Republic of the Philippines
Department of Health Y/ /4
FOOD AND DRUG ADMINISTRATION ~ Food and Orug Adminisiration

FDA ADVISORY B R
No.. 20220417 03 HAR 2012
TO : ALL STAKEHOLDERS AND THE GENERAL PUBLIC

SUBJECT : IMPLEMENTATION OF THE FOOD AND DRUG

ADMINISTRATION (FDA) ESERVICES PORTAL SYSTEM
FOR  PRINCIPAL CERTIFICATE OF PRODUCT
REGISTRATION (PCPR) CONVERSION APPLICATIONS
FOR DRUG PRODUCTS

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

The FDA advises and encourages all stakeholders to utilize the eServices Portal System for
PCPR 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 PCPR Applications Using
eServices Portal System and Annex B for Procedure on the Use of the FDA eServices Portal
System for PCPR Applications.

For any feedback and comments for the FDA eServices Portal, please send them to
cdrr.od@fda.gov.ph.
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Civic Drive, Filinvest City, Alabang 1781 Muntinlupa, Philippines
Trunk Line +63 2 857 1900 Fax +63 2 807 0751
Website: www.fda.gov.ph Email: info@fda.gov.ph
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ANNEX A

Guidelines on Principal Certificate of Product Registration Conversion

Applications Using eServices Portal System

Guidelines

1.

All PCPR Conversion 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

L.

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.




III.  Payment of Fees

1.

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
Principal Certificate of Product Registration (PCPR) Conversion 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.

@ eServices Portal Home Applications

Applications

License to Operate Certificate of Product Compassionate Special
Authorization permits for heaith Registration Permit
establishmants Marketing Authorization for Health Permits granted to individuais or
Products institutions to have ac
mvestigational or unregistered drug
products




Click on the Drug.

Home |/ Applications PR

Certificate of Product Registration

For drug products. including
Biclogicals, Vaccines and Veterinary
Products

4ﬁ

Applications

Select the Product Category.

c eServices Portal > Applicotions

Home | Applications | CPR Dirugs

Drug Registration

Application Status

Chack the current status of your
opplication

Vaccines and Biologics

For products which 1ol under the

categories of Vaccines and
Bologics{inciuding Biotechnological
Product. Biosimilor, Blotechnologcal
Product and/or Blood Products

Human Drugs - Prescription
For products which tall under the
category of Humaon Drugs
Frascription

Veterinary
EOr Products w
category of Veterinary Drug Products
(including Veterinary - Voccines and

e h tall undaer the

Brotogicals)

Human Drugs - Over-the-
Counter

For products which fail under the
categories Human Drugs - Over-the-
Counter. Household Remedy
Traditionaily Used Herbal Products
Herbal Medicine and/or Medical
Onygen/Ga




5. Click on the Principal Certificate of Product Registration (PCPR) Conversion.

" e e T
s ~ - _—
P -
Q Q
Automatic Renewal Automatic Renewal Principal Certificate of Product
Registration for Regular CPR & Registration for CLIDP Registration (PCPR)
PCPR o e y Conversion
Automatic Renawal Apphcation
Automoatic Renewal Applications

6. Read carefully the Declaration & Undertaking. Once done, check the box if you agree

with all the conditions stated. Click on the Start Application.

Principal Certificate of Product Registration (PCPR) Conversion




7. 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.
a sServices Ponol Applicotions
|
Home | Appicovons | TP | Drugs /| Bovoc anobor

Principal Certificate of Product Registration (PCPR) Conversion

e Applicant Information ) 1
o
Compary Hame Pan Fharraceutcols
o Applicant infrrmation
AQOress Jret Z1A. 20th licor, Yonder Bidg Merlin Rood, Brgy. 123, Taguig City, Metr
:Q Estubist e Type Dvug Distributon - Wi iss

ITO Number 234567890

Contact Information 2 Drug Distrutor - imporier [Wholesoler
Q Email Address abcdiZ 3g@gmaoi com Drug Distributor - importer e
ug i
MOOile Numirer 0970000123
o : O,
Londiinag Number Landine Number of MAH Fo
% 0 Must be the company pharmacist or personnel in charge of reguigtory offcits Drurg Cist
. Drug ]
0 Details of the Contact Person 3
1 st

First Name Wendy
Middia Name
Last Nome

Designaton o' Company Fhwrnm
Profession

Government Issued Identificction Document

10 Type PRC I
1D Numiber
Cxpiry Date 15 December 2023

=K - T




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

@ eServices Portal Applications
Home | Applications | CPR | Drugs | Biovac | vonation

Principal Certificate of Product Registration (PCPR) Conversion

1) : Product Information )]

Registrotion Number DR-XY123456
-
2]
Date of Validity 15 June 2026
o Product information Generic Nome Somple Genaric Name
Brand Name Sompie Brand Nome
i
Dosage Form ond 30 meg Suspension lor Intramusculor (IM) Injection
L &) Strength prescription Drug (Rx)
Pharmacologic Vaccine Over-the-Counter (OTC) Drug
'S o i
& Category Household Remedy (HR)
* Product Prascription Drug (Rx
g&} sazgification
Product Catagory Biologics - Voccine v
v
Morketing Condition Not Applicable ~
sheif Life
Storage Condition Store ot temparotures not axceeding 20

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

@)n (as reflected in the current CPR)

Formulation Remarks

o® Add Formulotion

9. In the Formulation, provide all the formulations reflected in your current Certificate of
Product Registration (CPR). Click on Next.

@tion (as reflected in the current CPR 1

Formuiation Remarks

Formulation
Ingredient Active Pharmaceutical iIngredient
Dosage Strength Dosage Strength

2 (only if applicable)

B e —— e

[ Qt Add Formulation ‘-) ,
e 3




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

Applications

Home | Applications | CPR /| Drugs | Biovoc / Variation

Principal Certificate of Product Registration (PCPR) Conversion

v} . . CPR Special Conditions/Remarks/Post-Approval Commitmenty ]

Special Conditions
a This is subject to botch notification
This is subject to ot release certification

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

o special Conditions Subject to post-marketing surveillance of the marketing authorization holder’s strict comphance to
the Generic Labeling Reguirements following the applicable provisions of A.0 No. 2016-0008 for
drug products for human use and A.O. No. 105 s. 1991 lor veterinary drug products

O 1ckog Submit a satisfactory Bioequivalence Study Report or Biowaiver (whichever is applicoble) within
the validity of this CPR in accordance with FDA Circuiar No. 2016-019

Dangerous Drug - To be prescribed by a PDEA §-2 licensed practitioner in a DOH (yellow)
prescription form. it is a habit-forming drug

Dongerous Drug - To be prescribed by a PDEA 5-2 licensed practitioner in a personalized ordinary
o ‘ ' prascription form. it is a habit-forming drug

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

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

be completed by the FDA within the validity of this CPR; correspondingly, this CPR shall be revoked it

‘ Review of the submitted Bioeguivaience Study Report or Biowaiver, whichaver is applicabis, shall
product interchangeabdlity has not been established.

Subject to satisfactory complionce to the post-approval commitments detalled in this CPR/ in the
1 letter accompanying this CPR

Remarks Processed under AQ No. 31 5. 2005. Originolly reqistered as DR-XY For

products with proven interchangeability. «The product has fulfilled

Post-Approval Commitments

Commitments

Remarks Remarks

o® Aad Remarks




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

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

Post-Approval Commitments

Commitments

Remarks Remarks

¢® Add Remarks

|
|

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

° sSeorvices Portal Applications

Principal Certificate of Product Registration (PCPR) Conversion

© Packaging Description D 1

Packaging Description

£ Descriptior
3
'&;}’ N [ GTIIN (it any
suggested Retoil
° Pockaging C ) '"
2 {only if applscable]
> “ﬁ
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13. Provide the required details of all the establishments reflected in the CPR. Click on
Next.

c eServices Portal Applications

Home | Applications | CPR / Drugs |/ Biovac Variatic

| Principal Certificate of Product Registration (PCPR) Conversion
|

LTO Number

{5 © indicate all Establishments reflected in the CPR
|
5 Establishment Information 1
i3
Establishment sManufacture "
e

LTO Expiry Date of Expiry
™ E
Ot FcOMP Clearance FcGMP Clearance Number
Number
o Establishment iInformation ECGMP Expiry Date of Expiry
* Company Naome A Pharmaceuticals
é-‘m
Agddress Shiggnghing, Wall Maria

(8

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

@ eServices Portal 4 Applications

MV Apphcatons CPR Drugs Biovoc Janatior

Principal Certificate of Product Registration (PCPR) Conversion

£ Uploading of Documents> 1
-

Oid CPR Oy of previ ¥ R (tront and bock e}
- Post- Approval py of Post-Approval Commitment ketter issued by G | B
Commitment
e
&b ' Koo ,
- Valid LTC DYy vahd o)
&
¥
(4]
Post-Approval Post- Approval Certificatior (o]
oy Certification/(s
(5 | .
ey
Other File py of LT FGMP clearonce el B
Fn
[ 6 ]

3 Uploading of Documants




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

@ eServices Ponal jorme  Applications

Home [ Appiications /| CPR [/ Drugs Biovac | Variation

Principal Certificate of Product Registration (PCPR) Conversion

9 Self-Assessment R@

2 . ;
= Applicant Information
* Company Name Pon Pharmaceuticals
P
&
* Agdress Unit 31A, 20th floor, Yonder Bidg Merlin Road, Brgy. 123, Taguig City, M
4
e/ Establishment Type Drug Distributor - Impaorter w
'
= . LTO Number 12345673010

Contact Information

Email Address abcdi23ggmai.com
a v * Mobile Number 09170000123
Londline Number Landline Number of MAH

o Self- Assassment Review

16. Once reviewed, the Applicant shall confirm the correctness of the data given and click

on Confirm to submit the application.

\/ m not 2 robot

heraby confirm that all information | have provided are true and correct to the best of my

Kno -';Ill‘d".jt‘

understand that any errors that | have commited in this online form may be considered

grounds for refusal or cancoligtion of my application

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

the necessary records check ond verification of facts in connection with my opplication

“(@— ~)2




