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1 Overview of CDER eCATS

The U.S. Food and Drug Administration (FDA) Center for Drug Evaluation and
Research (CDER) Export Certification Application and Tracking System (CDER eCATS)
module facilitates the submission of Certificate of Pharmaceutical Product (CPP)
application types.

FDA Industry Systems (FIS)

FIS is an electronic portal that facilitates and provides general entry to a series of
systems which enable electronic submissions to FDA. Examples of submissions that
can be entered via FIS are registration, listing, and export certification applications. FIS
is available 24 hours a day, seven days a week.

FDA'’s Unified Registration and Listing System (FURLS)

FURLS is a sub-component of FIS. Persons with an account ID and password for the
FIS electronic portal can use FURLS to submit information to FDA. The FURLS system
described in this document is intended for submissions of export certification
applications to CDER.

Supported Browsers

FURLS can be accessed using Firefox, Chrome, or Edge browsers. Please visit the
“Systems Requirements” section of the access.fda.gov website for a list of approved
browsers and browser versions, found in the lower right-hand corner of the page.

2 Creating a New Account and Accessing CDER eCATS via
FIS

All users must create an account through the FIS electronic portal. From this portal you
will receive a personal account ID and password to use when logging into the CDER
eCATS application. This will allow you to create and submit applications.

Access the FIS Electronic Portal:

To access the FIS electronic portal, go to the access.fda.gov website. Click the “Create
New Account” button, as shown in Figure 1 (below).
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Figure 1 - Create New Account in FDA FIS Electronic Portal
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1. Select “CDER Export Certification Application and Tracking System”.

2. Select a response to the question “Do you conduct work for a State Agency
under Contract with the FDA?”

3. Under the Export Certification and Tracking section, select the checkbox for
“CDER Export Certification Application and Tracking System (CDER eCATS)”, as
shown in Figure 2 (below). Click the “Continue” button at the bottom of the
screen.
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Figure 2 - CDER eCATS Checkbox in FIS Electronic Portal

Create New Account

You must create a separate account to create your Medical Device Registration and Listing or Food Facility.

Step 1: Select Application(s) for Account Creation

Do you conduct work for a State Agency under Contract with the FDA?
If you are creating an account on behalf of a manufacturer, please select "No."

O ves ® no

Registration and Listing Programs

Food
Acidified/Low-Acid Canned Foods Registration () Export Listing Module
and Process Filing 3
Shell Egg Producer Registration
Food Facility Registration

Qualified Facility Attestation

Medical Devices
() Device Registration and Listing Module

Export Certification and Tracking

() Biologics Export Certification Application and _] CDER Export Certification Application and
Tracking System (BECATS) Tracking System (CDER eCATS)

() CDRH Export Certification Application and (] CFSAN Export Certification Application and
Tracking System (CECATS) Tracking System (CFSAN eCATS)

= Includes FDA-regulated food and cosmetics
CVM Export Certification Application and eguial

Tracking System (CVM eCATS)

4. Complete the Contact Information: Enter the contact information, including the
point of contact’'s name, address, phone number, and email address — as shown

in Figure 3 (below).

Note: FURLS uses the email address for all communication purposes including
notifications about your export certification application.
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Figure 3 - Contact Information in FIS Electronic Portal

Create New Account @8
Create New Account

Step 2: Enter Your Account Information

2A: Point of Contact Information 2C: Physical Address (Business) of Account Holder

First Name Country / Area
Please Select Country v
Middle Initial (Optional) Address Line 1
Optional
Last Name / Surname Address Line 2 (Optional)
Optional
Job Title City

Company Name
State / Province / Territory

Flease Select v

Web Address (Optional)
Zip Code (Postal Code)

(Example: http://www.name.domain or hitp:/iname.domain)
Phone Number

Country Area Phene Number Extension

Phone/FAX numbers have only numbers with no spaces, dashes, periods or parentheses. Country
code is not required for US phone numbers.

FAX Number (Optional)

Country Area Fax Number

E-mail Address

Confirm E-mail Address

5. Enter the Security Information.

6. Follow the prompt to enter a password and answer the secret questions. After
reading the statement, select the “I understand” checkbox and click the
“Continue” button at the bottom of the screen, as shown in Figure 4 (below).
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Figure 4 - Contact Information in FIS Electronic Portal

2B: Account Information

Password

Passwords must be at least 8 but not more than 32 characters, contain uppercase and lowercase
letters, numbers and special characters (.g.. %,5). You will need to remember your password to
login in the future.

Confirm Password

Secret Question 1

Please select a question v

Secret Answer 1

Secret Question 2

Please select a question v

Secret Answer 2

Secret Question 3

Please select a question v

Secret Answer 3

Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.

(7] | understand. {— l
=3

7. After you click the “Continue” button, the system will ask you to review your
contact information.

8. Complete the submission by clicking the “Submit” button. If you need to modify
your information, you may click the “Modify” button first. Upon submission, the
system provides you with an account ID and password. You can then use this
account to log onto the Online Account Administration (OAA) Home page.

3 Accessing CDER eCATS

1. After you have logged into FIS, select “CDER Export Certification Application &
Tracking System” from the list of systems available on the FURLS Home page,
as shown in Figure 5 (below).
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Figure 5 - FDA Industry Systems Page

Export Certification and Tracking

Biologics Export Centification Apphication and
! p E

CDER Expaort Certification Application and
Tracking System

Tracking System (CDEReCATS)

CDRH Expart Certification Application and CFSAN Export Certification Application and

Tracking System (CECATS) Tracking System (CFSAN aCATS)

CWVM Export Certification Application and

Tracking System (CWM eCATS)

2. Once you have selected “CDER Export Certification Application & Tracking

System”, the system will direct you to the CDER eCATS Home dashboard, as
shown in Figure 6 (below).

Figure 6 - CDER eCATS Home Dashboard

< U-5. Department of Health and Human Services FURLS HOME

ED/A | CDER eCATS

CDER Export Certification Application and Tracking System

Welcome to the CDER Export Certificate Application and Tracking System (CDER eCATS)
Form Approval: OME No. 0910-049 OMB Form Expration Date: 0413012024

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

the following applications. You may print or cancs
E

y view, clone, edit & an existing application by clicking on the appropriate icon in the Action column.
omatically fimeout if there s no actvity within 30 minutes.

[
®n 03-0620-24

sl Product (CPP) Cancelled

0 05-0685-24 al Product (CPP) Draft

70 05-0686-24 sl Product (CPP) Drait

Y 10-0087-21 sl Product (CPP) Cancelled Active Pharmaceutical Ingredient (A7) 10-27-2021
®08 01-0317-23 aceuticsl Product (CPP) Completed Active Prarmaceutical Ingredient (A7) 01-09-2023
e0s 01-0378-23 ertificate of Pharmaceutical Product (CPP) Completed Active Pharmaceutical Ingredient (A7) 01-09-2023

A Get Help (“question mark”) icon (located at the top right) will provide page-specific
help. For an overview of all the help files available, please refer to the FIS Index Help
page.

The “FURLS Home” link, located at the top right corner of each page, will take you to
the FURLS Home page. The “CDER eCATS Home” link, located below the “FURLS

Home" link, will take you to the CDER eCATS Main Menu page. To log out of the
system, select “FURLS Home” and click “Logout”.
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3.1 Home Dashboard

After you click on the CDER Export Certification and Tracking System link, the Home
Dashboard will display, as illustrated in Figure 7 (below).

Figure 7 - CDER eCATS Home Dashboard Features

< US. Depariment of Hoakh and Human Services

FURLS HOME

| CDEReCATS
CDER Export Certification Application and Tracking System

Welcome to the CDER Export Certificate Application and Tracking System (CDER eCATS)

Form Approval: OMB No. 09100438

OME Form Expration Date: 04/30/2024

Below is a summary for each of the numbers indicated on the above figure. Each of the
functions is described in later sections of the user guide.

1. Menu - Initially, CDER eCATS will display the menu in a collapsed format. Click
the Menu hamburger icon again to collapse the menu. When you click on the
menu’s hamburger icon (Figure 8), the menu will expand and display the
following options:

a. CDER eCATS Home — Returns users to the Home dashboard.
b. Declaration Requests — See Declaration Requests for details.
c. Search Applications — See Search for details.

d. User Communications — See User Communications for details.
Figure 8 — Main Menu Hamburger

CDER eCATS
CDER Export Certification Application and Tracking System

FIDA

CDIEREEATS e DER Export Certificate Application and Tracking System (CDER eCATS)

Declaration Requests

OMB Form Expiration Date: 04/30/2024

Search ApPIications o ana. person s ot reque o respond o a collection o nformaton uless i plays a curenty vaid OMB contolnumber.

User Communications

i ‘You may view, clone. edit, print or cancel an existing application by clicking on the appropriate icon in the Action column
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Show Completed Applicat
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2. Home Dashboard — Once you have logged into CDER eCATS, this dashboard
is the landing page. The system will display all of the applications created by the
logged in user. To filter the dashboard to only display Completed Applications,
select the “Show Completed Applications” checkbox. Use each of the column
headings on the dashboard to filter or locate applications to act on.

Note: Applications that are saved, but not submitted, will be in “Draft” status until
the application is submitted. After 30 days, applications still in “Draft” status will
be changed to “Cancelled” status.

3. Column Heading — For each column heading, click on the heading to sort the list
in ascending or descending order.

4. Using the Basic Dashboard Filter — For each of the column headings, enter
partial text to filter the list according to the text values. See Figure 9 (below) for
an example; notice the text on the “Product Type” column heading.

Figure 9 — Using the Dashboard Filter - Basic

FDA | CDER eCATS

AL | CDER Export Certification Application and Tracking System

Welcome to the CDER Export Certificate Application and Tracking System (CDER eCATS)

Form Approvat OMB No. 0210-0438

Enter New Application
i

5. Using the Advanced Dashboard Filter — The “Filter” icon can be used to
perform more advance filtering, as shown in Figure 10 (below):
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Figure 10 — Using the Dashboard Filter - Advanced

CDER eCATS
CDER Export Certification Application and Tracking System
Welcome to the CDER Export Certificate Application and Tracking System (CDER eCATS)
Form Approval: OMB Mo. 0910-0498
0 Show All Applications Show Draft, Received, and Cancelled Applications
Action Application Number Status Certificate Type Product Type Drug Name ¥ Active Ingredient
v v b W |[test v v
@@L Oy B89 06-0018-16 Completed | IBearch... | lroved Drug Product test test
[+] (select )
Ej Cancelled
L0 H D 02-0057-16 Cancelled @ Completed sroved Drug Product test test ing
Ej Doc Generation In progress
[¥) Dratt
i @ Pending Virus Scan -
L O S5 10-0106-17 Completed et umee ur mpproved Drug Product Test Prop Test Act
Pharmaceutical Product
(CPP)
®s:FLOxxdH &9 10-0141-17 Completed Certificate of Approved Drug Product Test Proprietary Test Active
Pharmaceutical Product
(CPP)

6. Enabling and Disabling of Dashboard’s Column — By default, CDER eCATS
displays all the columns available on the Dashboard. To remove a particular
column, customize the display by activating the Columns hamburger icon
located to the right after the last column. When the hamburger icon is clicked,
CDER eCATS displays the list of columns. Select or deselect the column(s) to
display, as shown in Figure 11 (below).

Figure 11 — Dashboard Columns Hamburger

Enter New Application

Product Type

[~] i Action

IE i Application Number |r|-|1|
[+] & Certificate Type %‘
[v] s Status =
]

"

Submitted Date
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7. Dashboard Action Icons — For each of the application entries, CDER eCATS
displays the available action(s) respective to each application. Figure 12 shows
all of the available icons.

Each of the icons’ actions are described (below):

Figure 12 — Action Icons

a 0 &

®

— B
—

a. View (“eye”) icon — The View icon is available for all applications except
those in “Draft” status. View details of the application in read-only mode. If
the application was cloned from an existing application, CDER eCATS
also displays the original application number.

b. Modify (“pencil”) icon — The Modify icon is available for all applications
except those in “Cancelled” or “Completed” status. Review each section of
the application and update its details. Select this icon to continue working
on an application that has been saved as “Draft”.

c. Clone (“double book”) icon — The Clone icon is available for all
applications. Create a new application with the same information as the
original application.

d. Cancel Application (“x”) icon — The Cancel icon is only available for
applications in “Submitted”, “Ready to Review” or “Return for Action”
status. The cancel application icon allows you to cancel and change the
application status to “Canceled”. Detailed information can be found in the

Cancel an Application section.

e. Print (“printer”) icon — The Print icon is only available for all applications
in “Completed” status. A Print Certificate/Attachments window is
displayed. Detailed information can be found in the View and Print
Electronic Certificate section.
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3.2 Navigation

At the top of every page of the “Enter New Application” section, a status bar will track
your progress through each step of the online application process, as shown in Figure
13 (below).

Figure 13 - Navigation Bar

At the top and bottom of each screen are navigation buttons, as shown in Figure 14
(below).

e Previous — Return to the previous screen and continue entering application
information. Information entered on the current screen will NOT be saved.

e Save & Exit — Information entered up to this point will be saved. The system will
provide you with an application number and your application will be in a “Draft”
status in the system for 30 days. After 30 days the application will be deleted
from the system. When you log into the CDER eCATS system, any applications
that are in a “Draft” status will be displayed after selecting the “Enter New
Application” option from the main menu.

¢ Next — Navigate to the next screen and continue entering the application form.

e Cancel & Start Again — The system will return you to the screen where you
selected the “Certificate Type”. Any information you have entered will NOT be
saved.

Figure 14 - General Navigation Buttons

= e Em )

Session Timeout:

An active session is limited to 30 minutes. After 25 minutes, a warning will display, as
shown in Figure 15 (below).
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Figure 15 — Session Timeout Warning

www.access.preprod.fda.gov says

Your session is going to expire in the next 5 minutes. Please click on OK

Click “OK” to continue the session and reset the timer back to 30 mins. Click “Cancel’ to
log out of the application. If no response is provided, the system will automatically log
you out.

4 Enter New CPP Application

to extend the current session.

To begin the application process:

1. Select the “Enter New Application” button from the Home dashboard. The system
will display a screen with options to create a new application or an export
notification letter, as shown in Figure 16 (below).

Figure 16 - Select New Application or Export Notification Letter

Enter New Application / Export Notification

Please apply for the Export Notification Letter only for Unapproved Drug product.
Application

Export Notification Letter @

2. Select “Application” and click “Next”. The General/Contact Information page is
displayed.

4.1 General/Contact Information

1. Please read and review the “General Information” and guidelines regarding
exporting drug products, as shown in Figure 17 and Figure 18 (below). If you
have any questions, please refer to the links provided.
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Figure 17 - General/Contact Information

GDER eCATS Home > Enter New Appiication
General Information

« Before preparing your application, please consult with the importing country to determine exactly what type of information is required for the certificate.
 An US Tax Code/US Tax ID number is required to process your application

« The "requestor”is the firm or person filling out the application. The “applicant" is the firm or person requesting the CPP. For example, a firm (applicant) may hire another firm (requestor) to fill out an application on its behalf.

o For new applications requested after December 3, 2021, firms are not be required to provide a self-addressed return label with tracking information with your application as eCPP/export certificate will be issued electronically. For applications/drafts created before December 3, 2021, provide
a self-addressed return label with tracking information with your application to ensure delivery of the CPP.

« A separate application must be made for each pharmaceutical product

« Multiple countries for each pharmaceutical product may be requested in one application.

« If requesting a CPP with more than one drug manufacturer, please submit separate applications for each drug manufacturer. You may include more than one labeler or packager on one application.

« Foreign names for the pharmaceutical products may be included and noted as "International Trade Names" in the remarks section of the CPP.

« Indicate clearly in the remarks section any special information regarding your application, for example, if you would like the full address of a manufacturing facility or shelf-life of the product included on the CPP.

« For package or container labels, please provide the actual package or container label (collapse box before mounting) or a copy of the art layout. The label must be in color and legible.

 An APl s the bulk drug substance (or raw material) that has not been processed into a final dosage form (e.g., tablet, capsule). CDER does not issue CPPs for intermediates or inactive ingredients (also known as excipients)
o For API CPP requests, the CPP will list the drug's International Nonproprietary Name (INN) or National Nonproprietary name.

« Your application may

eturned if the manuf

turing facility is not registered and the pharmaceutical product is not listed pursuant to section 510 of the FD&C Act. Drug listing is required for approved drugs, OTC drugs, unapproved drugs, bulk APIs, and products for export only.
« Incomplete applications may be returned.

« FDA will not issue a CPP for products that do not meet the applicable requirements of the FD&C Act.

« Errors made by FDA during the preparation of CPPs will be corrected at no cost to the applicant, if requested within 45 days after issuance.

« Errors made in the application by the requestor cannot be corrected once an application is approved. A

application must be submitted.

o Issuance of a CPP for CDER-regulated drugs will not preclude regulatory action by FDA. if warranted, against products covered by the CPP.

Figure 18 - General/Contact Information (cont.)

CDER eCATS Home > Enter New Application a8 0
General/Contact Information

Firms exporting FDA-regulated articles are often asked by foreign customers or foreign governments to supply a certification relating to articles subject to the Federal Food, Drug, and Cosmetic Act (FD&C Act) and other laws FDA administers. Section 807(e)(4)(A) of
the FD&C Act, as amended by the FDA Export Reform and Enhancement Act of 1996 (Public Law 104-134) provides that FDA may issue certificates for food, drugs, animal drugs, and devices within 20 days of receipt of a request for such a certificate. FDA issues
export certificates for approved or licensed drugs and for unapproved drugs that meet the requirements of Sections 801(e)(1) or 802 of the FD&C Act. Certificates of Pharmaceutical Product (CPPs), the only export certificate issued by CDER, are issued for drugs
typically exported from the U.S. directly to the requesting country. CPPs conform to the format established by the World Health Organization (WHO) and are intended for use by importing countries when considering whether to license the product in question for
sale in that country. CDER only issues CPPs for human drugs that it regulates. Certificates expire 24 months from the date of issuance, after which a new application must be submitted. Certificates cannot be reissued

The applicant will receive an email notification when the eCPP is issued for drugs exported from the U.S. The recipient will be able to download the eCPP at any time via CDER eCATS. Different ribbon colors are used to designate the type of CPP issued, as follows:

Ribbon Color CPP Type

Red Approved

Orange Active Pharmaceutical Ingredients (API)

Blue Unapproved Drugs

Purple OTC drugs (monograph), OTC drugs (approval number)

Under Section 801(e)(4)(B) of the FD&C Act, FDA is authorized to charge a fee for CPPs issued within 20 days of receipt of an application, not to exceed $175.00. The fees are as follows:

e First certificate for the same country in the same application - e $175.00
« Second certificate for the same country in the same application $90.00
« Third and subsequent certificates for the same country in the same application $40.00

PLEASE DO NOT send payment with the application; invoices are issued quarterly.

For inquiries about CPPs, please e-mail CDERExports@fda.hhs.gov or call 301-796-4950.

Registration and Listing

Section 510 of the Federal Food, Drug, and Cosmetic Act (the FD&C Act) requires every person who owns or operates any establishment in the United States engaged in the manufacture, preparation, propagation, compounding, or processing of drugs, unless
exempt under section 510(g) of the FD&C Act, to register their establishment(s) and submit a listing of every drug and device in commercial distribution to the FDA. Failure to register or list as required by section 510 is a prohibited act under section 301(p) of the
FD&C Act. Exporting a drug without registering and listing may result in FDA enforcement action|

An introduction to the FD&C Act can be found at

https: w.fda.q R awsEnforcedbyFDA/FederalF rugand meticActFDCAct/default.htm.

Registration and listing instructions can be found at www.fda.gov/edrls

Current Good Manufacturing Practices

Certificates of Pharmaceutical Products (CPPs) generally attest to compliance with the current good manufacturing practices (cGMPs) of manufacturing facilities. Therefore, one requirement for a CPP to be issued is that the manufacturing facility must operate in
compliance with cGMP (unless the particular exported product is not affected by the specific cGGMP deficiencies). The cGMP regulations can be found but not limited to title 21 Code of Federal Regulations (CFR) part 210, part 211, part 225, part 226, and parts 600~
680. The Title 21 CFR can be found at

http://www.accessdata.fd drh/cfdocs/cfCFR/CFRSearch.cfm

2. Click “Next” to continue creating an application.

3. CDER is responsible for the issuance of Certificate of Pharmaceutical Products
(CPPs). Please select “Certificate of Pharmaceutical Product (CPP)” from the
Certificate Type dropdown list, as shown in Figure 19 (below).
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Figure 19 - Certificate Types

Certificate of Pharmaceutical Product (CPP):

The following section provides an overview of the CPPs and Simple Notifications
generated within the application:

e CPP and World Health Organization (labeling required)
e Simple Notification:

o Requires persons exporting a drug or device under Section 802(b)(1) of
the Act to provide a simple notification identifying the drug or device when
the exporter first begins to export such drug or device to any country listed
in Section 802(b)(1) of the Act

o If the product is to be exported to an unlisted country, Section 802(g) of
the Act requires the exporter to provide a simple notification identifying the
drug or device and the country to which such drug or device is being
exported).

To view the definitions of the product types for which you can request an Export
Certificate in CDER eCATS, click on the blue Help (“question mark”) icon located next
to the certificate type list. The system will display in a new window with a description of
the CPP certificate type, as shown in Figure 20 (below).

Note: At this time the CPP is the only certificate type that can be requested online.
Export Notifications can also be submitted electronically in the CDER eCATS
application.
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Figure 20 - Certificate of Pharmaceutical Product (CPP)

Certificate of Pharmaceutical Product (CPP)

requirements of the Federal Food, Drug, and Cosmetic Act. In many cases, foreign governments are seeking official assurance that products
exported to their countries can be marketed in the United 5States or meet specific U.S. regulations, for example current Good Manufacturing

CPPs issued conform to the format established by the World Health Organization (WHO) and are intended for use by the importing country
when considering whether to license the product in question for sale in that country.

X

An export certificate is a document prepared by FDA certifying that the food. drug. animal drug. or device being exported meets the applicable

Practice (cGMP) regulations. At the current time CDER only 1ssues one type of export certificate, the Certificate of Pharmaceutical Product (CPP).

4.2 Section 1A — Applicant Information

The applicant is the owner of the account through which the CPP application is filed
and, is the person requesting the export certificate. The applicant is responsible for

completing and signing the application form.

1. Most of the fields in Section 1 are automatically populated based on the

information from your Online Administration Account (OAA) and cannot be edited

in CDER eCATS, as shown in Figure 21 (below).

Figure 21 - Applicant Information

CDER eCATS Home Enter New Application
Secton 2 Secton 3 Secton 4 Secton 5 Sectons
1A Applicant Information
Title o  Firm Name Mackson
First Name Samantha Address Line 1 1818 Library St
Middle Initial (Optional) Address Line 2 (Optional)
Last Name Lee Country us
Phone Number 703 1232345 Zip Code 20190
Area Phone Number Ext
Email Address phavadly.lee @fda.nhs.gov city Reston
State/Province/Territory Virginia

If the information is incorrect, you will need to update your OAA Account profile.

2. Click on the “FURLS Home” link (located in the top right-hand corner), select
“Edit Account Profile” (on the left-hand side), and update your account profile

accordingly.

3. Once you have updated your account, navigate back to the CDER eCATS
application to restart the application and verify your changes. Note: Fields

marked with “(Optional)” are not mandatory.
4. Select a “Title”.
5. Once you have completed this section, continue to section 1B.
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4.3 Section 1B — Billing Information

Billing Address

1. You will need to verify the billing name and address information is the same as
the applicant name and address. If it is not the same as the applicant name and
address, select “No” and enter the correct information.

2. Enter the “Tax ID Code”, as shown in Figure 22 (below).

Figure 22 - Billing Address

18 Billing Information

Is the Billing Name and Address the same as the Applicant Name and Address?
Yes © No

First Name Firm Name
Middle Initial (Optional) Address Line 1
Last Name Address Line 2 (Optional)

Phone Number s Telephone o Countr) y UNITED STATES v

Email Address Zip Code

Extension

Alabama v

Tax ID Code

3. Once you have completed this section, click “Next”.

Address Validation

The system will perform an address validation. The system will display the “Validated
Address” if there are minor differences to the Requestor’s address. If the address is
incorrect, you will need to exit the application and make the necessary updates to your
OAA account. If you wish to use the address without any changes, select “Continue to
use the existing address” using the associated radio button. Otherwise, select the
“Accept validated address and continue” radio button. See Figure 23 (below).
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Figure 23 - Address Validation

Applicant Address Validation

This address has been verified. However, minor modifications were made to the information you
entered. Please indicate whether you wish to accept the validated address or continue to use the
existing address you entered.

Your Address Validated Address

Address Line 1: 1818 Library St Address Line 1: 1818 Library St
Address Line 2: Address Line 2:

City: Reston City: Reston

State: Virginia State: Virginia

Zip Code: 20190 Zip Code: 20190-6242

Country: UNITED STATES Country: UNITED STATES

Continue to use the existing address Accept validated adddress and continue

4.4 Section 2A - General Product Information

1. Select the product type from the following dropdown list, as shown in Figure 24
(below):
e Approved Drug Product
e Over-the-Counter (OTC)
¢ Active Pharmaceutical Ingredient (API)
e Unapproved Drug Product
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Figure 24 - General Product Information

CDER eCATS Home > Enter New Appiication
Secton 1 [ seamz | Section 3 Section 4 Section 5 Section & Review
2A General Product Information

Product Type

S

Please select v e

US. License

Is this product licensed or approved to be placed on the market for use in the United States?

Yes () No

2. Click on the “?” icon to view the definition for each product type, as shown in
Figure 25 (below).

Figure 25 - Product Type Definition

Product Type Definition X

Product Types

FDA's Center for Drug Evaluation and Research (CDER) issues certificates of pharmaceutical products (CPPs) for the following types of human drug items:

Approved Drugs and Licensed Biological Products

Approved new drugs (regulated by CDER) have been evaluated and reviewed by CDER for safety and effectiveness and may be marketed in the United
States. Approved drugs are subject to the following types of drug applications: NDA (new drug applications); ANDA (abbreviated new drug application); and
certain licensed biological products regulated by CDER under BLAs (biologic license applications).

Nonprescription ("Over the Counter (OTC)") Drugs

An OTC drug can be brought to the market if it is the subject of an approved NDA or ANDA or if it conforms to a final or pending OTC monegraph. Each OTC
drug monograph is a kind of “recipe book” covering acceptable ingredients, doses, formulations, labeling, and, in some cases, testing parameters. Products
conforming to a monograph are not considered approved drugs but they may be marketed without FDA pre-approval. FDA defines OTC drugs as safe and
effective for use by the general public without a doctor”s prescription.

The OTC menegraphs can be found at the following website:

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCOrugs/StatusofOTCRulemakings/default.htm

Active Pharmaceutical Ingredients (API)

An active pharmaceutical ingredient is any component that provides pharmacological activity or other direct effect in the diagnosis, cure, mitigation,
treatment, or prevention of disease, or to affect the structure or any function of the body of man or animals.

Unapproved New Drugs

Unapproved New Drugs have not been approved or evaluated by CDER for safety and effectiveness and cannot be marketed in the United States.
Exportation of these drugs is permitted only in accordance with the requirements found in sections 801 and 802 of the Food Drug and Cosmetic Act. In
addition, when export is permitted, pursuant to 21 CFR 1.101(d), an 802 Notification is required when first exporting your unapproved new drug

The below questions are applicable for all Product Types:

3. Select “Yes” or “No” — depending on whether the product is licensed or approved
to be placed on the market in the United States. Note: Click the “licensed or
approved” hyperlink to view the definition.

4. Select “Yes” or “No” based on whether the product is actually on the market in
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the United States, as shown in Figure 26 (below).
5. Select “Yes” or “No” to indicate if there are any restrictions on the sale,
distribution, or administration of the product — as shown in Figure 26 (below).

Figure 26 — General Product Information

2A General Product Information

Product Type
Product on the market in USA?
Active Pharmaceutical Ingredient (API) v
Is this product actually on the market in the United States?
U.S. License

Yes No

Is this product licensed or approved to be placed on the market for use in the United States?
Restrictions on Sale?

Are there restrictions of sale, distribution or administration of the product specified in the marketing authorization?

Yes No

Approved Drug Product Flow Only:

If you select “Approved Drug Product”, the system will display the “Type of Approved
Drug Product” dropdown list.

1. Please select from the following, as shown in Figure 27 (below):
e AADA (Abbreviated Antibiotic Drug Application)
e ANDA (Abbreviated New Drug Application)
e NDA (New Drug Application)
e BLA (Biologics License Application)

Figure 27 - Type of Approved Drug Product List

CDER eCATS Home > Enter New Appiication

Section 1 Section 2 Section 3 Section 4 Section 5 Section 6 Review

2A General Product Information

Product Type Type of Approved Drug Product
Approved Drug Product v @ Please select v
WS, (B AADA (Abbreviated Antibiotic Drug Application)
ANDA (Abbreviated New Drug Application)

Is this product licensed or approved to be placed on the market for use in the United States? NDA (New Drug Application)

Yes () No
BLA (Biologics License Application)

2. Select “Yes” or “No” — depending on whether the approved drug product is a
PEPFAR. If the approved drug product is a PEPFAR, you have the option to
attach the PEPFAR waiver document, as shown in Figure 28 (below).

Note: PEPFAR does not apply to BLAs. Click on the “PEPFAR” hyperlink to view
the definition of PEPFAR.
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Figure 28 - PEPFAR Waiver Document

PEPFAR?
Is the product a PEPFAR? (Presidential Emergency Plan For AIDS Relief)

O Yes No

For more information, select PEPFAR.

If applicable please attach the PEPFAR waiver document.

4.5 Section 2B - Product Specific Information

4.5.1 Approved Drug Product

Applies to AADA, ANDA, or NDA if:
The approved drug product is NOT a PEPFAR

OR

The approved drug product is a PEPFAR and you did NOT upload a waiver document:
Enter/upload the following information, as shown in Figure 29 (below):

FDA Approval Number — If the approved drug product is NOT a PEPFAR
OR

FDA Approval Number or Tentative Approval Number — If the approved drug
product is a PEPFAR and no waiver document uploaded
Approval Letter Attachment — If the approved drug product is NOT a PEPFAR

OR

Approval Letter or Tentative Approval Letter/Approval Letter Attachment — If the
approved drug product is a PEPFAR and no waiver document uploaded

FDA Date of Approval (MM/DD/YYYY)

FDA Product Listing Number
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Figure 29 - Approved Drug not a PEPFAR

2B Product Specific Information

The FDA Approval Number must contain six digits. If your FDA Approval Number is less than six digits, please enter one or more zeros in front of your Approval Number. (Ex. 001111)

FDA Approval Number

Approval Letter Attachment

Allowed file types are *.png, *.jpeg, *jpg. *.gif,*.bmp, *.dif, *Jfif, *.if, *.tiff, and *pdf. The file sizecannot exceed S0MB.

Accelerated approval or Breakthrough therapy

Has this drug been approved by FDA for accelerated approval or breakthrough therapy?

Yes No

FDA Date of Approval (MM/DD/YYYY)

FDA Product Listing Number (e.g., NDC)

If the approved drug product is a PEPFAR and you uploaded a waiver document, you
have the option to enter/upload the following information, as shown in Figure 30
(below):

e FDA Approval Number (optional)

e Approval Letter or Tentative Approval Letter / Approval Letter Attachment
(Optional) FDA Date of Approval (MM/DD/YYYY)

e FDA Product Listing Number

Figure 30 - Approved Drug is a PEPFAR with Waiver Document

28 Product Specific Information

The FDA Approval Number must contain six digits. If your FDA Approval Number is less than six digits, please enter one or more zeros in front of your Approval Number. (Ex. 001111)

FDA Approval Number or Tentative Approval Number(Optional)

Approval Letter or Tentative Approval Letter /Approval Letter Attachment(Optional)
Allowed file types are *.png, *jpeg, *.jpg, *.gif,*.bmp, *.dif, *jfif, *.tif, *.tiff, and *.pdf. The file sizecannot exceed 50MB.

Accelerated approval or Breakthrough therapy

Has this drug been approved by FDA for accelerated approval or breakthrough therapy?

Yes No

FDA Date of Approval (MM/DD/YYYY)(Optional)

FDA Product Listing Number (e.g., NDC)(Optional)
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Applies to BLA:

If the approved drug product is a BLA, enter/upload the following information, as shown
in Figure 31 (below):

BLA License Number

Approval Letter Attachment

Accelerated Approval or Breakthrough Therapy
Date of Issue (MM/DD/YYYY)

FDA Product Listing Number

Figure 31 - BLA with Approval Letter

28 Product Specific Information

BLA License Application Number

Approval Letter Attachment
Allowed file types are *.png, *.jpeg, *jpg. *.gif,*.bmp, *.dif, *jfif, *.tif, *.tiff, and *,pdf. The file sizecannot exceed 50MB.

Accelerated approval or Breakthrough therapy

Has this drug been approved by FDA for accelerated approval or breakthrough therapy?

Yes No

BLA License Application Date of Approval or Issue (MM/DD/YYYY)

FDA Product Listing Number (e.g., NDC)

WARNING: Any FDA Approval Number entered in Section 2B must be a valid FDA
Approval Number or you will not be able to continue with the application process.

4.5.2 Over-the-Counter Drug (OTC)

1. For OTC, select from the following options in dropdown list regarding which
method the drug follows, as shown in Figure 32 (below):
e Drug Monograph
e FDA Approval Number
e None
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Figure 32 — OTC Type

2B Product Specific Information

Does this drug product follow a Drug Monograph, FDA Approval Number, or None?

Please Select W

Please Select
Drug Monograph
FDA Approval Number

None

2. If the drug follows a Drug Monograph, enter the following information, as shown
in Figure 33 (below):
¢ Monograph
Monograph Approval or Tentative Approval Date
FDA Product Listing Number
What is the Applicant Status?
Why is marketing authorization lacking?

Note: Click the “?” icon for more information regarding Monograph. If the drug does
not follow a Drug Monograph or FDA Approval Number, you will not be able to
continue with the application process.

Figure 33 - Drug Monograph Specifications

28 Product Specific Information

Does this drug product follow a Drug Monograph, FDA Approval Number, or None?

Drug Monograph ~

Monograph @

Menograph Approval or Tentative Approval Date (MM/DD/YYYY) (Optional)

FDA Product Listing Number (e.g., NDC)

What is the Applicant Status?

Please Select ~v

Why is marketing authorization lacking?
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3. If the drug follows an FDA Approval Number, enter/upload the following
information, as shown in Figure 34 (below):
e FDA Approval Number
Approval Letter Attachment
FDA Date of Approval
FDA Product Listing Number
What is the Applicant Status?

Figure 34 - Follow FDA Approval Number

28 Product Specific Information

Does this drug product follow a Drug Monograph, FDA Approval Number, or None?

FDA Approval Number v

The FDA Approval Number must contain six digits. If your FDA Approval Number is less than six digits, please enter one or more zeros in front of your Approval Number. (Ex. 001111)

FDA Approval Number

Approval Letter Attachment
Allowed file types are *png, *jpeg, *.jpg, *.gif,*bmp, *dif, *jfif, *.tif, .tiff, and *pdf. The file sizecannot exceed 50MB,

FDA Date of Approval (MM/DD/YYYY)
FDA Product Listing Number (e.g., NDC)

What is the Applicant Status?

Please Select v

WARNING: The FDA Approval Number entered in Section 2B for an OTC must be a
valid FDA Approval Number or you will not be able to continue with the application
process.

4. If the drug follows “None”, select a response to the question “Why is marketing
authorization lacking?”, as shown in Figure 35 (below):

Figure 35 - Follow None

28 Product Specific Information

Does this drug product follow a Drug Monograph, FDA Approval Number, or None?

None v
You Monograph or does not have an FDA Approval Number. You will NOT be able to request for a Certificate of a Pharmaceutical Prod -Counter Drug (OTC)
You uct for an Unapproved Drug if your drug product is not being marketed in the United States. Please navigate back to the Product Infon n and select "Unapproved Drug” in the Product Type
dro

Why is marketing authorization lacking?

Please Select v

Note: Section 2C does not apply to an OTC product type.
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4.5.3 Active Pharmaceutical Ingredient (API)
For the API, provide the following information — as shown in Figure 36 (below):

e FDA Product Listing Number
e What is the Applicant Status?
e Why is marketing authorization lacking?

Figure 36 - Product Specific Information — API

2B Product Specific Information

FDA Product Listing Number (e.g., NDC)

What is the Applicant Status?

Please Select v

Why is marketing authorization lacking?

Please Select v

Note: Section 2C does not apply to an API product type.

4.5.4 Unapproved Drug Product

For Unapproved Drug Products, enter the following information, as shown in Figure 37
(below):

e FDA Product Listing Number
e What is the Applicant Status?
e Why is marketing authorization lacking?

Figure 37 - Product Specific Information — Unapproved Drug

2B Product Specific Information

FDA Product Listing Number (e.g., NDC)

What is the Applicant Status?

Please Select v

Why is marketing authorization lacking?

Please Select v

Note: Section 2C does not apply to an Unapproved Drug product type.
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4.6 Section 2C - Product License Holder Information —
Approved Drug Product Only

The following applies to all product types including AADA, ANDA, NDA, and BLA:

1. You will need to verify if the Product License Holder name and address is the
same as the applicant name and address. If it is NOT the same as the applicant
name and address, select “No” and enter the License Holder's name and
address information.

2. Additionally, you must select a “Status of License Holder” option from the
dropdown list, as shown in Figure 38 (below).

Figure 38 - Product License Holder Name and Address

2C Product License Holder Information

Product License Holder Name
Product License Holder

Address Line 1
Is the Product License Holder Name and Address the same as the Applicant Name and Address?

Yes (O No Address Line 2 (Optional)

Country Please select e
Zip Code

city

4.7 Section 2D - Product Characteristics

4.7.1 Approved Drug Product
Applies to all Product Types including AADA, ANDA, NDA, and BLA:

1. Enter the following product characteristics information, as shown in Figure 39
(below):

Proprietary Name

Foreign Brand Name (Optional)

Dosage Form (Optional)

Active Ingredient

Amount (Optional)

Unit Dose (Optional)
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Figure 39 — Approved Drug Product Characteristics

2D Product Characteristics

Note: Please copy and paste any copyright name, trademark or registered trademark symbols for inclusion on the certificate. Example: DRUGNAME®, DRUGNAME™, DRUGNAME®

Proprietary Name (Drug, Trade or Brand Name) Foreign Brand Name (Maximum 100 characters)
(Maximum 100 characters) (Optional)

y y
Dosage Form Please Select o
(Optional) —

Active Ingredient (International or Nonproprietary Name)(Maximum 100 characters)

Amount Unit Dose
(Optional) (Optional)
per
Please Select ~v

2. Click “Next” to navigate to Section 3A.

4.7.2 Over-the-Counter Drug (OTC)

1. Enter the following product characteristics information, as shown in Figure 40
(below):
e Proprietary Name
Foreign Brand Name (Optional)
Dosage Form (Optional)
Active Ingredient
Amount (Optional)
Unit Dose (Optional)

Figure 40 — OTC Product Characteristics

2D Product Characteristics

Note: Please copy and paste any copyright name, trademark or registered trademark symbols for inclusion on the certificate. Example: DRUGNAME®, DRUGNAME™, DRUGNAME®

Proprietary Name (Drug, Trade or Brand Name) Foreign Brand Name (Maximum 100 characters)
(Maximum 100 characters) (Optional)
4 4
Dosage Form Please Select o
(Optional) A

Active Ingredient (International or Nonproprietary Name)(Maximum 100 characters)

Amount Unit Dose
(Optional) (Optional)
per
Please Select v

[
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2. Click the “Next” button to navigate to Section 3A.

4.7.3 Active Pharmaceutical Ingredient (API)

1. Enter the following product characteristics information, as shown in Figure 41
(below):
e Dosage Form (Optional)
e Active Ingredient (International or Non-Proprietary Name)
e Amount (Optional)
e Unit Dose (Optional)

Figure 41 - Product Characteristics — API

2D Product Characteristics

Dosage Form

Please Select v
(Optional)

Active Ingredient (Intemational or Nonproprietary Name)(Maximum 100 characters)

Amount Unit Dose
(Optional) J (Optional)
r

Please Select v

2. Click the “Next” button to navigate to Section 3B. Note: Section 3A does not
apply to the API product type.

4.7.4 Unapproved Drug Product

1. Enter the following product characteristics information, as shown in Figure 42
(below):
e Dosage Form (Optional)
e Active Ingredient
e Amount (Optional)
e Unit Dose (Optional)
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Figure 42 - Product Characteristics — Unapproved Drug

oooooooooo

v

[ ]

2. Click the “Next” button to navigate to Section 3A.

4.8 Section 3A - Finished Dosage Manufacturer

The Finished Dosage Manufacturer is applicable for all product types except API.

1. Select “Yes” or “No” based on whether the Finished Dosage Manufacturer’'s
Name and Address is the same as the Applicant Name and Address, as shown
in Figure 43 (below).

2. If you select “Yes”, enter the following Finished Dosage Manufacturer
information, as shown in Figure 43 and Figure 44 (below):

e Registration Number (DUNS)
e FEI Number

3. If you select “No”, enter the following Finished Dosage Manufacturer information:

Registration Number (DUNS)
FEI/CFN Number

Finished Dosage Manufacturer Name
Address Line 1

Country

Zip Code

City

State/Province

Page | 29



U.S. FOOD & DRUG

ADMINISTRATION

Figure 43 - Finished Dosage Manufacturer Contact Information

Manufacturer Information

3A Finished Dosage Manufacturer

Finished Dosage Manufacturer

Is the Finished Dosage Manufacturer Name and Address the same as the Applicant Name and Address?

Yes O No

Registration Number (DUNS)
(Optional)

FEI Number

Finished Dosage Manufacturer
Name

Adderess Line 1

Address Line 2 (Optional)

Country

UNITED STATES v
Zip Code
Extension
city o
State/Province/Territory o

4.9 Section 3A — Active Pharmaceutical Ingredient

Manufacturer

The Active Pharmaceutical Manufacturer is applicable only to the product type API.

1. Select “Yes” or “No” based on whether the API Manufacturer Name and Address
is the same as the Applicant Name and Address
2. If“Yes” is selected, enter the following, as shown in Figure 44 (below):

e Registration Number (DUNS)
e FEI

Figure 44 - APl Manufacturer same as Applicant

Manufacturer Information

3A Active Pharmaceutical Ingredient Manufacturer

r Name and Address the same as the Applicant Name and Address?

Registration Number (DUNS)
(Optional)

FEI Number

3. If“No” is selected, enter the following:

Registration Number (DUNS)
FEI Number

API Manufacturer Name
Address Line 1

Country

Zip Code
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o City
o State/Province/Territory

4.10 Section 3B - Additional Manufacturers

1. If there are additional manufacturers associate with a given application, these
can be added by clicking on the “Add Manufacturer” button. Enter the
information, as shown in Figure 45 (below). Select the “Role of Manufacturer”.
Note: The APl Manufacturer option will not be available for APl product type.

Figure 45 — Add Additional Manufacturers

3B Additional Manufacturers
If there are additional manufacturers associated with this application, please click on the button "Add Manufacturer”.
Additional Manufacturer
Role of Manufacturer Dlense Select o
(Please specify the Role of Manufacturer, if you select "Other”.)
API Manufacturer
Additional Manufacturer Name and Address API Testing Facility
Other
Is the Additional Manufacturer Name and Address the same as the
Packager
Yes No
Relabeler
Registration Number
(DUNS) (Optional)
FEI Number
Additional Manufacturer Name and Address on the certificate
Do you want the Additional Manufacturer Name and Address to be printed on the certificate?
Yes No

2. Select “Yes” or “No” based on whether the Additional Manufacturer's Name and
Address is the same as the Applicant Name and Address, as shown in Figure 46

(below).
3. If you select “Yes”, enter the following Manufacturer information:

e Registration Number (DUNS)

e FEI Number
4. If you select “No”, enter the following Finished Dosage Manufacturer information:

e Registration Number (DUNS)
FEI

Manufacturer Name

Address Line 1

Country
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5. Select “Yes” or “No” to indicate if you want the additional manufacturer’'s name

and address to be printed on the certificate.

Figure 46 — Additional Manufacture Information and Certificate Display

3B Additional Manufacturers
Additional Manufacturer

Role of Manufacturer

Yes No

Registration Number
(DUNS) (Optional)

FEI Number

Yes No

Additional Manufacturer Name and Address

(Please specify the Role of Manufacturer, if you select "Other")

Additional Manufacturer Name and Address on the certificate

If there are additional manufacturers associated with this application, please click on the button "Add Manufacturer”

Packager

Is the Additional Manufacturer Name and Address the same as the Applicant Name and Address?

Do you want the Additional Manufacturer Name and Address to be printed on the certificate?

6. Click “Add”. The manufacturer is added.
7

Click “Add Manufacturer” to add additional manufacturers. The additional

manufacturers are displayed, as shown in Figure 47 (below).

8. Once all additional manufacturers are added, click “Next”.

Figure 47 — 3B Additional Manufacturers

3B Additional Manufacturers

If there

Action Manufacturer Type
KR 3 Packager
S x API Testing Facility

aaaaaaa

aaaaaaa

Applicant firm.

Applicant firm.

are additional manufacturers associated with this application, please click on the button *Add Manufacturer”

Registration Number (DUNS)

FEI Number

2518433

10047827

Display on Certificate
Y

N

Address
Same as Applicant address.

Same as Applicant address.

‘Add Manufacturer
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4.11 Section 3 — Summary Page of Manufacturers

Prior to navigating to Step 4 of the application, the system will display a summary of all
manufacturers entered in the application, as shown in Figure 48 (below). Please review
each manufacturer entered.

Figure 48 - Summary Page — Manufacturers

3 Manufacturer Information Summary

Manufacturer Type Name Registration Number (DUNS) FEI Number Address
Finished Dosage Manufacturer Same as Applicant firm 2518433 Same as Applicant firm
Packager Same as Applicant firm 2518433 Same as Applicant firm

AP Testing Facility Same as Applicant firm 10047827 Same as Applicant firm

1. If modifications/updates are needed, click the “Previous” button to return to
Section 3B.

2. In Section 3B, click the Edit (“paper and pencil”) icon next to the facility you wish
to modify/update, as shown in Figure 47 (above).

3. Click “Next”.

4.12 Section 4A — Importing Country List

Name of Country or Countries:

Select one or more countries to indicate the product destination, as shown in Figure 49
(below). If more than one additional manufacturer is added, select one or more
countries for each manufacturer, as shown in Figure 50 (below).

Note: Another method for selecting countries (other than scrolling through the list) is to
select a country from the country list and enter in the first few letters of the desired
country name. The system will navigate to the country which begins with the letters
entered.

You also have the option to hold the “Ctrl” button on your keyboard and select multiple
countries.
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Figure 49 - List of Countries

o Stz Soons [ ] ot soens oo

4A Importing Country List

Manufacturer Name of Country or Countries Action Selected Countries

GERMANY

G A
Name: Mackson ARCHARISTAS U m GREECE
FEI Number: 10047827 i

frem HUNGARY

ALBANIA

ALGERIA &

Figure 50 - List of Countries if Multiple Additional Manufacturers

4A Importing Country List

Manufacturer Name of Country or Countries Action Selected Countries

GERMANY

HONG KONG -
Name: Mackson GREECE

HOWLAND ISLAND
FEI Number: 10047827 0 ”
HUNGARY Remove HUNGARY

ICELAND

ALBANIA

PITCAIRN ISLANDS N
Name: Mackson POLAND
FEI Number: 2518433 POLAND
<« Remove
PORTUGAL

QATAR

4.13 Section 4B — Number of Certificates

The system will display the selected country or countries (from Section 4A). You will be
able to request additional certificate copies by country, as shown in Figure 51 (below).

Note: The system will also calculate the user fee based on the number of additional
certificates requested. The total number of certificates cannot exceed 50 per
application.
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Figure 51 - Number of Certificates Requested by Country

4B Number of Certificates
Enter the number of certificates requested
(Maximum of 50 including original and additional copies)

Country Original Certificate Additional Copies

GERMANY 1

GREECE 1

HUNGARY 1
Total Certificates = 3
Total = 270.00

@

Selecting the “?” icon displays help text explaining the fee calculation, as shown in
Figure 52 (below).

Figure 52 - Fee Calculation

Fee Calculation X

The fee for preparing and issuing a single export certificate for each product per each country is $175. For requests for
additional copies for the same country, the second copy certificate will cost $90, and subsequent copies (e.g. third copy,
fourth copy etc.) will cost $40 each. You will receive an invoice from the Food and Drug Administration within the next 90 days
for the billing of the fees for the issuance and processing of the enclosed export certificate.

4.14 Section 5A — Drug Labels

In this section, you must provide labels for your drug product(s). The following labels are
required for each application based on the product type selected:

Approved Drugs

e Package or Container Label
e Outer Packager Label
e Package Insert

For Over the Counter (OTC)

e Package or Container Label
e Outer Package Label

For an API

e Package or Container Label
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For an Unapproved Drug

e Outer Package Label
e Formulation page

Note: Users can include formulation information in the “Supplemental Doc” section of

the application for “Approved”, “OTC”, and “APIs”. Figure 53 (below) displays the labels
required for an Approved Drug Type.

Figure 53 - Drug Labels (for an Approved Drug Type)

Secton 1 Section2 Section3 Section 4 [ seaes | Sections Review

5A Drug Labels

Outer Package Label

Allowed file types are *.png, *jpeg, *jpg, *.gif bmp, *dif, *jfif, “f, *ff, and *pd. The file size cannot exceed 50MB

Package Insert

Allowed file types are “png, *jpeg, *jpg, *.gif,".bmp, *dif,  fif, “1if, “iff, and *pdf. The file size cannot exceed 50MB

Once you have attached each drug label, the system will display each attachment as a
hyperlink. You may click on the hyperlink to view the label. You can also remove any
attachment and reattach a label, as shown in Figure 54 (below).

Figure 54 - Drug Label Hyperlinks

5A Drug Labels

Please ensure that each label attachment is legible, in color and fits within an 8% x 11 inch paper to expedite the application process

Label Type File Name File Size (KB) Action
Package or Container Label 1715630424512_1715369747908-CFG-1218-4-2024_SL.pdf 574.351 x
Outer Package Label 1715630443901_1715133905917_1715133862198-802-1285-5-2024.pdf 14,880.888 x
Package Insert 1715630450203_1715133410419_1715133400142-801-1246-5-2024.pdf 286911 x
Total Size (KB) NaN

Note: The files attached on this page cannot exceed 50 Megabytes (MB) in total.
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4.15 Section 5B — Supplemental Documents

In this section, you have the option to attach additional supporting documents for your
application. To add additional documents:

1. Select the “Yes” radio button, as shown in Figure 55 (below). Otherwise, click
“No” and proceed to Section 5D.

Figure 55 - Add Supplemental Documents Prompt

5B Supplemental Documents

Supplemental | Documents

Do you want to attach supplemental documents?
Yes (| No

2. If you select “Yes”, Section 5C Supplemental Documents Details is displayed.
Continue to Section 5C.

4.16 Section 5C —Supplemental Documents Details
To add a supplemental document:

1. Select an option from the “Attachment Type” dropdown list.
2. If you select “Other”, you must provide a description of the attachment in the
freeform text field, as shown in Figure 56 (below).

Figure 56 - Attachment Type and Attachment Description

5C Supplementa | Documents Details

Please ensure that each label attachment is legible, in color and fits within an 82 x 11 inch paper to expedite the application process.

Attachment Type Other v
Attachment Description

Supplemental Attachments
Allowed file types are *png, *jpeg, *jpg, *gif,".bmp, *.dif, *jfif, “1if, “1iff, and *pdf. The file size cannot exceed SOMB.

3. Click the “Choose” button, select a file, and click the “Upload” button. The system
will display attachments as hyperlinks. You may click on the hyperlink(s) to view
the document(s). You can remove any attachment or add documents, as shown
in Figure 57 (below).
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Figure 57 — Attachment Type and Associate Document with Country and Print on
Certificate Prompt

5C Supplemental Documents Details

Please ensure that each label attachment s legible, in color and fits within an 8% x 11 inch paper to expedite the application process.

Attachment Type Other v
Attachment Description test

Supplemental Attachment

File Name File Size (KB) Action

1715632012629_file_example_JPG_100kB.jpg 99.724 x

Country Specific

Do you want to associate countries to this attachment?
Yes No

Print Attachment

Do you want the attachment printed with the certificate?

Yes No

4. Select a response to the Country Specific question “Do you want to associate
countries to this attachment?” using the radio buttons. If the response is “Yes”,
the system will display all the countries selected in Section 4A. Please select one
or more countries to associate to the Supplemental Attachment, as shown in
Figure 58 (below).

Figure 58 — Associate Countries to Supplemental Attachment

Country Specific

Do you want to associate countries to this attachment?

O Yes () No

Name of Country or Countries

Selected Countries

0o

:
KOREA, SOUTH

LITHUANIA
MALDIVES

TUNISIA |

Print Attachment

Do you want the attachment pi

Yes No

5. Select a response to the Print Attachment question.

6. Click the “Add” button. The system will display attachments as hyperlinks, as
shown in Figure 59 (below). You may click on the hyperlink(s) to view the
document(s). You can remove any attachments.
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Figure 59 — Display Added Supplemental Documents

5B Supplemental Documents

Supplementa | Documents

Document Type File Name Countries Print Action
Other - test 1715633797883 _file_example_JPG_100kB.jpg LITHUANIA, MALDIVES Yes x

1715634516592_1715367612675-CFGNE-CFG-NE454-5-

All Cour x
e All Countries No

Add Supplemental Document

7. To add additional supplemental documents, click the “Add Supplemental
Document” button and Section 5C is displayed. Repeat the steps above.

4.17 Section 5D — Remarks

In this section, you have the option to add remarks, as shown in Figure 60 (below). To
add a remark, click the “Yes” radio button. Section 5R Remarks Entry is displayed,
Otherwise, click “No” and click the “Next” button to proceed to the next section.

Figure 60 - Add a Remark Prompt

5D Remarks

Optional Remarks

0 you want to
O Yes () No

4.18 Section 5E — Remarks Entry

1. If you select “Yes”, please enter your remark in the freeform text field.

2. Select a response to Country Specific question using the radio buttons. If you
select “Yes” to associate one or more countries to this remark, the system will
display all the countries selected in Section 4A. Please select one or more
countries, as shown in Figure 61 (below).

3. If you select “Yes” to print the remark on the certificate, the system will print this
remark in the “Remarks” section of the certificate.
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Figure 61 - Remarks Entry

SE Remarks Entry

Disclaimer.
The FDA has the right to remove and or update any remarks provided by industry to be printed on the certificate!

Country Specific

Do you want to associate countries to these remarks?
O Yes _ No

Name of Country or Countries
Selected Countries

KOREA, SOUTH
KOREA, SOUTH

MALDIVES

TUNISIA ad

Print Remarks

Do you want the remarks printed on the certificate?

Yes No

4. Click the “Add” button. The system will display a summary of the remark entered.
You have the ability to remove any remarks or add additional remarks to the
application, as shown in Figure 62 (below).

Figure 62 - Summary of Remarks

5D Remarks

Optional Remarks

Do you want to add remarks?

O Yes () No
Remarks Countries Print Action
Add Remarks KOREA, SOUTH Yes x
Add additional remarks All Countries No x

Add Remarks

5. To add additional remarks, click the “Add Remarks” button and Section 5E is
displayed. Repeat above steps.
6. Click the “Next” button.
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4.19 Section 6A — Exporter’s Certification Statement (ECS)

The Exporter’'s Certification Statement (ECS) acknowledges that you, the responsible
official or designee, certify the facilities and the products identified are — to the best of
your knowledge — in substantial compliance with the Federal Food, Drug, and Cosmetic
Act (FD&C) and all applicable or pertinent regulations.

1. You must click on the “I Agree” button located at the bottom of this section and
enter your full name and title. Note: You will not be able to continue with the
application until these fields have been completed, as shown in Figure 63
(below).

Figure 63 - Exporter’s Certification Statement

Section 1 Section 2 Section 3 Section 4 Section 5 Section 5 Review
6A Exporter’s Certification Statement

Firm Name

Mackson

The information, contained in this request for a Certificate of a Pharmaceutical Product, is true and accurate based upon the current approval or other legal basis permitting marketing of the product. We acknowledge that any false or fictitious statements
made in the application used by FDA to process the certificate will be in violation of the United States Code, Title 18, Section 1001

We certify that the drug to be exported is in compliance with the applicable provisions of § 801 or 802 of the Food, Drug and Cosmetic Act as amended by the FDA Reform and Enhancement Act of 1996,

AUTHORIZATION TO RELEASE STATEMENT

I authorize the Food and Drug Administration to release this information in the certificate format. | understand that we will be billed a fee for each certificate not to exceed $175.00. If you have any questions or require additional information regarding this
correspondence, please e-mail me at phavady.lee@fda.hhs.gov.

Name
Title
| Agree May 13, 2024

2. Once you have completed this step, click on the “Next” button to proceed to the
Final Review page.

4.20 Final Review Page

The system will display the entire application (broken out by section), as shown in
Figure 64 - Figure 69 (below). You may choose to modify a section by selecting the Edit
(“paper and pencil") icon next to the step(s) to be updated.

Note: Section 2 displays different information based on the Product Type. Figure 65
(below) uses API as the example.

The system will display the data entry screen corresponding to your chosen section.
You may make changes, as needed.
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Summary Information
Application Number Date Created Date Certificate Type
May 17, 2024 Certificate of Pharmaceutical Product (CPP)
Section 1 @
1A Applicant Information
Title Address Line 1
Ms. 1818 Library St
Contact Name Address Line 2
Samantha Lee
City
Firm Name Reston
Mackson
State/Province/Territory
Contact Phone
703 1232345
Zip Code
Email Address 20190 - 6242
phavady.lee@fda.hhs.gov
Country
United States of America
1B Billing Information
Is the Billing Name and Address the same as the Applicant Name and Address?
Yes
Firm Tax ID Code
111111111
Figure 65 - Final Review Page Section 2 - API
Section 2 @

2A General Product Information
Is this product licensed or approved to be placed on the market for use in the United States?
No

Product Type
Active Pharmaceutical Ingredient (API)

2B Product Specific Information
FDA Product Listing Number (e.g., NDC)
111111-1111-11

Why is marketing authorization lacking?
Not Applicable

2D Product Characteristics

Dosage Form

Active Ingredient

test

Product on the market in USA?
No

Restrictions on Sale?
Yes

What s the Applicant Status?
Manufacturer

Amount Per Unit Dosage
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Section 3

3A Active Pharmaceutical Ingredient Manufacturer
Is the Active Pharmaceutical Ingredient Manufacturer Name and Address the same as the Applicant Name and Address?
Yes
Registration Number (DUNS)

FEI Number
3008936822

@

Figure 67 - Final Review Page Section 4

Section 4.

4A Importing Country List/Additional Manufacturers

Manufacturer Type Name Registration Number (DUNS) FEI Number
Packager Same as Applicant firm 2518433
Testing Facility Same as Applicant firm 10047827

4B Number of Certificates

Enter the number of certificates requested (Maximum of 50 including original and additional copies)

$ 180.00

Country Original Certificates
AKROTIRI 1
JERSEY 1

Total Fees Total Certificates

Display on Certificate

Additional Copies

Address

Same as Applicant address

Same as Applicant address

Importing Countries

AKROTIRI

JERSEY

Total Copies
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Figure 68 - Final Review Page Section 5

Section 5
5A Drug Labels
Label Type File Name File Size (KB)
Package or Container Label 1715962957252_Picture1.png 108416
Total Size (KB)

108.416

58 Supplemental Documents

Do you want to attach supplemental documents?
Yes

5C Supplemental Documents Details

Document Type File Name Countries Print

1715962339778_1715717650021_1715717614632-CFG-1296-5-

Formulation Page 209451 (1) pat AKROTIRI Yes
5D Remarks
Do you want to add remarks (Optional)?
Yes
SE Remarks Entry
Remarks Associate to Country? Country Print to Certificate?
test Yes AKROTIRI Yes

Figure 69 - Final Review Page Section 6

6A Exporters Certification Statement @

Firm Name

Mackson

The information, contained in this request for a Certificate of a Pharmaceutical Product, is true and accurate based upon the current approval or other legal basis permitting marketing of the product. We acknowledge that any false or fictitious statements made in
the application used by FDA to process the certificate will be in violation of the United States Code, Title 18, Section 1001

We certify that the drug to be exported is in compliance with the applicable provisions of § 801 or 802 of the Food, Drug and Cosmetic Act as amended by the FDA Reform and Enhancement Act of 1996

AUTHORIZATION TO RELEASE STATEMENT

I authorize the Food and Drug Administration to release this information in the certificate format. I understand that we will be billed a fee for each certificate not to exceed $175.00. If you have any questions or require additional information regarding this
correspondence, please e-mail me at phavady.lee@fda.hhs.gov.

O 1 Agree

Name Title
ss ss
Date

May 17, 2024

==
4.21 Print the Application

You may choose to print your application prior to submission.

Select the “Print” button located at the bottom of the Final Review page. A new browser
window will open which will allow you to print the application, as shown in Figure 70
(below).
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Figure 70 - Print Application

W, B40PM COERGCATS Modly Acpicaton i
Print 5 pages
CDER Export Certification Application and Tracking Sy
‘Summary Information
ate Craated Date Destination B Saveas PDF A
Octaber 21, 2021 Octaber 21, 2021
Applcation Number Certficats Type
10-0129-21 Certificate of Pharmaceutical Product (CPP) Pages All -
1A Applicant Information
Layout Portrait v

Tithe Address Line 1
Dr. 20 summer st
Contact Name Address Line 2
First Last

City .
Firm Name Malden More SEttIngS e
Company ABC

State/ProvinceTeritory
Cantact Phone A
617 1121333

Zip Code
Email Address oz148
firstname@fda.hhs.gov

Country

United States of America

1B Billing Information

Is e Biling Mame and Address the same as the Applicant Name and Address?
Yes

Firmn Tax ID Code
12 3456789

1C Delivery Information

Method of Delivery Fitum Label Aftachment
FedEx
[(FileDownioad. download?

WiobWVudHMvO TISN/RMmZGMIY TNKN)

mikd WImZjIm Ey Mz AOZ)\VIY TNIL 2E2Mz Q4
Cancel
itip Nwwew Gecoiss praprod 1a gow odnecatsient N EwACPECat DN Borw. im Pesecuion=g 15 ar s

4.22 Preview Certificate

You may choose to preview the certificate prior to submission.

Select the “Preview Certificate” button located at the bottom of the Final Review page.
This will allow you to view the certificate (assuming FDA approves your application).

You will be able to view the certificate draft and, if necessary, make modifications to
your application prior to submission.

Below is an example of previewing a certificate, as shown in Figure 71 (below).
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Figure 71 - Preview Certificate

Uivited States Food and Drug-Aministration
Center for Drug Evaluatior - »d Research
709 3 New Hampshire Ave, Silver Spring, ML 20 23, United States of America
CDERExports@fda.hhs.ge = =1 hone (301) 796-4950

Corific ite of a Pharmaceutical Produci . A tive Pharmaceutical Ingrediet “AF.)
Cartificate Number: XOOX-X0000 Cemificate Tymed  ate: Month DD, ¥YYY « wmificate Expiration Date: Month DD, YYYY
Imporing Counrry: AKROTIRI E._poming Counry: UNITED STATES of AMERICA
The actual certificate issued by e L DA may be different from this previewed Cert. Fcate.

11 Drug Trade Name Int insL sal - National non-proprietary name (as applicable) & .osa, fo. a: TEST
12 Active Ingredient( | & |am. unt(s) per umt dose (complete quantitstive compos. oL ot amed): See Attachments
13 Ts this product = 2/ ed by the certifying authority to be marketed in the ceti. ™ country or within the jurisdiction of the certifying rezv. 1= hority? No

14 Isthis 500yt acmally on the market in the certifying country or withi0% jurisdiction of the cerifying regional suthority? No ")

14.1 Arorthe o res Jctions of sale. dismibution or sdminisoration of the nro. act & scified in the marketing authorization? No
. . T A . T - - T

2Bl Ap, icat for cerificate name & address: Mackson, 18187 sbra. 51, Reston, VA 20190 United States of America

Tigtas of Applicant

po_ Why is marketing suthorization lacking? Not Require.
Remarks The firm Ern:nses to u:an the active p”arn. -eutical 'mged.ient ﬂz listed above which is not o .ke. 1 in the United States of America at this time.
- a9 & 1

5.1 Mamfacrurer pame & address: Macksow 78, Library St, Reston, VA 20100 United States of Ame. =2 -y h
32 Does the cenifying suthority arrs ze for eriodic mspection of the ma ing plant in whic the d¢ 3g= form is produced? Yes | _|

Pesiodicity of routine inspactio s (yew.): Pursoant to section 510(h)(3) of the Federal Foi ', Di ., & Cosmetic Act, Inspections will accur in accorda 7 waa a risk-based schedule

34 Has the manufacrure of this typ. I dosage form been inspected? Yes

Do the facilities =.d ope stions conform to GMDs as rec ded by the WH . (Gb s including 21 Code of Federal Pegulations pars 210 211, . ICE QTA): Yes, at time of inspection, site complies .1th & 7A cGMP

3.6 Doss the imfori viok |y uminad by the applicant savisfy the cerrifying sushomy \m .7 spacts of the mamfacure of the product undenaken L an. =< pany? Yes

This certificate conforms to e L. recommendad by the World Heslth Organization f. ma. wised March 25, 2021. Website: www.who.int

4.23 Submitting the Application

When your application is ready for submission, click the “Submit” button — also located
at the bottom of the Final Review page. The system will display a message noting your
application was submitted, as shown in Figure 72 (below). The system will then provide
you with an application number. Select the “Exit” button to return to the Home
dashboard.

Note: Please save this number for future reference. The application number will be
required to check the status of your application. You will also receive an email
confirmation message stating your application was successfully received with the
application number.
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Figure 72 - Submission Page

Enter New Application Success

Your Application Number is 05-0760-24

Please keep the Application Number for your records. The Application Number is required for all communications with FDA regarding this application. Please refer to the help section for more details

5 Electronic Certificates Issued for Approved Applications

5.1 Notification of Application Approval

When an application has been reviewed and approved by the FDA, applicants will
receive an email:

Subject: Export Certificate Application Approved: [Application Number]
Dear [Applicant First Name + Applicant Last Name],

Your application number [Application Number] was approved and you may print your
certificate at this time.

To download and print your certificate package online, log into FDA Industry System’s
CDER Export Certification Application and Tracking System (CDER eCATS). Select the
Print icon from the CDER eCATS Home dashboard.

The FDA Division of User Fees will send a billing invoice to the billing contact identified
on your application. Invoices are sent on a quarterly basis.

Export certificates are issued by FDA solely for export purposes and may not be used
for domestic advertising. You are responsible for ensuring that your product is
manufactured in compliance with the FD&C Act and all other applicable U.S. laws and
regulations. Issuance of this certificate does not suggest or, imply that FDA approves or
sanctions the labels and labeling of the firm’s products or that the firm’s products are in
compliance with the requirements of the FD&C Act. Further, issuance of an export
certificate does not preclude regulatory action by FDA, if warranted, against products
covered by the certificate.

If you have any questions regarding your application, please contact the CDER Exports
Compliance Program at CDERExports@fda.hhs.gov.

If you require the use of a Relay Service, please call the Federal Relay Services (1-800-
877-8339). This is a toll-free relay service to call Federal agencies from TTY devices.
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Thank You,

CDER Exports Compliance Branch
Center for Drug Evaluation and Research
U.S. Food and Drug Administration

5.2 View and Print Electronic Certificate

View your approved application and print the electronic certificate from the Home
dashboard. The Print (“printer”) icon is displayed for all approved applications. The
application status is “Completed”, as shown in Figure 73 (below).

Figure 73 - Home Dashboard - Print Icon for Approved Applications

CDER eCATS
CDER Export Certification Application and Tracking System

Welcome to the CDER Export Certificate Application and Tracking System (CDER eCATS)

Form Approval: OMB No. 0910048 OME Form Expiration Date: 04302024

View and Print Electronic Certificate:

-_

Click on the “Print” icon in the “Action” column.

2. The “Print Certificate/Attachments” window, as shown in Figure 74 (below), is
displayed with hyperlinks for the attachment(s) and the generated certificate
PDF(s).
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Figure 74 — Select Attachment(s) or Certificate(s) to Print

Print Certificate/Attachments: 01-0317-23 X

Print

Please click a hyperlink below to download and print the document.

File type Link
Attachment(s) nackage1673300617961 01-0317-23.pdf
Certificate(s) Signed certificate1673300618593 01-0317-23.pdf

Back to Dashboard

3. The attachment PDF includes all the selected label and supplemental
attachments to be displayed with the certificate.

4. The electronic certificate(s) include(s) a unique ribbon/seal color based on the
product type:

e Approved Drug Products or Approved Drug Products with a
Foreign Manufacturer — Red Ribbon (see Figure 75 and Figure 76
below)

e Unapproved Drug Products — Blue Ribbon (see Figure 77 below)

e API - Orange Ribbon (see Figure 78 below)

e OTC Drug — Purple Ribbon (see Figure 79 below)

Note: Also included in the footer is a QR Code that can be used to authenticate
the certificate.

5. Select the hyperlink to download the PDF to print. Use your browser’s print
settings to print the certificate(s). Figure 75 - Figure 79 illustrate examples of the
electronic certificates issued.

6. Click the “Return to Dashboard” button to close the window and return to the
Home dashboard.
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Figure 75 - Electronic Certificate — Approved Drug Product

United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring, MD 20993, United States of America
CDERExports@fda.hihs.gov - Telephone (301) 796-4950
Certificate of a Pharmaceutical Product - Approved Drug Product

Certificate Number: ADZ2-ZVGA Certificate Issued Date: May 01, 2024 Certificate Expiration Date: May 01, 2026
Importing Country: ALBANIA Exporting Country: UNITED STATES of AMERICA
11 Drug Trade Name, International or National non-proprietary name (as applicable) & dosage form: TEST A
12 Active ient(s) and amount(s) per unit dose (complete mp is prefemred). test b
Is this product authonized by the certifying authonty to be marketed m the certifying country or within the Junsdiction of the ce: jonal authority? Yes

Is this product a v on the market in the certifying ¢  or within the jurisdiction of the certifying regional authonity? Yes
Are there restrictions of sale. distnbution or administration of the product ied in the marks authorization? No

2A1 Number of marketing authorization & date of issuance: 074926 04/01/2024

2A2 Marketing authorization holder (name and address): Nights Watch. 1 The Wall, Frederick. MD 21703 United States of America
2A3 Stams of marketing authonization holder: Manufacturer
2A4 s a summary basis for approval appended? No

2A5 I the attached product information. complete and consistent with the marketing authorization? Yes

2A6 Applicant name & address for certificate (if different than the marketing authorization holder): N/A

2A7 Center weblinks to marketing authonzation: Oran; k for approved drug products and lebook for CDER-regulated Biologics License Applications

32 Does the cerufy y amange for ic on of the manufacturing plant in which the dosage form 1s ed? Yes
33 Peniodicity of routine inspections (vears): Pursuant to section S10(h)(3) of the Federal Food, Drug & Cosmetic Act, Inspections will occur in accordance with a risk-based schedule
34 Has the manufacture of this type of dosage form been mspected? Yes

Does the information submitted by the applicant satisfy the certifying authonty on all a: s of the manufacture of the product undertaken by another v? Ves

r
Exports Compliance Branch
Division of Global Drug Distribution and Policy
Office of Drug Security, Integrity & Response

To venify the on this fi you may scan the QR code or visit www.access.fda.gov/fecv/searchCderCertificate to view a copy of the certificate as issued by FDA.
This certificate mnfnrm to lhe format recommended by the World Health Organization format revised March 25, 2021. Website: www.who.int
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Figure 76 - Electronic Certificate — Approved Drug Product with Foreign Manufacturer

United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring, MD 20993, United States of America
CDERExportsi@fda.hhs.gov - Telephone (301) 796-4950
Certificate of a Pharmaceutical Product - Foreign Manufacturer

Certificate Number: 6YJ3-RQCR Certificate Issued Date: May 20, 2024 Certificate Expiration Date: May 20, 2026
Importing Country: GREECE Exporting Country: UNITED STATES of AMERICA

i1 Drug Trade Name. International or National non-proprietary name (as applicable) & dosage form: TEST
12 Active Ingredient(s) and amount(s) per unit dose (complete quantitative composition is preferred): test

13 Is this product authorized by the certifying authority to be marketed i the certifying country or within the jurisdiction of the certifying regional authority? Yes

14 Is this product actually on the market in the certifving country or within the jurisdiction of the certifving regional authority? Ne

141 Are there restnictions of sale, distribution or administration ul‘dugmduﬂ ﬁ‘ﬁ“""’"mﬁi authonization? No
2A1 Number of marketing authonzation & date of issuance: 005378 05/01/2024
2A2 Marketing authonzation holder (name and address): Mackson, 1818 Library St, Reston, VA 20190 United States of America

2A3 Status of mark h holder: Manuf;

2A4 s a summary basis for approval appended? No

2A35 I the attached product information. complete and consistent with the marketing authorization? Yes

2A6 Applicant name & address for certificate (if different than the marketing authonzation holder): N/A

31 Manufacturer name & address: Test, 123 Line, Paris, Allier 123456677 FRANCE

32 Does the certifying authonity arrange for periodic of the plant in which the dosage form 15 produced? Yes
33 Peniodicity of routine inspections (vears): Pursuant to section S10(h)(3) of the Federal Food. Drug & Cosmetic Act, Inspections will occur in accordance with a visk-based schedule

34 Has the manufacture of thus type of dosage form been inspected? Yes
35 Do the facilities and operations conform to GMPs as recommended by the WHO? (GMPs including 21 Code of Federal itions parts 210, 211, or ICH Q7A): Yes, at time of inspection, site complies with FDA ¢GMP

36 Does the information submutted by the applicant satisfy the certifving authonity on all aspects of the manufacture of the product undertaken by another party? Yes

r
Exports Compliance Branch
Division of Global Drug Distribution and Policy
Office of Drug Secunty, Integrity & Response

To verify the authenticity of the on this you may scan the QR code or visit wiww access fda gov/facv/searchCderCentificate to view a copy of the certificate as issued by FDA
This certificate conforms to the format recommended by the World Health Organization format revised March 25, 2021, Website: www.who int
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Figure 77 - Electronic Certificate — Unapproved Drug Product

United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring. MD 20993, United States of America
CDERExports@fda.hhs.gov - Telephone (301) 796-4950
Certificate of a Pharmaceutical Product - Unapproved Drug Product

Certificate Number: KWWS8-SHPX Certificate Issued Date: April 16, 2024 Certificate Expiration Date: April 16, 2026

Importing Country: EL SALVADOR Exporting Country: UNITED STATES of AMERICA
11 Drug Trade Name. Intemnational or National non-proprietary name (as applicable) & dosage form: TEST.234234, Aerosol. foam

12 Active Inpredient(s) and amount(s) per unit dose (complete quantitative composition is preferred): test-234234

13 Is this product authorized by the certifying authority to be marketed in the certifying country or within the jurisdiction of the certifying regional authority? No
14 Is this product actually on the market in the certifving country or within the jurisdiction of the certifying re; authority? No

14.1 _ Are there restrictions of sale. dumhmmwadminimxlimofﬂu:mdsm ﬁiﬁedmlhemzkﬁi authorization? No
2B1  Applicant for certificate name & address: FURLS 23Dec Kranthi App-27, 8300 Ikea Blvd, Charlotte, NC 28262, Charlotte, NC 282«
2B2 Status of Applicant: Manufacturer
2B3 Why is marketing authorization lacking? Not Applicable

United States of America

Remarks The FDA certifies that this product may be legallv exported pursuant to § 802 of the Federal Food Drug and Cosmetic Act; This drug is not legally marketed in the United States of America.

Manufacturer name & address: FURLS 23Dec Kranthi App-27, 8300 Ikea Blvd, Charlotte, NC 28262, Charlotte, NC 28262 United States of America
32 Does the :emf\EE authonty amange for Endlr mspection of the manufactunng plant in which the dosage form is Eged" Yes
33 Periodicity of routine inspections (vears): Pursuant to section S10(b)(3) of the Federal Food, Drug & Cosmetic Act, Inspections will occur in accordance with a risk-based schedule

34 Has the manufacture of this type of dosage form been mspected? Yes
35 Do the facilities and itions conform to GMPs as recommended by the WHO? (GMPs including 21 Code of Federal Regulations 210, 211, or ICH Q7A): Yes, at time of inspection, site complies with FDA ¢GMP

Does the information submitted by the applicant satisfy the certifving authority on all aspects of the manufacture of the t undertaken by another party? Yes

i g Mﬂ
Division of Global Drug Distribution and Policy » ’

Office of Drug Security, Integrity & Respouse

To verify the authenticity of the information on this certificate, you may scan the QR code or visit www.access.fda gov/fecv/searchCderCertificate to view a copy of the certificate as issued by FDA.
This i i to the format ded by the World Health Organization format revised March 25. 2021. Website: www.who.int
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Figure 78 - Electronic Certificate — Active Pharmaceutical Ingredient (API)

United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring, MD 20993, United States of America
CDERExports@fda.hhs.gov - Telephone (301) 796-4950
Certificate of a Pharmaceutical Product - Active Pharmaceutical Ingredient (API)

Certificate Number: K72F-22EW Cemificate Issued Date: May 17, 2024 Cemificate Expiradon Date: May 17, 2026

Importing Country. AKROTIRI Exporting Country: UNITED STATES of AMERICA
11 Drug Trade Name. International or National non-proprietary name (as applicable) & dosage form: TEST

12 Active s) and amount(s) unit dose (complete five col tion is pref . See Attachments

13 Is this t authorized by the ¢ authority to be marketed in the ¢ [< v or within the ton of the ¢ b suthority? No

14 Is this 1 ac on the market in the c« ing ct ‘or within the jurisdiction of the certifying regional authority? No

14.1 _ Are there restrictions of sale. distribution or administration of the grodncl ﬁlﬁeﬂmt&mmi authorization? No

2B.1  Applicant for cernficate name & address: Mackson, 1818 Library St, Reston, VA 20190 United States of America

2B.2 Stams of licant Manufacturer
2B.3 Why is marketing authonization lacking? Not Required
Remarks:test; The firm 05es to rt the active pharmaceutical ingredient listed above which is not marketed in the United States of Am

31 Mapufscrurer name & sddress: Mackson, 1818 Library St, Reston, VA 20190 United States of America
32 Does the cerifying suthority for imspection of the mamufact lant in which the dosage form is produced? Yes
33 Periodicity of routine inspections (years): Pursuant to section S1 3) of the Federal Fi Drug & Cosmetic Act, Inspections will occur in accordance with a risk-based schedule

3.4 Has the manufacrure of this type of dosage form been tnspected? Yes

35 Do the facilities and conform to GMPs as by the WHO? (GMPs including 21 Code of Fedaral Regulations parts 210, 211, or ICE Q7A): Yes. at time of inspection, site complies with FDA ¢cGMP

36 Does the information submirted by the licant sarisfy the cert awhority on all a of the manufacrure of the undertaken by another party? Yes

Free Compliser Bt #

Division of Global Drug Distriburion and Policy

Office of Drug Security, Integyity & Response

To venfy the auth of the inf ion on this certificate, you may scan the QR code or visit www.access fda gov/facv/searchCderCertificate to view a copy of the cestificate as issued by FDA.
This certificate conforms to the format recommended by the World Health Orgamzation format revised March 25, 2021. Website: www.who.mt
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Figure 79 - Electronic Certificate — OTC

United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring, MD 20993, United States of America
CDERExports@fda.hhs.gov - Telephone (301) 796-4950
Certificate of a Pharmaceutical Product - Over-the-Counter Drug (OTC)-FDA Drug Monograph

Certificate Number: §VQ2-QUBB Certificate Issued Date: April 24, 2024 Cemificate Expiration Date: April 24, 2026

Importing Country: ALGERLA Exporting Country: UNITED STATES of AMERICA

1.1 Drug Trade Name. or National name (as & dosage form: TESTB
12 Active edient(s) and amount(s) per unit dose (c late tatve col ition is prefes testc
13 Is dhis product autborized by the cenifying authority to be marketed in the cemifying country or within the junsdicuon of the cerufying regional authority? No

14 Is this product acrually on the market in the certifving country or within the furisdiction of the certifying regional suthoriny” Yes

14.1  Are there restrictions of sale distribution or administration of mEmdnchﬁiﬂtd i :hmafkcmi authorization? No
2B.1  Applicant for cernficate name & address: Nights Watch, 1 The Wall, Frederick, MD 21703 United States of America

2B2 Stamsof Applicant Manufacturer

2B3  Why is marketing lacking? Not Required

Remarks Generally, a nonprescription drug in the United States of America may be legally marketed either under the authority of an approved product-specific New Drug Application or under the conditions of an OTC drug|
Drug products under an OTC drug monograph are not required to receive product specific approval prior to ing if the d; of the

condition in 21 Code of Federal Hhu‘on Part 330.1.

3.1 Mapufacrurer pame & address: Nights Watch, 1 The Wall, Frederick, MD 21703 United States of America

ble monograph(s) are met, as well as each general

3.2 Does the centifying authority arrange for periodic of the ing plant in which the dosage form is produced? Yes
3.3 Periodicity of rounine inspections (years). Pursuant to section S10(h)(3) of the Federal Food, Drug & Cosmetic Act, Inspections will occur in accordance with a risk-based schedule
3.4 Has the of this type of dosage form been inspected? Yes

3.5 Do the facilities and ations conform to GMPs a5 recommended by the WHO? (GMPs including 21 Code of Federal Regulations 210. 211, or ICH Q7A): Yes, at time of inspection, site complies with FDA ¢GMP

3.6 Doss the submitted by the applicant satisfy the certifying authonity on all aspects of the manufacture of the product by another party? Yes
Exports Compliance Branch 7 '
e ——
Office of Drug Security, Integrity & Response ?

To verify the authenticity of the information ca this certificate, you may scan the QR code or visit www.access fda gov/fecv/searchCderCertificate to view a copy of the certificate as issued by FDA
This cenificate conforms to the format recommended by the World Health Organization format revised March 25, 2021. Website: www.who.int

5.3 Additional Certificate Pages

If additional manufacturers are selected to display on the certificate, or large remarks
are added, a second certificate page is generated. The second certificate page displays
the following header information:

Certificate Number
Certificate Issued Date
Certificate Expiration Date
Importing Country
Exporting Country
Product Name

Additional Manufacturers

If any additional manufacturers are added to the application, and selected to display on
the certificate, the first manufacturer information is displayed in Line 3.1; see Figure 80
(below).
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Any additional manufacturers’ information is displayed on a second page; see Figure 81
(below).

Figure 80 - Electronic Certificate — Manufacturer Information

United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring, MD 20993, United States of America
CDERExports@fda.hhs.gov - Telephone (301) 796-4950
Certificate of a Pharmaceutical Product - Approved Drug Product

Certificate Number: TTP3-K6QY Certificate Issued Date: May 20, 2024 Certificate Expiration Date: May 20, 2026

Importing Country: NEPAL Exporting Country: UNITED STATES of AMERICA

11 Drug Trade Name, or National non-proprietary name (as app & dosage form: TEST THIS FIELD. PROPRIETARY NAME (DRUG, TRADE OR BRAND NAME); TEST THIS FIELD. FOREIGN BRAND
NAME

12 Active Ingredient(s) and amount(s) per unit dose (complete quantitative composition is preferred): three; two; one
Is this product authorized by the certifying authority to be marketed in the certifving country or within the ction of the certifving regional authority? Yes

14 Is thus product actually on the market in the certifying country or withun the junsdiction of the certifying regional authonty? No
141 _Are there restnctions of sale. distribution or administration of the irodncl w]ﬁrd in the marketing authorization? No
2A1 Number of marketing authorization & date of issuance: 074926 05/02/2024

2A2 Marketing authonization holder (name and address): Mackson. 1818 Library St, Reston. VA 20190 United States of America
2A3 Stats of marketing authonization holder: Manufacturer

2.A4 Isa summary basis for approval ? No

2A5 Is the attached product information. complete and consistent with the marketing authorization? Yes
2.A6  Applicant name & address for certificate (if different than the marketing authorization holder): N/A

2 A7 Center weblinks to marketing authorization: Orangebook for approved drug products and lebook for CDER.-regulated Biologics License Applications

31 M name & address: Mackson. 1818 Library St. Reston. VA 20190 United States of America
32 Does the certifying authonty amrange for periodic inspection of the manufacturing plant in which the dosage form 1s produced? Yes
33 Periodicity of routme ctions (vears): Pursuant to section $10(h)(3) of the Federal Food. Drug & Cosmetic Act, Inspections will occur in accordance with a risk-based schedule

34 Has the manufacture of this type of dosage form been inspected? Yes

35 Do the facilities and operations conform to GMPs as recommended by the WHO? (GMPs inch 21 Code of Federal Regulations parts 210. 211, or ICH Q7A): Yes, at time of inspection. site complies with FDA ¢GMP

36 Does the information submitted by the applicant satisfy the certifving authonty on all aspects of the manufacture of the product undertaken by another party? Yes

Exports Compliance Branch
Division of Global Drug Distmbution and Policy
Office of Drug Secunity, Integnity & Response

To venfy the authenticity of the information on this certificate. you may scan the QR code or visit www access fda gov/fecv/searchCderCertificate to view a copy of the certificate as issued by FDA
Thus certificate conforms to the format recommended by the World Health Organization format revised March 25, 2021. Website: www.who it

Figure 81 - Electronic Certificate — Additional Manufacturer Information

FOR 4 CDER - REGULATED HUMAN DRUG
Certificate Number: TTP3-K6QY Certificate Issued Date: May 20, 2024 Certificate Expiration Date: May 20, 2026
Importing Country: NEPAL Exporting Country: UNITED STATES of AMERICA

Product Name: TEST THIS FIELD. PROPRIETARY NAME (DRUG, TRADE OR BRAND NAME);TEST THIS FIELD. FOREIGN BRAND NAME

ADDITIONAL MANUFACTURER INFORMATION

Thus attachment 15 to attest that the establishments listed below may manufacture, prepare, market, and legally export the products associated with the human drug identified m the
CPP number listed above as of the date of this certificate issuance date. The facilities listed below are subject to the jurisdiction of FDA and are subject to periodic inspections. The
last inspection at each facility showed substantial comphance with Current Good Manufacturing Practice (CGMP) regulations as required by the Federal Food, Drug, and Cosmetic
Act. The list of facilities may not include all sites that may manufacture, prepare, market, and legally export the product identified above, but are sites that the applicant of this
request included on this certificate request to review by CDER. Any facility associated with the manufacture, preparation, or marketing of the drug that 1s the subject of the
associated CPP that did not achieve substantial compliance with CGMPs is not listed on this declaration.

Name of Manufacturing Site Address Activity
Add Manl Manl Linel, Herndon, VA 20190 Packager
Add Man2 Man2 Line2, Herndon, VA 20170 Relabeler
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Large Remarks

For applications with large Remarks selected to display on the certificate, the Remarks
will display as truncated text in the Remarks row on the certificate, as shown in Figure
82 (below). The complete Remarks will be displayed on the second page, as shown in
Figure 83 (below).

Figure 82 - Electronic Certificate — Long Remarks Truncated

United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring, MD 20993, United States of America
CDERExports@fda.hhs.gov - Telephone (301) 796-4950
Certificate of a Pharmaceutical Product - Approved Drug Product

Certificate Number: EMSG4ZXH Certificate Issued Date: May 20, 2024 Certificate Expiration Date: May 20, 2026
ing Country: MONACO Exporting Country: UNITED STATES of AMERICA
11 Drug Trade Name, International or National non-proprietary name (as applicable) & dosage form: TEST THIS FIELD. PROPRIETARY NAME (DRUG, TRADE OR BRAND NAME); TEST THIS FIELD. FOREIGN BRAND
NAME

12 Active Ingredient(s) and amount(s) per unit dose (complete quantitative composition is preferred): three; fwo: one

13 Is this product authorized by the certifying authority to be marketed in the certifying country or within the junisdiction of the certifying regional authority? Yes
14 Is this product actually on the market m the certifying country or within the jurisdiction of the certifying regional authority? No

14.1  Are there restrictions of sale. distribution or administration of the Emdu:t gxﬁe& in the nu(krlmi authorization? No

2.A1  Number of marketing authorization & date of issuance: 074926 05/02/2024

2A2 Marketing authonzation holder (name and address): Mackson, 1818 Library St, Reston, VA 20190 United States of America

2A3 Status of marketing authorization holder: Manufacturer
2Ad4 Isasummary basis for approval appended? No

2A5 Is the attached product information. complete and consistent with the marketing authorization? Yes
2A6 Applicant name & address for certificate (if different than the marketing authorization holder): N/A

Center weblinks to marketing authorization: Orangzebook for approved drug products and lebook for CDER-regulated Biologics License Applications

Remarks: The FDA has the ﬁ ht to remove and or nEd:Te any remarks Eron‘ded by industry to be Hrénled on the certificate.

31 Mamfacturer name & address: Mackson, 1818 Library St, Reston, VA 20190 United States of America

32 Does the certifying authority ammange for periodic inspection of the manufacturing plant in which the dosage form is produced? Yes

33 Peniodicity of routine tions (vears): Pursuant to section $10(h)(3) of the Federal Food. Drug & Cesmetic Act, Inspections will occur in accordance with a risk-based schedule

34 Has the manufacture of this type of dosage form been inspected? Yes
35 Do the facilities and operations conform to GMPs as recommended by the WHO? (GMPs including 21 Code of Federal Regulations parts 210, 211, or ICH Q7A): Yes, at time of inspection, site complies with FDA ¢GMP

36 Does the information submitted by the applicant satisfy the cemtifving authority on all aspects of the of the product by another party? Yes

'
-
Exports Compliance Branch -[( £
Division of Global Drug Distribution and Policy ? g

Office of Drug Security, Integrity & Response

To venify the auth y of the on this you may scan the QR code or visit www access fda gov/fecv/isearchCderCertificate to view a copy of the certificate as issued by FDA
This certificate conforms to the format recommended hy the Warld Health Organization format revised March 759071 Website: www wha int

Figure 83 - Electronic Certificate — Additional Information (Remarks)

ADDITIONAL INFORMATION

FOR 4 CDER - REGULATED HUMAN DRUG
Certificate Number: EM8GAZXH Certificate Issued Date: May 20, 2024 Certificate Expiration Date: May 20, 2026

Importing Country: MONACO Exporting Country: UNTTED STATES of AMERICA
Product Name: TEST THIS FIELD. PROPRIETARY NAME (DRUG. TRADE OR BRAND NANME): TEST THIS FIELD. FOREIGN BRAND NAME
Remarks: The FDA has the right to remove and or update any remarks provided by industry to be printed on the certificate. The FDA has the right to remove and or update any
remarks provided by mdustry to be printed on the certificate. The FDA has the right to; Want the remarks printed on the certificate. Want the remarks printed on the certificate.
‘Want the remarks printed on the certificate. Want the remarks printed on the certificate. Want the remarks printed on the certificate. Want the remarks printed; Associate countries

to these remarks. Associate countries to these remarks. Associate countries to these remarks. Associate countries to these remarks. Associate countries to these remarks. Associate
countries to these remarks. Associate countries to
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Additional Manufacturers and Larger Remarks

For applications with more than two manufacturers and larger Remarks — both of which
are selected to display on the certificate — the manufacturer list and full Remarks will
display on the second page, as shown in Figure 84 (below).

Figure 84 - Electronic Certificate — Additional Manufacturers and Long Remarks

FOR 4 CDER - REGULATED HUMAN DRUG
Certificate Number: TTP3-K6QY Certificate Issued Date: May 20, 2024 Certificate Expiration Date: May 20, 2016
Importing Country: NEPAL Exporting Country: UNITED STATES of AMERICA
Product Name: TEST THIS FIELD. PROPRIETARY NAME (DRUG, TRADE OR BRAND NAME):TEST THIS FIELD. FOREIGN BRAND NAME

ADDITIONAL MANUFACTURER INFORMATION

This attachment is to attest that the establishments listed below may manufacture, prepare, market, and legally export the products associated with the human drug 1dentified m the
CPP number Listed above as of the date of this certificate 1ssuance date. The facilities histed below are subject to the jurisdiction of FDA and are subject to periodic inspections. The
last inspection at each facility showed substantial compliance with Current Good Manufacturing Practice (CGMP) regulations as required by the Federal Food, Drug, and Cosmetic
Act. The list of facilities may not include all sites that may manufacture, prepare, market, and legally export the product identified above, but are sites that the applicant of this
request meluded on this certificate request to review by CDER. Any facility associated with the manufacture, preparation, or marketing of the drug that 15 the subject of the
associated CPP that did not achieve substantial compliance with CGMPs 1s not listed on this declaration.

Name of Manufacturing Site Address Activity
Add Manl Manl Linel, Herndon, VA 20190 Packager
Add Man2 Man2 Line2, Herndon, VA 20170 Relabeler

ADDITIONAL INFORMATION

Remarks: The FDA has the right to remove and or update any remarks provided by industry to be printed on the certificate. The FDA has the right to remove and or update any
remarks provided by industry to be printed on the certificate. The FDA has the right to; Want the remarks printed on the certificate. Want the remarks printed on the certificate.
‘Want the remarks printed on the certificate. Want the remarks printed on the certificate. Want the remarks printed on the certificate. Want the remarks printed; Associate countries
to these remarks. Associate countries to these remarks. Associate countries to these remarks. Associate countries to these remarks. Associate countries to these remarks. Associate
countries to these remarks. Associate countries to

6 Responding to Return for Action

FDA Reviewers may return the application back to applicants to make modifications, as
needed.

Review the Email Notification:

If your application is incomplete, the system will send you an email notification informing
you the application has been “Returned for Action”.

Review the notification to understand what change(s) you need to make to your
application.

Make the requested change(s) and submit:

1. Locate the application which has the status of “Returned for Action”. See Section
7: Modify Application for detailed steps on modifying the application.

2. Make the required change(s) described in the email notification. Next, resubmit
the application after filling out the “Attestation” section.

Note: You must complete and submit your return-for-action application within
three business days of receipt. A Return for Action (RFA) application is
automatically canceled if it is not corrected and resubmitted within three business
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days from the time it is returned for action by the FDA reviewer to the applicant.
7 Modify Application

The ability to modify an application is based on the application status. Applications that

can be modified have the Modify (“pencil”) icon displayed, as shown in Figure 85
(below).

Figure 85 — Modify Application from the Home Dashboard

4 US. Department of Health and Human Services

FURLS HOME

[FDA | CDER eCATS
CDER Export Certification Application and Tracking System

Welcome to the CDER Export Certificate Application and Tracking System (CDER eCATS)

Form Approval: OMB No. 0910-0498

OMB Form Expiration Date: 04/30/2024

collection of information unless it isplays a currently valid OMB control number.

int or cancel i tion by ciicking on in the Action column

Enter New Application

®0 03-0620-24

sQ 05-0685-24

0 05-0716-24

®Q 10-0097-21 10-27-2021
°0 8 01-0317-23 01-09-2023
°e0 8 01-0318-23 01-09-2023
®sx0 05-0686-24 05-01-2024
®sx0 05-0760-24

ingredient (4P1) 05-17-2024

7.1 Modify Application

1. To modify an application, select the Modify (“pencil”) icon from the Home
dashboard.

2. For applications in “Draft” status, the system will display Section 1 to continue
completing the application.

3. For applications in any status except “Draft” or “Completed”, the system will
display the Modify Application Type page, as shown in Figure 86 (below).

Figure 86 - Modify Application Type

‘CDER eCATS Home > Modify Application

Modify Application Type

Choose how to modify the application

Modify an application based on a notification received

Update number of certificates requested

4. Select the option “Modify an application based on a notification received” and
click “Next” button. If the application is not in “Return for Action” status, an error
message is displayed, as shown in Figure 87 (below).
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Figure 87 — Modify Application Error Message

CDER eCATS Home > Modify Application

Modify Application Type
Choose how to modify the application
© Modify an application based on a notification received

Update number of certificates requested

ERROR: Selected Application is not in “Return For Action - Status”. You cannot modify it.

Back to Dashboard Next

5. For applications in “Return for Action” status, the system will navigate you to the
Final Review page. The system will display the application with an Edit (“paper
and pencil”) icon next to each section, as shown in Figure 88 - Figure 93 (below).

Figure 88 - Final Review Page Section 1

Secion 1 Secton2 Secton 3 Secion 4 Secton's Sactans “

Summary Information

Application Number Date Created Date Certificate Type
05-0716-24 May 21, 2024 May 13, 2024 Certificate of Pharmaceutical Product (CPP)
Section 1
1A Applicant Information
Title Address Line
Ms. 1818 Library St
Contact Name
Samantha Lee
Firm Name 5
Mackson
State,
Contact Phone va
703 1232345
Zip Code
Email Address 20190
Country
United States of America

1B Billing Information
Is the Billing Name and Address the same a5 the Applicant Name and Address?
Yes

Firm Tax ID Code
LAREEREEE]
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Figure 89 - Final Review Page Section 2

Note: Section 2 fields displayed are based on the Product Type.

Section 2 @

2A General Product Information

Is this product licensed or approved to be placed on the market for use in the United States? Product on the market in USA?
No No

Product Type

Restrictions on Sale?
Active Pharmaceutical Ingredient (API)

No

2B Product Specific Information
FDA Product Listing Number (e.g., NDC) What is the Applicant Status?
111111117111 Manufacturer

Why is marketing authorization lacking?
Not Required

2D Product Characteristics

Dosage Form

Active Ingredient Amount Per Unit Dosage

Figure 90 - Final Review Page Section 3

Section 3

3A Active Pharmaceutical Ingredient Manufacturer

\ctive Pharmaceutical Ir

urer Name ai

same as the Applicant Name and Address?

FEI Number

Figure 91 - Final Review Page Section 4

Section 4 @

4A Importing Country List/Additional Manufacturers

List of Countries for which certificates are requested
MONACO

There are no additional manufacturers listed in the application.

4B Number of Certificates

Enter the number of certificates requested (Maximum of 50 including original and additional copies)

Country Original Certificates Additional Copies Total Copies

MONACO 1

Total Fees
$90.00

Total Certificates
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Figure 92 - Final Review Page Section 5

Section 5 @
5A Drug Labels
Label Type File Name File Size (KB)
Package or Container Label 1716310727204 _certificate1716238229509_05-0785-24.pdf 541.599

Total Size (KB)

541.599
5B Supplemental Documents

Do you want to attach supplemental documents?

No
5C Supplemental Documents Details

Document Type File Name Countries Print

5D Remarks

Do you want to add remarks (Optional)?

No
SE Remarks Entry

Remarks Associate to Country? Country Print to Certificate?
@

6A Exporter’s Certification Statement

Firm Name
Mackson

The information, contained in this request for a Certificate of a Pharmaceutical Product, is true and accurate based upon the current approval or other legal basis permitting marketing of the product. We acknowledge that any false or fictitious statements made in
the application used by FDA to process the certificate will be in violation of the United States Code, Title 18, Section 1001

We certify that the drug to be exported is in compliance with the applicable provisions of § 801 or 802 of the Food, Drug and Cosmetic Act as amended by the FDA Reform and Enhancement Act of 1996

AUTHORIZATION TO RELEASE STATEMENT
I authorize the Food and Drug Administration to release this information in the certificate format. | understand that we will be billed a fee for each certificate not to exceed $175.00. If you have any questions or require additional information regarding this

correspondence, please e-mail me at phavady.lee@fda.hhs.gov.

O 1Agree

Name Title
dd g9
Date

May 21, 2024

[rver

Click on the Edit (“paper and pencil”) icon next to the section you would like to

modify.

7. Once you have made the necessary updates to the application and have
returned to the Final Review page, the system will display the sections for your
final review.

8. Click “Submit”. The system will:

e Displays the application number and a message stating the application
has been successfully updated

e Send a confirmation email

o
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7.2 Request Additional Certificates

This option allows you to request additional certificates after your initial application has
been submitted.

Note: The application must be in one of the following statuses to update the number of
certificates requested:

Received

Ready to Review
Under Review
Return for Action

Note: Once the application is in a “Completed” status, you will not be able to update the
number of certificates requested. You will need to submit a new application.

1. Select the Modify (“pencil”) icon from the Home dashboard.

2. The system will display the Modify Application Type page, as shown in Figure 86
(above).

3. Select the “Update number of certificates requested” option and click “Next”, as
shown in Figure 94 (below).

Figure 94 - Update Number of Certificates Requested

n Modity Application

Modify Application Type

Choose how to modify the application

Modify an application based on a notification received

O Update number of certificates requested

1. The system will display the Final Review page. The Edit (“paper and pencil”) icon
will not be displayed for each section.

2. In Section 4B - Number of Certificates, the column “Additional Copies requested”
is editable, as shown in Figure 95 (below).

Figure 95 - Final Review Page with Edit Option Only for Section 4B Number of
Certificates

Original Certificates Additional Copies Additional Copies Requested Total Copies
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3. Enter the additional copies in the “Additional Copies Requested” field(s). This is
available for each of countries you entered in the application.
4. Once you have entered the number click “Submit”. The system will perform the
following:
e Display the application number and a message confirming the application
has been successfully updated
e Send a confirmation email

8 Cancel an Application

The ability to cancel an application is based on the Application Status. Applications that
can be modified has the Delete (“x”) icon displayed in the Home dashboard, as shown

in Figure 96 (below). Only applications in one of the following statuses can be
cancelled:

e Received
e Ready to Review
e Return for Action

Figure 96 - Cancel Application from the Home Dashboard

< US. Department of Heath and Human Services FURLS HOME

[EDA | CDEReCATS

CDER Export Certification Application and Tracking System

Welcome to the CDER Export Certificate Application and Tracking System (CDER eCATS)

Form Approval: OMB No. 0910-0498

OMB Form Expiration Date: 04/30/2024|

/An Agency may not conduct or sponsor, and a person is not reuired to respond to a collection of information unless it displays a currently valid OM control number

el an existing application by clicking on the appropriate icon in the Action column.

Show Complsted Appications

plication Number Certificate Type

®0 03-0620-24
s 05-0685-24
s 05-0716-24
®0 10-0087-21 10-27-2001
08 o10317-23 01-08-2023
08 01031823 01-08.2023

®sx0 05-0686-24

05-01-2024
®sxD 05-0760-24

gredient (AP)) 05-17-2024

Note: If the application is in any status other than “Received”, “Ready to Review”, or
“Return for Action”, you will NOT be able to cancel the application. Furthermore, you will
be responsible for any cost associated for the issuance of the certificate requested.

Please contact FDA at cderexports@fda.hhs.gov if you have any questions.

1. Click on the Delete (“x”) icon for the application to be cancelled.

The system will display a warning message prior to cancelling an application, as
shown in Figure 97 (below).
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Figure 97 - Cancel the Application Warning

Cancel Application : 05-0686-24 X

WARNING: Are you sure you want to cancel the application 05-0686-24 7

Back to Dashboard

2.

3.

Select the “Confirm” button. Once confirmed, the system will cancel the
application and display a success message, as shown in Figure 99 (below).
Select the “Return to Dashboard” button to close the window and return to the
Home dashboard. The application remains in your list of applications with the
status of “Cancelled”. You will receive an email notification confirming the
cancelled application.

Figure 98 - Application Successfully Cancelled Message Displayed

Cancel Application : 05-0686-24 X

\/ Success Application 05-0686-24 has been successfully cancelled.

WARNING: Are you sure you want to cancel the application 05-0686-24 ?

Back to Dashboard

9 Submitting an Export Notification Letter

Once you have selected “CDER Export Certification Application & Tracking System”,
the system will navigate you to the CDER eCATS Main Menu page.

1.

Select “Enter New Application / Export Notification” from the list of options. The
system will display a screen allowing you to apply for an Export Notification letter,
as shown in Figure 99 (below).
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Figure 99 - Export Notification Letter

CDER eCATS Home » Enter New Application / Export Notification
Enter New Application / Export Notification

Please apply for the Export Notification Letter only for Unapproved Drug product
Application

O Export Notification Letter @

2. Select “Export Notification Letter”. All the export notification letters you have
submitted will be displayed, as shown in Figure 100 (below).

Figure 100 - Account Export Notification Letters

Enter New Application / Export Notification

CDER eCATS Home > Enter New Application

CDER eCATS Home Export Notification Summary

Enter New Application / Export
Notification Showing 1to 1 of 1 entries

Declaration Request
w| 50 v evioue
Modify Application Show entries Previous Next

Search Application

Filter.

Action Notification ID |7 Submitted Date Active Ingredient Country
Print Certificate

[ .8 ENL-00020-22 11-05-2021 test ARGENTINA
User Communications

Showing 11o 1 of 1 entries Filter:

snow | 30 ¥ | entries Previous Next

m Enter New Export Certificate Notification Letter

3. Click the “Enter New Export Certificate Notification Letter” button to submit a new

letter. The export notification letter will be displayed, as shown in Figure 101
(below).
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Figure 101 - Create New Export Notification Letter

CDER eCATS Home > Export Noification

(I EREESEETE APPLICANT INFORMATION
Notification Title

Declaration Request sdfsdf

Modify Application Applicant Name

vijay lakshmipathi
Search Application

Print Certificate Firm Name
sdfdsfs
User Communications

PRODUCT CHARACTERISTICS

Dosage Form (Optional)

COUNTRY

Country

Name

Ol Agree

Cancel & Start Again

Address

20 summer st

Malden , Massachusetts 02148
UNITED STATES

Email Address
vijay.lakshmipathi@fda.hhs.gov

—-Please Select— v
Add Active Ingredients
Attachment File Size (KB) Action

No Couniry Added.

Add Country

CERTIFICATION OF EXPORTATION FROM THE U.S. FOR UNAPPROVED DRUGS

| certify that is intended for export and is in compliance with the applicable provisions of section 801(e) and section 802 of the FD&C Act, a5 amended by the FDA
Reform and Enhancement Act of 1996

Title

Date November &, 2021

Submit B

Applicant Information:

The applicant is the owner of the account from which the application is filed, and the
Point of Contact requesting the export notification letter. The applicant is responsible for
completing and signing the export notification letter form. The fields in this section are
automatically populated based on the information from your OAA and cannot be edited
in CDER eCATS. If the information is incorrect, you can click on the “OAA Account”

hyperlink and log into your account.

Product Characteristics:

-

Select the “Dosage Form?”, if applicable.

2. Select the “Add Active Ingredient” button to add an active ingredient; at least one

must be added.

3. Enter the “Active Ingredient” and click the “Add” button, as shown in Figure 102

(below).
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Figure 102 - Add Active Ingredient

Add Active Ingredient (x|

characters)

P

Amount Unit Dose
(Optional) {Optional)
per
—Please Select— v
Country:

1. Select the “Add Country” button to add country information, as shown in Figure
103 (below).

2. Select a country, add attachment(s) (if applicable), and click the “Add” button.
Figure 103 - Add Country

Add Country (x|

Country to Which Firm to Export

—Please Select Country-— v

Attachment (Optional)
Allowed file types are *.doc, *.docx and *.pdf. The file size cannot exceed 50ME.

Choose File | No file chosen & Upload

Submitting the Export Notification Letter:

1. When your application is ready for submission, click on the “Submit” button
located at the bottom of the page, as shown in Figure 104 (below).
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Figure 104 - Review Export Notification Letter

APPLICANT INFORMATION

Title

Address
sdfsdf 20 summer st
Malden , Massachusetts 02148
Applicant Name UNITED STATES
vijay lakshmipathi
Email Address
Firm Name vijay.lakshmipathi@fda.hhs.gov
sdfdsfs

PRODUCT CHARACTERISTICS

Dosage Form {Optional) Aerosol

Active Ingredient Amount Per Unit Dosage Action

test

%,
x

Add Active Ingredients

COUNTRY

Country Attachment File Size (KB) Action

ARUBA 1636300369668 ELM Redesign (1).pdf 49.434 sx

Add Country

CERTIFICATION OF EXPORTATION FROM THE U.S. FOR UNAPPROVED DRUGS

| certify that test is intended for expert and is in compliance with the applicable provisions of section 801{e) and section 802 of the FDAC Act, as amended by the
FDA Reform and Enhancement Act of 1996.

Name S Lee Title

Analyst

. November 8, 2021
@l Agree Date

2. The system will display a message stating your export notification letter was
submitted, as shown in Figure 105 (below). The system will provide you with a
“Notification ID” number. Please save this number for future reference.
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Figure 105 - Submission Page

T
[}

Enter New Application / Export Notification
CDER eCATS Home » Export Notification

CDER eCATS Home Export Notification

Ly — You have successfully submitted the Export Nofification Letter.
Notification Nofification ID ENL-00021-22

Declaration Request
Modify Application
Search Application

Print Certificate

User Communications

10 Declaration Request

Once you have selected “CDER Export Certification Application & Tracking System”,
the system will navigate you to the CDER eCATS Main Menu page.

1. Select the “Declaration Request” option and all Declaration Requests you have
submitted will be displayed, as shown in Figure 106 (below).

Figure 106 - Account Declaration Requests

Declaration Request = -]

CDER eCATS Home > Declaration Request

Enter New Application / Export General Information

Notification

Declaration Request A cGMP Declaration is sent to a foreign regulator certifying a firm's current GMP compliance under US law. The requesting firm must be physically located in the
United States and be included as part of a marketing application submitted to that foreign regulator. The firm must request a cGMP Declaration for its own

Modify Application establishment. The Declaration is provided as a supplement to a current Certificate of Pharmaceutical Product (CPP).

Search Application

Authenticate Cerlificate Number
Print Certificate

User Communications Enter Certificate of Pharmaceutical Product (CPP) Certificate Number -

List of Declaration Requests
show| 0 ™ entries Filter:

Action Declaration Number Submitted Date Status

No records found.

Showing 0 to 0 of 0 entries Previous Next

2. Enter a CPP Certification Number and click “Next”. The Declaration Request will
be displayed, as shown in Figure 107 (below).
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Figure 107 - Create New Declaration Request

Declaration Request

T
(]

CDER e€CATS Home > Declaration Request

CDER eCATS Home Requestor Information

Enter New Application / Export
Notification | am an establishment physically located in the U.S_ that has been included as part of marketing application submitted to a foreign regulator, | am requesting written
communication fo a foreign regulator conveying the current compliance status for my establishment.

Declaration Request Oves ONo

Modify Application
search Application Regulator Email Address

Print Certificate :
Email

User Communications
<+ Add Email
Manufacturer Information

Manufacturer

Is the Manufacturer Name and Address the same as the Reguestor Name and Address?
Oves ONo

FEI Number

Manufacturer Type —-Please Select— v

| authorize the Food and Drug Administration (FDA) to release this information. The information contained in this request for a cGMP declaration is true and accurate based
upon the current approval or legal basis permitting marketing of the product. We acknowledge that any false or fictitious statements made in the application used by FDA to
process the certificate will be in violation of the United States Code, Title 18, Section 1001.

Name Title

Date November 8, 2021

O | Agree

Preview Declaration Submit 3

Requestor Information:

Select “Yes” or “No”.

Regulator Email Address:

Enter an email address. Click the “Add Email” button to add additional email addresses.
Manufacturer Information:

Indicate if the Manufacturer Information is the same as the Requestor Information (from
the application). If you answered “Yes” in response to the abovementioned prompt, the
system displays the following to be filled out, as shown in Figure 108 (below).
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Figure 108 - Add Manufacturer Information

Manufacturer Information

Manufacturer

I the Manufacturer Name and Address the same as the Requestor Name and Address?

OYes ®No
FEI Number Name
Manufacturer Type --Please Select-—- ~ Address Line 1

Address Line 2

(Optional)
Country UNITED STATES v
Zip Code

Extension
City —Please Select-- A
State/Province/Territory —Please Select-- v

Previewing the Declaration Request:

To review the Declaration Request prior to submission, click the “Preview Declaration”
button. This will save the request as a PDF; use your browser settings to view the PDF,
as shown in Figure 109 (below).
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Figure 109 - Declaration Request Preview

™
‘,

**

; DEPARTMENT OF HEALTH & HUMAN SERVAEES Food and Drug Administration
‘-__ Center for Drug Evaluation and R esih
1“-:.. 10903 New Hampshire AvenugeBuilling 51, Room 4249
o Silver Spring, MD 20993-0002

CURRENT GOOD | 'A/. L FACTURING PRACTICE (CGMP) » EC_ARATION
FOR A CDER - REGULATED AC11v . PHARMACEUTICAL INGREDIENT (.. ) HUMAN DRUG PRODUCT

Declaration Number: XXX Declaration Issue Date: Mon DD, Country Destination: ARGENTINA
YYYY
Product Name: TEST, Us? Associated CPP Number: CWL 0)-
TKBD

Yae actual declaration issued by the FDUyniiy Ve different from this previewed declarion

|: wizmavision Director for the Division of G oL\ % cug Distribution and Policy, within tho G250 of Drug Secunty,
iz nity, and Response of the Office of Compiia ce, Center for Drug Evaluation and Resciig? {CDER), Food and Drug
Administration. In this capacity, | issueiiport certificates (Certificates of Pharmaceytiogl Product (CPPs)) concerning
the manufacture, preparation, and maraiting of human drugs in the United Statesfoitsc |y importing countries when
considering whether to accept th#"ynuited human drug into that country and/s&"%r (e when considering licensing the
human drug product in that cpu. fry.

As of the date of 1ssuance, (s "GMP declaration certifies that the faciliw =nuified below, associated with the humai
drug identificd in the/CTP number listed above 1s subject to the jur'S8 ction of FDA, and 1s subject to periodic

mspection. The last tispe tion at the named facility showed substostia' compliance with CGMP regulations gs iygqw od
by the Federal@pa, Diug, and Cosmetic Act. This declarat’@iyss ot a substitute for an export certificaterGiyt a tests to

the legality.a. 4 ex’ ortability of human drug products.

lf' <ilioc Name Facility Addresss” Facility Role 1514 spection Date
|- "ac’ son 123 Test Stree.* Relabeler |INODIYYYY
L Reston - - 019 i

Exports Compliance Branch

Division of Global Drug Did nbui'on and Policy
Office of Drug Security, In.xer.y), and Response
CDER Office of Com slian =

Submitting the Declaration Request:

1. When your Declaration Request is ready for submission, click on the “Submit”
button located at the bottom of the page.

2. The system will display a message confirming your declaration request was
submitted, as shown in Figure 110 (below). The system will provide you with a
Declaration Number. Please save this number for future reference.
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Figure 110 - Declaration Request Submission

Declaration Request

Your Declaration Number is DEC-0024-22. Flease keep the Declaration Number for your records. The Declaration Number is required for all communications with FDA
regarding this request.

11 Search
11.1 Search Applications

1. To search for applications, select “Search Application” from the CDER eCATS
Main Menu page.

2. Select the “Application” option, as shown in Figure 111 (below), to search your
applications by various criteria. Once you have found the application, you can
modify the application (if applicable), request for additional certificates, or print
the application.

Figure 111 - Search Application

Search Application e e

CDER eCATS Home > Search Application

CDER eCATS Home Search Application/Export Notification Letter/Declarations

Enter New Application / Export

Notification Please Select an Option
Declaration Request (O Application

Modify Application () Export Notification Letter
Search Application () Declarations

Print Certificate

User Communications

3. You can search using any or all of the following fields, as shown in Figure 112
(below). You must enter at least one search criteria:

Application Number

Product Type (dropdown list)

Approval Number

BLA License Number

NDC

Product Name

Active Ingredient
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e Application Status (dropdown list)

o Certificate Type (dropdown list)

e Facility Type (this includes Finished Dosage Manufacturer, API
Manufacturer, Packager/Relabeler)

e Facility Name

e Facility Address (this includes Finished Dosage Manufacturer, API
Manufacturer, Packager/Relabeler)

Note: For the “Facility Information” section of the search, you must select an option from
the “Facility Type” dropdown list to perform a search using the “Facility Information”
parameters.

Figure 112 - Search Parameters

Search Application = 9

CDER eCATS Home > Search Application

CDER 6CATS Home Search Application
Enter New Application / Export Application Information
Notification
Declaration Reguest Application Number NDC
Modify Application
Product Type --Please Seleci— v Product Name
Search Application
Approval Number i
Print Certificate PP Active Ingredient
User Communications BLA License Number Application Status —Please Select— v
Certificate Type —Please Select— ¥
Facility Information
Facility Type --Pleasze Seleci-—- v Address Line 1
Facility Name Address Line 2
City
State/Province/Territory —Please Select— ¥
Zip Code
Country --Please Salect— A
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11.2 Search Results

The system will display the results which correspond to your search, as shown in Figure
113 (below).

Figure 113 - Search Results

Search Results

Search Results

Showing 1 to 4 of 4 entries

Show | 50 E| entries

Action Application Status Certificate Product Name Active Submitted Expiration
Number Type Type of Ingredient Date Date
Drug
® 40 10-0151-17 Received Certificate of Approved Proprietary  Active 10-19-2018
Pharmaceutical Drug Product Name Ingredient-1,
Product (CPP} Active Ingredient
-2
@D 10-0152-17 Cancelled Certificate of Approved Propristary ~ Active 10-18-2018
Pharmaceutical Drug Product Name Ingredient-1;
Product (CPP} Active Ingredient
-2
®# 0 05517 Canceled  Cerfificate of Approved Propristary  Propritary Name | 10-20-2016
Pharmaceutical Drug Product Name
Product (CPP)
@0 10-0264-18 Submitted Certificate of Approved Test Test Ingr. 10-02-2017
Pharmaceutical Drug Product
Product (CPP}

Showing 1 to 4 of 4 entries
Ll m 3

€ Previous £ New Search

” 113

The system will display the “Action”, “Application Number”, “Status”, “Certificate Type”,
“Product Type”, “Name of Drug”, “Active Ingredient”, “Submitted Date”, and the
“Expiration Date”. Use the up and down arrows in the column headings to sort the

application list in ascending or descending order.

Features Available from Search Results:

The following features are available from the Search Results dashboard:
e View Application

e Modify Application
e Clone Application
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View an Application:

To view an application, click on the View (“eye”) icon from the Action column. Once the
application is displayed, you can print a copy of the application.

Modify an Application:
To modify an application, select the Modify (“pencil”) icon from the Action column.

Note: The application must be in a specific status in to see the Modify option. Refer to
the Modify Application section for more information on how to use these features after a
search.

Clone Application:

At any time, you have the option to generate a copy of an existing submitted application.
Next to the application number, select the Clone (“double book”) icon from the Action
column. The system will automatically create a copy of the application. The system will
navigate to the Final Review page where you can submit the application or, make any
necessary edits prior to submitting the application.

Note: The Clone icon is also available from the Home dashboard.

11.3 Search Export Notification Letters

1. To search for export notification letters, select “Search Application” from the
CDER eCATS Main Menu page.

2. Select the “Export Notification Letter” option to search your letters by various
criteria, as shown in Figure 114 (below). Once you have found the letter, you can
view, modify, or delete it.

Figure 114 - Search Export Notification Letter

Search Application [N 7
CDER eCATS Home > Search Application
CDER eCATS Home Search Application/Export Notification | etter/Declarations
Enter New Application / Export
Notification Please Select an Option
Declaration Request O Application
Modify Application (@ Export Notfication Letter
Search Application (O Declarations
Print Certificate
User Communications
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3. You can search using any or all the following fields, as shown in Figure 115
(below). You must enter at least one search criteria:
e Submission Date Range — Start Date and End Date
¢ Notification ID
e Country

Figure 115 - Search Parameters

Search Application (=2
CDER eCATS Home > Search Application
CDER eCATS Home Search Export Notification Letter
Enter New Application / Export Export Notification Information
Notification
Declaration Request Submission Date Range
) o Start Date § End Date ﬁ
Modify Application (MM/DDAYYYY) (MM/DDIYYYY)
Notification ID Country —Please Select— A
Print Certificate
User Communications
=n

Search Results:

The system will display the results which correspond to your search, as shown in Figure
116 (below).

Figure 116 - Search Results

Search Resulis

Search Results

Showing 1 to 2 of 2 entries

Show| 90 ¥ entries

Action Notification ID Active Ingredient Country Submitted Date
e x ENL-00021-22 test ARUBA 11-08-2021
@ x ENL-00020-22 test ARGENTINA 11-05-2021

Showing 1 to 2 of 2 entries

The system will display the “Action”, “Natification ID”, “Active Ingredient”, “Country”, and

“Submitted Date” columns. You can use the up and down arrows in the “Notification ID”

and “Submitted Date” column headings to sort the letter list in ascending or descending
order.

Page | 77




W U.S. FOOD & DRUG

ADMINISTRATION

View an Export Notification Letter:

To view an Export Notification Letter, click on the View (“eye”) icon from the Action
column.

Modify an Export Notification Letter:

To modify an Export Notification Letter, select the Modify (“pencil”) icon from the Action
column.

Delete Export Notification Letter:

To delete an Export Notification Letter, select the Delete (“x”) icon from the Action
column. A confirmation message is displayed. Select “OK” to delete the letter.

11.4 Search Declarations

1. To search for declarations, select “Search Application” from the CDER eCATS
Main Menu page.

2. Select the “Declarations” option to search your declarations by various criteria, as
shown below in Figure 117 (below). Once you have found the letter, you can
view the declaration.

Figure 117 — Search Declarations

Search Application = 0
CDER eCATS Home » Search Application
CDER eCATS Home Search Application/Export Notification Letter/Declarations
Enter New Application / Export
Notification Please Select an Option
Declaration Request O Application
Modify Application (O) Export Notification Letter
Search Application (@ Declarations
Print Certificate
User Communications

3. You can search using any or all of the following fields, as shown in Figure 118
(below). You must enter at least one search criteria:

Submission Date Range — Start Date and End Date

Declaration Number

Importing Country

Linked Certificate ID

Page | 78




U.S. FOOD & DRUG

ADMINISTRATION

Figure 118 - Search Parameters

Search Application

T
Y]

CDER eCATS Home > Search Application

CDER eCATS Home Search Declarations

Enter New Application / Export

Notification Submission Date Range

Start Date End Date

Declaration Request (MM/DDIYYYY) (MM/DD/YYYY)

Modify Application

Declaration Number Importing Country —Please Select- v
Search Application

Print Certificate Linked Certificate 1D

User Communications

=D

Search Results:

The system will display the results which correspond to your search, as shown in Figure
119 (below).

Figure 119 - Search Results

Search Results

Search Results

Showing 1 to 2 of 2 entries

Show | 30 ¥ entries

Action Declaration Number Certificate ID Importing Country Submitted Date
L] DEC-0024-22 453j-0x2v ANTIGUAAND BARBUDA 11-08-2021
] DEC-0022-22 PHRD-AGRK ANTIGUAAND BARBUDA 11-05-2021

Showing 1 to 2 of 2 entries

=

The system will display the “Action”, “Declaration Number”, “Certificate ID”, “Importing
Country”, and “Submitted Date”. You can use the up and down arrows in the “Certificate

ID” and “Submitted Date” column headings to sort the declaration list in ascending or
descending order.

View a Declaration Request:

To view a Declaration Request, click on the View (“eye”) icon from the Action column.
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12 User Communication

During the application process, applications may require additional clarification between
the roles of FDA reviewer and requester. The “User Communications” workflow
consolidates the correspondence between Requestors and FDA reviewers in the CDER
eCATS application.

1. To send and respond to the communication related to your application, export
notification letter or declaration request, click on the “User Communications” from
the CDER eCATS Main Menu page.

2. For communications regarding your application, select the “Application” option
and the system will provide an option to “Enter the Application Number”, as
shown in Figure 120 (below). Click “Next”.

Figure 120 - Enter Application Number

User Communications a8
CDER eCATS Home > User Communications
CDER eCATS Home User Communications
Enter New Application / Export
Notification Flease Select an Option
Declaration Reguest @ Application
Modify Application Enter Application Number
Search Application
Print Certificate (O) Export Notification Letter
(O Declarations
e ]

3. For communications regarding your export notification letter, select the “Export
Notification Letter” option and the system will provide an option to enter the
“Export Certificate Notification Letter ID”, as shown in Figure 121.

4. Click “Next”.
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Figure 121 - Enter Notification ID

User Communications =

CDER eCATS Home > User Communications

CDER eCATS Home User Communications

Enter New Application / Export

Notification Please Select an Option

Declaration Request (O Application

Modify Application @ Export Notification Letter

Search Application Export Certificate Notification
Letter ID

Print Certificate

5. For communications regarding your declaration request, select the “Declarations”
option and the system will provide an option to “Enter the Declaration Number”,
as shown in Figure 122 (below).

6. Click “Next”.

Figure 122 - Enter Declaration Number

User Communications =)

CDER eCATS Home » User Communications

CDER eCATS Home User Communications

Enter New Application / Export

Notification Please Select an Option
Declaration Reguest (O Application

Modify Application (O Export Notification Letter
Search Application @ Declarations

Print Certificate Enter Declaration Number

The system will display the option to enter the user comments. If there are previous
inquires, those inquires will be displayed in the data table, as shown in Figure 123
(below). Users can submit the comments via this workflow for applications in all
statuses — except “Submitted”, “Canceled”, “Pending virus scan”, “Processing and Draft”

— as well as any export notification letters and declaration requests.
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The data table will display the following fields:

e Comments
e Entered By
e Created Date

Figure 123 - Enter User Comments

Inquiry Summary

Application Number 02-0197-17

Showing 1 to 2 of 2 entries
Show | 30 ﬂ entries Previous - MNext
Comments Entered By Created Date
For Testing @ida.gov Sep 12, 2017 2:58:10 PM
i@fda.gov Sep 11, 2017 8:55:19 PM

test

Please post or respond to your inquires in the comment box below.

Comments

Enter any user comments and click “Submit”. The system will display the confirmation
message, as shown in Figure 124 (below).

Figure 124 - User Communications Confirmation Message

Confirmation Page

You have successfully updated the communication for the application number 02-0197-17.

When an FDA user submits communication on any application via “User
Communications” workflow, the system will send the notification to the Requestor email

address associated with the application.

When an industry user submits communication on any application via “User
Communications” workflow, the system will send the email notification to the FDA

CDER Exports Compliance Branch.
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Note: For the inquires requested on your application, export notification letter, or
declaration request(s), please do not reply to email notifications. Enter your response
via the “User Communications” workflow.

13 Obtaining and Responding to Notifications
The system provides automated notifications to the Requestor email address whenever:

You save an application to draft prior to submittal

You submit your application

Your submitted application is under review by FDA

You cancel your application

You modify and re-submit your application based on a Return for Action request

from FDA

Your application is approved by FDA

e Your application is cancelled by FDA

e Your application is cancelled because it has been in “Incomplete” status for more
than 30 days

e Your application is cancelled because it has been in “Return for Action” status for

more than three business days

14 Validating the Authenticity of CDER-Issued Export
Certificate

Foreign Government Officials (FGO) can validate the authenticity of CDER-issued
certificates by using FDA’s Online Portal for Verification of Export Certificates for Drugs.

There are two ways to access this online portal:

e Visit FDA’s Online Portal for Verification of Export Certificates for Drugs. This link
is also included in the footer of each electronic certificate issued.

e Scan the QR code included at the bottom of each electronic certificate issued.

Online Portal

The FGO must have the Certificate Number and Expiration Date of the certificate to
verify it. Enter the information, and click the “Submit” button, as shown in Figure 125
(below).
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Figure 125 - FDA Online Portal for Verification of Export Certificates for Drugs

< us. Department of Health and Human Services

[F®A | FURLS EXPORT CERTIFICATE VALIDATOR

Online Portal for Verification of eCPPs for Human Drug Products

To verify the authenticity of an electronic Certificate of Pharmaceuti nd click Submit. You must provide all characters, including hyphens.

alid, the portal will display a copy of the certificate with the watermark CERTIFICATE

«portCertificateProgram @fda.hhs.gov.

If the information provided is associated with a valid éCPP, the portal will open a copy of 1
WITHDRAWN. If there are any inconsist

Certificate Number:

Expiration Date:

U, Department of Health and Human Services

QR Code

Use a QR Reader to scan the QR Code displayed on FDA'’s issued electronic
certificates, as shown in Figure 126 (below).

Figure 126 — QR Code on eCPPs

Division Director
Exports Compliance Branch
Division of Global Drug Distribution and Policy
Office of Drug Secunty. Intesrity & Response

1. The FGO will enter the Certificate Number and click the “Submit” button, as
shown in Figure 127 (below).

Figure 127 — Certificate Verification using QR Code

Online Portal for Verification of Export Certificates for Food

To verify the authenticity of an FDA-issued export certificate for food products, enter the certificate number from the certificate and click Submit. You must provide all characters,

including hyphens.

If the information provided is associated with a valid export certificate, the portal will open a copy of the certificate with the watermark FOR VERIFICATION PURPOSES ONLY. If the certificate has been withdrawn and is no longer valid, the portal will display a copy of the certificate with the watermark

CERTIFICATE WITHDRAWN. If there are any inconsistencies between the certificate you received and the certificate provided on this site for verification purposes, please contact CFSANExportCertification@fd

Certificate Number:

2. If a certificate is not found, (i.e., the certificate expired or is no longer valid) an
error message will be displayed.
3. If the provided information is correct, a PDF will be generated. The certificate will
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display a “For Verification Purposes Only” watermark. The certificate will display
a “Withdrawn” watermark if the certificate has been withdrawn.

4. Use your browser settings to view the PDF, as shown in Figure 128. Using the
data displayed, you can verify the information based on the certificate the U.S.
Exporter provided.

Figure 128 - Authenticated Certificate

United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring, MD 20993, United States of America
CDERExports@fda.hhs.gov - Telephone (301) 796-4950
Certificate of a Pharmaceutical Product - Approved Drug Product

‘Certificate Number: EM3G-4ZXH ‘Cemificate Issued Date: May 20, 2024 Cerificate Expiration Date: May 20, 2026

Importing Country. MONACO Exporting Country: UNITED STATES of AMERICA

11 Drug Trade Name, i or National name (ss i & dosage form: TEST THIS FIELD. PROPRIETARY NAME (DRUG, TRADE OR BRAND NAME);TEST THIS FIELD. FOREIGN BRAND
NAME

12 Active s) and amount(s) unit dose (c e Cf tion is preferred): three; fwo; one

13 Is tus t authorized by the ce: authority to be marketed in the < or within the ton of the ¢ regional authority? Yes

14 Is this tac on the market in the ci < or within the .of the cerfying regional authoriry? No

141 Anthu!mmcdmﬂfuk.dhmhnm«lhmsmﬁnnotﬂﬂﬁiﬁedmhmi authorization? No

2A 1 Number of marketing suthorization & date of issuance: 074926 05/02/2024

2A2 Marketinz quthorization bolder (name and address): Mackson, 1818 Library St, Reston, VA 20190 United States of America
2A3 Suaws of markenns guthonzanon holder. Mai

2A4 @sa basis for ral 7 No

2AS5 Is the artached product omplete and consistent with the marketing i ? Yes
2A6  Applicant name & address for cerfificate((ifdifferent than the marketing authorization holder): N/A

3.1 Mapufacturer pame & address: Mackson, 1818 Library St, Reston, VA 20190 United States of America

32 Does the ce: authority for in: of the lant in which the dosage form is ed? Yes

3.3 Periodicity of routine inspections (years): Pursuant to section $10(h)(3) of the Federal Food, Drug & Cosmetic Act, Inspections will occur in accordance with a risk-based schedule

34 Has the manufacture of this type of dosage form been inspected? Yes

35 Da' the facilities and operations conform to GMPs as recommended by the WHO? (GMPs inclding 2] Tode of Federal Regulations parts 210, 211, or ICH Q7A): Yes, at time of site complies with FDA cGMP
36 Does the submitted by the applicant satisfy the certifying suthority on all aspects of the f the product by another party? Yes

o

>
Exports Compliance Braach 1(
Dmnvsion of Global Drug Distributios aad Policy h! 2 *
Office of Drug Security, Integrity & Response’ "

To verify the suthenticity of the information on this certificate, you may scan the QR code or visit www.access fda gov/fecv/searchCderCertificate to view a copy of the certificate as issued by FDA.
This i £ to the format by the World Health Orzanization format revised March 25, 2021. Website: www.who.int
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