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FDA .,

Food and Drug Administration
PHILIPPINES

Republic of the Philippines
Department of Health V

FOOD AND DRUG ADMINISTRATION RAONO PrLIBAS

FDA Circular

No.

SUBJECT: Guidelines on the Importation and Exportation Notification for
Pharmaceutical Products and Raw Materials

RATIONALE

Republic Act (RA) No. 3720, as amended by RA No. 9711, otherwise known as the
“Food and Drug Administration (FDA) Act of 2009”, mandates the FDA to regulate
and subsequently issue appropriate authorizations to establishments engaged in the
manufacture, distribution, importation, exportation and retailing of health products,
among others. Also, Section 5 of RA No. 9711 declares the following powers of the
FDA, “(b) to assume primary jurisdiction in the collection of samples of health
products; (c) to analyze and inspect health products in connection with the
implementation of this Act; (l) to strengthen the post-market surveillance system in
monitoring health products as defined in this Act and incidents of adverse events
involving such products; and (p) to maintain bonded warehouses and/or establish the
same, whenever necessary or appropriate, as determined by the Director-General for
confiscated goods in strategic areas of the country especially at major ports of entry.”

Further, Section 23 of Executive Order No. 175 s. 1987 which amended Section 30 of
RA No. 3720, states that “The Commissioner of Customs shall cause to be delivered
to the Bureau samples taken at random from every incoming shipment of food, drugs,
devices, and cosmetics which are being imported or offered for import into the
Philippines, giving notice thereof to the owner or consignee. ” In addition, Article |
Section 6 (Requirements for Every Incoming Shipment of Health Products) of the
Book Il of the Implementing Rules and Regulation (IRR) of RA No. 9711, states that
“The FDA in coordination with the Bureau of Customs, Bureau of Quarantine and
other concerned agencies is mandated to undertake and adopt measures relating to
importation of health products such as, but not limited to, sampling and examination,
in accordance with relevant existing laws and regulations, of every incoming
shipment of health products”. In order to effectively regulate importation activities on
health products, inter-agency cooperation needs to be well-established.

To implement this, FDA Memorandum Circular (FMC) No. 2013-032, entitled
“Requirements for the Immediate Release of Products Covered by the FDA at the Bureau of
Customs”, was issued, wherein only valid FDA License to Operate (LTO) and
Certificate of Product Registration (CPR) were required to be presented to the Bureau
of Customs (BOC) for the release of pharmaceutical products. However, there is a
need to strengthen market control within the distribution chain through measures to
ensure that the public only receives quality-assured pharmaceutical products. The
infiltration of substandard and counterfeit pharmaceutical products into the supply
system shall be prevented through risk-based surveillance schemes and rigorous
control. Therefore, as part of the FDA’s powers and functions under RA No. 9711,
requiring the concerned pharmaceutical establishments to notify each
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importation/exportation of pharmaceutical products and raw materials is necessary to
strengthen the FDA’s overall market surveillance and control regulatory function.

In the interest of public health, importation and exportation activities relative to
pharmaceutical products and raw materials shall be regulated and monitored by the
FDA. Hence, issuance of this Circular is imperative in ensuring consistency and
effectiveness of these regulatory activities.

OBJECTIVES
This Circular aims to achieve the following:

A. Provide detailed guidelines and clear procedures in the notification process of
importation and exportation of pharmaceutical products and raw materials.

B. Establish and identify the authorized ports of entry and exit of pharmaceutical
products and raw materials into and out of the country for effective border
control.

SCOPE

This Circular shall apply to all FDA-licensed pharmaceutical establishments engaged
in the manufacture, importation, and exportation of finished, semi-finished products
or raw materials of pharmaceutical products for human and veterinary use, except for
pharmaceutical products for personal use covered under DOH-FDA-BOC Joint
Circular No. 1s. 2015.

This Circular shall also apply to Sponsors and Contract Research Organizations
(CRO) for investigational pharmaceutical products, and to Compassionate Special
Permit (CSP) Holders and Donee/Recipient/Consignee for pharmaceutical products
for compassionate use and donation, respectively.

DEFINITION OF TERMS

All the terms or words used herein that are already defined under RA No. 3720 as
further amended by EO No. 175 and RA No. 9711, other related FDA-implemented
health laws and their respective IRRs, for the purpose of implementing this Circular,
shall have the same meaning as defined therein. In addition, the following terms shall
be defined as follows for the purpose of this issuance:

A. Air Way Bill (AWB) refers to a transport document for airfreight, used by
airlines and international freight forwarders, which specifies the holder or
consignee of the bill who has the right to claim delivery of goods when they arrive
at the port of destination. It is a contract of carriage that includes carrier
conditions, such as limits of liability and claims procedures. In addition, it
contains transport instructions to airlines and carriers, a description of the goods,
and applicable transportation changes.
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. Bill of Lading (B/L) refers to a transport document issued by shipping lines,

carriers, and international freight forwarders or non-vessel operating common
carriers for water-borne freight. It is a contract of carriage between the carrier and
the shipper which defines the liabilities of each party. The holder or consignee of
the bill has the right to claim delivery of the goods at the port of destination. It
may refer to a Master Bill of Lading or a House Bill of Lading.

. Bureau of Customs (BOC) refers to the national agency under the Department of

Finance in charge of imports, exports, and foreign trade. The mandate of BOC is
to implement an effective revenue collection by preventing and suppressing
smuggling and the entry of prohibited imported goods. It supervises and controls
the entrance of vessels and aircraft engaged in foreign commerce. It also enforces
the Tariff and Customs Code of the Philippines and all other laws, rules and
regulations related to Tariff and customs administration.

. Commercial Invoice refers to a legal document between the supplier and the

customer that clearly describes the sold goods, and the amount due on the
customer.

. Compassionate Special Permit (CSP) Holder refers to a qualified institution or

qualified licensed physician who has applied before the FDA and has been granted
the CSP.

Finished Pharmaceutical Product refers to a pharmaceutical product that has
undergone all stages of production and quality control, including packaging in its
final container and labeling.

. Law Enforcement Agencies (LEAS) refer to agencies responsible for enforcing

the law, particularly the activities of prevention, detection, and investigation of
crimes and the apprehension of the criminals or offenders.

. Packing List refers to the itemized list of articles usually included in each

shipping package, giving the quantity, description and weight of the contents.

Proforma Invoice refers to a draft invoice given by the shipper to a
recipient/consignee prior to the shipment of goods. It provides information on the
nature, quantity, value and weight of goods to be imported.

Raw Material refers to all substances whether active or excipients that are
employed in the processing of a finished pharmaceutical product.

. Semi-finished Pharmaceutical Product refers to a pharmaceutical product that is

obtained during the manufacturing process, and that, with further processing, can
become a finished pharmaceutical product.
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GENERAL GUIDELINES

A. A notification must be submitted for every shipment and all batches/lots of

pharmaceutical products or raw materials covered by this guideline. The following
entities/establishments with valid FDA-LTO and CPR/authorization of the
pharmaceutical product or raw materials, if applicable, shall notify the FDA of all
of their importation/exportation activities:

Establishment Pharmaceutical product
Manufacturer, Trader Raw material, semi-finished
pharmaceutical product
Distributor/Importer/Exporter Finished pharmaceutical product,
Investigational pharmaceutical product
Sponsor, CRO Investigational pharmaceutical product
CSP Holder (Institution/Physician) | Pharmaceutical products under CSP
Donee/Recipient/Consignee Donated pharmaceutical product

. All notifications shall be filed within one month (1 day to 30 days) prior to the

arrival/departure of the shipment to/from the Philippines.

. The pharmaceutical establishments, including the CSP Holders and

donees/recipients/consignees, shall submit documentary requirements to support
the notification through the FDA eServices Portal System. The applicants shall
undertake responsibility for the submission of complete and correct application
documents to the FDA, in accordance to the list of requirements and acceptable
equivalent document stipulated by the guidelines. The FDA eServices Portal
System for this process shall accept notifications during the operating period of
FDA Online Services.

. The pharmaceutical establishment shall indicate the date of arrival/departure at

their chosen port of entry/exit in the notification. Importation/Exportation of
pharmaceutical products and raw materials shall be channeled exclusively through
the established and identified Bureau of Customs (BOC) port listed in Annex A.
Should there be changes in the port of entry/exit (i.e. due to port congestion), the
pharmaceutical establishment shall amend their previous notification.

. The Notification Acknowledgement shall be issued through the official email to

the pharmaceutical establishments after the successful submission of notification
through the FDA eServices Portal System.

. The list of pharmaceutical products and raw materials notified for importation and

exportation shall be posted in the FDA Verification Portal System.

. Following the existing regulations, the BOC shall process and release the

importation or exportation shipment without the need to present the notification
acknowledgment but upon presentation of the FDA authorizations cited below:

Authorization Type

Valid LTO and CPR Pharmaceutical products for distribution
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H.

Valid LTO and Import License Investigational pharmaceutical products

Valid CSP Pharmaceutical products for compassionate use

Valid CPR for Donation Pharmaceutical products for donation

BOC ports and third-party warehouses shall be inspected by the FDA to ensure
compliance with Good Distribution and/or Storage Practices (GDP/GSP) and
other relevant existing rules and regulations.

The FDA shall conduct risk-based post-marketing surveillance activities upon
arrival/departure including but not limited to collection of pharmaceutical product
samples for testing, inspection of involved establishments/ facilities, collaboration
with BOC and Law Enforcement Agencies (LEAS), and other regulatory actions
as necessary.

The foregoing general guidelines are nonexclusive and shall not preclude the FDA
from performing other regulatory and enforcement activities, and the covered
establishments to allow inspection of their regulated activities and collaborate
with the FDA authorities on action taken for consumer protection, as may be
authorized by law, other rules, and regulations.

VI.  SPECIFIC GUIDELINES

A. Documentary Requirements

1.

2.

3.

4.

The required details of the LTO, CPR and local GMP Certificate issued by the
FDA shall be encoded, and the following documentary requirements both for
import and export of finished, semi-finished pharmaceutical products and raw
materials shall be uploaded to the FDA eServices Portal System:

a. Certificate of Analysis (COA), if available

b. Proforma Invoice/Commercial Invoice

c. Packing list, if applicable

The required details of the LTO and Import License issued by the FDA shall be
encoded, and the proforma invoice/commercial invoice shall be uploaded to the
FDA eServices Portal System both for import and export of investigational
pharmaceutical products.

The required details of the CSP issued by the FDA shall be encoded to the FDA
eServices Portal System for importation of pharmaceutical products for
compassionate use.

The required details of the CPR issued by the FDA for importation of

pharmaceutical products for donation shall be encoded to the FDA eServices
Portal System.
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B. Notification Process

1.

Guidelines on notification using FDA eServices Portal System are provided in
Annex B and the procedure on the use of the FDA eServices Portal System for
Notification of finished, semi-finished pharmaceutical products and raw materials
is provided in Annex C.

Procedure on the use of the FDA eServices Portal System for Notification of
investigational pharmaceutical products, and pharmaceutical products for
compassionate use and donation shall be released on separate issuances.

In case where the cause of delay is due to force majeure or fortuitous events
which result to damage or destruction of documents, and/or system failure of the
computerized processing, other official modes of notification (i.e., registered mail
or personal delivery) shall be resorted to and the prescribed processing times shall
be suspended and appropriate adjustments shall be made, provided the same shall
be made known to the affected applicants or stakeholders.

C. Post-Notification Commitments

All entities/establishments with notification for importation and exportation of
pharmaceutical products, raw materials, investigational pharmaceutical products, and
pharmaceutical products under CSP and donation, shall be required to input and
submit the following within fifteen (15) working days from the arrival/departure of
the shipment, through the FDA eServices Portal System, as post-notification
commitments:

1.
2.
3.

Date of Arrival/Departure of the pharmaceutical products

Bill of Lading/Airway Bill

Certificate of Analysis (COA), if not provided during the notification process
for finished pharmaceutical products/raw materials

Procedure on the Use of the FDA eServices Portal System for Post-Notification
Commitment is provided in Annex D. Noncompliance with the submission of post-
notification commitments shall result in regulatory action without prior notice.

D. Inspection of BOC Ports and Third-Party Warehouses

1.

All the identified designated BOC ports and third-party warehouses to be used for
the importation and exportation of pharmaceutical products and raw materials
shall be inspected.

Designated ports shall have secured storage facilities, including cold storage
areas. The FDA and BOC shall ensure that the appropriate environmental
conditions are maintained for storage, and monitor that the equipment is
maintained and in good working order.

Inspections shall be done by the FDA to ensure compliance with GDP/GSP and
other relevant existing rules and regulations.
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VII.

VIII.

E. Post-Marketing Surveillance

1. The FDA in coordination with BOC, following a risk-based approach, shall
collect pharmaceutical products and raw materials based on established
procedures and subject the sample to physical and chemical analysis. The
consignment will be released from the BOC but shall be inspected in the MAH
warehouse

2. All unauthorized shipments and shipments containing unauthorized
pharmaceutical products and raw materials, shall be seized by the BOC, in
coordination with FDA, and hold the shipment for further investigation.

3. The FDA shall ensure that the BOC has access to the FDA eServices Portal
System for verification of the importation/exportation notification.

4. The FDA shall collaborate with the BOC and LEAs for the relevant investigation
and legal actions, when necessary.

5. The FDA shall inspect involved establishments/entities and take necessary
regulatory actions against violative products and establishments/entities.

REGULATORY ACTION

Noncompliance with the provisions of this Circular will subject the product and
establishment/entities to stricter post-marketing surveillance and appropriate
regulatory actions.

SEPARABILITY CLAUSE

If any part, term, of provision of this Circular shall be declared invalid or
unenforceable, the validity or enforceability of the remaining portions or provisions
shall not be affected and this Circular shall be construed as if it did not contain the
particular invalid or unenforceable or unconstitutional part, term, or provision.
EFFECTIVITY CLAUSE
This Circular shall take effect fifteen (15) days after its publication in a newspaper of

general circulation and upon filing of three (3) certified copies to the University of the
Philippines-Office of the National Administrative Register (UP-ONAR).

DR. SAMUEL A. ZACATE
Director General
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ANNEX A

List of Bureau of Customs Authorized Ports for
Finished Pharmaceutical Products and Raw Materials

Port of Manila (POM)

Manila International Container Port (MICP)
Ninoy Aquino International Airport (NAIA)

Port of Batangas

Port of Subic

Port of Clark

Port of Cebu

Sub-Port of Mindanao Container Terminal (MCT)
Port of Davao

CoNoR~LNE

Note: The list may be updated at any time as determined by BOC and FDA through an FDA
Advisory. When necessary, FDA Field Regulatory officials may be stationed/on-call at the
designated ports of entry/exit and collect pharmaceutical products and raw materials
through risk-based sampling.
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ANNEX B

Guidelines on Notification of Importation/Exportation of Finished
Pharmaceutical Products and Raw Materials Using FDA eServices

Portal System

Guidelines

1.

5.

6.

All notifications of importation/exportation of finished pharmaceutical
products and raw materials shall be accomplished using the online notification
form through the FDA 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 “Declaration and Undertaking” conveys a binding agreement of the
notifying company/Marketing Authorization Holder (MAH) with the FDA to
provide accurate information, affirm primary responsibility over the products,
and comply with all the rules and regulations set forth during and after the
notification process.
In completing the fields in the eNotification form, the notifying company will
be assisted with written warnings/pop-ups/reminders before proceeding to the
next step to ensure the accuracy of the information being provided. The MAH
notifying the importation/exportation shall ensure that the declared
information in the eNotification form is consistent with the uploaded
supporting documents.
The declared e-mail address under the Contact Information is unalterable once
submitted. Hence, the MAH shall be responsible for making sure that the
email address is within the scope and access of the Authorized Person/s,
Qualified Personnel, and/or owner of the establishment. The FDA shall not be
held liable in any way for loss of access to the declared email address.
The Company Authorized Officer or Qualified Personnel shall have the
responsibility to comply with the regulatory and technical requirements of the
FDA wherein:

a. The Authorized Person refers to the owner, President, Chief

Executive Officers (CEQ) or its equivalent, or any organic or full-time
employee representing the establishment in an authorized or official
capacity; and

b. The Qualified Person refers to an organic or full-time employee of the
establishment who possesses technical competence related to the
establishment’s activities and health products by virtue of his
profession, training, or experience. A Qualified Person has the
responsibility to comply with the technical requirements of FDA or
clarify matters with the FDA when submitting technical requirements
or engage the FDA officials when conducting an inspection or post-
market surveillance activities. The Qualified Person may also be the
duly Authorized Person of the establishment.

Documents required to be uploaded in the eNotification Form shall be in
portable document file (PDF), with no more than 2 megabytes (MB) file size.
Once the eNotification Form is completed, applicants can review the duly
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filled out form in the Self-Assessment Review. By agreeing to the terms and
conditions, the applicant confirms the correctness of the information provided
and data privacy terms.

7. The Notification Summary shall be automatically sent to the applicant’s
registered email address to indicate the successful submission of the
notification in the FDA eServices Portal System.

8.  Notifications may be filed anytime to ensure there are no delays in the

shipment.
9. Status of the Notification can be monitored at the FDA eServices Portal
System and validated through the email used for the application.

The step-by-step procedure for notification process through FDA eServices Portal
System is attached as Annex C in this issuance.

Release of Notification Acknowledgment

1. Notification with complete documentary requirements shall receive a
notification acknowledgment.

2. The MAH shall receive the notification acknowledgment in their registered
email address and may also be accessed through the FDA eServices Portal
System.

3. Upon receipt of the notification acknowledgment, MAH may print it on a
standard A4 size (21 cm by 29.7 cm) paper, on full-colored page and in
portrait orientation.

4. A QR Code verifier shall be included in the notification acknowledgment as
the basis of legitimacy of the document.
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ANNEX C

Procedure on the Use of the FDA eServices Portal System for
Import/ Export Notification

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

Home

=

AUTHORIZATION QSERV|CES

PORTAL

MISSION

To guarantee the safety, quality, purity, efficacy of products in order to
protect and promote the right to health of the general public

VISION

The Food and Drug Administration to be an internationally recognized
center of excellence in health product regulation by 2026.

2. Click on the Import/ Export Notification.

g eservices Foral

Home Applications FAOS

Home [ Applications

Applications

License to Operate Certificate of Product

Compassionate Special
Registration
or health

Authorization perm Permit

establishments

Marketing Authorization for Health Permits granted to individuals or
Products

institutions to have access to

investigational or unregistered drug
products

Import/ Export Notification

Sales and Promotions Permit Product Notification

Permits granted to ... Marketing Notification for Health
Notification forimportation/ exportation Products
of drug preducts and raw materials
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3. Click on the Drug.

A. Import Notification

e Applications FAQs

Home/ Applications / Nofification / Import

Import Notification

YL

Pl 3
e 2o

Drug Xray

Importation of Drug Products Clearance for Customs Release for
Radiation Emitting Devices

B. Export Notification

e Applications FAQs

Home/ Applications / Nofification / Export

Export Notification

Drug Xray
Exportation of Drug Products Clearance for Customs Release for

Radiation Emitting Devices

Page 2 of 12



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

A. Import Notification

Home Applications

Home/ Applications / Motification / Import / Drugs

Import Nofification

o Declaration & Undertaking  Declaration & Undertaking

o Applicant Information We assume primary responsibility andfor stewardship over the product in case of liability,
adverse events, or other public health & safety issues arising from its use. We agree to have
in good faith exerted due diligence in ensuring & that third-party intellectual property rights
are not infringed. We further agree and bind ourselves that the label of the product shall at
o Contact Ferson all times conform to the labeling regulations, and shall not be presented including any
advertisement of the product in a manner that is false, deceptive, &’ misleading, or contrary
to public morals/ public policy. Non-observance of any of the undertakings in this
declaration is deemed a misrepresentation which is o ground for disapproval of this
application or, if approved, the suspension or cancellation of the product registration.

we, categorically declare that all data and information submitted in connection with this
nofification as well as other submission in the future are true and correct and reflect the
total information avdilable. We certify that we heve examined the following statements and
we attest to their accuracy and truthfulness. We ensure that the submitted decumentary
o Self-Assessment Review requirements are complete and correct as preseribed to our application:

o Uploading of Documents

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

+ Il Each bateh of all finished product is tested or certified and fully compliant {in an
accompanying certificate of analysis for that batch) with the specifications eited in the
claimed reference official monograph prior to importation;

« il The electronic copy of the files, documents, of infermation submitted in relation to
e = il il i SEERE e

and undertaking

start Application

B. Export Notification

Applications

Home/ Applications / Netification / Import / Drugs

Import Nofification

o Declaration & Undertaking ~ Declaration & Undertaking

0 Applicant Information We assume primary responsibility and for stewardship over the product in case of liability,
adverse events, or other public health & safety issues arising from its use. We agres to have
in good faith exerted due diligence in ensuring & that third-party intellectual property rights
are not infringed. We further agree and bind ourselves that the label of the product shall at
o ntact Persen all times conform to the labeling regulations, and shall not be presented including any
advertisement of the product in a manner that is false, deceptive,’&" misleading, or contrary
to public morals/ public policy. Non-observance of any of the undertakings in this
o Product Details declaration is deemed a misrepresentation which is o ground for disapproval of this
application or, if approved, the suspension or cancellation of the product registration.

) We, categorically declare that all data and information submitted in connection with this
o Uploading of Documents nofification as well as other submission in the future are true and correct and reflect the
total information available. We certify that we have examined the following statements and
we attest to their accuracy and truthfulness. We ensure that the submitted decumentary
o Self-Assessment Review requirements are complete and correct as prescribed to our application:

* L The current Good Manufacturing Practice Guidelines is applied in full in the
manufacture of this product;

« . Each bateh of all finished product is tested or certified and fully compliant (in an
aceompanying certificate of analysis for that batch) with the specifications cited in the
claimed reference official moenograph prior to importation;

« lil. The electrenic copy of the files, documents, or information submitted in relation 1o
— = bbbl = s il

f | ooree tothe daclargrion and undertaking

Start Application
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5. Inthe 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 qualified person or authorized person 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. Import Notification

Home/ Applications / Notification / import / Drugs

© Must bethe campany pharmacist or personnel in charge of regulatory affairs

Import Notification Details of the Contact Person

* First Name First Name
@ oocioration & Undertating Applicant Informatiop
Middle Name Middie Name

* Entity Please Select v

o Applicant Information ez Namo tastNama

* LTO Number LTO Number

* Designation or Designation or Profession

© contoctper ’ég:g':,‘eﬁ}gg;l TN Case number / DTN Profession

* Company Name Company Name Government Issued Identification Document

duct Details “IDT P Selec

o * Address Address Diiype lacss Salact
o ) Contact Information O NDOE Bamber

Tt Email Address of MAH Expiry Date Expiry Date
o A ment Review * Mobile Number Mobile Number of MAH “ Next

Landline Number Landline Number of MAH

B. Export Notification

Home/ Applications / Notification / Export / Drugs

© Must bethe campany pharmacist or personnel in charge of regulatory affairs

Export Notification Details of the Contact Person

* First Name First Name
@ oocioration & Undertating Applicant Informatiop
Middle Name Middie Name

* Entity Please Select v
o Applicant Information * Lost Name Last Name
* LTO Number LTO Number
* Designation or Designation or Profession
© contoctper ’ég:g':,‘eﬁ}gg;l TN Case number / DTN Profession
* Company Name Company Name Government Issued Identification Document

‘DT P Selec!
* Address Address D Type ease Select

(s _ Contact Information * ID Number 1D Number
* TRl Email Address of MAH Expiry Dote Expiry Date

Landline Number Landline Number of MAH

Page 4 of 12



6. Fill out all the required fields in the Product Details page.

A. Import Notification

Import Notification

o Caclaration & Undertaking Product Type

Please Select w

o appiicant Informat  raw Materials D

Drug Product

@

Raw Material #1

o Product Datails * Date of Expiry Date of Expiry
* Dosage Strength Dosage Strength
0 * Packeging Packaging
0 PP rart Roviow * Monulocturer Manufacturer
* Lot/Batch No. LotfBatch Mo * Quantity Cuantity

& Add Lotf Bateh No. and Quanfity

=,* Add Produc] Ty |
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Import Notification

Froduct Type

o Daclaration & Undartak ng

Flease Select

Rarew Material
Drug Produc

q

Is
t

Finished Product #1

* Registration
Number

* Date of Expiry

If expired,
Case Number/ DTH

0 Salf- Azzassmant Review

* Dosage Strength
and Form

Brand Mame

* Packaging
* Manufacturer

* LotfBatch No.

Registration NMumber

Dote of Expiry
Case Humberf DTH

Dosage Strength and Form

Brand Name

leave Eank if uniDrnandesd

Packaging
Manufacturer
Lot/Batch Mo

* Quantity Quantity

Add Lot/ Bateh Mo, and Guanity

&+ Add Product Type
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B. Export Notification

Export Nofification

o Daclaration & Undartaking Prﬂ'dUCT r'fp&
Fi salect v

o Appdicant informmatio Ry Matanials

Drug Product

Raw Material #1

o Product Detalls * Date of Expiry Date of Expiry
* Dosage Strength Dosage Strength
O poacingart * Packoging Fackaging
0 cali- Assaesrrant Raview * Monulociuner ManulocTurngr
* Lot/Batch Mo, LotfBatch Ho. * Quantity Cuantity

& Add Lot/ Batch Mo, and Quantity J

&+ Add Product Type |
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Export Nofification

Product Type

o Declaration & Undartaking

Flease elect

R

ials
Drug Product

Finished Product #1

* Registration
Humber

* Date of Expiry

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

If expired,
Caose Number/ DTN

0 Salf- Azssassmeant Review

* Dosage Strength
and Form

Brand Mama

* Packaging

* Manufacturar

Registration Number

Date of Expiry
Case Number/ DTH
Dosage Strength and Form
Brand Name

learve bk f unbnanded
Packaging

Manufacturer

* Lot/Batch Mo Lot/Batch Mo * Quantity Cuantity
&* Add Lol Bateh Mo, and Guantity
-

a* Add Product Type

B R
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7. Upload all the necessary documents for verification purposes. Click on Next.

A. Import Notification
a. Finished Pharmaceutical Product

Home Applications

Home/ Applications f Mofification / Import / Drugs

Import Nofification

o Declaration & Undertaking UIOUdIng Of DOCUFT‘IBI"]

e Applicant Information @ Indicate or upload the following documents for verification of compliance to existing
local and international standards:

- . Finished Drug Preduct:
Contact Person
Certificate of Analysis Copy of Certificate of Analysis B File Upload
o Product Details Proforma Invoice Proforma Invoice B rile Upload
Packing list Packing list File Upload

° Uploading of Documents

merge files into a single file

o Self-Assessment Review Back Next

b. Raw Materials

Home Applications

Home/ Applications / Noftification / Impert / Drugs

Import Notification

o Declaration & Undertaking U|00dlhg of Documents

o Applicant Information 0O Indicate or upload the following documents for verification of compliance to existing
local and international standards:

o Contact Person Raw Materials:
Certificate of Analysis Copy of Cerlificate of Analysis B File Upload
o Product Details Invoice Invoice B File Upload
Packing list Packing list B File Upload

o Upleading of Documents

merge files into a single file

o Self-Assessment Review Back Next
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B. Export Notification
a. Finished Pharmaceutical Product

Home Applications

Home/ Applications / Motification / Export / Drugs

Export Nofification

S

o Declaration & Undertaking Uploodlng of Documents

e Applicant Information 0 Indicate or upload the following documents for verification of compliance to existing
local and international standards:

o oot o Finished Drug Product:

Certificate of Analysis Copy of Certificate of Analysis File Upload
o Product Details Proforma Invoice Proforma Invoice File Upload

Packing list Packing list File Upload
o Uploading of Documents

merge files into a single file

o Self-Assessment Review Back

b. Raw Materials

Home Applications

Home/ Applications / Nofification / Export / Drugs

Export Nofification

o Declaration & Undertaking UIOUdIng of Documents

o Applicant Information 0 Indicate or upload the following documents for verification of compliance to existing
local and international standards:

o Contact Person Raw Materials:

Certificate of Analysis Copy of Cerlificate of Analysis File Upload
o Product Details Invoice Invoice

merge files into a single file

Y — .

o Upleading of Documents
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8. The Applicant shall review if all the details are correct in the Self-Assessment Review.

A. Import Notification

e Applications FAQs

Home/ Applications / Nofification / Import / Drugs

Import Notification

o Declaration & Undertaking Self-Assessment Review

Applicant Information

* Entity v
Con ersor select entity
* LTO Number
If expired,
Product Details Case Number/ DTN
* Company Name
Uploading of Documents

o * Address

Contact Information
o Self-Assessment Review
* Email Address

* Mobile Number

Landline Number Landline Number of MAH

© Must be the company pharmacist or personnel in charge of regulatory affairs

Details of the Contact Person

* First Name

Middle Name

' Last Name

Page 11 of 12



B. Import Notification

= Applications FAQs

Home/ Applications / Notification / Export / Drugs

Export Nofification

o beciaration & UnderarindaS€lf-Assessment Review

* Entity v

t Persor select entity

* LTO Number

If expired,
oduct Details Case Number/ DTN

Appicant kformiatior Applicant Information
* Company Name
Uploading of Documents * Address

Contact Information
o Self-Assessment Review
* Email Address
* Mobile Number

Landline Number Landline Number of MAH

© Must be the company pharmacist or personnel in charge of regulatory affairs

Details of the Contact Person

* First Name

Middle Name

* Last Name

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

click on Confirm to submit the application.

\/ I'm not a robot

I hereby confirm that all infermation | have provided are true dnd correct to the best of my
knowledge.

I understand that any errors that | have commited in this online form may be considered
grounds for refusal or cancellation of my application.

I consent to the use of any personal information provided herein for Government to conduct
the necessary records check and verification of facts in connection with my application.
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ANNEX D
Procedure on the Use of the FDA eServices Portal System for Import/ Export
Post Notification Commitment

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

Home

AUTHORIZATION

eSERVICES

PORTAL

MISSION

To guarantee the safety, quality, purity, efficacy of products in order to
protect and promote the right to health of the general public

VISION

The Food and Drug Administration to be an internationally recognized

center of excellence in health product regulation by 2026.

Click on the Import/ Export Notification.

g eservices Fortal

Home Applications FAQS

Home [ Applications

Applications

License to Operate Certificate of Product Compassionate Special
Authorization permyggsor health RegiStmtion
establishments

Permit
Marketing Authorization for Health Permits granted to individuals or
Products institutions to have access to

investigational or unregistered drug
products

Import/ Export Notification

Sales and Promotions Permit

Product Notification
Permits granted to ... Marketing Notification for Health
Notification for importation/ exportation Products
of drug products and raw materials
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https://eservices.fda.gov.ph/
https://eservices.fda.gov.ph/

3. Click on the Post-Notification Commitment.

Home | Applications / Import Clearance

Import Clearance

Drug Import Clearance

Importation of Drug Products

Xray

Clearance for Customs Release for
Radiation Emitting Devices

*r_& j;—. ‘
_}. A \\.!

~” =,
\‘(4 VV,
- —

Post-Notification
Commitment

Submission of post-notification
commitments. q

4. Input the Notification Number and Date of Issuance.
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5. Modify the Quantity, if needed.

Home [ Applications / Mofification / Post-Nofification Commitments

Post-Nofification Commitments

o _ : - Verification

* Notification Number

o verification

* Date of lssuance

IN-2023-0000000001

o Documents Submission Imporder's / Exporter's Name mporter’s [ Exporte lame
o _ Importer's [ Exporter's Address mporter's [ Exporter's Address
- LTS Number LTC

Drug Product (1) / Raw Matenal (1)

Generic Mome Generic Mome

Dosage Strength & Form | Dosage Strength & Form

Brand Name Brand Marr

Packaging Packaging

Marwfachurer Manufacturer

Batchy Lot Mo

Batchy Lot Mo

Botchd Lot Mo Quantity | Guanfity
Kiealify quantity
Batch/ Lot Mo, Cuantity Cuantity

Modity guantity

BT T
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6. Submit the Required documents.

Home / applications / Motification / Post-Notification Commitments

Post-Notification Commitments

o Notification Number Documents Submission
* Mofification Number IM-2023-0000000001
* Date of lssuance Date of lssuance
o D nts Submission Importer’s / Exporter's Name Importer’s f Exporter's Mame
Importer’s f Exporter's Addrass Importer’s / Exporter's Address
o Salf-Assessment Review
LTS Mumber LTO Mumber

Uploading of Documents

* Date of Armval of the Firnushed Drug Date of Amval of the Finished Drug Produc
Froducts/ Row Materials

* Bill of Lading/ Airway Bill Bill of Lading/ Airway Bill
* Certficate of Analysis (COA] Cerfificate of Anabesis [COA,
* Proforma Invoicef Commerncial invoice Proforma Invoice/ Commercial invoice
* Packing List Packing List B File Upload

|




7. The applicant shall review the submission. Once reviewed, the Applicant will click
on Submit to submit the post-notification commitment.

Home / Applications / Nofification / Post-Nofification Commitmen

Post-Notification Commitments

Self-Assessment Review

* Mofification Mumber

* Date cof lssuance
Importer's / Exporter's Name
Importer’s / Exporter's Address

LTO Mumber

Drug Product (1) / Row Material (2)

Generic Name

ts

IN-2023-0000000001
Date of lssuance
Importer's / Exporter's Name
Exporter's Address

Importer's /

LTO Mumber

Dosage Strength & Form | Dosage Strength & Form
Brand Mame Brand Mame
Fackaging Packaging
Manufacturer Manufacturer

Batch/ Lot No. Batch/

Batch/ Lot No. Batch/

* Date of Arrival of the Finished Dru
Products/ Row Materials

* Bill of Lading/ Airnway Bill

* Certificate of Analysis (COA)

* Preforma Inveoice/ Commercial in

* Packing List

Lot Ne

Quantity

Lot Mo

Quantity

g Date of Arival of the Finished
Bill of Lading/ Airway Bill
Certificate of Analysiz

voice Proforma Inve

Packing List

Guantity

Madify quantity

Guantity

Madify quantity

irug Products/Raw Materials

BN RS
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