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TO : ALL STAKEHOLDERS AND THE GENERAL PUBLIC

SUBJECT : IMPLEMENTATION OF THE FOOD AND DRUG
ADMINISTRATION _ (FDA) ESERVICES PORTAL
SYSTEM _FOR __CERTIFICATE _OF LISTING OF
IDENTICAL DRUG PRODUCT (CLIDP) APPLICATIONS

The FDA, in its commitment to provide stakeholders with streamlined and improved
government services, developed the FDA eServices Portal System for Certificate of
Listing of Identical Drug Product (CLIDP) applications.

The FDA advises and encourages all stakeholders to utilize the eServices Portal System
for CLIDP applications. All applicant companies are hereby advised to apply through the
FDA eServices Portal starting 15 March 2022.

Please follow Annex A of this Advisory for the Guidelines on CLIDP Applications Using
eServices Portal System and Annex B for Procedure on the Use of the FDA eServices
Portal System for CLIDP Applications.

For any feedback and comments for the FDA eServices Portal, please send them to
cdrr.od@fda.gov.ph.
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ANNEX A

Guidelines on Certificate of Listing of Identical Drug Product
Applications Using eServices Portal System

Guidelines

1.

All Certificate of Listing of Identical Drug Product Applications shall be
accomplished using the online application form through the eServices Portal
System (https://eservices.fda.gov.ph). Creation of account and password is no
longer a requirement to obtain access to the online portal.

The declared e-mail address under the Contact Information is unalterable. The
applicant shall make sure that the e-mail address is within the scope and access
of the Authorized Person/s and/or Qualified Personnel handling the transaction.
Thus, FDA shall not be held liable in any way for loss of access to the declared
e-mail address.

All fields on the online application form have written warnings/pop-ups/
reminders before proceeding to the next step to ensure accuracy of information
provided.

The result of the application will be sent to the e-mail address of the applicant.
Documentary requirements shall be in pdf with 2 MB maximum file size.

All information filled-out by the applicant during the process shall be reflected

in the final output based on the consistency with uploaded documents. Thus, it is
imperative for the client to be diligent in filling out all the required information.

Pre-assessment

1.

An FDA evaluator/assessor shall conduct pre-assessment on the submitted
application and documentary requirements with regard to their completeness and
correctness. Applications with incomplete or incorrect data entry and document
submissions shall not be accepted and the application will not proceed to the next
step of the process.

The pre-assessment of applications shall be done within the prescribed working
days and office hours of the FDA.

The FDA shall inform the applicant of the result of the pre-assessment through
the registered e-mail address of the applicant. If the application passes the pre-
assessment step, the applicant shall receive the Order of Payment (OP) with
Reference Number through e-mail indicating the fees to be paid. If the
application did not pass the pre-assessment step, the FDA shall notify the
reason/s for non-acceptance (e.g., deficiency/ies found) and prompt the applicant
to apply again through the eServices Portal.

Payment of Fees




Payment of the total application fee as indicated in the OP may be done through
Over-the-Counter (OTC) payment at FDAC, On-Coll payment at Land Bank of
the Philippines (LBP) branches, or online payment through BancNet (including
LBP bills payment) based on existing FDA issuances. Always indicate the
Reference Number reflected in the OP. Clients will be informed of other
available channels of payment through an FDA issuance.

Once the payment is made, the payment channel (LBP or BancNet, except for
OTC payment at FDAC) will send a transaction report to the FDA which usually
takes a minimum of two (2) days. Upon receipt of the report, the Cashier Section
checks the details and posts the payment in the eServices Portal if payment is
made in full. Posting of payment may take a maximum of two (2) days,
depending on the volume of paid applications received.

Incomplete payment (amount paid is less than that of the OP amount) will not be
posted until the full amount as indicated in the OP is settled. This also means that
the application will not proceed to the next step of the process.

Applications will receive a system-generated message through the registered e-
mail address on the status of the payment made once posted or needs further
settlement. If full payment is made, e-mail will contain an Acknowledgement
Receipt, otherwise, a notification on payment deficiency.

IV. Evaluation

1.

The veracity of the application and compliance with all the documentary
requirements and appropriate standards shall be further assessed.

The action on the application shall be Approval or Disapproval pursuant to
Republic Act (RA) No. 11032, otherwise known as the Ease of Doing Business
and Efficient Government Service Delivery Act.

Evaluation shall be done within the prescribed working days and office hours.
Applications filed after the working hours and during weekends/holidays shall
be considered filed on the next working day.




ANNEX B

Procedure on the Use of the FDA eServices Portal System for
Certificate of Listing of Identical Drug Product Applications

1. Access the online portal through https:/eservices.fda.gov.ph and click Applications
found at the upper right corner of the landing dashboard.
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2. Click on the Certificate of Product Registration.

Home

Applications

License to Operate Certificate of Product Compassionate Special
Authorization permits for hegith Reglstrunon Rermit
astablishments Marketing Authorization for Haalth

Products

Permits granted to individuals or

to have acce:

ational of unreqistered drug




3. Click on the Drug.

Home | Applications | CPF

Drug

For drug products, including
Biologicals, Vaccines and Veterinary
Products

Home Applications

Certificate of Product Registration

4. Select the Product Category.

Home [ Applications sPR | Drugs

Drug Registration

Application Status

Check the current status of your
application

Vaccines and Biologics

For products which fall under the
categories of Vaccines and
siologics(inciuding Biotechnotogical
‘ Product Biosimilar, Biotechnological
\ Product and/or Biood Products

Applications

Human Drugs - Prescription Human Drugs - Over-the-
Counter

For progucts whnich fall under the

category of Human Drugs For products which tall under the

Prescription cotegories Human Drugs - Over-the

smter, Househo!d Remedy
aditionally Ussd Herbal Products
Harbal Me
Oxygen/G:

ne and/or Meadical

Veterinary

For products which tall under the
category of Veterinary Drug Praducts
(including Veterinary - Vaccines and
Bioiogicals)




5. Click on the Certificate of Listing of Identical Drug Product (CLIDP).

Hom Applicatior PR | Drug: Bic

Automatic Renewal Automatic Renewal Principal Certificate of Product
Registration for Regular CPR & Registration for CLIDP Registration (PCPR)
PCPR Conversion

Automatic Renewal Application

Automatic Renewal Applications PCPR Conversion Application

Certificate of Listing of
Identical Drug Product (CLIDP)

LIDP Application:

6. Read carefully the Declaration & Undertaking. Once done, check the box if you agree
with all the conditions stated. Click on the Start Application.

@ eServices Portal Horme  Applications

Home | Applicatio PR | Drugs | Biovec

Certificate of Listing of Identical Drug Product (CLIDP)

© Al products under Monitored Release (MR) ond Monitored Release Extenzion (MRE) are
not eligible to apply for CLIDP Conversion,

Declaration & Undertaking

We assume pnmary responsibility and/or stewardship over th

advarse event: other public haalth & satety is
in good faith exerted dus diligencs in snsuring & t
are not infringed. We furt agree and bind oursalves thot the |a

all times conform to the not be pressnted

advartisement of the proc
to public Mo { public ¢
deciaration is deemed

& misieading

application or. if approves

We. categoricaily deciore that
application a
total information ava
we ottest to their ac

e W STty thot w

racy and truthfuin

& ensure that t

requirements are complete and correéct as prescnbed to our applic

« L The current Good Manufacturing Practice Guidalines is applied in full iIn the
manufacture of this product

« Il The formulation per dozage form is in agreement with the master formula and with
the batch manufacturing record forms.

« il The manufacturing pro

jure s exactly as specified in the master formula and

batch manutacturing records

| agres to the declaration and undertaking




Homae | Applications | CPR | Drugs | Biovac

Certificate of Listing of Identical Drug Product (CLIDP)

& Applicant Information 1

Compuony Nome Pan Phormoceuticol
o Appilicant information
Address uUnit 31A, 20th licor, Yander Bldg, Merin road, Brgy. 123, Taguig City, Matrc
Establishmant Type Drug Distributor - importar
= LTO Number 123458789
£
Sl

b

In the Applicant Information page, fill out all the required fields which are marked
with asterisk (*). Provide a valid and working e-mail address and mobile number in the
Contact Information, and the company pharmacist or the person in charge of the
regulatory affairs in the Details of the Contact Person. Please take note that all fields
marked with asterisk (*) in the succeeding steps are also required to be filled out. Click
on Next.

Homa  Applications

Contact Information) 2

} Email Address o2 3g@amal cor
a0
Mobile Number 70000123
Landline Numbar Landiine Number of MAH )
© Must ba the compaony pharmacist or personnel in charge of regulatory affairs

Details of the Contact Person 3 Drug T

First Nama Wend Drug Manufactute

Middle Name

Lost Nome Park

Dasignation o

Profession

Government Issued Identification Document

ID Type PRC I
1D Number 00123456
Expity Date 15 Decerber 2023

T D




8. Fill out all the required fields in the Product Information page.

@ eServices Portal T Applications

Home | Applications | CPR | Drugs [ Biovoc

Certificate of Listing of Identical Drug Product (CLIDP)

o ! . Product Information ) 1

PCPR Registration DRP-123456
@ Number
PCPR Data of Validity 18 June 2026
o Product information
Generic Name Sample Ganes: NOMY
‘i"; Proposed Brond Name sample Branad Noan
Q + Dosaga Form ond 500 megig
Strength
- :
;gj Pharmacologic vacemne
Caotegary
63 . Product Prascription Drug (fx)
Ciassification
@ Product Cotegory Biologics - Voocine
Marketing Condition Plaase Select
Shall Lile
Storage Condition Store Ol temparotures Dotwoen 30

@n (as reflected in the current CPR's back page, whcre@

Formulation Remarks

2 (only if applicable, e.g. Multivitamins, etc.)

#® Add Formulation

T T

9. In the Formulation, provide all the formulations reflected in the current valid PCPR.
Click on Next.

@on (as reflected in the current CPR 1

Formulation Remarks

Formulation
Ingredient Active Pharmaceutical Ingredient
Dosage Strength Dosage Strength

2 (only if applicable)
_‘—-_'_'_—_—_'_'—-—__

[ Q'ACPII'_‘;‘f""..m.:tu_:r. ) I




10. In the Special Conditions page, tick all the special conditions/remarks/post-approval
commitment as reflected in the current valid PCPR.

Applications

Home | Applications /| CPR Drugs |/ Biovac >licip con

Certificate of Listing of Identical Drug Product (cLiDP)

B : .8 CPR Special Conditions/Remarks/Post-Approval Commitment 1
Special Conditions
‘@} This is Su{);‘e{:( to batch notification

This is subject to lot release certification

@ . 1 This is subject to compliance with the requirements under FDA Circular No. 2013-004 for Monitored
Release (MR) drug products.

o Special Conditions Subject 1o post-marketing surveiliance of the marketing authorization holder's strict complianca to
the Ganeric Labeling Requirements following the applicable provisions ot AO No 50008 tor

drug products for human use ond A 0. No. 105 s. 1991 for veterinary drug products

E::_? k : r Submit a satisfactory Bicequivalence Study Report or Biowaiver (whichever is applicable) within
the validity of this CPR in accordance with FDA Circular No. 2016-019

o Dangerous Drug - To be prescribed by a PDEA 5-2 licensed practitioner in a DOH (yellow )
'@ ; y prascription form. It is a habit-forming drug

Dangerous Drug - To be prescribed by a PDEA 5-2 licensed proctitioner in a personalized ordinary
prescription form. It is a habit-forming drug

Patient Information Leafiet - Appropriate information for the consumers shall be written in Filipino
and/or local dialects, os appropriate

: Submit a Certificate of Good Manufocturing Practice (GMP) Compliance of Foreign Drug
Manufacturer(s) within the validity of this CPR in accordance with A. O. No. 2013-0022 and FDA
Circular 2014-016.

Submit g Certificate of Good Manufacturing Practice (GMP) Compliance of Foreign Drug

mManufacturer(s) within the validity of this CPR in accordance with A O. No. 2013
Circular 2014-016

Review of the submitted Bioequivalence Study Report or Biowaiver, whichever is applicable, shall
be completed by the FDA within the validity of this CPR; correspondingly, this CPR shall be revoked if
product interchangeability hos not been established

Subject to satistactory compliance to the post-approvol commitments detalled in this CPR/ in the
latter accompanying this CPR

Has the product fulfilled the requirements of product
mterchongeabilityfequwclence with the submission of a satisfactory (if
applicable):

Bioequivolence (BE) Study Report
Biowaiver based on Dose Proportionality

Blaobass = sassilication System (BCS)

Post-Approval Commitments

Commitments

Remarks Remark




11. In the Post-Approval Commitment, provide all the deficiencies/requirements for

compliance within the validity of the PCPR as stated in the post-approval letter. Click
on Next.

Post-Approval Commitments
Commitments

Remarks Remarks

< e¥ Add Remarks b }
=

12. In the Packaging Description page, provide the details of all approved pack sizes.
Click on Next.

iome  Applications

Home / Applications /| CPR |/ Drugs |/ Biovac | Clidp convearsior

Certificate of Listing of Identical Drug Product (CLIDP)

© Packaging Description) 1

Packaging Description
=4
“‘T' Description 25 and 185 Multipla Dose Vial
o )
A Pack Size f1s
‘:-‘V::

GPIN [ GTIN (if any)

Suggested Retail Price per unit
o Packoging Description Price (SRP) in Php




13. Provide the required details of all establishments to be reflected in the CLIDP. Click on
Next.

+ Applications

MHome AppHCations CPR Drugs Biovac {1l

Certificate of Listing of Identical Drug Product (CLIDP) |

EB © indicate all Establishments reflected in the CPR
&5 Establishment Information 1
Company Nome A Pharmaceuticals
£
3 J Address ic Drive, Alabang. Muntiniupa City
4 Establishment Manufacturer o
A=
Lo LTO Number

o Establishrment Information LTO Expiry Date of Expiry
FEGMP Clearance FCGMP Clearance Numt
Number
FCGMP Expiry
i . : 2C||ck to add more establishments (as applicable)

BB Akl Cstoblishmeant
T N -

14. Upload all the necessary documents for verification purposes. Click on Next.

@ eServices Portal iome  Applications

Home | Applications | CPR | Drugs / Biovoc Hlidp ¢
Certificate of Listing of Identical Drug Product (CLIDP)
% Uploading of Document 1
LTO of the Distributor L+ ]
Fe
<
LTO of the PCPR Holder (o]
&
s valid PCPR B
P Agreemeant . R
L S5 J
- Labelling Materials &
o Uploading of Documents
Foreign GMP B File
Clearance (For
e imported products)
Back ‘ Next ) 2




15. The Applicant shall review if all the details are correct in the Self-Assessment Review.

@ eServices Portal Home Applications

Home | Applications /| CPR [ Drugs | Biovoc

Certificate of Listing of Identical Drug Product (CLIDP)

o
L2

Self-Assessment Revie

Applicant Information

: * Company Name Pan Pharmaceuticals
O
Address Jnit 31A, 20th fiooar, Yander Bidg rlir ad, Brgy Quig
L 4 ) * Establishment Type rug Distributor
-
D8] LTO Number 2345678010
Contact Information
8 ]
Nige*
* Email Address 1bedi23g@gmail.corn
('3 ] * Mobille Number
Ed
Londline Number indling Number of MAH

o Self- Assessment Review

16.

Once reviewed, the Applicant shall confirm the correctness of the data given and click
on Confirm to submit the application.

| & | hereby confirm that all information | have provided are true and corract to the best of my
knowledge

| | understand that any efrors that | have commited in this online form may be considered
grounds for retusal or canceliation of my application

consent to the use of any personal information provided herein for Government to conduct

the necessary records check and verification of focts in co
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