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GOVERNMENT REGULATION OF THE REPUBLIC OF INDONESIA

No. 72/1998 ON THE SAFEGUARDING OF PHARMACEUTICAL PREPARATION
AND MEDICAL DEVICES

THE PRESIDENT OF THE REPUBLIC OF INDONESIA,

Considering -

* a That safeguarding of pharmaceutical preparation and medical devices ac one
of efforts in the health development is conducted to protect the community from
hazards resulted from the use of pharmaceutical preparation and medical devices
that is improper and not complying with the quality, safety, and efficacy
requirements.

* b. That in relation with the aforementioned matters and as implementation of
Law Number 23 of 1992 on Health, it i1s considered necessary to stipulate a
Government Regulation concerning the Safeguarding of Pharmaceutical
Preparation and Medical Devices.

In view of -

e 1 Arucle 5 paragraph (2) of the 45 Consttuton:

s 2 Law No.5/1984 on Industrial Affairs (Statute Book of 1984 No. 22, Supplement
to Statute Book No. 3274):

e 3. Law No. 23/1992 on Health (Statute Book of 1992 No. 100, Supplement to
Statute Book No. 3465).

DECIDES :

To stipulate :

GOVERNMENT REGULATION ON THE SAFEGUARDING OF PHARMACEUTICAL
PREPARATION AND MEDICAL DEVICES

CHAPTER1

PROVISIONS

Article 1

Acs used In this government regulation -

e 1 Pharmaceutical preparations shall be medicines, medicinal ingredients,
traditional medicines, and cosmetics.

e 2 Health devices chall be instrument, apparatus, implant machine not
containing medicines used to diagnose, care and relax diseaczes, treat cick persons,
recover person's health and to form the body structure as well as to improve the
body functions.

e 3. Production shall be an activity or process of producing, preparing, processing,
forming, packing, andfor change the form of pharmaceutical preparation and
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UNDANG-UNDANG REPUBLIK INDONESIA
NOMOR 36 TAHUN 2009
TENTANG
KESEHATAN

DENGAN RAHMAT TUHAN YANG MAHA ESA

PRESIDEN REPUBLIK INDONESIA

Menimbang:

a.

bahwa kesehatan merupakan hak asasi manusia dan salah satu unsur kesejahteraan yang
harus diwujudkan sesuai dengan cita-cita bangsa Indonesia sebagaimana dimaksud dalam
Pancasila dan Undang-Undang Dasar Negara Republik Indonesia Tahun 1945;

bahwa setiap kegiatan dalam upaya untuk memelihara dan meningkatkan derajat kesehatan
masyarakat yang setinggi-tingginya dilaksanakan berdasarkan prinsip nondiskriminatif,
partisipatif, dan berkelanjutan dalam rangka pembentukan sumber daya manusia Indonesia,
serta peningkatan ketahanan dan daya saing bangsa bagi pembangunan nasional;

bahwa setiap hal yang menyebabkan terjadinya gangguan kesehatan pada masyarakat
Indonesia akan menimbulkan kerugian ekonomi yang besar bagi negara, dan setiap upaya
peningkatan derajat kesehatan masyarakat juga berarti investasi bagi pembangunan negara;

bahwa setiap upaya pembangunan harus dilandasi dengan wawasan kesehatan dalam arti
pembangunan nasional harus memperhatikan kesehatan masyarakat dan merupakan tanggung
jawab semua pihak baik Pemerintah maupun masyarakat;

bahwa Undang-Undang Nomor 23 Tahun 1992 tentang Kesehatan sudah tidak sesuai lagi
dengan perkembangan, tuntutan, dan kebutuhan hukum dalam masyarakat sehingga periu
dicabut dan diganti dengan Undang-Undang tentang Kesehatan yang baru;

bahwa berdasarkan pertimbangan sebagaimana dimaksud dalam huruf a, huruf b, huruf ¢, huruf
d, dan huruf e perlu membentuk Undang-Undang tentang Kesehatan;

Mengingat:

Pasal 20, Pasal 28H ayat (1), dan Pasal 34 ayat (3) Undang-Undang Dasar Negara Republik
Indonesia Tahun 1945;

Dengan Persetujuan Bersama
DEWAN PERWAKILAN RAKYAT REPUBLIK INDONESIA
dan
PRESIDEN REPUBLIK INDONESIA

MEMUTUSKAN:

1748
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DIREKTORAT JENDERAL PELAYANAN KEFARMASIAN DAN ALAT KESEHATAN

UNDANG - UNDANG OBAT KERAS
( St. No. 419 tgl. 22 Desember 1949)

PASAL |

Undang - undang obat keras ( St. 1937 No. 541) ditetapkan kembali sebagai

berikut :

Pasal 1

(1) Yang dimaksud dalam ordonansi ini dengan :

a.

“ Obat-obat keras “ yaitu obat-obatan yang tidak digunakan untuk
keperluan tehnik, yang mempunyai khasiat mengobati, menguatkan,
membaguskan, mendesinfeksikan dan lain-lain tubuh manusia, baik
dalam bungkusan maupun tidak, yang ditetapkan oleh Secretaris Van
Staat, Hoofd van het Departement van Gesondheid, menurut ketentuan
pada Pasal 2.

b. *“Apoteker * : Mereka yang sesuai dengan peraturan yang berlaku
mempunyai wewenang untuk menjalankan praktek peracikan obat di
Indonesia sebagai seorang Apoteker sambil memimpin sebuah Apotek.

c. “Dokter pemimpin Apotek™ : yaitu Dokter-dokter yang memimpin
Apotek Dokter sesuai dengan Pasal 49 dari “Reglement D.V. G".

d. “Dokter-dokter” : Mereka yang menjalankan praktek-praktek
pengobatan dan yang memegang wewenang menurut peraturan-
peraturan yang berlaku.

e. “Dokter-dokter Gigi” : Mereka yang menjalankan praktek-praktek
pengobatan Gigi dan yang memegang wewenang menurut peraturan-
peraturan yang berlaku.

f. “Dokter-dokter Hewan" :

1. Mereka yang menjalankan pekerjaan Kedokteran Hewan di
Indonesia dan berijazah Dokter Hewan Belanda.

2. Mereka yang menjalankan kedokteran Hewan di Indonesia yang
memegang ljazah dari Negara lain dan kemudian diberi izin
menjalankan praktek di tanah Belanda atau dapat diangkat sebagai
Dokter Hewan pemerintah.

3. Mereka yang menjalankan pekerjaan Kedokteran Hewan di
Indonesia dan berijazah Dokter Hewan Bogor.

g. "Pedagang-pedagang Kecil yang diakui” : Mereka yang bukan
AApoteker atau Dokter, atau Dokter Hewan yang sesuai dengan Pasal 6

-1 6-
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BADAN PENGAWAS OBAT DAN MAKANAN
REPUBLIK INDONESIA

PERATURAN KEPALA BADAN PENGAWAS OBAT DAN MAKANAN
REPUBLIK INDONESIA
NOMOR 17 TAHUN 2016
TENTANG
PERUBAHAN KEDUA ATAS PERATURAN KEPALA BADAN PENGAWAS OBAT
DAN MAKANAN NOMOR HK.03.1.23.10.11.08481 TAHUN 2011 TENTANG
KRITERIA DAN TATA LAKSANA REGISTRASI OBAT

DENGAN RAHMAT TUHAN YANG MAHA ESA

KEPALA BADAN PENGAWAS OBAT DAN MAKANAN
REPUBLIK INDONESIA,

Menimbang : a. bahwa untuk meningkatkan pelayanan publik dalam
rangka pengawasan obat dan makanan, utamanya dalam
proses registrasi obat, perlu mengubah beberapa
ketentuan dalam Peraturan Kepala Badan Pengawas Obat
dan Makanan Nomor HEK.03.1.23.10.11.08481 Tahun
2011 tentang Kriteria dan Tata Laksana Registrasi Obat
sebagaimana telah diubah dengan Peraturan Kepala
Badan Pengawas Obat dan Makanan Nomor 3 Tahun
2013;

b. bahwa berdasarkan pertimbangan sebagaimana
dimaksud pada huruf a perlu menetapkan Peraturan
Kepala Badan Pengawas Obat dan Makanan tentang
Perubahan Kedua Atas Peraturan Kepala Badan
Pengawas Obat dan Makanan Nomor
HK.03.1.23.10.11.08481 Tahun 2011 tentang Kriteria
dan Tata Laksana Registrasi Obat;

-1 6-
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PERATURAN MENTERI KESEHATAN REPUBLIK INDONESIA

Menimbang

Mengingat

NOMOR 1190/MENKES/PER/VIII/2010

TENTANG

IZIN EDAR ALAT KESEHATAN

DAN PERBEKALAN KESEHATAN RUMAH TANGGA

DENGAN RAHMAT TUHAN YANG MAHA ESA

MENTERI KESEHATAN REPUBLIK INDONESIA,

bahwa dalam rangka memberi pengamanan dari
penggunaan yang tidak tepat dan melindungi masyarakat
dari peredaran Alat Kesehatan dan Perbekalan Kesehatan
Rumah Tangga yang tidak memenuhi persyaratan mutu,
keamanan, dan kemanfaatan perlu dilakukan penilaian
sebelum diedarkan;

bahwa ketentuan mengenai izin edar alat kesehatan dan
perbekalan kesehatan rumah tangga yang telah diatur dalam
Peraturan Menteri Kesehatan Nomor 1184/MenKes/Per/
X/2004 tentang Pengamanan Alat Kesehatan dan
Perbekalan Kesehatan Rumah Tangga perlu disesuaikan
dengan perkembangan dan kebutuhan hukum;

bahwa berdasarkan pertimbangan sebagaimana dimaksud
dalam huruf a dan huruf b, perlu menetapkan Peraturan
Menteri Kesehatan tentang lzin Edar Alat Kesehatan Dan
Perbekalan Kesehatan Rumah Tangga:

Undang-Undang Nomor 8 Tahun 1999 tentang Perlindungan
Konsumen (Lembaran Negara Republik Indonesia Tahun
1999 Nomor 42, Tambahan Lembaran Negara Republik
Indonesia Nomor 3821);

Undang-Undang Nomor 32 Tahun 2004 tentang
Pemerintahan Daerah (Lembaran Negara Republik
Indonesia Tahun 2004 Nomor 125, Tambahan Lembaran
Negara Republik Indonesia Nomor 4437) sebagaimana telah
diubah beberapa kali terakhir dengan Undang-Undang
Nomor 12 Tahun 2008 tentang Perubahan Kedua Atas
Undang-Undang Nomor 32 Tahun 2004 (Lembaran Negara
Republik Indonesia Tahun 2008 Nomor 59, Tambahan
Lembaran Negara Republik Indonesia Nomor 4844);
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MENTERI KESEHATAN
REPUBLIK INDONESIA

PERATURAN MENTERI KESEHATAN REPUBLIK INDONESIA

NOMOR 1191/MENKES/PER/VIII/2010

TENTANG

PENYALURAN ALAT KESEHATAN

DENGAN RAHMAT TUHAN YANG MAHA ESA

MENTERI KESEHATAN REPUBLIK INDONESIA,

Menimbang : a.

Mengingat TR [N

bahwa untuk menjamin mutu, keamanan, dan kemanfaatan
alat kesehatan yang didistribusikan kepada konsumen,
perlu mengatur penyaluran alat kesehatan;

bahwa ketentuan mengenai penyaluran alat kesehatan
yang telah diatur dalam Peraturan Menteri Kesehatan
Nomor 1184/MenKes/Per/X/2004 tentang Pengamanan
Alat Kesehatan dan Perbekalan Kesehatan Rumah Tangga
perlu disesuaikan dengan perkembangan dan kebutuhan
hukum;

bahwa berdasarkan pertimbangan sebagaimana dimaksud
dalam huruf a dan huruf b, perlu menetapkan Peraturan
Menteri Kesehatan tentang Penyaluran Alat Kesehatan;

Undang-Undang Nomor 8 Tahun 1999 tentang
Perlindungan Konsumen (Lembaran Negara Republik
Indonesia Tahun 1999 Nomor 42, Tambahan Lembaran
Negara Republik Indonesia Nomor 3821);

Undang-Undang Nomor 32 Tahun 2004 tentang
Pemerintahan Daerah (Lembaran Negara Republik
Indonesia Tahun 2004 Nomor 125, Tambahan Lembaran
Negara Republik Indonesia Nomor 4437) sebagaimana
telah diubah terakhir dengan Undang-Undang Nomor 12
Tahun 2008 tentang Perubahan Kedua Atas Undang-
Undang Nomor 32 Tahun 2004 tentang Pemerintahan
Daerah (Lembaga Negara Republik Indonesia Tahun 2008
Nomor 59, Tambahan Lembaran Negara Republik
Indonesia Nomor 4844);

Undang-Undang Nomor 36 Tahun 2009 tentang Kesehatan
(Lembaran Negara Republik Indonesia Tahun 2009 Nomor
144, Tambahan Lembaran Negara Republik Indonesia
Nomeor 5063);
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KEPALA BADAN PERTANAHAN NASIONAL
REPUBLIK INDONESIA

PERATURAN KEPALA BADAN PERTANAHAN NASIONAL
REPUBLIK INDONESIA

NOMOR 3 TAHUN 2013
TENTANG

PEMBENTUKAN PERWAKILAN KANTOR PERTANAHAN KABUPATEN TELUK WONDAMA

Menimbang

Mengingat

PROVINSI PAPUA BARAT

DENGAN RAHMAT TUHAN YANG MAHA ESA

KEPALA BADAN PERTANAHAN NASIONAL REPUBLIK INDONESIA,

- a.

bahwa sehubungan dibentuknya Kabupaten Teluk Wondama yang merupakan
pemekaran dari Kabupaten Manokwari, maka dalam rangka peningkatan
penyelenggaraan tugas umum pemerintahan dan pembangunan serta pelayanan
kepada masyarakat di bidang pertanahan periu dibentuk Perwakilan Kantor
Pertanahan;

bahwa untuk kelancaran pelayanan pertanahan pada wilayah pemekaran
tersebut di atas, maka perlu ditetapkan Peraturan Kepala Badan Pertanahan
Nasional Republik Indonesia tentang Pembentukan Pewakilan Kantor
Pertanahan Kabupaten Teluk Wondama Provinsi Papua Barat;

Undang-Undang Nomor 5 Tahun 1960 tentang Peraturan Dasar Pokok-pokok
Agraria (Lembaran Negara Tahun 1960 Nomor 104, Tambahan Lembaran
Negara Nomor 2043),

Undang-Undang Nomor 26 Tahun 2002 tentang Pembentukan Kabupaten Sarmi,
Kabupaten Keerom, Kabupaten Sorong Selatan, Kabupaten Raja Ampat,
Kabupaten Pegunungan Bintang, Kabupaten Yahukimo, Kabupaten Tolikara,
Kabupaten Waropen, Kabupaten Kaimana, Kabupaten Boven Digoel, Kabupaten
Mappi, Kabupaten Asmat, Kabupaten Teluk Bintuni dan Kabupaten Teluk
Wondama di Provinsi Papua,

Undang-Undang Nomor 12 Tahun 2008 tentang Pemerintahan Daerah
(Lembaran Negara Republik Indonesia Tahun 2008 Nomor 59, Tambahan
Lembaran Negara Republik Indonesia Nomor 4844);

Peraturan Pemerintah Nomor 24 Tahun 1997 tentang Pendaftaran Tanah;

Peraturan Presiden Nomor 10 Tahun 20086 tentang Badan Pertanahan Nasional
sebagaimana telah diubah dengan Peraturan Presiden Nomor 85 Tahun 2012
(Lembaran Negara Republik Indonesia Tahun 2012 Nomor 209);

Keputusan Presiden Nomor 67/M Tahun 2012 tentang Penetapan Pengangkatan
Kepala Badan Pertanahan Nasional;

Peraturan Menteri Negara Agraria/Kepala Badan Pertanahan Nasional Nomor 3
Tahun 1997 tentang Ketentuan Pelaksanaan Peraturan Pemerintah Nomor 24
Tahun 1997 tentang Pendaftaran Tanah;

Peraturan Kepala Badan Pertanahan Nasional Republik Indonesia Nomor 3
Tahun 2006 tentang Organisasi dan Tata Kerja Badan Pertanahan Nasional
Republik Indonesia;
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BADAN PENGAWAS OBAT DAN MAKANAN
REPUBLIK INDONESIA

PERATURAN KEPALA BADAN PENGAWAS OBAT DAN MAKANAN
REPUBLIK INDONESIA
NOMOR 25 TAHUN 2016
TENTANG
PERUBAHAN ATAS PERATURAN KEPALA BADAN PENGAWAS OBAT DAN
MAKANAN NOMOR 12 TAHUN 2015 TENTANG PENGAWASAN PEMASUKAN
OBAT DAN MAKANAN KE DALAM WILAYAH INDONESIA

DENGAN RAHMAT TUHAN YANG MAHA ESA

KEPALA BADAN PENGAWAS OBAT DAN MAKANAN
REPUBLIK INDONESIA,

Menimbang : a. bahwa pengaturan pengawasan pemasukan Obat dan
Makanan yang telah ditetapkan dengan Peraturan Kepala

Badan Pengawas Obat dan Makanan Nomor 12 Tahun

2015 tentang Pengawasan Pemasukan Obat dan

Makanan ke dalam Wilayah Indonesia, perlu disesuaikan

dengan ketentuan terkini di bidang impor;

b. bahwa  berdasarkan  pertimbangan  sebagaimana

dimaksud dalam huruf a, perlu menetapkan Peraturan

Kepala Badan Pengawas Obat dan Makanan tentang

Perubahan atas Peraturan Kepala Badan Pengawas Obat

dan Makanan Nomor 12 Tahun 2015 tentang

Pengawasan Pemasukan Obat dan Makanan ke dalam

Wilayah Indonesia;

Mengingat : 1. Undang-Undang Nomor 10 Tahun 1995 tentang
Kepabeanan sebagaimana telah diubah dengan Undang-

-2 5
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to Indonesian

REGULATION OF THE MINISTER OF HEALTH
NUMBER 1799/MENKES/PER/XII/2010

CONCERNING
THE PHARMACEUTICAL INDUSTRY

BY THE GRACE OF ALMIGHTY GOD
MINISTER OF HEALTH OF THE REPUBLIC OF INDONESIA,

Considering:

a. that comprehensive regulation on the Pharmaceutical Industry is needed
to anticipate the implementation of the international trade in the field of

pharmaceutical;

b. that Decree of the Minister of Health Decree No. 245/Menkes/SK/X/1990
concerning Provisions and Implementation Procedures on the Granting
Pharmaceutical Industry Business Permit is not in appropriate with the

development of science and technology;

c. that based on considerations as intended in paragraphs a and b, itis
necessary to stipulate Regulation of the Minister of Health concerning

Pharmaceutical Industry;
In view of:
1. Prescription Drugs Ordinance (Statute Book No. 419 of 1949);

2. Law No. 5 of 1984 concerning Industry (Statute Book of the Republic of
Indonesia No. 22 of 1984, Supplement to Statute Book of the Republic of
Indonesia No. 3274);

20
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Republic of the Philippines
Department of Health
OFFICE OF THE SECRETARY

-
X
¥/

ENT

OCT 13 2014
ADMINISTRATIVE ORDER
No. 2014 -

SUBJECT: Rules and Regulati n the Licensing of Establishments

Engaged in the Manufacture, Conduct of Clinical Trial,
Distribution. Importation, Exportation, and Hetailing of

Drug  Products, and Issuance  of Other  Related
Authorieations

I RATIONALE

Section 15, Article 1T of the 1987 Constitution declares it a policy of
the State to protect and promote the right to health of the people and instill
health consciousness among them. Section 11 of Article X111 further mandates
the State to adopt an integrated and comprehensive approach to health
development which shall endeavour to maks essential goods, health and oiher
social services available to all the people ar affordable cost.

In implementing the abovementioned Constifutional policy, Republic
Act Mo, 3720 created then the Bureau of Food and Drugs (BFAD) which was
mandated to insure safe, effective, and good quality of foods, drugs, devices,
and cosmetics. FDA was mandated to regulate and subsequent issuance of
appropriate authorizations to establishments engaged in the manufacture,
distribution, importation, exportation. and retailing of drug products, including
the conduct, supervision, monitoring and auditing of research studies on health
and safety issues on these products. Administrative Order No. 56 s. [989,
“Revised Regulations for the Licensing of Drug Establishments and Outlets™,
was issued as guideline for the issuance of License to Operate (LTO) for these
establishiments,

From the creation of BFAD, other regulations were issued to
strengthen its regulatory capacity and functions, thereby ensuring aceess to
affordable, safe, elTective, and quality medicines; Republic Act No, 9711,
atherwise known as the “Food and Drug Administration (FDA) Act of 2009
and its Implementing Rules and Regulation, Republic Act Mo, 7394, otherwise
known as the “Consumer Act of the Philippines”, and Republic Act No. 9502,
otherwise known as the “Universally Accessible Cheaper and Cuality
Medicines Act of 2008, In addition, Republic Act Mo, 8792, otherwise known
as “Electronic Commerce Act of 2000 was issued to facilitate domestic and
international dealings, transactions, armangements, agreements, contracts and
exchanges, and storage of information through the utilization of electronic,
optical and similar medium, mode, instrumentality and technology to

Buildeng | San Lazare Comnpoured, Hizal Aveiaz, St Crue, |03 Manila = Troak Line 6517300 Direct Line: 7118501
Fax: 743-1825%, T43-1785 = URL. bdtp: www choh go. ph., e-mzel: osecgideh pov ph
Page 1 of 13
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CERTIFIED TRUE COPY

Republic of the Philippines

Department of Health
OFFICE OF THE SECRETARY
FEB 15 2016
ADMINISTRATIVE ORDER
No. 20l(- 0003
SUBJECT: Guidelines on the Unified Licensing Requirements and

o |

2016
ELA CRU

|

ON S.
KMITS - RECORDS SECTION

FE
Department of Heallh

co

Procedures of the Food and Drug Administration (FDA)

RATIONALE

The 1987 Philippine Constitution mandates the establishment of an
effective food and drug regulatory system that is responsive to the country's
health needs and problems.

Consistent with said constitutional provision, Congress passed landmark
legislations, namely Republic Act (RA) No. 3720 (Food, Drugs and Devices and
Cosmetics Act), as amended by RA No. 9711 (Food and Drug Administration
Act of 2009), RA No. 10611 (Food Safety Act of 2013), and RA No. 9502
(Universally Accessible Cheaper and Quality Medicine Act of 2008) mandating
FDA to regulate establishments engaged in health products to ensure consumer
safety, welfare protection, and fair trade practice.

In order to improve FDA’s effectiveness and efficiency in carrying out its
mandate, there is a need to harmonize, unify and streamline its processes and
licensing requirements. This will help ensure the availability and accessibility of
quality and safe health products in the market.

OBIJECTIVES

This Order sets the guidelines on a unified, harmonized and streamlined
licensing requirements of the Food and Drug Administration to hasten its
approval process and strengthen its post-marketing surveillance activities.

SCOPE

This Order shall apply to the four (4) FDA Centers — namely, Center for
Cosmetics Regulation and Research (CCRR), Center for Drug Regulation and
Research (CDRR), Center for Food Regulation and Research (CFRR), Center
for Device Regulation, Radiation Health and Research (CDRRHR) -
and the Field Regulation Operations Office (FROQO).

These guidelines shall cover, the following establishments, whether
public or private:

Building 1, San Lazaro Compound, Rizal Avenue, Sta. Cruz, 1003 Manila » Trunk Line 651-7800 Direct Line: 711-9501

Fax: 743-1829; 743-1786 » URL: hitp-//www.doh, gov. ph;, e-mail: esec@doh.gov.ph
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' Republic of the Philippines
m P € ppine

Fond 494 Srag Adwinisiration Department of Health
PHILIFPINES FOOD AND DRUG ADMINISTRATION
February 22, 2013

FDA Circular
No. 2013-084

SUBJECT: Post Market Surveillance (PMS) of Authorized Drug Products

Rationale

This FDA Circular is issued in compliance to Section 5 of Republic Act No. 9711,
otherwise known as the Food and Drug Administration (FDA) Act of 2009, which mandates
the FDA to strengthen the post market surveillance (PMS) system in monitoring health
products and incidents of adverse events, among others. The practice of monitoring the safety
of a drug after it has been released in the market is an important aspect of Pharmacovigilance,
as provided by Administrative Order (AO) No. 2011-009, the National Policy and Program of
Pharmacovigilance.

On August 10, 2006, the BFAD, now the FDA, issued AO No. 2006-0021 to
supplement AO No. 67 s. 1989, the Revised Rules and Regulation on Registration of
Pharmaceutical Products and Bureau Circular No. 05 s. 1997, the Revised Checklist of
Requirements and Guidelines for the Registration of Pharmaceutical Products. In the Annex
of AO No. 2006-0021, new drugs, among others. were required PMS, i.e. to complete the
clinical studies and to pass through a 3-year initial registration under monitored release
before a market authorization or a Certificate of Product Registration (CPR) for general use
may be granted.

Phase IV clinical trial was required for the following drug categories, as appropriate:
newly introduced drugs, established drug with new indication. new route of administration or
additional dosage or dosage strength, to gather more safety and efficacy data and information.
A clinical trial protocol has to be submitted for approval before a Phase IV clinical trial can
commence. The 3-year monitored or restricted release, however, is carried out on non-
studied patients or patients of varying medical background and without interventions.

Based on the number of request for extension of marketing authorization under
monitored release. the FDA observed that the studies conducted were at best seeding trials or
marketing trials. One of the reasons cited for not completing the 3-year period studies was
the failure to achieve the required number of around 3.000 patients. Based on the past reports
submitted. PMS done through a monitored release were observational and non-experimental
in nature.

The FDA pre-market approval process for market authorization is robust enough to
ensure that only safe and effective drug products are released in the market. The FDA
practices PMS and employs different approaches, such as sampling drug products in the
market. inspecting drug establishments and drug outlets, testing drug samples, investigating

Civic Drive, Filinvest Corporate City, Alabang, City of Muntinlupa 1781 Philippines
8094390 (trunkline) / 8425606 (information) / BO7B275 (consumer hotline) / 8070751 (director)

www.bfad gov.ph / bfad@bfad gov ph
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Republic of the Philippines

— ¢
Department of Health -4 )
FOOD AND DRUG ADMINISTRATION FW ( :

28 February 2014

FDA CIRCUL
No. 2014-008
SUBJECT: Application Process and pquirements
Changes of Pharmaceutical Products

L BACKGROUND/RATIONALE

Prior to the full adoption and implementation of the Association of
Southeast Asian Nations (ASEAN) Common Technical Dossier (ACTD) and
Common Technical Requirements (ACTR), Marketing Authorization Holders
(MAHSs) referred to the provisions of PSD Memo 02-05, “Updated Checklist
of Requirements for Request of Amendment and Revalidation™, FDA Circular
No. 2011-002, “Application for Revisions/Updates in the Package Insert,
Patient Leaflet Information, Prescribing Information, Core Data Sheet, and
Basic Succinct Statement”™, and other national regulations to support post-
approval changes to their registered products. However, the said regulations
proved to be insufficient to cover many other possible post-approval change
scenarios. Therefore, a more comprehensive guideline is needed to address in
detail the requirements and application process for post-approval changes.

The ASEAN Variation Guideline (AVG) for Pharmaceutical Products
was established (a) to take into account technical and scientific progress of
pharmaceutical products after they have been approved for marketing by the
Drug Regulatory Authority (DRA) and (b) to support any post-approval
changes that may be required to enable the pharmaceutical products to be
manufactured. The AVG is intended to provide supportive information on the
requirements for submission of variation application to implement a change to
a pharmaceutical product. Although the AVG is a comprehensive guideline,
some post-approval changes not covered here are subject to country-specific
requirements.

In line with the provisions of Administrative Order No. 2013-021,
“Adoption of the Association of Southeast Asian Nations (ASEAN) Common
Technical Dossier (ACTD) and Common Technical Requirements (ACTR) for
the Registration of Pharmaceutical Products for Human Use”, the Food and
Drug Administration hereby promulgates the revised application process and
requirements for instituting Post-Approval Changes (PACs) to registered
pharmaceutical products, which shall cover both the AVG and country-
specific requirements.,

Civie Drive, Filinvest City, Alabang 1781 Muntinlupa. Philippines
I'runk Line +63 2 857 1900 Fax +63 2 807 0751
Website: www.fda.gov.ph Email: info/a fda.gov.ph
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Republic of the Philippines

Department of Health F 4
FOOD AND DRUG ADMINISTRATION Y/ /4
FDA CIRCULAR
No. _ 20 14- 015
TO: ALL DRUG ESTABLISHMENTS AND OUTLETS, AND
OTHER STAKEHOLDERS

FROM: . HARTIGAN-GO, MD

cting Diréétor General, Food and Drug Administration

SUBJECT: MANUFACTURE, SALE, AND  DISTRIBUTION OF
TRADITIONAL AND ALTERNATIVE MEDICINES

The Food and Drug Administration (FDA) has observed continued violations of drug
establishments and outlets with regard to the manufacture, sale, and distribution of
traditional and alternative medicines in the Philippines.

The Department of Health (DOH), in its efforts to support the integration of
traditional and alternative medicines into the national health care system, supported
the enactment of Republic Act No. 8432 or the “Traditional and Alternative Medicine
Act (TAMA) of 1997,

Under TAMA. traditional and alternative healthcare is defined as “the sum total of
knowledge, skills and practices on health care, other than those embodied in
biomedicine. used in the prevention, diagnosis and elimination of physical or mental
disorder.” Consequently, these healthcare systems more or less require the use of
drugs recognized in their respective practice; drugs which. by law, are subject to
registration.

Consistent with the mandates provided to FDA by Republic Act 9711 also known as
“Food and Drug Administration (FDA) Act of 2009", and Republic Act 3720 also
known as the "Food, Drug and Cosmetic Act" as amended. as well as the provisions
of Republic Act 9502 also known as "Universally Accessible Cheaper and Quality
Medicines Act of 2008", the FDA hereby reiterates that establishments involved in
the manufacture, importation, exportation, sale, offer for sale, and distribution
of all drug products, including the following are required to be licensed with
FDA: (1) allopathic, (2) traditional/alternative (e.g. traditional Chinese
medicines, Ayurvedic medicines, homeopathic medicines), and (3) herbal
medicines. Furthermore, all drug products are required to be registered before

they can be marketed, distributed or sold.

Civic Drive. Filinvest City. Alabang 1781 Muntinlupa, Philippines ( o | 1)
Trunk Line +63 2 857 1900 Fax +63 2 8070751 | é. e <
Website: www.fda.gov.ph Email: info(@fda.gov.ph ‘lnljmwm"w ' b dat i
10 WSS
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Republic of the Philippines & )
Department of Health F[]A’-’!/'L/:

FOOD AND DRUG ADMINISTRATION

25 February 2014

FDA Memorandym Circular
No. 2{L 14 3514'00

70 ALL DIRECTORS OF FDA CENTERS AND OFFICES, DOH
CENTERS, BUREAUS, REGIONAL OFFICES, SERVICES, AND
SPECIALTY HOSPITALS, MEDICAL CENTERS AND HOSPITALS,
IMPORTERS/DISTRIBUTORS/WHOLESALERS/ RETAILERS/
MANUFACTURERS/RE-PACKERS OF MEDICAL DEVICES
INCLUDING IN-VITRO DIAGNOSTIC MEDICAL DEVICES, AND
OTHERS CONCERNED

Subject: Updated List of Medical Devices required to be registered prior to
sale, distribution and use

In pursuit of attaining systematic regulation of medical devices, including in-
vitro diagnostic medical devices, the Center of Device Regulation, Radiation Health,
and Research (CDRRHR) of the Food and Drug Administration, Department of
Health is providing the updated list of medical devices and in-vitro diagnostic medical
devices that are required for mandatory registration pending the implementation of
the full regulation of all medical devices.

The list is based on the BFAD Memorandum No. 7 s. 1992 that identifies the
list of registrable medical devices and from the consolidated database of registered
medical devices.

The following is the initial list of medical devices and in-vitro diagnostic
medical devices that are required for mandatory registration:

A. Medical Devices:

Abdominal Pad

Absorbable Hemostatic Agents
Abutment

Access/injection port
Acetabular

Adhesive, all types
Administration Set, all types
Adoptor/Connector (all types)
Alcohol Swab

Anchor, Preformed

W 00N B W N e

- e
[l = |

Anesthesia Set

[
%]

Apheresis Kit

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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FILE COPY |

S. No. 2645
H. No. 3293

Republic of the Philippines
Congress of the Philippines
Meteo Manils

Jourteenth Qongress

Seeand Regular Sresion

Begun and held in Metro Manila, on Monday, the twenty-elghth day
of July, two thousand eight.

T T
[Rerueic ActNo. 9711

AN ACT STRENGTHENING AND RATIONALIZING THE
REGULATORY CAPACITY OF THE BUREAU OF
FOOD AND DRUGS (BFAD) BY ESTABLISHING
ADEQUATE TESTING LABORATORIES AND FIELD
OFFICES, UPGRADING ITS EQUIPMENT,
AUGMENTING ITS HUMAN RESOURCE
COMPLEMENT, GIVING AUTHORITY TO RETAIN ITS
INCOME, RENAMING IT THE FOOD AND DRUG
ADMINISTRATION (FDA), AMENDING CERTAIN
SECTIONS OF REPUBLIC ACT NO. 3720, AS
AMENDED, AND APPROPRIATING FUNDS
THEREOF

Be it enacted by the Senate and House of Representatives of the
Philippines in Congress assembled:

-3 32



Re plit bAC tNb . 730
320

32

198 5 22

1967

13 12

8% 119

175

15

175

-3 2-

175

175

175

1978



a
b

c

d

e

f

g
1928 12 2 8 4%

4

Baas Pambna aB | end @

1928 1 30 19

13 b

37 @

-3 g-



B FD

B FD
891

-3 8-

B FD

19



9

(@]

[P..D 1

-3 7-

175

19 7

13

UBN-



-3 8

13

175



-3 0-

175

13



1

g

h

i 26

i

175
k
175
13
m 22
13
a 11
[6 1 5 11 5 [ 15] 000
10,00
138
b a 1

-3 8-



2 11 a

-3 3

13



13

14

-3 3

0.4

05



15

13

-3 3-



16

13

-3 3-



17

18

175

-3 8-



13

1

]

-3 8-

175

13

175



19

11

175

175

175

13
6 -
27
12 b
12 b

-3 3-

13



20

21

22

175

-3 8-

175



175

-39

19

21

13

13

21

13



13
180

13

-3 0-



175

370 21 — FAQ
13
g 175
21-A
13
21-B
21 b d e F. O
13
21-C 21 21-A 21-B
175
O | ]
22 a [

-3 13-



23

13

13

10

19

-3 2-

19

19



24

25

11

26

320

26

-3 3-

175



27

28

175

30

28

13

175

175

175

13

-3 4-



29

29-A

30

13

1223

12 -

21

90

175

-3 8-

1, 000
175

21-B

5,

00



31

10

13

-3 8-



32

33

24

25

198

3720

22

10

11 9

175

-3 %

183

15

22

1987

5

22



- REPUBLIC ACT NO. 3720, as amended by EXECUTIVE ORDER
Nos. 851, .u9 and 175

AN AGT TO EHSUBE THE" SAFETY AND PURITY OF FOODS AND COSMETICS, AND THE
PURITY, SAFETY, EFFICACY AND QUALITY OF DRUGS AND DEVICES BEING MADE
AVAILABIE TO THE PUBLIC, VESTING THE BUREAU OF FOOD AND DRUGS WITH
AUTHORITY TO ADMINISTER AND ENFORCE THE LAWS PERTAINING THERETO, AND
 FOR OTHER PURPOSES. (As amended hy Executive Order No. 175 dated
- May 22, 198'?) ;

Be it enacted by thexSenate and House of Representative of the
Philippines in Congress assembled :

Ghapter I. - Title -

SECTION 1. This Act shall be known as the ﬁood Drug and Cosmetic .fsct_7
"FOODS, DRUGS AND DEVICES, MID COSMETICS ACT". (As amended by Executive
Order No. 175) :

Chapter L, - Declaration of Eolicy] POLICIES )

-S6C. R+ THE STATE POLICIES AS EMBODIED IN LRTICLE II, SECTION 15 OF .
THE 1987 CONSTITUTION, THAT: 'THE STATE SHALL PROTECT AND PROMOTE THE- RIGHT
TO HEALTH OF THE PECPLE AND INSTILL HEALTH CONSCIOUSNESS aMONG THEM" AND IN
SECTION 12, ARTICLE XIIT OF THE 1987 CONSTITUTION, THAT: "THE STATE SHALL
ESTABLISH AND MAINTAIN AN EFFECTIVE FOOD &ND DRUG REGULATORY SYSTEM AND
UNDERTAKE APPROPRIATE HEALTH MANPOWER DEVELCPMENT AND RESEARCH, RESPONSIVE
TO THE GOUN‘%‘RI'S HEALTH MEFDS AND PROBLEMS' "ARE REITERATED". E.A.s anended
by E.O. 175

. SEC. 3.-In the implementatzon of the foregoing POLICIES, .the Govern—
‘ment, THROUGH THE DEPARTMENT- OF HE:I.LTH, shall, in accordance with the
: pravisions of this Act. N

b

(a) Esta‘bliah standards and quality measures for foods , drugs AND .
.'DEVIGES and cosmetics. ' £

('b} Ad.opt MEASUHES to ensure pure and safe supply of foods and

cosme‘hics, and pure, safe, EFFIGAGIOUS HND GOOD QUALITY DRUGS AND .
DEVIGES v THE GOUNTBX. : W

(¢) ADCPT MEASURES TO ENSURE THE RATIONAL USE OF DRUGS AND DEVICES,
' SUCH A4S, BUT NOT LIMITED TO, BANNING, RECALLING OR WITHDRGWING FROM THE
MARKET DRUGS AND DEVICES WHICH ARE NOT REGISTERED , UNSAFE, INEFFICACIOUS
OR OF DOUBTFUL THERAPEUTIC VALUE, THE ADCPTION OF AN OFFICIAL NATIONAL
DRUG- Foammnx, YD THE USE OF GENERIC NAMES IN THE LABELING OF DRUGS.

(d) STRENGTIEN THE BUREAU OF Focn AND DRUGS." (As umerded by E.O, 175) °

. Chapter III, - Greation of the ﬁood and Drug Adminis--
. e tration_/ BUREAU OF FOCD J\ND DRUG

' sEC. 43 To carry out thd provisions of this Act, there is hereby °
created an office to be called the /Food and Drug Administration_/ BUREAU
OF FO AND IRUG in the Department of Health. Said Bureau shall be under

the Office of the Secretary and shall have the following functions, powers
and duties; _

(a) To a.dminister and supervise the implementation of this Act and
of the rules and regulations issued pursuant to the same,

-3 8



ReplubAc tNo . 791 Act 2090 flL

orl
14
2
208 7 28
Reup lci AAc 971 20 8 18

F odo adnDr uAd mi sra ton F B
Reuplci Ac 372
Bur eua o F odo adnDr & gB FD

S eahe H osa
of pReentta vse
1 Bur eatiFfoodn®rgs BFA F odo
andu@dmi sraton FB
2 200 F odoa n dru @A mmi sra toin ( F)D Ac
2 090
3 (9 (b)

-39



(b) FDA
(c) FDA
Reupb i cct A 3720 4
4 Dep atmetn o fela h't
DB Fodandugdmits aito FB

af ieco ft B Ser eaty

(a)

(b)

-3 B-



(jFA

30

( k)

(m)

(nFAB

-3 5

60

FB



(p)

(a)

Reupb i cct A 3720

(1)

R e sreha

(2)

R e sreha

(3)

R e sreha /

(4)

Gen tre fro Durg Relg tion nd

CetarforFood®gutl aand

Gen tre fro Gsommt i Reuh aib nan d

Gen tref orev Dec Rya Ith o, n

Radti ahelahandR®Rs echr

(b)

-3 3



(1) Li ensg adn Rge sratoin Disv D

(2) Prdo c Reea rhca n dta 8ad d s
Devophme Dv iisn

( 3) L aob aot ySu pop tDVv i sni o

(c) Adimits aito a R dan c ©fite
H uam eR orue
Devophme iDiien Prpoet ynd aoh its ¢ Maang em t
Di vibns Huam eRora eMa a gea bl vsi 0
Ass est adn Fnia c i Mbhag eemtO vsibn

Gmmu cta o M ehca | o Ygag eemtD vsi DN

(d) Ofiteof t hCe rce b-Geen b
Poit yan dA anh n gDf B C

(e) FHel BReug aot yOp r aoh &
Of fei c

-3 8-



(f) Leay eSvcie Spap Cetar FDA
Gf iecof hBiert o-

Reupb i cct A 3720 6

(afFB
Seretrg fo Haeth

(b) 2 1
1
(c)
(d)
(efFBD Dep uyt Dre cot-Ge naelfo rH ed Rgel atyor
Op eti asn
(fFB DepuDiec treGee rlaf o Admiia tat ino adn
Fi ncan

(g)

-3 8-



FB

(h)
Sec rtar g fH ath

(i) Bur eatite ath eldiecs anTd cnbh Igp BHD
BF B
B ED B B
3 3
8 Reupb i cct A 3720 7
F B S c e tyaorfH el gh
9 Reupb i cct A 3720 10 (n (¥ ()

(g () Cu () (y (w x) () (2
(@a(bb(cc) (dd(ee(ff) (gg(hh (i) G) (kK (1) (mMm

10

(a) FA F odo adn Durg A dnmBéra ton

-3 5-



(1 (2 (3)

(9)

(1)

(2)

(3)

(h)

(1) DoF

(2)

-3 B-

(3)

(%



(v)

(w)

(2)

(1)

( x)

(y)

-3 B-



( b)b

( d)d

-3 B-

FB



( f)f

/ /
/ FDA
(99 /
(1)
(2) () FB
(3FRB
(4)
(1)
( h)h

-3 8-



()i

(i

( Kk

( DI

(mm

10
(p @(4) (k

11

(b)

(d)

FB

RpbliAt 370 11
()

12 (b)

-3 6-

(a (p (¥



11

(9)

FB

( k)

FB

Rpbl iAc

F B

37 @

-3 &

12

12

(a

(b



12

12

50 000 00

1%

Di rtes

(d)

(3 11

5 0, 00000

1 PO 000

Rpbl iAc
(Y

10
5 00 00p 000
1
F B
37 @
F B

-3 8-

50

5

Cha i na nof
26

FB

,00 .00

10

he oBa d
/

(¥ (¥

of



(g)

13 Rpbl it 370
29 A
(1FRB
(2)P50000 PB0,000
P1,000
(3)
/
14 30

Rep ul b cAct 320

30 O rcebr-Geerla

(1)

(2)

-3 8-

FB

29

Rl esfCaot



(3)

(4)

Reupb i cct A 3720 Erc uite
Orde 1838 19 8 Republ ¢ Ac 7 349
Cosao mies Acof he hPIppien

(5)
Phli pipp. NahlaPbe

(6)

15 2 Repubc Ac 3702
31 32
31 FA
15
1
32 FDA S cetrg fo Haeth

S cetyao Helah

16 Rpbl iAct 37 @ 30 33

-3 8-



17 RphbliAt 37@

(a) Sec rtay

(b)

(ckFAB Diert o-Gen ear

Sec rteay

18 20 8

Ac cse bel Gh pre adnQu aty ieMiine & c tb

-3 B-

Sectag

2800 31

Lhi vsa tyl
FB



Gmnss inoon ddu CO

FB
FDA
F B Seretrg foHe ahl t Sectaeygf
B u dtg adnMBaa gne h @ ngss ena |y esr gthCo nime
23
FB
19 FDA 5
R euy aot yEnforc eenh Un REU U
5 Deupy
Di rtere@ nralforFel deg Bat oyr Gep aitos
(a)
( b FDA Dr etco-Geen A
(c)
FDA
30 50
| neg rted Barof hte Phip pnes | B Dviien
Di rterc

-3 6-



20

As sianth vsi oBDiert o

14 3 35
14
35 FDA
Seretrn
Seretrn
Deap temtof r@adead dusry DI
Ac cdr eta o @fite PAO DB
36 FDA
DB
13 14

-3 B-

FB

36

37

Phi Ipipne



Reup lci Ac 3 20 3 Ba)

(a)

(b) (0)

37 FDA Seretrg
FDA
21 Gar adppopra ine cA DCH
BF B BHD
Geena Aprp pirai 0oA®
22 DB FB 10

23 Cogn ess cah vOrisgt n@otee 5
FB
Chinprseosnofhe nBibte e s nHe atlhand

Apppr otaosnof heblusok eRrsentat ies S pak e

2 M mb e C hia pre osn
of et AmiteesnHal tah di nna eof hte Seta a Pre sde nt
of et Brate 2 Mem br e

Cogn ess oah v s itg bmitee CO axc
CO

24 B FDA D rceo Dep uyt Drie tro

F B Diert o-Gn ear Deup yDi ecrt o

Genakrof i€l BReught o Opra tons B FD

Diec troeGee rla

-3 6-



FB BHD
CetarforDevce eRgl aoh iRadat ino Haet h ,nd a

R e sreha DAH Ceter sbr aHeh
D e vop hme
O r eoc-Gen ear FDA
F B BFB BHN Gen tre

f orea Hhta d Dee | pomth QD

cH
FRB
25
Reup lci

At 9211 Exe ctuv ©red 28 Bx e utei @er
18 Pesindelalce e 14 8

26

27

28 2

15

PROSERQC OB ABE JUA NPO NEC ER\LE
Spak eo fthetb ueso f pRees tth e Prse dne fo teh
Seneat

-3 6-



Seanh eBll 2 85
2009 6 3 S eahe

R e pse mat iev

MRIYN .BBRAAY R

Seretryg eeal

Ho ue ERe pes eta tvise

2009 8 18

Hu s Bill 3 239

Hosa fo

EWAL RORESB

Seretrg fo Sate

GORA MA PGAAA RIXO

-3 @



' Republic of the Philippines
m P € ppine

Fond 494 Srag Adwinisiration Department of Health
PHILIFPINES FOOD AND DRUG ADMINISTRATION
February 22, 2013

FDA Circular
No. 2013-084

SUBJECT: Post Market Surveillance (PMS) of Authorized Drug Products

Rationale

This FDA Circular is issued in compliance to Section 5 of Republic Act No. 9711,
otherwise known as the Food and Drug Administration (FDA) Act of 2009, which mandates
the FDA to strengthen the post market surveillance (PMS) system in monitoring health
products and incidents of adverse events, among others. The practice of monitoring the safety
of a drug after it has been released in the market is an important aspect of Pharmacovigilance,
as provided by Administrative Order (AO) No. 2011-009, the National Policy and Program of
Pharmacovigilance.

On August 10, 2006, the BFAD, now the FDA, issued AO No. 2006-0021 to
supplement AO No. 67 s. 1989, the Revised Rules and Regulation on Registration of
Pharmaceutical Products and Bureau Circular No. 05 s. 1997, the Revised Checklist of
Requirements and Guidelines for the Registration of Pharmaceutical Products. In the Annex
of AO No. 2006-0021, new drugs, among others. were required PMS, i.e. to complete the
clinical studies and to pass through a 3-year initial registration under monitored release
before a market authorization or a Certificate of Product Registration (CPR) for general use
may be granted.

Phase IV clinical trial was required for the following drug categories, as appropriate:
newly introduced drugs, established drug with new indication. new route of administration or
additional dosage or dosage strength, to gather more safety and efficacy data and information.
A clinical trial protocol has to be submitted for approval before a Phase IV clinical trial can
commence. The 3-year monitored or restricted release, however, is carried out on non-
studied patients or patients of varying medical background and without interventions.

Based on the number of request for extension of marketing authorization under
monitored release. the FDA observed that the studies conducted were at best seeding trials or
marketing trials. One of the reasons cited for not completing the 3-year period studies was
the failure to achieve the required number of around 3.000 patients. Based on the past reports
submitted. PMS done through a monitored release were observational and non-experimental
in nature.

The FDA pre-market approval process for market authorization is robust enough to
ensure that only safe and effective drug products are released in the market. The FDA
practices PMS and employs different approaches, such as sampling drug products in the
market. inspecting drug establishments and drug outlets, testing drug samples, investigating

Civic Drive, Filinvest Corporate City, Alabang, City of Muntinlupa 1781 Philippines
8094390 (trunkline) / 8425606 (information) / BO7B275 (consumer hotline) / 8070751 (director)

www.bfad gov.ph / bfad@bfad gov ph
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Republic of the Philippines
Congress of the Philippines
Metro Manila

Fourteenth Congress

Begun and held in Metro Manila, on Monday, the twenty-eighth day of July, two thousand eight.
Republic Act No. 9711 August 18, 2009

AN ACT STRENGTHENING AND RATIONALIZING THE REGULATORY CAPACITY OF THE BUREAU OF FOOD AND DRUGS (BFAD) BY
ESTABLISHING ADEQUATE TESTING LABORATORIES AND FIELD OFFICES, UPGRADING ITS EQUIPMENT, AUGMENTING ITS HUMAN

RESOURCE COMPLEMENT, GIVING AUTHORITY TO RETAIN ITS INCOME, RENAMING IT THE FOOD AND DRUG ADMINISTRATION
(FDA), AMENDING CERTAIN SECTIONS OF REPUBLIC ACT NO. 3720. AS AMENDED, AND APPROPRIATING FUNDS THEREOF

Be it enacted by the Senate and House of Representatives of the Philippines in Congress assembiled::

Section 1. The Bureau of Food and Drugs (BFAD) is hereby renamed the Food and Drug Administration (FDA).

Section 2. This Act shall be known as the "Food and Drug Administration (FDA) Act of 2008".

Section 3. It is hereby declared a policy of the State to adopt, support, establish, institutionalize, improve and maintain structures, processes,
mechanisms and initiatives that are aimed, directed and designed to: (a) protect and promote the right to heailth of the Filipino people; and (b) help
establish and maintain an effective health products regulatory system and undertake appropriate health manpower development and research,
responsive to the country's health needs and problems. Pursuant to this policy, the State must enhance its regulatory capacity and strengthen its
capability with regard to the inspection, licensing and monitoring of establishments, and the registration and monitoring of health products.

Section 4. This Act has the following objectives:

(a) To enhance and strengthen the administrative and technical capacity of the FDA in the regulation of establishments and
products under its jurisdiction;

(b) To ensure the FDA's monitoring and regulatory coverage over establishments and products under its jurisdiction, and
(c) To provide coherence in the FDA's regulatory system for establishments and products under its jurisdiction
Section 5. Section 4 of Republic Act No. 3720, as amended, is hereby further amended to read as follows:

"SEC. 4. To carry out the provisions of this Act, there is hereby created an office to be called the Food and Drug
Administration (FDA) in the Department of Health (DOH). Said Administration shall be under the Office of the Secretary
and shall have the following functions, powers and duties:

“(a) To administer the effective implementation of this Act and of the rules and regulations issued pursuant to the same;
"(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;

"(d) To establish analytical data to serve as basis for the preparation of health products dards, and to rec d
standards of identity, purity, safety, efficacy, quality and fill of container,

“(e) To issue certificates of compliance with technical requirements to serve as basis for the issuance of appropriate
authorization and spot-check for compliance with regulations regarding operation of manufacturers, importers, exporters,
distributors, wholesalers, drug outlets, and other establishments and facilities of health products, as determined by the FDA,

KAX

"(h) To conduct appropriate tests on all applicable health products prior to the issuance of appropriate authorizations to
ensure safety, efficacy, punty, and quality;

"{i) To require all manufacturers, traders, distributors, importers, exporters, wholesalers, retailers, consumers, and non-
consumer users of health products to report to the FDA any incident that reasonably indicates that said product has caused
or contributed to the death, serious illness or serious injury to @ consumer, a patient, or any person,

"1} To issue cease and desist orders motu propio or upon verified complaint for health produts, whether or not registered
with the FDA Provided, That for registered health products, the cease and desist order is valid for thirty (30) days and may
be extended for sixty (60) days only after due process has been observed;

"{k) After due process, to order the ban, recall, and/or withdrawal of any health product found to have caused the death,
serious iliness or serious injury to a consumer or patient, or is found to be imminently injurious, unsafe, dangerous, or
grossly deceptive, and to require all concemed to implement the risk management plan which is a requirement for the
issuance of the appropriate authorization,

(1} To strengthen the post market surveillance system in monitoring health products as defined in this Act and incidents of
adverse events involving such products;

"(m) To develop and issue standards and appropriate authorizations that would cover establishments, faciliies and health
products;

-3 2-
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20 June 2014

ADMINISTRATIVE ORDER
No. 2014 -

SUBJECT:The New Documentary Requirements for the Registration of Medical
Device Products

1. Rationale

The fast evolution of medical technology and the importance of medical devices in the health
care delivery system have awakened the regulators to look more into the safety and effectiveness
of these devices through regulation while facilitating trade among the ten member states of the
Association of Southeast Asian Nations (ASEAN). Structured and regionally accepted technical
requirements were developed by the ASEAN member states through the ASEAN Consultative
Committee on Standards and Quality — Medical Device Product Working Group (ACCSQ-
MDPWG). The development of the common submission dossier template (CSDT) was a
concerted effort of all the member states taking mto consideration the global technical
requirements developed by the Global Harmonization Task Foree.

The CSDT is a set of technical requirements for the registration of the medical device products
agreed by the ten ASEAN member states. The Philippines is committed to align the regulatory
guidelines with this set of technical requirements, thus the development of this administrative
order.

II. Declaration of Policy

Pursuant to Republic Act No. 9711, the Food and Drug Administration Act of 2009, and its
implementing rules and regulation, this Administrative Order is formulated to govern the new
documentary requirements for the registration of medical device products.

III.  Objective

The new documentary requirements are hereby promulgated to align the Philippine medical
device regulatory requirements to the common submission dossier template as agreed upon by
the ten (10) member countries under the ASEAN, as part of the ASEAN Medical Device
Directive.

IV.  Scope
The new documentary requirements shall apply to all medical devices to be sold, imported,

exported, manufactured, and used in the Philippines, except in-vitro diagnostic and refurbished
medical devices, for both of which separate Administrative Orders shall be issued.
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ACT 368
SALE OF DRUGS ACT 1952 (REVISED - 1989)
Incorporating latest amendment - Act A1084/2000

First enacted : 1952 (Ord No. 28 of 1952)
Date of coming into operation : 1 November 1952.[L.N. 536/1962.]
Sabah and Sarawak- 1 September 1999, [P.U.(A) 380/1992];
Federal Territory of Labuan- 1 September 1989 [P.U.(A) 381/1992.]
Revised up to : 1989 (Act 368 w.e.f. 1st July 1989)

ARRANGEMENT OF SECTIONS

Long Title

Section 1. Short title and application.
Section 2. Interpretation.

APPOINTMENT OF ANALYSTS, OFFICERS AND INSPECTORS AND THEIR POWERS AND DUTIES

Section 3. Appointment of analysts, officers and inspectors.
Section 4. Power of officers and inspectors to enter, etc.
Section 5. Power to demand, select, and take samples.
Section 6. Any person may have sample analysed.

Section 7. Samples how taken.

Section 8. Certificate of analyst.

Section 9. Power to call for information.

OFFENCES AND PENALTIES

Section 10. Offences and penalty.

Section 11. Interference with official marks.

Section 12. General penalty.

Section 13. Forfeiture of drugs upon conviction.
Section 14. Notification of conviction in newspapers.

PRESUMPTIONS OF LAW

Section 15. Adulteration.
Section 16. Sale by agent or servant.
Section 17. Presumptions as to sale for human consumption or use.

LEGAL PROCEEDINGS AND EVIDENCE

Section 18. Proceedings for offences.

Section 19. No defence that offence not wilfully committed.

Section 20. Reliance on written warranty a good defence.

Section 21. Analyst's certificate to be prima facie evidence.

Section 22. Court may order independent analysis.

Section 23. Non-disclosure.

Section 24. Recovery of fees and other expenses incidental to prosecution.
Section 25. Appeal.

REGULATIONS AND SUPPLEMENTAL PROVISIONS
Section 26. Power to make Regulations.

Section 27. Extended application of Act.
Section 28. Analysts' fees.
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PiHAK BERKUASA PERANTI PERUBATAN
Medical Device Authority Divice
KEMENTERIAN KESIHATAN MALAYSIA AUTHORITY
Ministry of Health Malaysia

Our Ref: ($) dim. MDA. 100-1/8/5
Date : 22 May 2014

CIRCULAR LETTER OF THE MEDICAL DEVICE AUTHORITY
NO. 2 YEAR 2014

POLICY ON IMPLEMENTATION AND ENFORCEMENT UNDER THE MEDICAL
DEVICE ACT 2012 (ACT 737):

CONFORMITY ASSESSMENT PROCEDURES FOR MEDICAL DEVICE APPROVED
BY RECOGNISED COUNTRIES

PURPOSE

1) The purpose of this circular is to set the policy for implemention and enforcement
under the Medical Device Act 2012 (Act 737) relating to conformity assessment
procedure for medical device approved by recognised countries.

BACKGROUND

2) Section 7 of Act 737 requires the carrying out of conformity assessment by the
conformity assessment body registered within Section 10 of Act 737. This is a
preconditon for having a medical device registered under the Act.

3) However, there are various medical device which have undergone conformity
assessment and approved to be placed in certain recognized countries. The conformity
assessment done by the respective countries are similar to the requirements under Act
737.

POLICY DECISION FOR IMPLEMENTATION AND ENFORCEMENT

4) Recognition means adopting conformity assessment and approval of medical
devices placed in the market of certain countries. This recognition will prevent a
repetition of the process of conformity assessment and approval granted on a medical
device and therefore will simplify, reduce costs and accelerate the registration of
medical devices in this country.

5) For reasons stated above, the Medical Device Authority Meeting No. 2/2014
has decided to set the policy for implementation and enforcement as follows:

a. To recognize the conformity assessment and approval of medical
devices placed in the market of a particular country, being a recognized
country.

b. For medical devices that have undergone conformity assessment and
approval for placement in the market of the recognized countries, it

Aras 5, Menara Prisma, No. 26, Jalan Persiaran Perdana, Presint 3, 62675 PUTRAJAYA, MALAYSIA. Tel: (+603)8892 2400, Faks: (+603) 8892 2500
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PiHAK BERKUASA PERANTI PERUBATAN

Medical Device Authority
KEMENTERIAN KESIHATAN MALAYSIA kbt
Ministry of Health Malaysia MALAYSIA

Device

Our Ref: (1) dim. MDA. 100-1/8/5
Date : 22 May 2014

CIRCULAR LETTER OF THE MEDICAL DEVICE AUTHORITY
NO. 4 YEAR 2014

POLICY ON IMPLEMENTATION AND ENFORCEMENT UNDER THE MEDICAL

DEVICE ACT 2012 (ACT 737):
MEDICAL DEVICE FOR THE PURPOSE OF EXPORT AND TRANSIT AND MEDICAL

DEVICE FOR IMPORT/EXPORT FROM/TO COUNTRIES WITHOUT DIPLOMATIC
TIES WITH MALAYSIA

PURPOSE

1) The purpose of this circular is to set the policy for implemention and enforcement
under the medical device Act 2012 (Act 737) relating to:

i)  medical devices for the purpose of export and transit; and

i) medical devices for import/export to/ffrom countries without diplomatic ties
with Malaysia.

BACKGROUND

2) Section 5(1) of Act 737, requires all medical devices are registered before they
can be imported, exported or placed in the market. However, with regards to medical
devices intended for transit only, no registration is required under the Act 737. There is
also no specific provision for medical devices imported/exported from/to countries
without diplomatics ties with Malaysia.

3) Section 45 of Act 737 allows an establishment to apply to the Authority for a
permit to export a registered medical device.

POLICY DECISION FOR IMPLEMENTATION AND ENFORCEMENT

4) The Medical Device Authority Meeting No. 1/2014 and No. 2/2014 has
decided to set the policy on implementation and enforcement as follows:

i) Medical device for export only has to be registered as required by
Section 5 of Act 737.

ii) For medical device intended for transit, only notification is required.

Aras 5, Menara Prisma, No. 26, Jalan Pertiaran Perdana, Presint 3, 62675 PUTRAJAYA. MALAYSIA. Tel: (+603)8892 2400, Faks: (+603) 8892 2500
URL: httpufivww.mdbgovmy email: mdb@mdb.gav.my
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PiHAK BERKUASA PERANTI PERUBATAN

Medical Device Authority
KEMENTERIAN KESIHATAN MALAYSIA kbt
Ministry of Health Malaysia MALAYSIA

Device

Our Ref: (1) dim. MDA. 100-1/8/5
Date : 22 May 2014

CIRCULAR LETTER OF THE MEDICAL DEVICE AUTHORITY
NO. 4 YEAR 2014

POLICY ON IMPLEMENTATION AND ENFORCEMENT UNDER THE MEDICAL

DEVICE ACT 2012 (ACT 737):
MEDICAL DEVICE FOR THE PURPOSE OF EXPORT AND TRANSIT AND MEDICAL

DEVICE FOR IMPORT/EXPORT FROM/TO COUNTRIES WITHOUT DIPLOMATIC
TIES WITH MALAYSIA

PURPOSE

1) The purpose of this circular is to set the policy for implemention and enforcement
under the medical device Act 2012 (Act 737) relating to:

i)  medical devices for the purpose of export and transit; and

i) medical devices for import/export to/ffrom countries without diplomatic ties
with Malaysia.

BACKGROUND

2) Section 5(1) of Act 737, requires all medical devices are registered before they
can be imported, exported or placed in the market. However, with regards to medical
devices intended for transit only, no registration is required under the Act 737. There is
also no specific provision for medical devices imported/exported from/to countries
without diplomatics ties with Malaysia.

3) Section 45 of Act 737 allows an establishment to apply to the Authority for a
permit to export a registered medical device.

POLICY DECISION FOR IMPLEMENTATION AND ENFORCEMENT

4) The Medical Device Authority Meeting No. 1/2014 and No. 2/2014 has
decided to set the policy on implementation and enforcement as follows:

i) Medical device for export only has to be registered as required by
Section 5 of Act 737.

ii) For medical device intended for transit, only notification is required.

Aras 5, Menara Prisma, No. 26, Jalan Pertiaran Perdana, Presint 3, 62675 PUTRAJAYA. MALAYSIA. Tel: (+603)8892 2400, Faks: (+603) 8892 2500
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SALE OF DRUGS ACT 1952

P.U.(A) 223/84
CONTROL OF DRUGS AND COSMETICS REGULATIONS 1984

ARRANGEMENT OF REGULATIONS

Preamble

PART | - PRELIMINARY
Regulation 1. Citation and commencement.
Regulation 2. Interpretation.

PART Il - THE DRUG CONTROL AUTHORITY

Regulation 3. Establishment and membership of the Authority.
Regulation 4. Alternate member.

Regulation 5. Meetings.

Regulation 6. Advisors.

PART Ill - REGISTRATION AND LICENSING

Regulation 7. Prohibition against manufacture, sale, supply, importation, possession and
administration.

Regulation 7A_Prohibition regarding traditional medicine.
Regulation 7B. Presumption relating to registered product.
Regulation 8. Registration of product.

Regulation 9. Register of products.

Regulation 10. Declaration relating to imported product.
Regulation 11. Rejection, suspension or cancellation
Regulation 12. Licences.

Regulation 13. Application for licence.

Regulation 14. Refusal of application for licence.
Regulation 15. Exemptions and savings.

Regulation 16. Certification.

Regulation 17. Revocation of licence.

Regulation 15. Appeal.

PART A - NOTIFICATION OF COSMETICS
Regulation 18A. Prohibition to manufacture, sell, supply, import or process cosmetics.

PART IV - MANUFACTURE OF REGISTERED PRODUCTS

Regulation 19. Personnel.

Regulation 20. Premises

Regulation 21. Equipments.

Regulation 22. Manufacturing operations.
Regulation 23. Quality control department.
Regulation 24. Inspections.

Regulation 25. Distribution records.

PART V - MISCELLANEOUS

Regulation 26. Entry, inspection and seizure.
Regulation 27. Records of transactions.
Regulation 28. Reporting adverse reactions.
Regulation 29. Directions.

Regulation 30. General penalty.
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The State Law and Order Restoration Council
The National Drug Law
(The State Law and Order Restoration Council Law No. 7/92)
The 5th Waning Day of Tazaungmon. 1354 M.E.
(30th October, 1992)

The State Law and Order Restoration Council hereby enacts the following Law:

Chapter I
Title and Definition

1. This Law shall be called the National Drug Law.

2. The following expressions contained in this Law shall have the meanings given
hereunder:

(a) Board of Authority means the Myanmar Food and Drug Board of Authority formed
under this Law.

(b) Drug means a substance for use, whether internal or external in the diagnosis.
prevention and treatment of disease. birth control or for any beneficial effect in human
beings and animals. This expression also includes a substance determined as a drug by
the relevant Ministry by notification from time to time;

(c) Essential Drug means a drug which is determined by the Board of Authority and
which is essential for the health care of the majority of the people;

(d) Fake Drug means the following

(1) a drug the whole or part of the label of which is an imitation or a resemblance by
various means of is written similarly:

(11) a drug in respect of which the expiration date or manufacturer or distributor or place
of manufacture or country of manufacture is fraudulently shown:

(iif) a drug in respect of which 1t 1s fraudulently shown that it is manufactured according
to the formmula mentioned at the time of registration of the drg;

(e) Drug Differing from Standards means a drug which is not in conformity with the
specifications of a relevant drug or a drug which is lower or higher than the minimum or
i standards prescribed by the Board of Authority in respect of the standard of

drugs:
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The State Law and Order Restoration Council
The Traditional Drug Law
(The State Law and Order Restoration Council Law No. 7/96)
The 10th Waxing Day of 2nd Waso, 1358 M.E.
(25th July, 1996)

The State Law and Order Restoration Council hereby enacts the following Law:

Chapter I
Title and Definition

1. This Law shall be called the Traditional Drug Law.

2. The following expressions contained in this Law shall have the meanings given
hereunder:-

(a) Traditional Drug means a local concoction for use either directly of indirectly,
whether intemnally or externally, in the diagnosis, prevention and treatment of diseases,
promotion of health or for any beneficial effect in human beings and animals. This
expression also includes a substance determined as a traditional drug by the Ministry of
Health by notification from time to time;

(b) Traditional Medicine means medicine for the physical well-being and longevity of
people in accordance with anyone of the four navas of traditional medicine, namely
Desana naya, Bethitsa naya. Netkhata vedanaya and Vissadara nava;

(c) Board of Authority means the Myanmar Food and Drug Board of Authority
constituted under the National Drug Law and incorporated under the provision of section
4 of this Law;

(d) Essential Traditional Drug means a traditional drug which is determined by the Board
of Authority and which is essential for the health care of the majority of the people;

(e) Traditional Drug Differing from Standards means traditional drug which is concocted
not in conformity with the formula mentioned at the time of its registration;

(f) Deteniorated Traditional Drug means a traditional drug. the expiration date of which
has been reached or passed or a traditional drug which has so denatured in any manner
that it has become a traditional drug differing from standards;

(g) Expiration Date means the date mentioned on the label of a traditional drug by the

producer of the traditional drug with the approval of the Board of Authority to indicate
that such a drug no longer possesses the claimed efficacy. potency. safety and quality:
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