa9d2e6-6982-48e5-831d-dbe7c04al4ed.

Root IU X

co This field is auto generated by the system. = o Date X

The Root ID uniquely identifies a specific SPL file. Each new version of an SPL file has [ The Effective Date provides a date reference to the SPL version. Select the date by

a new id root. The id root is a Globally Unique Identifier (GUID). A GUID is a string of [ clicking on the calendar icon. Once an SPL has been submitted, this date cannot be
COl numbers and lower case letters generated using a specifically defined mathematical edited by users.

algorithm to ensure a very low probability of identical GUID used in the same

system. An example is: 9aa9d2e6-6982-48e5-831d-dbe7c04al4ed.

: X
Enter an optional title to help distinguish this product listing from other product

listings within Cosmetics Direct. In addition, this field can help users easily identify
their product listing.




DOCUMENT TYPE DETAILS

By selecting the drop-down (v ), four document types options will appear; initial, update to content (annual)-
(changes to listing), update to content (annual)-(discontinuation of listing), and abbreviated renewal.

A FDA
Cosmetics A Guide that will h61p the

e 41 user understand different
o TR §

submission stage such as, SR
Note: Click on the Data element name for each field below to display instructions and helpful hints for filling VAILADATE SPL, SAVE indicate required fields.

For general questions regarding electronic registration and listing of cosmetic product facilities and product AS DRAFT
L]

TYPE DETAILS

-- Select Document Type --

*

Version Number; 1

INITITAL
UPDATE TO CONTENT (annual)-CHANGES TO LISTING Effective Date: * 06-20-2023

UPDATE TO CONTENT (annual)-DISCONTINUATION OF LISTING

ABBREVIATED RENEWAL

IC PRODUCTS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

mA FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



DOCUMENT TYPE DETAILS

Depending on which document type is selected, an ALERT box will appear, “By selecting this document type, you are
certifying that no changes have been made to your product listing since the previous listing was submitted”

A FDA

Cosmetics

®
‘ HOME COSMETIC PRODUCT LISTING '
S SAVE AS DRAFT |l <<RETURN

Note: Click on the Data element name for each field below to display instructions and helpful hints for filli this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and prod tact eRLC@fda.hhs.gov.

= DOCUMENT TYPE DETAILS

Document Type:*

................................ ABBREVIATED RENEWAL v

e ] . . *“/ ] |\

ALERT:

By selecting this document type, you are certifying that no changes have been made to your product listing since the previous listing was submitted

+ COSMETIC PRODUCTS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

mA FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy
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[ ]
HOME COSMETIC PRODUCT LISTING | |
=
COSMETIC
Note: Click on the Data element name for each field below to display instructions and helpful hints for ut this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.

P R O D U C T S For general questions regarding electronic registration and listing of cosmetic product facilities and pre :ontact eRLC@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS

= COSMETIC PRODUCTS

IS THIS PRODUCT LISTING FOR A SMALL BUSINESS (optional registration)? |[_] YES | [ JNO

A *RED?* asterisk ’

Responsible Person:

indicates ﬁeld iS (eslistedonlabe) | Type Of Business: [ ] MANUFACTURER [_JPACKER [ DISTRIBUTOR
mandatory. A daShed . bl " *' . Responsible Person DUNS
. . . esponsible Ferson Name: Number for Address Listed
underline indicates help SEnrEl | " onProductLabel
text (tool-tips). To list all [ Reponsbefeson®
Phone Number: Parent Company Name:
the PRODUCTS, InchefreaCuray ol appictle)

INGREDIENTS and - PRODUCT(S), INGREDIENT(S), and FACILITY(IES)

FACILITIES Where the Add all required irllformatianlby selecting ADD PRODUCT(S), INGREDIENT(S), and FACILITY(IES) ADD PRODUCT(S), INGREDIENT(S), and FACILITY(IES)
. . ere the cosmetic product is manufactured or processed.
cosmetic product is
maHUfaCtured or + CONFIRMATION STATEMENT

processed, SELECT
ADD PRODUCT(S)’ + ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT
INGREDIENT(S) and
FACILITY(IES) FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Yulnerability Disclosure Policy




PRODUCTS, INGREDIENTS AND FACILITIES

Provide all the information required for PRODUCT(S), INGREDIENT(S) and FACILITY(IES)
where the cosmetic product is manufactured or processed.

A FDA

Cosmetics

‘ HOME D COSMETIC PRODUCT LISTING » COSMETIC PRODUCTS ‘

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling cut this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gowv.

COSMETIC PRODUCTS

Product Listing Number: ‘ ‘

Product Mame: *
(As listed on label)

Image Of Label
Attach images
Product Webpage Link: et laas o --SELECT THE ICON-- [&3
selecting the icon)
Fragrance or Flavor: * --SELECT -- WV | Is This Product For Professional USE OMLY? --5ELECT -- v
Fragrance YES
-+ PRODUCT cA Flavor
NO —
Fragrance & Flavor
<+ INGREDIENT
N/A

<+ LIST OF FACILITIES WHERE THE COSMETIC PRODUCT IS MANUFACTURED OR PROCESSED

FDW Home | Browser Requirements | Resources | Tutorials | Help Desk | FAGs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



COSMETIC PRODUCTS

Fill in all the required fields. PRODUCT LISTING NUMBER is

autogenerated for each PRODUCT.

Product Listing Number:

1234-567-01000 ‘

Product Name: ®
(4s listed on label)

Cosmetic Beauty Aloe Gel -Blue

PRODUCT
CATEGORY

CODE(S)-
EXAMPLE

Image Of Label

Product Webpage Link:

[Attach images

of the front and back
product |abels by
selecting the icon)

--SELECT THE ICON--

Fragrance or Flavor: *

= PRODUCT CATEGORY CODE(s)

N/A V | Is This Product For Professional USE ONLY? ‘

NO Provide the Product Category
Code(s) by selecting the drop-

down icon. After selecting

makeup preparati

+ INGREDIENTS

Product Category Code(s); *

¢ (08) Makeup prep

--Select Code(s)--

the drop-down icon, SELECT

--Select All That Apply--
+[1(01) Baby products.

+[1(02) Bath preparations.
+[1(03) Eye makeup preparations (other than children’s eye makeup preparations).

+ [1(04) Children’s eye makeup preparations.

+ [J(05) Fragrance preparations.

+[1(06) Hair preparations (non-coloring).

+[1(07) Hair coloring preparations.

+[1(08) Makeup preparations (not eye)(other than makeup preparations for children).
+ [1(09) Makeup preparations for children (not eye).

4 [1(10) Manicuring preparations.

<+ LIST OF FACILITIES

FOA

4+ [1(11) Oral products.

4 [](12) Personal cleanliness.

+ [1(13) Shaving preparations.

+ [](14) Skin care preparations, (creams, lotions, powder, and sprays).

+[J(15) Suntan preparations.

+ [J(16) Tattoo preparations.

+[1(17) Other preparations (i.e., those preparations that do not fit another category).

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy

ALL PRODUCT
CATEGORY CODE(s) that
apply to this submission. The
list can be
minimized/maximized with

the (-) or (+).

- (h) Other

ESSED




| HOME

D COSMETIC PRODUCT LISTING > COSMETIC PRODUCTS i SAVE

Note: Click on the Data element name for each field below to display instructions and helpful hints fer filling out this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

LISTING
INGREDIENTS

(EXAMPLE)

Product Listing Number: 1234-567-01000

Product Mame: *
(A5 liszed on label)

Cosmetic Beauty Aloe Gel -Blue

Image Of Label

; hatach images
Product Webpage Link: o e ron and bick

~-SELECT THE ICON-- ] [« |

Fill in all the INGREDIENTS that are included in this product listing or upload a
prefilled ingredients file. Common, usual or chemical name will auto-populate as
you type along with its UNII.

List of the
complete
ingredients list

INGREDIENTS

(&3

Ingredient UNII-MName: * --SELECT THE ICOM--

UPLOAD
Q NGREDIENTS
FILE:

Common, Usual or Chemical Name

Ingredient UNI| Codels}

X 059QF0KOOR WATER 1 | |

X PDCBA3COOX GLYCERIN Wil a p p €ar
X TTV12P4NEE XANTHAN GUM . h U f
.)( ZY81Z83H0X ALOE WVERA LEAF EXTRACT Wlt N I I (I

X HIE4927Z73T PHENOXYETHANOL .

X H3RATK2TBD FD&C BLUE NO.1 aval |a b | e)

< LIST OF FACILITIES WHERE THE COSMETIC PRODUCT IS MANUFACTURED OR PROCESSED

FOA FDAHome | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Veice Blog | Privecy | Vulnerability Disclosure Policy
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HOME ~> COSMETIC PRODUCT LISTING COSMETIC PRODUCTS i
=

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

COSMETIC PRODUCTS

Product Listing Number: 1234-567-01 ‘

Product Mame: * ]
{#s listed on label) Cosmetic BE‘.‘EUW Aloe Gel -Blue ‘

Image Of Label
{Attach images

Fill in where the cosmetic product 1s manufactured or
processed.

4+ INGREDIENTS
LIST OF FACILITIES WHERE THE COSMETIC PRODUCT IS MANUFACTURED OR PROCESSED

FDA ESTAELISHMENT IDENTIFIER (FEI) OF EACH FACILITY(IES) WHERE THE PRODUCT IS MANUFACTURED DR PROCESSED
[if the facility is a small business and is not required to register, please enter the name and address of the fadlity)

*

Fadility FEI Number:
Facility Name | *
Fadlity Name Facility City

Facility Country ” --SELECT COUNTRY-- Facilty State or Province

Facility Street Address” - . "

SAVE FACILITY INFORMATION

FDA ESTABLISHMENT FACILITY ADDRESS
IDENTIFIER {FEI}

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy

LIST OF
FACILITY{ES)

(EXAMPLE)

If the business is a NOT a
small business, then FEI
is REQUIRED.

If the facility 1s a small
business and 1s not

required to register,
then FEI IS NOT
REQUIRED, but will
need to provide the
name and address of
the facility.



LIST OF FACILITY jEXAMPLE[

FDA ESTABLISHMENT IDENTIHER (FE) OF EACH FACILITY{IES) WHERE THE PRODUCT 1S MANUFACTURED OR PROCESSED
{if tha facility is a small businzss and is not required to register, please enter the name and address of the fadlity)

* *
IS THIS FACILITY A SMALL BUSINESS 7 |[] ES || B NO|  aciity FEI Number:

Faciiity Name Faciity City

Fadility Country --SELECT COUNTRY-- v Facility State or Province

Facility Street Address e o

SAVE FACILITY INFORMATION

FDA ESTABLISHMENT IDENTIFIER (FEI) OF EACH FACILITY(IES) WHERE THE PRODUCT 15 MANURACTURED OR PROCESSED
(if the facility is a small business and is not required to register, please enter the name and address of the fadlity)

IS THIS FACILITY A SMALL BUSINESS 2~ Ml ves|[[J no|  Faciity el Number

e ® * .
Faclity Name Faciity Oy

*

Facility Country --SELECT COUNTRY-- v Facility State or Province

*

Facility Street ﬁ.ddress* A

SAVE FACILITY INFORMATION

FDA ESTABLISHMENT FACILITY ADDRESS

IDENTIFIER {FEI}

If the business is a
NOT a small business,
then FEI 1s

REQUIRED

If the facility 1s a small
business and is not
required to register,

then FEI IS NOT
REQUIRED, but will
need to provide the
name and address of
the facility.

Once SAVED, the
information will appear
in this table



FDA

Cosmetics

HOME > COSMETIC PRODUCT LISTING COSMETIC PRODUCTS i

FOA

SAVE

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Cosmetic Pro
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hl

t Listing Submission Form. Red

erisk indicate required fields.

COSMETIC PRODUCTS

Product Listing Number: ‘ 1234-567-01 ‘

Product Name: *

(As listed on label) Cosmetic Beauty Aloe Gel -Blue

Ingredient UNII Code(s) Common, Usual or Chemical Name

X 059QFOKOO0OR WATER

X PDC6A3C00OX GLYCERIN

X TTV12P4NEE XANTHAN GUM

X ZY81Z83HO0OX ALOE VERA LEAF EXTRACT
X HIE492Z7Z73T PHENOXYETHANOL

X H3R47K3TBD FD&C BLUE NO.1

= LIST OF FACILITIES WHERE THE COSMETIC PRODUCTIS MANUFACTURED OR PROCESSED

Image Of Label
(Attach images
Product Webpage Link: 2223;".’;‘;;21;’“" --SELECT THE ICON-- [
i the icon)
Fragrance or Flavor: *‘ N/A V | Is This Product For Professional USE ONLY? ‘ NO v ‘
= PRODUCT CATEGORY CODE(s)
Product Category Code(s): * --Select Code(s)-- v ‘
Product Category Code(s)
(01)BABY PRODUCTS: y shamp Yy d)Other baby products(1. Leave-on)
= INGREDIENTS
UPLOAD
Ingredient UNII-Name: * SEARCH Q m INGREDIENTS ‘——SELECT THE ICON——‘ [ ‘
FILE:

FDA ESTABLISHMENT IDENTIFIER (FEI) OF EACH FACILLTY(IES) WHERE THE PRODUCT IS MANUFACTURED OR PROCESSED

(if the facility is a small business and is not required to register, please enter the name and address of the facility)

--SELECT COUNTRY-- v ‘

SAVE FACILLTY INFORMATION

FDA ESTABLISHMENT FACILLTY ADDRESS

IDENTIFIER (FED

X FACILLTY NAME

FACILITY NAME

FACILITY ADDRESS

FDA Home | Browser Requirements | Resources | Tut | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulneral

ity Disclosure Policy

After verifying the
entered
information is
correct, select
SAVE

EXAMPLE OF

A COMPLETE
LISTING
(PRODUCTS,
INGREDIENTS

AND
FACILITIES

TAB)




PRODUCTS., INGREDIENTS AND FACILITIES

The information that was provided in the pop-up will appear under PRODUCT(S),
INGREDIENT(S) and FACILITY (IES).

roa FDA
Cosmetics
HOME COSMETIC PRODUCT LISTING i
<=

, —— , , - , Multiple cosmetic products with
Mote: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Cosmetic Prody
identical formulations, or

For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.:
. . .
formulations that differ only with

-+ bocumenT TYPE DETALS

_ respect to color, fragrances or

s TH.SC::::;TL:;::::::;—TL BUSIMESS {opti 1 istration) | [ I | [ flavors can be added. By SeleCting

....................................................................................... eptional registration)? YES NO

R irsact on ety | Type OFf Business:[ | MAMUFACTURER [ ] PACKER [ ] DISTRIBUTOR | T the CLONE PRODUCT’ the
e system will COPY the

Respensible Person Name:™ | Responi:lfij: INGREDIENT LIST and

osso.unsnd  FACILITY ADDRESS (only) to

rarendd  Entry CAN BE For a new entry, select | adaces tisted o X
- SAVE TIME for multiple entry.

EDITEDby | ADDPRODUCT(S),
ADD PRODUCT(S), INGREDIENT(S), and FACILITY(IES) .

selecting this  bwurd INGREDIENT(S), and |
icon. AcTio FACILITY(IES)

PRODUCT(S). INGREDIENT(S). and FACILITY(IES)

Clone

Product Name Fragrance S This Praduct /4, 0t catego Ingredient UNII code(s) Facili oI i
<Number (ag |isted on label) or Flavor Fn[‘lggnga'zi??nal Code(s)g s 4 Cormmon, Usual or Chernical Marme FE'Ity Facility Name Facility Address Product
—-WIEW LIST-- W --WVIEW LIST-- --WIEW LIST--

1234-567-01 Cosmetic Beauty Aloe
Gel-Blue

I COMFIRMATION STATEMIENT

I ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Reguirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Woice Blog | Privacy | Vulnerability Disclosure Policy

FOA



A FDA

Cosmetics

After verifying the
HOME — COSMETIC PRODUCT LISTING COSMETIC PRODUCTS i g

<=
Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Cosmetic Product Listing Submi

For general questions ing electronic i ion and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov. on Form. Red asterisk indi © required flelds. e nte red in fO rm atiO n
COSMETIC PRODUCTS is correct, select
Product Listing Number: ‘ 1234-567-02 ‘ SAVE

Product Name: *
(As listed on label)

Image Of Label

(Attach images

Product Webpage Link: Rl iinidan --SELECT THE ICON-- [

selecting the icon)

Fragrance or Flavor: *‘ --Select-- V | Is This Product For Professional USE ONLY? ‘ --Select-- v ‘

= PRODUCT CATEGORY CODE(s)

Product Category Code(s): *

--Select Code(s)-- v ‘

EXAMPLE OF
A PREFILLED

UPLOAD [@
Ingredient UNII-Name: *‘ SEARCH Q ﬂ INGREDIENTS ‘"SELECT THE 'CON"‘ ‘ ‘ I / O N I‘ /
FILE:

Ingredient UNII Code(s) Common, Usual or Chemical Name
X 059QFOKOOR WATER

X PDC6A3C00OX GLYCERIN

X TTV12P4NEE XANTHAN GUM

X ZY81Z83H0OX ALOE VERA LEAF EXTRACT

X HIE492Z73T PHENOXYETHANOL

X H3R47K3TBD FD&C BLUE NO.1

Any prefilled
information can
be edited.

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

FDA ESTABLISHMENT IDENTIFIER (FEI) OF EACH FACILITY(IES) WHERE THE PRODUCT IS MANUFACTURED OR PROCESSED

@f the facility is a small business and is not required to register, please enter the name and address of the facility)

%*
IS THIS FACILITY A SMALL BUSINESS ?

--SELECT COUNTRY-- v ‘ Facility State or. Provinc: ‘

SAVE FACILLTY INFORMATION

FDA ESTABLISHMENT

IDENTIFIER (FEI) FACILITY NAME FACILITY ADDRESS
X FACILITY NAME FACILITY ADDRESS
mA FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



CONFIRMATION

oA FDA

Cosmetics

j
i [swcisoun | suswowiore | e | st |

HOME

STATEMENT

A dashed underline indicates help
text (tool-tips) if clicked on, as
listed below.

Signature of Submitter

(optional field) Click on the blank signature box to display signature pad

Name of Submitter

(optional field) Enter the full name of the submitter

Date

(optional field) Enter today's date, two digit month two digit day and four digit year

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS

+ PRODUCT, INGREDIENT and FACILITY LISTING OF THE COSMETIC PRODUCT

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 607 of the act.
WARNING:

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

(0 jous )

Signature of Submitter

Name of Submitter

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED A4

Resources | Tutorials | Help Desk | FAQs
rivacy | Vulnerability Disclosure Policy

FDA Home | Browser Requirem(
Follow FDA | FDA Voice Blg

After understanding the confirmation
statement. Select AGREE



CONFIRMATION
STATEMENT
SIGNATURE

A dashed underline indicates help
text (tool-tips) if clicked on, as
listed below.

Signature of Submitter

(optional field) Click on the blank signature box to display signature pad

Name of Submitter

(optional field) Enter the full name of the submitter

Date

(optional field) Enter today's date, two digit month two digit day and four digit year

Cosmetics

;
= | saveasoarr | save o vauonte | oeuere << remen |

HOME

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS

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 607 of the act.
WARNING:

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

¥

Signature of Submitter

Name of Submitter

Jatel(MDDAID)

hts | Resources | Tutorials | Help Desk | FAQs
| Privacy | Vulnerability Disclosure Policy

FDA Home | Browser Re
Follow FDA | FDA

By clicking on the signature of submitter
box the USER will be able to provide a
signature



ADDITIONAL CONTACT INFORMATION FOR
AUTHORIZED AGENT

A dashed underline indicates help text (tool-tips) if clicked on, as listed below.
A FDA

Cosmetics Additional Contact Name
. (optional field) Provide an additional contact name
COSMETIC PRODUCT LISTING

Mote: Click on the Data element name for each field below to display instructions and helpful | Ema||

For general questions regarding electronic registration and listing of cosmetic product facilitie:
— (optional field) Provide the additional contact person's email address

B Phone Number

+ COSMETIC PRODUCTS (optional field) Provide the additional contact person's phone number including the
—— area or the country code

+ CONFIRMATION STATEMENT .
Phone Extension

(optional Field)

HOME

+ DOCUMENT TYPE DETAILS

= ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AG

Phone Number

(Include Area Code/
Country Code)

Additional Contact Name:

...... il; Phone Extension

......................

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




COMPLETED

After filling in all the required information, SAVE AND VALIDATE, to identify any errors.
OR
Select submit SPL for the form to be submitted to FDA.

oA FDA

Cosmetics

[ )
HOME COSMETIC PRODUCT LISTING '
o

*

SUBMIT SPL SAVE/  RAFT SAVE AND VALIDATE

Note: Click on the ‘mlhims for filin Submit SPL . g )’a"ﬂaktf?PﬂLt. Ruired fields.
wsonioetol A Guide that will help the o<} Sy || EEsr e
user understand different 'vsIE'ZE:;‘:'UI“S‘:'B“?::‘(;‘-CMEin i
* bocuwm stages such as, :
VAILADATE SPL or
+ COSMII SUBMIT SPL.

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



UPLOAD A FILE

In order to upload a file, select Import an existing Cosmetic Product Listing SPL. Importing an existing
Cosmetic Product Listing SPL will be beneficial for bulk submission.

A FDA

Cosmetics

COSMETIC PR oii iz iniwws

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

CREATE NEW COSMETIC PRODUCT LISTING

(O) Create a New Cosmetic Product Listing using a blank form

COSMETIC PRODUCT LISTING @ Import an existing Cosmetic Product Listing SPL

MOTE: To update an existing submission, click on CANCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard

SELF-HELP

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIIs: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA
DUNS5Link (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




UPLOAD A FILE

User will be able to upload a pre-existing ZIP FILE, this file may contain both the xml file and image (jpg)
files. For more information regarding SPL, utilize the Structured Product Labeling Resources | FDA

(SPL) link provided under SELF-HELP
oA FDA

Cosmetics

SUBMISSIONS

UPLOAD COSMETIC PRODUCT LISTING FILE
REGISTRATION OF COSMETIC FRODUCT FACILITY e ——— S—
COSMETIC PRODUCT LISTING

Cosmetic Product Listing File I:CT_I

SELF-HELP iy drop one here.
FEI Search Portal (fda.gov) ) ) ) ) o ) ) )
Registr.:tion and Listing of Cosmetic Eacilities and Mote: Please upload a zip file t contains the SPL file with the name as the root id followed by "xml”™ and any associated image files that referenced in the xml

whose names end in Jpg’.

Products: Guidance for Industry (fda.gov)
Search for UNIls: precision.fda.gov/uniisearch
For UNII requests contact: FDA-SRS@fda.hhs.gov.

Structured Product Labeling Resources | FDA (SPL) ~ANC
DUNSLink (dnb.com) UPLOAD _ANC

MANAGE ACCOUNT

EDIT USER PROFILE
MAMNAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



UPLOAD A FILE (EXAMPLE)

"(ljfhe)chllltent in the red circle is an example to what a zip file could be, may contain .xml file and image
pg) files.

oA FDA

Cosmetics

HOME COSMETIC PRODUCT LISTING

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILITY

UPLOAD COSMETIC PRODUCT LISTING FILE

COSMETIC PRODUCT LISTING

fd8cdflb-ca3a-82e2-e053-6394290aa8de

SELF-HELP

FEl Search Portal (fda.gov) -
Registration and Listing of Cosmetic Facilities and whup MATE
Products: Guidance for Industry (fda.gowv)

Search for UNIls: precision_fda.gov/uniisearch

For UNII requests contact: FDA-5RS@fda.hhs.gov.
Structured Product Labeling Resowrces | FDA (SPL)
DUNSLink (dnb.com)

pload a zip file that contains the SPL file with the nam by "l and any associated image files that referenced in the xml

MANAGE ACCOUNT

EDIT USER PROFILE
MAMAGE USERS

FDA Home | Browser Requirements | Resources | Tutorals | Help Desk | FAGs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



ZI1P FILE (EXAMPLE)

An example to what an XML format could look like

<Tuml version="1.0" encoding="UTF-8"7>
<Tuml-stylesheet href="https;//www.accessdata.fda.gov/spl/stylesheet/eplusl” type="text/xsl"7>
<document xmins="urn:hl7-orgw3" xminsxsi="http://www.w3.0rg/2001/XMLSchema-instance"
xsi:schemalocation="urn:hl7-org:v3 hitpsy//www.accessdatafda.gov/spl/schema/splxsd” »

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

<code code="51725-0" codeSystem="2.16.840.1,113883.6.1" displayName=" COSMETIC PRODUCT

LISTING *f>
<gffectiveTime value="[DATE]"/>

<setld root="fd8c4f0b-ca3a-82e2-e053-6394a%0aa8de"/ >
<versionhNumber value="1"/>
<author>

<ftime/>

<assignedEntity >

<representedOrganization>
<assignedEntity>
<assignedCrganization>
<id root="1.3.6.1.4.1.519.1" extension="314988747" />




UPLOAD A FILE (EXAMPLE)

After UPLOADING A FILE (XML ZIP FILE), the system will auto-fill all the required fields and the form will be ready to save and
validate to check for any errors. This is an easy way to submit multiple Cosmetic Product Listing under one submission ID.

VALIDATE SPL: “You can check your SPL for an initial validation before submitting to FDA. This option does not automatically
submit your SPL to FDA, even if it passes the initial validation, but scans for certain errors prior to the actual submission. ”

oA FDA

Cosmetics

HOME COSMETIC PRODUCT LISTING i
L

Note: Click on the Data element name for each field below to display instructiggg
For general questions regarding electronic registration and listing of cosmetic prod

SUBMITSPL | SAVE( |

ng out this Cosmetic Product Listing Submilisi lELIT EYCI o B il fields.
You can check your SPL for an initial
OauCts, contact ERI-C @fdﬂ-hhs-gmﬂ validation befo}:e submitting to FDA. This
option does not automatically submit your
SPL to FDA, even if it passes the initial
validation, but scans for certain errors prior
to the actual submission.

+ DOCUMENT TYPE DETAILS

A Guide that will help the
user understand different

submission stage such as, p
VAILADATE SPL.

+ COSMETIC PRODUCTS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



UPLOAD A FILE (EXAMPLE)
Select submit SPL for the form to be submitted to FDA.

The Submit SPL box is a help tool that can guide a user through the process.

A FDA

Cosmetics

HOME R ' SUBMITSPL | SAVEASDFR FT | SAVE AND VALIDATE | DELETE
< e

Note: Click on the Data element name for each field below to display instructions and helpful hints for E Submit SPL XE bubmission Form. Red asterisk indicate required fields.

For general questions regarding electronic registration and listing of cosmetic product facilities and praiuRSILINEREEZT
-

]
Next Disable Tour

+ DOCUMENT TYPE DETAILS

+ COSMETIC PRODUCTS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




PRODUCT LISTING STATUS

EXAMPLES




LISTING STATUS: VALIDATION IN PROGRESS

After SAVE AND VALIDATE, the cosmetic product Listing home page will have the following details as
shown below. The status will be in VALIDATION IN PROGRESS.

A FDA

Cosmetics

HOME

COSMETIC PRODUCT LISTING '

SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILLTY
COSMETIC PRODUCT LISTING

PRODUCT LISTING

SELF-HELP

h validation errors in Cosmetics Direct contact cosmeticsdirect@fda.hhs.gov. For general questions regarding electronic
sting of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

CRFATF NFW/1IPIOAD FII F

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIIs: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA (SPL)
DUNSLink (dnb.com)

STATUS

VALIDATION
IN PROGRESS

ACTIONS v
DOCUMENT

SUBMISSION
D VERSION LABEL

LAST LAST
MODIFIED MODIFIED
USER DATE

First name | 07-JUN-2023
Last name | 02:53:31

PRODUCT
ROCUD DETAILS
COSMETIC PRODUCT | Cosmetic Beauty (Different DETAILS
Color Aloe Gels)

d850b1f-7bcd-165a-€05 | Rfd850b1f-7bce-165a-e0
3-6b94af0ac496 53-6b94af0ac496

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




LISTING STATUS: READY FOR SUBMISSION

VALIDATE SPL: You can check your SPL for an initial validation before submitting to FDA. This option does not
automatically submit your SPL to FDA, even if it passes the initial validation, but scans for certain errors prior to the actual
submission. Once the system has completed a quick VALIDATION, the status VALIDATION IN PROGRESS will change

to READY FOR SUBMISSION.

A FDA

Cosmetics

HOME COSMETIC PRODUCT LISTING

SUBMISSIONS : RODUCT LISTING

REGISTRATION OF COSMETIC PRODUCT FACILLTY istan alidation errors in Cosmetics Direct contact cosmeticsdirect@fda.hhs.gov. For general questions regarding electronic
of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

COSMETIC PRODUCT LISTING
ACTIONS v

SELF-HELP — :
LAST LAST

FEl Search Portal (fda.gov) STATUS ROOT ID SUAMESTER VERSION POCIRENT RRODUCH MODIFIED MODIFIED
ID LABEL DETAILS USER DATE

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov) READY FOR  |fd850b1f-7hcd-165a-¢05 | Rfd850b1f-7bce-165a-60 COSMETIC PRODUCT | Cosmetic Beauty (Difrent First name | 07-JUN-2023
Search for UNIIs: precision.fda.gov/uniisearch SUBMISSION | 3-6b94af0ac4%6 53-6b94af0ac496 Color Aloe Gels) DETAILS Last name | 02:53:31
For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA (SPL)
DUNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




LISTING STATUS: READY FOR SUBMISSION TO SUBMIT SPL

By clicking on the READY FOR SUBMISSION, the listing will be ready for SUBMIT SPL.
The system will generate a message stating that, 7his submission has passed the INITIAL VALIDATION but
has NOT been ACTUALLY SUBMITTED TO FDA. Click ON "SUBMIT SPL" to SUBMIT.

A FDA

Cosmetics

®
‘ HOME ETIC PRODUCT LISTING : '
<o

EDIT ‘ SUBMITSPL  [<<RETURN"|

e for each field below to display instructions and helpful hints for filling out this Cosmetic Product Listing Submissiol B e required fields.

D A\fda bbe oo

Note: Click on the Data elemel

Note: This submission has passed the INITIAL VALIDATION but has NOT been ACTUALLY SUBMITTED TO FDA. Click ON "SUBEMIT SPL" to SUBMIT.

+ DOCUMENT TYPE DETAILS

+ COSMETIC PRODUCTS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

mA FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



LISTING STATUS: SUBMIT SPL 1o SUBMISSION ACCEPTED

The status will change to SUBMISSION ACCEPTED after listing had been successfully completed. A SUBMISSION ID
will be given to all ACCEPTED SUBMISSIONS.

A FDA

Cosmetics

HOME COSMETIC PRODUCT LISTING

SUBMISSIONS PRODUCT LISTING

validation errors in Cosmetics Direct contact cg Ect@fda.hhs.gov. For general questions regarding electronic
g of cosmetic product facilities and pryglucg RLC@fda.hhs.gov.

REGISTRATION OF COSMETIC PRODUCT FACILLTY

COSMETIC PRODUCT LISTING

SELF-HELP ——
LAST LAST

FEl Search Portal (fda.gov) STATUS ROOT ID SUBMISSION | pgion  DOCUMENT PRODUCT "\, 0DIFIED  MODIFIED
D LABEL DETALS et DATE

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov) SUBMISSION | td85001f-7bcd-165a-¢05 | Rfc850b1f-7bce-165a-eQM| cc7777459103.61 First name | 07-JUN-2023
Search for UNIIs: precision.fda.gov/uniisearch ACCEPTED 3-6b94af0ac496 53-6b94af0ac496 4893257 @direct DETAILS Last name | 02:53:31
For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA (SPL)
DUNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs
Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




LISTING STATUS: SUBMISSION ACCEPTED to VIEW SPL and
DOWNLOAD SPL

By clicking on the SUBMISSION ACCEPTED the system will allow user to VIEW SPL and DOWNLOAD
SPL..

oA FDA

Cosmetics

COSMETIC PRODUCT LISTING

CREATE NEW VERSION . RETURN

each field below to display instructions and helpful hints for filling out this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.
ing electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

+ COSMETIC PRODUCTS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



CREATE A NEW VERSION

By clicking on the CREATE A NEW VERSION, you can clone a successfully-submitted SPL as a starting
point.

oA FDA

Cosmetics

o

Mote: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Cosmetic Prodl 3 Sun O POT T, The aoter o idicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS
+ COSMETIC PRODUCTS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



LISTING STATUS: VALIDATION FAILURE

After SAVE AND VALIDATE, the cosmetic product listing home page will have the following details as
shown below. The status will be in VALIDATION IN PROGRESS. However, if the system finds any errors

the status will change to VALIDATION FAILURE.

A FDA

Cosmetics

HOME COSMETIC PRODUCT LISTING

SUBMISSIONS PRODUCT LISTING

validation errors in Cosmetics Direct contact cosmeticsdirect@fda.hhs.gov. For general questions regarding electronic
g of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

REGISTRATION OF COSMETIC PRODUCT FACILLTY

COSMETIC PRODUCT LISTING

ACTIONS v

SELF-HELP T —
LAST LAST

FEI Search Portal (fda.gov) STATUS ROOT ID SUBMISSION  \ pocion DOCUMENT PRODUCT  \\ODIFIED  MODIFIED
D LABEL petals  VOP A

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov) VALIDATION | d8s0b1f-7bcd-165a-¢05 | Rfci850b1f-7bce-165a-e0 COSMETIC PRODUCT | Cosmetic Beauty (Different First name | 07-JUN-2023
Search for UNIis: precision.fda.gov/uniisearch FAILURE 3-6094af0ac496 53-6b94af0ac496 Color Aloe Gels DETAILS Last name | 02:53:31
For UNII requests contact: FDA-SRS@fda.hhs.gov. —

Structured Product Labeling Resources | FDA (SPL)
DUNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy




LISTING STATUS: VALIDATION FAILURE

After selecting the VALIDATION FAILURE status, the system will provide a list of errors, that need to be
fixed before submitting the SPL. After reviewing and fixing the errors, users can select SUBMIT SPL to
resubmit the SPL or SAVE AND VALIDATE to check for any additional errors.

oA FDA

Cnematire

# ERRORS HAVE OCCURRED

* Error Facility FEI Number : (Go to error)
* After reviewing and fixing these errors, select Submit SPL or Save and Validate to resubmit the SPL and check for any additional errors.

COSMETIC PRODUCT LISTING
. 8

the Data element name for each field below to display instructions and helpful hints for filling out this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.
estions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS

+ COSMETIC PRODUCTS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

FDA Home | Browser Requirements | Resources | Tutorials | Help Desk | FAQs

Follow FDA | FDA Voice Blog | Privacy | Vulnerability Disclosure Policy



LISTING STATUS: DRAFT

By selecting SAVE AS DRAFT, from any screen during the process of cosmetic product listing, the system
will save all information and will bring the user back to the home page. The status will be in DRAFT.

A FDA

Cosmetics

SUBMIT SF SAVE AS DRAFT AVE AND VALIDATE

Note: Click on the Data element name for each field below to display instructions and helpful hints for filling out this Cosmetic Product Listing Submission Form. Red asterisk indicate required fields.
For general questions regarding electronic registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS

+ COSMETIC PRODUCTS

+ CONFIRMATION STATEMENT

+ ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT
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LISTING STATUS: DRAFT

The registration of cosmetic product facility home page will have the following details as shown below.
The status will be in DRAFT.

A FDA

Cosmetics

HOME COSMETIC PRODUCT LISTING

SUBMISSIONS C PRODUCT LISTING

ith validation errors in Cosmetics Direct contact cosmeticsdirect@fda.hhs.gov. For general questions regarding electronic
listing of cosmetic product facilities and products, contact eRLC@fda.hhs.gov.

REGISTRATION OF COSMETIC PRODUCT FACILLTY

COSMETIC PRODUCT LISTING

ACTIONS v

SELF-HELP ——
LAST LAST

FEI Search Portal (fda.gov) STATUS ROOT ID SUBMISSION  ppgion  DOCUMENT PRODUCT  \(ODIFIED  MODIFIED
ID LABEL DETALS o> e

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov) dB50b1f-7bcd-165a-c05 | Rfd850b1f-7be-165a-¢0 COSMETIC PRODUCT | Cosmetc Beauty (Diferent First name | 07-JUN-2023
Search for UNIIs: precision.fda.gov/uniisearch == 53-6b94af0ac496 Color Aloe Gelg DETAILS Last name | 02:53:31
For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA (SPL)
DUNSLink (dnb.com)

MANAGE ACCOUNT

EDIT USER PROFILE
MANAGE USERS
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DETAILS

By clicking on the DETAILS, the system will pop-up PRODUCT LISTING DETAILS box with information
a shown below.

A FDA

Cosmetics

‘ HOME COSMETIC PRODUCT LISTING
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REGISTRATION OF COSMETIC PRODUCT FACILLTY For assistance wit
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Firsf 07-JUN-2023
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errors in Cosmetics Direct contact cosmeticsdirect@fda.hhs.gov. For general questions re|
smetic product facilities and products, contact eRLC@fda.hhs.gov.

COSMETIC PRODUCT LISTING

SELF-HELP

FEl Search Portal (fda.gov)

Registration and Listing of Cosmetic Facilities and
Products: Guidance for Industry (fda.gov)

Search for UNIIs: precision.fda.gov/uniisearch

For UNII requests contact: FDA-SRS@fda.hhs.gov.
Structured Product Labeling Resources | FDA (SPL)
DUNSLink (dnb.com)

SUBMISSION DOCUMENT PRODUCT

VERSION TITI
D RSIO

¢d7777459103.61

4893257 @direct

STATUS = ROOT ID

SUBMISSION 78 W-1652-¢05 | Rfd850b1f-7bce-165a-e0
ACCEPTED 3-60 496 53-6b94af0ac496

Product Details

LABEL DETAILS

COSMETIC PRODUCT :
LISTING Cosmetic Besu ) DETAILS
Color Aloe Gel

M
U

Product Name Facility FEI - -
Product Number (As listed on label) N el Facility Name Facility Address

MANAGE ACCOUNT
el-bBlue

EDIT USER PROFILE 5
Other Details
MANAGE USERS

fragrance or favor are not included in this product listing and it is NOT for professional use.
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COSMETICS DIRECT HOME PAGE
ALL SUBMISSION
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SUBMISSIONS ALL SUBMISSIONS

REGISTRATION OF COSMETIC PRODUCT FACILLTY For assistance with validation errors in Cosmetics Direct contact cosmeticsdirect@fda.hhs.gov. For ¢ stions regarding electronic
registration and listing of cosmetic product facilities and products, contact eRLC@fda.hhs.govs

o oo Lo~
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Products: Guidance fo‘r I ndustry (fda.gg v) SUBMISSION | tq123451f-7bcd-165a-6053-6b34af | Rid850b11-7hce-165a-6053-6b9 <d6287459103.61489 REGISTRATION OF COSMETIC | First name |07-JUN-2023
Search for UNIIs: precision.fda.gov/uniisearch ACCEPTED 0ac496 4af0ac496 3257@direct PRODUCT FACILITY Last name | 02:53:31
For UNII requests contact: FDA-SRS@fda.hhs.gov.
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