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

San Lazaro Compound, Rizal Avenue, Manila
“Telephone No: 743-83-01 to 23 loc. 1125-1126

16 September 2004

ADMINISTRATIVE ORDER
‘No. /72 s.2004

SUBJECT: Guidelines on the Registration of Herbal Medicines

I. RATIONALE/ BACKGROUND

Pursuant. to the provision of Sections 3(a) and (b) and 26 (a) of R A. 3720
known as the “Food, Drug and Cosmetic Act’, amended by Sections 4 and 19 of
"E.O. 175 (An Act To Ensure The Safety And Purity Of Foods And Cosmetics,
And The Purity, Safety, Efficacy And-Quality Of Drugs And Devices Being Made
Available To The Public, Vesting The Bureau Of Food And Drugs With Authority
To Administer And Enforce The Laws Pertaining Thereto, And For Other
Purposes), the following regulations are hereby promulgated governing the
reg:stratlon of drugs herein defined as herbal medicines.

ll. SCOPE/ COVERAGE

The Dé'par.tr'h:ént of Heatth thrbugh its Bureau of Food and Drugs (BFAD})
shall ensure the safety, efficacy and good quality of Herbal Medicines.

This 'Ord-er shall be applicable to‘él{ herbal medicines except as provided
herein:
1. Medicines/drugs that do not fall within the definition of herbal medicines
“cited in this regulatton shall be governed by other regulations promulgated
for drugs in genera!

2. Herbal preparatlons which are fresh plant material or which have not
' undergone any process or treatment other than what is essential to their
proper drying, packaging, an_d storage.
Iil. DEFINITION OF TERMS
For the purpose of this Order, the terms:

Plant_Matefial means fresh or dried aerial or underground part(s) of a |
plant such as leaves, flowers, fruits, seeds, stems, wood, bark, roots,
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T N P



rhizomes or other plant parts, which maybe entire, fragmented or
powdered, including juices, gums, fatty oils, essential oils, and any
other substance derived from the plant to be used as is or for further
processing such as for galenicals or pharmaceutical dosage forms.

Herbat Medlcmes are finished, labeled medicinal products that contain as
active ingredient(s) aerial or underground part(s) of plants or any other
“plant material, or combination thereof, whether in the crude state or as
plant preparations. Herbal medicines may contain excipients in addition
- to the active ingredient(s). :

Addlt[onally, such medicinal plant products shall have spemf‘ c

therapeutic claim(s) and shall be intended for use in the diagnosis,

alleviation, cure or treatment of disease, promotion of health or
~ intended. to affect or modify the structure or any function of the body of
' ,humans or animals.

Drug preparations contain_ing plant material(s) combined with
chemically defined therapeutically active substances, including
-chemically defined isolated constitients of plants used in
conventional/western mediclnes are not consudered to be herbal
medicines. . :

Common Name refers to the generally accepted local name of the plant
as recognized in ethno- botan[cat or other relevant literature.

Scientific Name refers'to the binomial nomenclature consisting of the
genus .and the species to which the specific plant belongs and the
name of the author, based on a systematic classification indicating
genetic relatlonshlps in which both terms are underlmed or italicized
and the first letter of the genus is capltahzed

‘Official Name refers to the scientific name, common/local name and the
part of the active plant material used in the preparation of the herbal
medicine. (ex. Vitex negundo L., Lagundi Leaf). Note: This definition
also refers to the  Offi 0|al T|tle as stated in the Philippine
Pharmacopoeia. : :

v. POLICIES A'NDVGUIDELINES

1 Only establishments for herbal medlcmes with a valid license to -operate
can apply for registration of such products. These establishments can be
. the manufacturer, trader, importer or distributor of the product. o

" 2. No person s’hall ‘manufacture, import, export, distribute, sell, offer for sale,
advertise, or transfer any herbal medicines which are not reglstered with
the BFAD. .




V REGISTRATION REQUIREMENTS
1. Notanzed leiter of appllcatlon and duly accomphshed Form No. 8
2. Certificate of Brand Name Clearance (when applicable)

Every proposed brand name for an’ Herbal Medicine shall be submitted for
name clearance prior to the filing of an application for registration. This will
prevent similarity in brand names with other previously registered products
whether Food, Drugs and Devices, Cosmetics or Household Hazardous
Substances.-

No imported Herbal Medicine even if it is patented and/or registered in

other countries, shall be issued certificate of brand name clearance if the

proposed brand name is identical or similar to any brand name registered
- with the BFAD.-

Appllcatlon processing and approval of brand names shall be in
‘accordance with the provisions of Bureau Circular No.21 series of 1999
(Guidelines for the Evaluation of Brand Names for Products to be
Registered with the Bureau of Food and Drugs) and Bureau Circular No.8
series of 2003 (Clarification of Guidelines on the Use of BFAD Reglstered
Brand Names) _

3. A duly notanzed certtflcate of agreement executed between. the -
manufacturer, trader, importer and/or distributor .

4. Ltst_ of ell active plant material(s) and inactive tngredients

4.1°A complete list of ingredient(s) whether active or .inactive with the
correspond:ng amount per unit dose, expressed in the metric system

i ', 4.2 Statement of the active mgred[entls (plant material/s) using scientific
- name ‘with the common/local name printed below the. scientific name.
. Specific plant part(s) used shall be stated after the common name. -

4.3 Ingredient(s) which are used in the manufacture but which may not be
present in the finished product shall be included in the list (e.g.
“alcohol). Alcohol, if present, in the formuilation shall be expressed in
percentage (%) :

5. Requirements‘for Raw Materials of Herbal Medicihes

5.1 A certification as to-the authenticity of the plant specimen shall be
obtained from: the Philippine National Museum or any BFAD-
recognized taxonomist. In case of imported products, the certificate of

~ authenticity of the plant shall be obtained from . the authorized
government agency in the country of origin and the Philippine
Consulate shall duly authentlcate such document.



'Physrca[ descnptron and tests/qualrty standards of the finished product
6. 1 Organoleptrc and macroscoprc description of the finished product
A description of the appearance, texture,’ color odor and taste of the
finished product ‘
6.2 Morsture Content
6.3 pHi (if applrcabte)
.64 Alcohol content (if apphcable)
| Standards-and Irmrts for specific tests are presented in Annex A,
7. Certificate of analysis of the submitted samp[es

- An anaiytrcal report of the tests carrred out to establish the identity, quality
“and safety of the submrtted batch samplefs '

. Full report of methods used, the facrlttles and qua!rty control procedures in
the manufacture, processrng and packagmg of the finished product

A complete and detailed description of the manufacturrng procedure
‘including all in-process quality control procedures and the facilities and
equipment used in each stage ot the manufacturing process

Full descrlptron of the packaglng materials used (Refer to Annex C for the

- Packaging Requrrements)

. Complete qualrty control procedure(s) for the flnsshed product

'The manufacturer shall conduct quality control tests and procedures The
manufacturer shall establish specifications or limits for such tests where no
standard has been set by the BFAD.

All quality control test procedures for the finished product shail be given in
detail including the preparation of test samples for analysis to provide
information on how the qualrty and. batch-to- batch ‘uniformity of the product :
is ensured. :

Data obtained from -these tests shall also provide information on the
absence of synihetic substances and microbial contaminants

A method of |dentrf|cat|on and where possrble the quantrfrcatlon of the
plant material in the finished product should be defined. If the identification
of an active. principle is not possible, it should be sufficient to rdentrfy a
characteristic substance or mixture of substances (e.g. “chromatographic
fingerprint”) .to ensure consistent quality of the product. The finished
product should comply wrth general requrrements for the particular dosage
form.




10. S,tability studies to éupport clairhed shelf-life of the finiéhed product ‘

Stability studies conducted under the following recommended conditions
shall be done to determine the' most appropnate conditions of storage and

to support claimed shelf life: .

Room temperature:
Elevated Temperature: 40001 2°C, 75% RH + 5% RH
Cool temperature:

30%C + 2°C, 75% RH % 5% RH

815C

11. Labels and other labeling materlals

The labellng materials for herbal medicines shall conform to the following -

requwements

General Requirements '

S AII :nformatlon requnred to appear on the label shali be:

1111-

11.1.2
11.1.3

11.1.4

~ Written in Engllsh or in both English and Filipino
~ Clearly and prominently printed
"Sufﬂclently legible as to distinguish the color contrast,

position and spacing of information.

11145

11.1.4.6
11.1.4.7

11.1.4.8
11.1.4.9 -

11.1.4.10.
11.1.4.11.
C11.1.4.12

11.1.4.13
11.1.4.14

The minimum: mandatory information in the iabeling
. materials are: ‘

11441

11.1.4:2
- 11.14.3
11144

Official name and brand name (if any)
Ddsége form and dosage strength

. Therapeutic claim / pharmacologic category .

Cdmplete name and address of the
manufacturer, trader and/or -
distributorlimporter

‘Net content
) Rx symbol, for prescription prod uct

Formulation

~ Indication/s.
‘Contraindication(s), precaution(s},

warning, wherever applicable

- Mode ‘of administration / direction for use

Batéh and/or Lot number

‘Date of manufacture and explry/explrahon
date

Registration number
Storage conditions




1115

11,16,

11.1.7

L1118

11.1.4.15 (For Rx products) Food, Drugs, Devices and

Cosmetics Act prohibits dlspensmg without
prescrlptlon

The principat.display panel shall:

“11.1.51 Contain the particulars re'quired in11.1.4.1 to

-11.1.4.6
11.1.5.2 Conform to the presentation as illustrated in
- the sample label in Annex B

The followmg information shall appear OUtSIde of the
principal display panel:

11.1.6.1 - Contain the particulars requ;red in 11.1.4.7 to

11.1.4.15

11.1.6.2 Relevant graphics or illustrations to the

~identification of the plant material used shall
be allowed on the labels as long as it does
“not obscure or cover pertinent information.

Other information and additional details shall appear on
other labeling materials such as inserisfleaflets or

‘secondary packagmg

Formulation

11.1.8.1  The active ingredient stated in its scientific
name with the common/local name and part
used printed below the scientific name '

11.1.8.2 The plant part(s) used stated after the
common hame

" 11.1.8.3 The corresponding amount or potency of

active ingredient(s) expressed in the metric
-system

711.1.'8.4" ' ‘Ale'ehol content'expressed in percentage (%).

11.2 Spe'cific'Req:uirement :

Ofﬁcnal name of the product sha[l be printed inside an outiined box
as |I[ustrated in the sample fabel in Annex B.

12. Sufﬁment samples (ln market or. commermal presentatlon) for laboratory

anainIS

_Samples of the herbal medicine in .commercial presentation with batch |
“and lot no. the same as that on the submitted Certificate of Analysis shall
be submitted for the BFAD analysns




13.1

132

13.3

13.4

13. Evidence of safety and efficacy '

The foliowmg shall be established before the herbal medicines are
made available to the public:. -

1311 Acute Lethal Dose 50 (LDs), No-Adverse-Effect
‘ LeveIlDose and Toxidrome

'13.1.'2. Pharmacologlc Effects in Animals both In Vivo and In

‘ Vitro Studles
13.1.3  Bioassay, when applieabie

13,1.4:' Non- mutagemclty mcludmg Ames test and MlCFOﬂLICleUS
0 test. :

13.1.5 For products intended to be used for more than ten (10)
' “days: sub-chronic toxicity test conducted over a period of
ninety (90) days.

‘For products to. be used for more than thirty (30) days:
chronic toxicity test conducted in rodents; mice - over a

~ period of at least nine (9) months; rats - twelve (12)
months or equivalent to their ln‘espan

" For initial registration, the data of at least f:fty percent
(50%) of the required duration for chronic toxicity test
shali be submltted

13.1.6 - Forgalenlcal products: Phase | clinical trial

13.1.7  For products in pharmaceutical dosage form: Phases |, I,
ill clinical trials -

No prodnct slhel[' b'.e regt'stered ‘as' Herbal Medicine if:

13.2.1 .. There is a valid report of adverse drug reaction.on the use
~ of the plant material as determined by the BFAD.

1322 There is a valid teport of abuse or dependence potential
.~ onthe use of the plant material.

1323 It contains. chemlcally defined therapeutically active
. substance(s), including chemically defined isolated
constituent(s) of plants used in conventlonai/western

o medlcme

For. Herbal Medicines, which have been validated by the National
Integrated Research Program on Medicinal Plants (NIRPROMP of
the PCHRD-DOST), a Memorandum of Agreement (MOA) between
NIRPROMP of the' PCHRD and the applicant shall be submitted.

Herbal Medicines whlch have been validated by other competent
research centers (whether local or international), shall require

~accreditation/approval by the appropriate BFAD committee.




135 Additional -Re'q,uirements for Imported Herbal Medicines

-Ceﬁiﬁcate of Pharmaceutical Product (CPP) issued by the
Government Health Agency or any other appropriate agency from the
country of origin and duly authenticated by the Philippine Consulate

No-herbal medicine from other countries may be registered unless
they are freely sold in the country of origin. In case where the product
is not freely:sold in the country of manufacture, two separate CPPs .
shall be submitted: the CPP from the country of manufacture and the
CPP from a country where-the product is freely sold.

P : 13 6 Requnrements for Renewal Registration of Herbal Medlcmes
1 (Refer to Annex D)

VL PROCEDURES FOR REGISTRATION
1. Filing ofrap'plication for registrétion of Herbal Medicines

} ' ' A duly licensed herbal 4me}dicine establishment files a formal application for
registration of herbal . medicines. Such establishment can be the
manufacturer, trader, or importer-distributor of the product.

The applicant shall submit data and representative samples of the product
in support of its request for reglstratlon All information regarding the
product shall be fully dlsclosed '

1.1 Evaluation of submltted documents and samples

The Product Serwces Division of the BFAD shall evaiuate the
documents. The quality conformance of the sample products with
BFAD-set standards shall be verified at the Laboratory Services
Division or any Iaboratory accredited by the BFAD.

1.2  Final recommendationlactlon on the applrcatlon for registration

‘Final action. of approval or denlal on the application for reglstratlon'
shall be issued by the BFAD based on the results of the evaluatlon
conducted pursuant to Sectlon 1.1 hereof.

2. Payment of Registration Fees and Costs of Laboratory Analysis

kRS 7 3 ' Upon application for registration: of herbal medicines, the following non-
' refundable fees shall be charged for each appiication:




2.1 Herbal Medicines

2.1.1 Initial regiStration [for one. (1) year]
2.1.1.1 Generic: -~ Php2,000.00
2.1.1.2 Branded: Php 3,000.00

2.1.2 Renewal registration [for five (5) years]
2421 Generic..  Php  7,500.00
21.2.2 Branded:  Php 10,000.00

Note: ' '

1. [nitial.registration may be valid for 2, 3, 4, or 5 years with payment
of correspondlng fees. '

2. Renewal regxstratlon is for five-year duration for herbal medicines
startlng on the date of explratlon of the CPR.

2.2. Cost of laboratory analysis - to be computed based on the test
requirements of a specific product
VL. PROHIB[TED ACTS AND SANCTIONS
. The prohlblted acts and sancﬂons embodied in R.A. 3720 as amended by
E.C.175 as far as apphcable are hereby adopted.
VIll. REPEALING CLAUSE
All orders, circulars, rules ‘and regulations, or portions thereof, inconsistent
with this Order are hereby repealed or modified accordingly.
IX. EFFECTIVITY -

This regulation shall take'effeét fifteen (15) days after its publication in two
newspapers of general circulation.

MANUEL. M. DAYRIT M.D., M c.
Secretary of Health




ANNEX A

Standards for the Determination of the Identity, Purity and Quality'of Herbél
Medicines

1. To establish the identity of the plant material, an herbarium specimen of
the medicinal plant shall be prepared from each of the. different sources
where such plant material-has been. obtained. Such herbarium specimens
shall be submitied for authentication to the National Museum or any
BFAD-recognized taxonomist.

2. All herbal medicines shall be free from extraneous matters such as sbil,
excreta, helminths or parasitic ova, stones, other plants and/or other
part(s) of the same plant to be used.

3. Tests and standards shall be-in full compliance with the pharmocopeial
requirements. For plant materials, which are not included in any official
pharmacopeia, the following tests and standards shall be followed:

3.1 Organoleptic and macroscopic description and illustration of the
plant material o o -

3.2 ‘Ashcontent
3.2.1 Total Ash
3.2.2 Acid-Insoluble Ash
3.2.3 Water-Soluble Ash
33 Extractable Matter _
3.3.1  Ethanol-Soluble Extractive
3.3.2 Water-Soluble Extractive
34  Moisture Content (Loss on Drying/Water Content)
3.5 Heavy Metals:

For dried pl‘ants, limits for adults are as follows:

Lead . . - 10 pg/g (ppm)

Cadmium . - 0.3 ug/g (ppm)
Mercury - 0.5 pg/g (ppm)
Arsenic - 0.3 pg/g (ppm)

The limits. for herbal medicines for children shall be
recommended by NIRPROMP based on conditions of growth &
development of these children, and the pathologic conditions
for which the herbal medicine is indicated.

36  Volatile oil (if applicable)

10




3.7

3.8

39

Pesticide residue - shalt’ ‘conform to the |lmItS as det”ned |n"

FAO/WHO Codex Alimentarius

Foreign Matter o

All plant materials shall be free from extraneous matter such as soil,
excreta, helminths or parasitic ova, stones, other plants and/or plant
part(s) other than the specific part(s) used.

MICI’ObIal limits
Test to detect and quantify the following m:croblal contaminants
shall be conducted: aerobic bacteria, Sacchromycetes and
Hypomycetes

~3.9.1 For untreated p!ant material harvested under acceptable

hygienic conditions intended for further processing:
-Organisms - Unit ‘Limits
Escherichia coli . cful g Negative
Moulds propagules cfu/ g ‘Maximum 10°
Staphylococcus - cfuf g Negative

3.9.2 Plant materials that will undergo pre-treatment (e.g. with
boiling water as used for herbal teas and infusions) or nc the
material is to be used for topical dosage form:

Limits

Organisms . Unit

Aerobic bacteria cfu/ g Maximum 10"
Yeasts and moulds - cfu/ g Maximum 10*
Escherichia coli cfu/ g Negative
Salmonellae cful g Negative
Staphylococcus cful g Negative
Other Enterobacteria cful/ g Maximum 10%

3.9.3" Plant materials to be used in drugs for internal use:

Organisms ‘ ~ Unit Limits

Aerobic bacteria cfu/ g Maximum 10°
Yeasts and mouids cfu/ g Maximum 10°
Escherichia coli cful g Negative

' Salmoneliae cfu/ g Negative
Staphylococcus .cfu/ g Negative
Other Enterobacteria cfu/ g Maximum 10°

3.10 Aflatoxin limits
Total aflatoxin shall conform with the prescribed specifi cation of

20ug/kg and afiatoxin B1 of 10 uglkg by ELISA Method or Liquid
Chromatography

11




3.1 Identification Tests

3.11.1 Chemical Tests
Determine the active constrtuent/s present in the plant(s)

- 3.1 2 Thin Layer Chromatography (TLC) Profile
The TLC Profile of the plant material shall be established and
~used as basis in determining the rdentlty, purity and batch-to-
- batch uniformity- of the chemical components present in the
s plant ' '

3 11 .3 Other chromatographlc procedures such as HPLC GC-Mass
Spectroscopy and NMR

-3.12 Bioassay

. A bicassay method shall be established to demonstrate the claimed
pharmacological activity of the plant.

The following tests and standards shall be utilized in determining the

- quality of the finished product;

4.1 Moisture Content —not more than 10%
42 pH
4.3  Microbial Limits

431 For Solid Products

Organisms =~ | . . Unit Limits -

Aerobic bacteria cfu/ g Maximum 10°
Yeasts and moulds cfu/g Maximum 10°
Escherichia coli ‘ . cful g Negative
Salmoneliae - l o cfu/lg Negative
Staphylococcus =~ cfuf g Negative
Other Enterobacteria __cfulg Maximum 10°

432 For Liguid Products

Organisms : Uni{ , Limits

Aerobic bacteria | cfu/ g Maximum 10°
Yeasts and moulds - cfufg . Maximum 10*
Escherichiacoli . |- = ¢fu/g Negative
Salmonellae =~ cfulg = Negative -
Staphylococcus - cfufg ‘ Negafive
Other Enterobacteria oful g Maximum 10?

4.4  Identification Tests
- - 4.4.1 Chemical -
4.4.2 Thin Layer Chromatography
4.4.3 Other chromatographic procedures

12




4.5

Test for synthetic substance(s) as’ appropriate for the claimed -

indication such as:
4.5.1 Aspirin’

4.5.2 Paracetamol
4.5.3 Dipyrone

454 Phenylbutazone
455 Pyrazolone.

_' - 4.5.6 " Corticosteroids
- '4.5.7 Anabolic steroids

- 4.5.8 .Gonadal Hormones
~°4.5.9 Ephedrine”

4.5.10 Sildenafil and other re!ated substances

4.5.11 Indomethacin .

- . 4.5:12 Chlorpheniramine

4.5.13 Aminopyrine,
4,514 Caffeine -

"_'4 5.15 any other synthetlc substance

. Specific'Tests Required for Different Dosage Forms

5.1

52

9.3

- 54

55

Tablet
- Welght vanatlon
- Content uniformity -
- Disintegration test
- Hardness test

- Friability .

- Microbial test

Capsule
- Weight varlat[on
- Content uniformity

- Microbial test -

Syrup / Liquid -~~~
- Viscosity

-pH . .

- Microbial test )

' Suspensmn

- Suspendabmty
- Homogenesty o

- Viscosity

- Minimum fill-
- Microbial test

Ointment / cream l semi-solid preparation
- Palpability

- Homogenelty

- pH

13



- Méitlng point _
- Aliergenicity and primary irritation test
- Mlcrobla[ test ’

5.6 Suppos‘itoryl pessary
- Allergenicity and prlmary irritation test
- Mlcroblal test -

6. Galénicals, including'decoctiohs, infusions, extracts (liquids, piliulars,

powdered), tinctures, syrups, lotions and emulsions shall pass all the
requirements specified in the Pharmacopoeias official in the country.

14




ANNEX B

Label Sarripie for Herbal Medicines

INFORMATION PANEL

'PRINCIPAL DISPLAY PANEL

INFORMATION PANEL

Formulation:

Each tablet contains:

Vitex negundo L.. - 300 mg
(Lagundi Leaf)

Indications::

For the ‘treatment of
broncho-spasm
1 bronchial asthma, chronic
bronchitis  and other
broncho-pulmonary -
disorders. "Also for other
forms of cough due to

common colds, flu- and
pharyngitis.
HMR No. (Herbal Medicine

Registration number}
Bafch/Lot No.:
Date Mfd..

‘| Expiry:

Store at room temperature
| not exceeding 30 °C

in. acute’

‘Net Content 100 tablets

Vitex negundo L.
Lagundi Leaf

Brand name, if any
300 mg Tablet

. Anti-asthma
Anti-cough

Manufactured by:

For:

Dosage: .
Adult: 2 x 300 mg tablet
every 4 -6 hours

Children: 1 x 300 mg tablet

-every 4 - 6 hours

.Precautions:

Safety in pregnant and
lactating women has not
been established.

Side Effects:
Only mild side effects on

few patients such as
itchiness, nausea and
vomiting, tachycardia,

diarrhea, drowsiness and
body malaise were reported

without predominating
complaint  with  similar
incidence on  placebo
cantrol

Contraindications:

There are no known contra-
indications

The “Principal Display Panel” of the label shall be that part which, either through design or general use, is
presented or shown to the consumer under customary condmons of display for retail sale.

The “Information Panel” of the label shall be that part |mmed|ately contiguous to the principal display panel
- and in the case of rectangular, éylindrical or four-sided containers, any of the sides adjacent to the principal
which

“display panel except the

boftom  side serves

as the base of package.

i3




ANNEX C
) Packaging Requirements

1. For Liquid and Seml-Sohd Products in Plastic Contalner the following
information shall be submitted:

1.1 General Informatlon
- shall include the name of materlals name of manufacturer,
chemical structure and physico-chemical propertles
- 1.2 Test Procedures and Limits -
- shall include methods on how different tests were conducted,
limits for each tests and results
1.3 Studies Done on P!ast:c (to substantlate the claim that the product is
safe to use)
- - shall include chemlcal tests physmal tests, and b|ologlcal tests
_ (cell toxicity, tissue |mplantatlon) for parenteral and ophthalmlc
preparatlons

2 For Products in Specnat Packaging Materials (including materials for
accessories), the following information shall be provided:

2.1 List of different components and maximum allowable content
2.2 Types of materials used in dlfferent parts
2.3 Nature of polymers -
2.4 Official standards and requirements (must be compliant)
2.5 Toxicity data
2.6 Technical properties of materials
2.7 Detailed construction of non-standardized containers

16
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ANNEX D

CHECKLIST for REGISTRATION of HERBAL MEDICINES*

REQUIREMENTS

TYPE OF APPLICATION

INITIAL

RENEWAL

Letter oprphcatlcn as B. C No 01 s, 2002

v

Form No. 8 (Revised)

J

Copy of valid Certificate of Brand Name Clearance

Copy of valid agreement between the manufacturer & trader/distributorfimporter/exporter

22 el Doy Bl B

a) Copy of Iatest Certificate of Product Registration
b) For A.Q. No. 54 - valid original Certificate of Product Registration

Copy of valid LTO of the manufacturerfiraderfimporterfdistributor, reﬂectmg the product source(s)

Unit Dose and Batch Formulation

<<

Technical Specifications of ALL Raw Materla[s

baad B b By

Certificate of Analysts of Active Raw Material ‘

a) From the supplier of the active raw material (if applicable)

b} From the manufacturer of the finished product

¢) Certification of Authentucuty of Plant Specimen from the National Museum (Philippines)
or any BFAD-recognized taxonomist
in case of imported products, the certificate shall be issued by the authorized government
agency in the country of origin, duly authenticated by the Philippine Consulate.

Ll L L 8 LN LA L <t | )]

10.

Technical Specifications of Finished Product

1.

Certificate of Analysis of Finished Product (from the same batch or lot of the representative
sample submitted)

12,

Master Manufacturing Procedure, Productlon Equipment, Sampling and In-Process Controls,
and Master Packaging Procedure

13.

Identity and Purity Tests |nclud|ng Assay (if applicable)

14.

Stability Studies .
a) Accelerated - at least 6 months data, minimum of 2 batches at 40°C£2°CI75%RH5% RH
b) Real Time - at least 12 months data, minimum of 2 batches at 30°C+2°C/75%RHt5%RH
¢} For products intended to be stored in a refrigerator
¢.1) Accelerated - at least 6 months data, minimum of 2 batches, 25°C2°C/60%RH25%RH
_¢.2) Real Time - at least 12 months data, minimum of 2 batches, 5°C+3°C

2. Je] e | 2 ]l
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. Representative Sample in market or commercial presentation (at least 1 year before expiry)

16.

Labeling Materials
a) Facsimile labels with actual color text (3 copies)
b) Actual/Commercial labeling materials {3 copies)

17.

For herbal medicines validated by the NIRPROMP of the PCHRD, a copy of Memorandum of
Agreement betweén the NIRPROMP & the applicant shall be submitted. Otherwise, a copy of

approval of BFAD Committee on the reglstratnon of the said herbal medicine shall be submitted.

<y 2 jet 2

18.

For Imported Products (an English translation shail accompany any document not written
in English)
- Original Certificate of Pharmaceutlcal Product from the country of manufacture
(issued at least 1 year from the date the application for registration was filed)
- For countries not issuing CPP, the following may be accepted: ‘
a) Government Certificate attesting the Registration Status of the Manufacturer,
duly authenticated by the Philippine Consulate
b) Certificate of Free Sale from the country of origin, duly authenticated by the Philippine
Consulate.

For products not freely sold in the countm of ongln. original CPP from a country where the
product is freely sold shall be submitted.

19.

For Liquid and Semi-solid Products in Plastic Contalner orin Speclal FPackaging Materials,
refer to Annex C of ALO. s, 2004,

20,

Evidence of Safety and Effica icacy
a) Acute Lethal Dose 50 (LDx,), No-Adverse-Effect LevellDose and Toxidrome

- b) Pharmacologic Effects in Animals both In Vivo and in V:tro Studies

¢} Bioassay {(when applicable)

d) Non-Mutagenicity - including Ames Test and Mlcronucleus Test

€) Subchronicf Chronic Toxicity Test

f) Phase | Clinical Triat (for galenical products)

g) Phases |, II & [l Clinical Trials (for products in pharmaceutical dosage form)

N

"Any changes, revisions or modifi catlons shall require prior approval from the BFAD.




