BUREAU OF CUSTOMS i%‘

MAKABAGONG ADUANA, MATATAG NA EKONOMIYA

~ PROFESSIONALISM j INTEGRITY ACCGUNTABILITY

MASTER COPY

October 15, 2021

CUSTOMS MEMORANDUM CIRCULAR
NO. J/§-202]

To:  All Deputy Commissioners
All Service Directors
All District/Port Collectors
All Others Concerned

SUBJECT: EXTENSION OF THE TRANSITORY PERIOD FOR THE
IMPLEMENTATION OF FDA CIRCULAR NO. 2020-025 THROUGH
THE ISSUANCE OF FDA CIRCULAR NO. 2021-011

With reference to the attached letter dated 07 October 2021 from Engr. Ana
Trinidad F. Rivera, Director IV, Center for Cosmetics and Household/Urban Hazardous
Substances Regulation and Research of the Food and Drug Administration (FDA-
CCHUHSRR), please be informed that the licensing and regulation requirements for
Household/Urban Hazardous Substances (HUHS) establishments and products,
respectively, have been reinstated by virtue of Administrative Order (AO) No. 2019-
0019 and its implementing guidelines prescribed in FDA Circular No. 2020-025.

Accordingly, the FDA-CCHUHSRR, through FDA Circular No. 2021-011,
provided the HUHS industry and stakeholders with a transitory period until 31
December 2021 to fully comply with the newly implemented licensing and registration
requirements. This allows the said industry and stakeholders to engage in the
manufacture, importation, exportation, sale, offer for sale, distribution, transfer,
promotion, advertising, and/or sponsorship of HUHS products without the requisite
License to Operate (LTO) as HUHS establishment and Certificate of Product
Registration (CPR) while they are in the process of completing the documentary
requirements as well as the lodging of their LTO/CPR applications with FDA.

As further provided in FDA Circular No. 2021-011, a moratorium period is in
effect throughout the transitory period where no government agencies shall require
FDA authorizations (LTO, CPR and other certifications or clearances) while the
HUHS industry are in the process of complying with the new regulations.

The attached letter also provides the list of products covered by FDA Circular
No. 2020-025 including the transitory period and the list of categories not covered by
the same.
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Attached also are copies of FDA Circular Nos. 2020-025 and 2021-011.
For information and reference.

For record purposes, please confirm the disseminatjeq of this Circular
throughout your offices within fifteen (15) days from receipt.

REY LEONARDP B. GUERRERO

k(?ommissioneZS>
0]
!E‘iu'?& BOC-09-25128
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Republic of the Philippines

Prepartment of Health R Ll
FOOR AND DRUG ADMINISTRATION P sk i B

FDA CIRCULAR " AU 2000

No.  20RG-028

SUBSIECT

tive Order Ne.

et of Licensing s

Those Engaged in Certain Houschold/Urban Hazardous
Substapces. and from the Reguirement of Prioy
Registration and/or Notification of Said Producty”

i RATIONALE

Presidential Decree No. 881 (PD) 881) dated 30™ January 1976 empowered the
Secretary of Health 1o regulate the labeling, sale and distibution of hazardous
substances, Republic Act (RA) No. 3720, as amended by RA 9711, otherwise known
as the “FDA Act of 2009 strengthened PD 881, among others, by defining health
products as “any food, drugs. cosmetics. devices, biologicals, vaceines, in-vitro
dingnostic reagents and household/urban hazardous substances {HUHS} andior 2
combination of and/or a derivative thereofl 1t shall alse refer fo products that may
have an effect on health which require regulations as determined by the FDA ™
Further, the cnactment of RA 11467 imposing for higher excise tases on cerain
commadities, and consistent with Executive Order No. 106, the FDIA is given the
mandate to regulate Novel HUHS Products (Vapor Products) such as Electronic
Nicotine and Non-Nicotine Delivery System (ENDS/ENNDS) and Heated Tobaceo
Producis (HTPs)

Considerable developments in chemicals management which affect labeling
has lead to the publication in 2003 of the Globally Harmenized System (GHS) of
Classificalion and Labeling of Chemicals which was adopted in the Philippines in
2000 by wirtue  of  Joim DH-DENR-DA-DOF-DOH-DILG-DOLE-DOTC.
Administrative Order Mo. 01 series of 2009,

Finally, Administrative Order (AQ) No. 2019-0019 issued on 25 June 2019
reinstated the licensing and registration requirements of certain HURS products, and
mandated the FDA 1o establish guidelines in relation thereto. Hence, the issuance of
this Cireular,

i OBJECTIVE

This Cireular agms to-

I Establish the guidelines for the licensing and inspection of HUHS
establishments;

Civie Drive, Filinvest Carporate City, Alabang 1781 Muntinlupa, Philippines :" K h
Truok Line +63 2 857 1900 Fax =632 807 0751

Wehsite: www . fda gov,ph Enmail; infoi@fda.gov.ph
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2. Fstablish the gurdelines for registtation and other relevant authorizations for

HLUHS products;

Uipdate the categorization of HUUHS products;

Institunonalize the Globally Harmonized Svstem of Classification and

Labeling of Chemicals (GHS) as the mew hazard category for labeling of

HUHS products, and

5. Ensure compliance of HUHS eswablishments to FDA regulatory standards,
such as but pot Hmited to Good Manufaciuring Practice (GMP). Good
Distnibution Practice {GDP), or Good Storage Practice (GSP) or Good
Labeling Practice (GLP}.

wfe Aad

. SCOPE

This Circular shall apply to establishments engaged in the manufacture,
importation, exportation, distribution, sale, ofler for sale, transfer, promotion,
advertisement, and/or sponsorship of HUHS products gy defined in RA 9711 and Iis
Implementing Rules and Regulations (IRR), and as categorized herein, intended for
consumer and institutional use.

Far clanty, while Novel HUHS Products including Vapor Products such as
ENDS/ENNDS  and HTPy, Toys amd Childcare Arigles {(TCCAsY and
Household/Urban Pesticide (HUP) products, are among the categories of HUHS ,
products, ficensing of establishments, and registration/notification for these products %
shall be covered by the existing procedures specific for such categories. ?

The Heensing and registration requirements provided in  this Circular,
however, shall not apply to the following under Categories 1 and IV on Section ¥ 2
of this issuance:

1. Establishments engaged in the manufacture, impertation, or distribution of raw
materials used in the production of HUHS products, and their products;

2. Retailers of HUHS products;

3 HUHS products which are:

+ for donation, in which Adminisirative Order No. 2020-001 “Guidelines
in the Importation, Facilitation and Management of Foreipn Donation
involving Health and Health-Related Products™ and ms  future
amendments shall apply,

= mported for personal use, in which Department of Health - Food and
Drug Administration - Bureau of Customs {DOH-FDA-BOC) Joint
Circutar Neo 1 “Imporation of FDA-DOH Regulated Products for
Personal Use™ and its future amendments shall apply; '

» intended to be used for exhibits,

* itended for exclusive use in agricultural setting;

+ ntended for other health-related/medicalrelated use fi.e. disinfectant
products under the jurisdiction of Center for Drug Regulation and
Research and Center for Device Regulation, Radiation Health and
Research),

» intended to be used for rescarch and development and apalvsis of
HHLIHS product.

balk
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IV, GENERAL GUIBELINES

[, The terms used in this Circular shall have the meaning as defined in KA 9711
and its IRR, and related laws and regulations.

2 HUHS cxwablishments shall continucusly comply with existing FDA laws,
riles and repulations.

3. HUHS establishments shall be under the supervision of a qualified person with
technical knowledge and/or adequate tmining on HUHS raw material and
produci safety.

4. HUHS establishments shall secure a License w Operate (LTO) prior o
engaging in the maoufacture, importation, exportation, sale, offer for sale,
distribution. transfer, promotion, advertising, and/or sponsorship of HUHS
products.

5. HUHS establishments shall be subject to monitoring and nspection by the
FDA Regional Field Offices prior to sidior afler the issuanee of the LTO.

6. HUHS establishments shall securs the appropriate Certificate of Product
Registration (CPR) for HUHS products intended o be manufactured,
imported, exported. distributed, sold, offered for sale, tansferred, promoted,
advertised andéor sponsered. Only FDA-censed HUHS cstablishments shalt
be allowed to upply for a CPR.

V. SPECIFIC GUIDELINES
i Classfication of HUHS Estabfishmenis

HUHS establishments shall be classified following the definition provided n
RA 9711 and its IRR, other related laws and issuanges:

11 HUMS Manulacturer

HUHS Manufacturer / Toll Manufacturer
HUMS Manufactorer-Packer 7 Toll Packer
HUHS Manutacturer-Repacker / Toll Repacker
4 HUHS Manufacturer-Trader

B N R

i1

kL
LL
L1

L2 FIUHS Distribinor
1L.2.1  HUHS Distributor-Fixporter
1.2.2  HUHS Distributor-Importer
123 HUHS Distributor-Wholesaler
3. Categorization of HUHS Products
2.1 HUHS products shall be classified into a1 least the following:

Catepory [0 Novel HUHS Products (Vapor Products)
Category 110 Yard and Home Producis

Category 1 Cleaners, Fresheners and Deodorizers
Caregory 1V:  Do-it-Yoursell and Hobby Ttems
Category V. Toys and Childeare Artiche Products
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The product listing per catepory s identified in Ammex A of this
Circular. This product listing is non-exclusive and may be amended as
determined by FDAL

1.2 For purposes of this Circular, HUHS products under Categories 111 and
1V {as applicable) shall be classified further as:

221 Ready-o-Use — refer to HUHS products that are ready to be
used outright of the packaging and for general purposes,
which require no further dilution prior 1o application.

312 For Professional Use — refer 1o HUHS products that are
highly concentrated requiring further diliion and are
restrigted only to be applied by a trained personnel.

3. dpplication for License to Opergre (1.10)

3,1 HUHS establishments shall abide by the applicable provisions of
AD 2000-0017, “Revised Cuidelines on the Unified Licensing
Requirements and Procedures of the Food and Drug Administration
Repealing Admunistrative Order No. 2016-0003" dated 8 Muy 2020, or
its future amendments, in applying for issuance of LTO,

3.2 All applications for issuance of 1TO shall be submitted through the
FDA ¢-Portal System. A Username and Password shall be seeured in
ordder 1o access the FDA e-Portal System as specified in dnmexes B,
s AL

33 HUHS establishments shall follow the licensing procedure as
preseribed in drwex (of this Cireular,

3.4 All applications shail be deemed filed upon payment of mquired fees
and charges.

4. Application for Certificate of Product Registration (CPE)

4.1 All applications for issuance of CPR shali be submitied through the
FDA e-Porial Systen.

42 HUHS establishments shall follow the registration procedure as
preseribed in Agnea D of this Cireular.

4.3 The evalustion of applications for CPR shall be based on satisfactory
compliance to the requirements and appropriate standards.

4.4 HUHS products shall be registered on a per formulation basis.

4 5 HUHMS products having the same base formulation but different
fragrance or colorant shall be registered as vanant.

4.6 For HUHS products that have dual or multiple use (ie. both housebeld
and agricultural use), the HUHS cstablishment shall register the dual or
multiple use product with FDA and other concerned regulatory officers
having coneurrent jurisdiction thercof

3. Application for fsswanee of Odwr Authorizations
The ssuance of salés and prometion permits, Certtficate of Free Sale. and

other apphicable certifications shall comply with the requrements based on
existing FDA rules and remudations,
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6 Documentary Requirements for the lssuance of LIO, CTR and Other
Aurhorizaiions

HUHS establishiments shall follow, prepare, and submit the documentary
requirements for the issuance of LT0, CPR. and other Authorizations, as
preseribed in Anwex [ of this Circular

7. lssuonice of Emergency Use Permit

In public health emergency conditions as declared by the Department of
Health (DOH) or the respective Loeal Gevernment Unit (LGU) requinng use
of certain HUHS products (e, surface disinfectants). an emergeney use permit
may be applied for an unregistered product or for a registered with use
different from what has been approved by the FDA.

Application for an emergency use permit shall be evaluated on its merit based
on the information submitted following the reguiréments as prescribed in
Annex 1 of this Circular, and shall be granted permission only for the duration
of the emergency period.

8§ [kecision on Application
8.1 Grant of Authorization

The appropriste aulhorization shall be issued upon an application that
satisfactorily complied with all applicable requirements and standards

8.2 Disapproval of Autherization

82t Applications with incomplete requirements shall atomatically
be disapproved.

822 The disapproval of an application is without prejudice 1o re-
application. However, disapproval of application shall mean
outright forfeiture of pryment,

Any of the following or similar insianees shall be a ground for
the disapproval of an application, suspension, Tevocation or
cancellation, of wn existing LT, CPR, or any awhorization:

fead
Q«J
Lok

8231 The application requirements show  thar  the
establishment does not meet the reguired technicy
requirenents or appropriaie standards;

8.2.372 The applicant made misrepresentations, false entries, or
withheld any relevant data contrary to the provisions of
the law, existing FDA rules and regulations. or
approprigte standards;

£.2.3.3 The holder or owner has violaied any of the terms and
conditions of its license, registration. or nuthorization;

% 8234 The labe! of the health produet is false and misleading
or dogs not conform with current labeling requirements;

o
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§ 72 3.5 The hobder or owner of the CPR/authorization, without
lepitimate reasom, fails to sell the health product or fails
10 couse it o be marketed during an gninterrupted
period of at least three (3) vears from date of issuance
or tenewal of the registration, or the last date of
pperation or marketing,

%7 3.6 Such other analogous grounds or causes as determined
by the FOA.

%24 Nothing n this section shall restrict the FDA in imposing the
penalty of suspension, revocation, or canceliation of license,
tegistration, or authorization for administrative violations of
any other relevant laws or their IRR.

G Henewal of Awthorizarions

9.1 Application for renewal shall be done within three (3) months prior to
the validity date of the LTQ or CPR. Applications filed afier the
validity date of the LTO o CPR shall be subject two surcharge a8
prescribed in RA 9711 and its IRR.

9.2 Application for CPR renewal without changes from the previously
approved product information and label, excluding changes requining
initial CPR application, shall be automatically renewed, provided there
are no remarks for compliance indicated in the CPR Otherwise,
reaular renewal shall apply subject to verification of compliance o
requirements indicated in the CPR.

9.3 Applications with variations shall be treated as regular renewal,

VW Varicaions to fssued drahoricotions

10.1 The provisions for applying vanationss to LTO as stipulaied i
AQ 2020-0017. “Revised Guidelings on the Unified Licensing
Requirements and Procedures of the Food and Drug Administration
Repealing Administrative Order No. 2016-0003" dated 8 May 2020,
or its future amendments, shall be followed.

0.2 Changes in the circumstances of a registered HUHS product shall
either requing an initial or variation application, as applicable:

10.2.1 Variations involving change in the address of the
manufacturer of the produet, and product formulation shall
require an ininal CPR application.

10.2.2 Other changes in circumstances of the CPR as stipulated in
Amnex ¥ shall require CPR variation application.

VL. Falidity of Autharizations
111 Imatiad LTO fssued to HUHS establishments shall be valid for thres

{3) years. Renswal LTO shall be valid for a maximum period of
five {5} vears.

COPY
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112 Initig] CPR for the registered HUHS product shall be valid for a
maxtmum of three {3) years. Renewal CPR shall be valid for a
maximum of frve {5} vears.

12, Fees and charges

Applications shall be charged with the fees pursuant to the schedule of fees
stated in AO 30 5. 2001, and its future amendments.

13, Provessing Time

Applications shall be processed in accordance with the approved FDA
Citizen’s Charter.

14, Standards and Specific Reguiremuents Apphcable for HUHS Establishmenis
and Pradicty

(4.1 General Provision

The MAH shall ensure compliance t the following adopted

standards (as may be applicable), including but not limited to:

¢ Plulippine National Btandards (PNS)

+ Relevant issuances and standards cmanating from  laws
governing other Watipnal Govermment Agencics having
gopcurrent  jurisdiction  over chemicals and  hazardous
substances

e [International Conventions, Treaties and Protocols

s [nternationally-acceptable Standards

The list of adopted standards for HUHS products are stipulated in
Arinex € of this Cireadar,

14.2 Specific Requirerments for MUHS Establishiments

14,2.1 HUHS establishments shall be situated in 3 commercialized
or industnalized area and shall have environmental clearance,
as may be necessary.

1422 The Good Manufacturing Practices (GMP) presented in
Anmex Ji of this Circular shall previde guidelines for HUHS
manufacturers to develop their own  intemal quality
management system and procedurgs, the aim of which is to
produce final products that meet the quality standards
appropriate 1o their inmended use to assure consumer’s health
and safety.

14.2.3 No HUHS establishient shall use the FDA logo, the words
“Food and Drug Administration” or “Philippine FDXA”, the
mitials “FDA”, or any imitatgon of such words, initials, or
logo, in the promotional, advertisement, sponsorship,
marketing or commercial materials for their HUHS products,
pursuant o FDA  Memorandum  Clireular No.o 2003630,

ek
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“Guidelines on the Use of the FDA Logo and Name in
Promotional, Advertisement, Sponsorship, Marketing or
Commmercial Materials”, and its futiwre amendments,

14.3 Specific Requirements for HUHS Products

1431

1433

14346

A Product Information File {PIF) following the format as
specified in Ampex [ shall be prepared and kept by the
Marketing Authorization Holder (MAH) and shall be made
readily available and casily accessible by the Authorities
upon post-registration review of the registered product.

HUHS products shall not be allowsd to contain any
carcinogenic, mutagenic, reprotoxic (CMR) ingredient, or
other unaceeptable or banned substanges,

HUHS products that have been banned or withdrawa in the
cauntry  of originsource or manufacture shall not be
permitted to enter the Philippine market.

HUHS products that are already in the market which have
been banned or withdrawn in the country of origin/source or
manufacture shall be immedintely recalled in accordance with
the FIIA product recall process, or withdrawn from public
sale by the MAH in coordination with FDA, and shall be
properly dispased of m accordance with the wules and
regulations of the Department of Ewvironment and Natural
Resources {DENRY

HUHS products determined by FDA to be imminently
injurious, unsafe and dangerous shall be immediately recalled
in accordance with the FDA product recall process, or
withdrawn from public sale by the MAH in coardination with
FDA and shall be properly disposed of in accordance with the
rules and regulations of the DENR.

The following labeling and packaging reguirements for
HILTHS products shall be complied with:

14.3.6.1 HUHS products sball bear the labeling information
and comply with suitable packaging as specified in
Annex J of this Circular,

14362 The GHS shall be used to determine the hazard
category of the HUHS product per hazard class,

14.3.6.3 Labels of HUHS products with hazard categories
based on GHS shall bear the necessary (JHS label
components (pictogram, sipnal word and harard
statement). Label compliance based on the GHS
format shall take effect after three (3) vears from the
issuance of this Circular.

Within the tansitory period for compliance to GHS,
HUHS labels shall bear appropriate hazard
information, as applicable:

vy

COPY
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The word “POISON" and the shull and

crossbones symbols lor any highly twoxie

subsiance, and corrosive substance;

« The signal word "DANGER” on substances
which are extremely Hammable;

- The signal  word “WARNING™ or

“CAUTION™  on all other  hasardous

substances;
~ Ao affiomative statement of the principal
hazard ar hazards, such a8

“FLAMMABLE", “VAPOR HARMFLUL",
“CAUSING BLRNS", “HARMFUL OR
FATAL IF SWALLOWED", or similar
waording to deseribe the hazard.
 14.3.6.4 HUHS labels shall bear the siatement “Keep out of
reach of children™, or ifs practicad equevalent, i the
HUHS product is not intended for use by children,
with adequate direetions for the protection of
children from the hazard involved.

For products intended to be used by children {such
as coloring materials), a statement indicating the use
of the product under adubt supervision shall be
mchuded in the product fabel.

14.3.6.5 HUHS products shall not bear unsubstantiated
claims, misinformation or misleading information
on the label or other infonmstion malorials,
wcluding  those contained in brand ngmes or
trademarks.

136,06 HUIHS labels shall not bear the words “safe’”, “non-
wxic”, “non-hazardous”, or other equivalent
descriptive words or phrases or maedifiers, and shatl
not be presented in a way that is aftractive o
children,

14.3.6 7 HUHS products shall be placed suitable packagmg,
preferably in child-resistant packaging material’s, or
containers that will ensure protection of children
from undue exposure. MUHS labels shall contain
mformation as to storage conditions of the product
s as not to be gasily aceessed by children.

143.6.8 Brand names for HUHS products shall not be
allowed to contain names that are identical to those
already registered with the FDA in the same product
classification, and names that are offensive,
obscene, scandalous or otherwise contrary o public
morals and policy, pursuant to AQ 2005-0016,
“General Policies and Guidelines Governing Brand
Names of Products for Registration with the Burean
of Food and Drugs”, and its future amendments.
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14369 All label information and statements shall be in
English language or its equivalent in Filipino.

144 The FDA shall contmuously develop, issue and update the standards
applicable for HUHS establishments and products.

15, Posmarketing Surveillance of HUHS Products

FUMS produgts shall be subject to regular postmarketing surveillance (PMS)
activities of FDA. Applicable administrative regulatory tools shall be
implemented to non-comphiant establishments and violative products.

6. Responsibalities of the Marketing Authorization Holder

161 The MAH shall be responsible for ensuring the salety, efficavy and
guaiity of the HUHS products they place in the market, including the
monitoring  and  investigation of adverse events reported by
consumers, FDA, health care professionals and other stakeholders.

16.2 The MAH shall report to the FDA any incident that reasonably
indicates that said product has caused or contributed to the death,
serious iiness or serious injury 0 a consumer, or any person, and
coordinate with the national/regional poison center in the event of .
cases of poisoning invebdng thelr HUHS producrs.

163 In case the HUHS product has been withdrawn for health and safety
reasons, the MAH shall immediately underiske the necessary
measures, as well as shoulder incidental costs, in bhanning its sale,
distibution, or fis immediate recall, withdrowal or seipe from the
market, and fts disposal in sccordance with the rules and regulations
issued by the DENR.

6.4 ‘The MAH shall conduct product: information  dissemunation,
appropriate traming for product use. CONSUMET AWATENESS Campaign,
and provide open comumunication tools, among others, as past of their
corporate social responsibility.

YVLIMPLEMENTATION TIMELINE

Congistent with AG 2019-0019, a transitery period of three (3) menths from
the issuance of this Circular shall be provided to allow all covered establishments fo
comply with the new licensing and product registration guidelines, with the exception
of compliance to GHS lsbeling requirements which shall take effect three (3) vears
from the issuance of this Circular. A exhaustion period of six (6) months following
the transitory period shall likewise be given for covered HUHS establishments o
exhaust their products already existing in the market,

This issuance shall further serve as moratorium period where no other
government agency shall require FDA Heenses and awhorizations from HUHS
establishments covered hersin while these establishments are in the process of
complving with the mew guidelines.
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In ense of public health emergency sitymion, however, the FDA may furthey
issue interin puidelings covering specific HUHS establishments and producrs within
the tansitory pevied, or as o may deem necessary 1o address such public heslth
efergeney situation.

Vi PENALTY CLAUSE

Adnunistrative and crimbsal penalties shall be nnposed upon these found in
violation of the provisions of this Cirenlar,

Vill. REPEALING CLAUSE

Al adminiszrative issuanees, department circulars and memoranda and other
rogulations meonsistent with this Circular are hereby withdrawn, repealed andfor
revoked accordingly

X,  SEPARABILITY CLAUSE

I amy part, term of provision of tes Cirendar shall be declared invalid or
anenforcenble, the validity or enforceability of the remaining portions or provisions
shalf not be affected and thiz Circudar shall be construed as if it did not gontain the
particular invatid or unenforeeable part, term, or provision.

X, BEFFECTIVITY DATE

This Circular shall take effect fifteen {15) davs following the completion of
ity publication 1 two (2} newspapers of general cireidation and subnission of a
copy hereof 1w the University of the Philippines Office of the National Registry
FUPSONARS, sulyect to the implematation trueline under Sec. VI of this Cireudar,

o
ROLANDO ENRIOUE D. DOMINGO, MD
Divector General

EFYhE 2019112915380
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Anpex A
HUHS Product Categorization

. HUHS products shall be classified into at least the following catepories:

For clarsty, while Novel HUHS Products including Yapor Products such as
ENDSENNDS and HIPs, TCCA and HUP products. are among the
veegories  of  HUHS  products,  lwensing  of  eswablishments,  and
registration notification for these products shall be covered by the existing
procedires specific for such categories.

Caiggory I Novel HUHS Produets { Vapor Produgts)
* ENDS/ENNDS
» HTPs

Category 11 Yard and Home Products
+  Houschold/urban pestigides

Category UL Cleaners, Fresheners and Deedorizers

+ Bleaches
Cleaners {1e. corrosive, multi-purpese, surface, etc.)
Deodorizers
Dishwashing and laendry detergents/soaps
[hsinfectanis { for surfaces)
Fabric conditioners/sofigners and roning aids
Fresheners (e, room, car, efe. ), aromatics, diffusers
Maisture absorbing agents (1e. dessicant)
Holishes
Phol chemicals

% & & ¥ * B # 2 9

Category I'V: Do-It-Yourself and Hobbwy hems
= Adhesives, glues, and sealants
= Aulomotive, fumiture mnd jewelry care, und restoring
products
Button batteries
Coloring materials
Fabrie dves, tattoo dyes
Paints, varnishes, and thinners
Paint stripper
Rust remover/depreasers

*® ¥ B & % %

Category V. TCCA Products
» Toys and childvare article products under FDIA jurisdiction

. The above product listings are non-exclusive and may be smended as
determined by FIDIA
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Annex B
General Guidehines in Using the FDA o-Portal System V.2

1. To access the FDA E-Portal, an applicant must appropriately secure 4 user
accouni through the procedure outlined below:

1.1 Open the link: bitIv/ePortal2 (refer to Anmex B.1)

1.2 Provade sl the required information in the user’s registration form.
*Ta be gecomplished by the Owner of the applicant extablishment.

1.3 Attach proof of ownership in pdf file format, to the registation form,

1.4 The User Account credentials shall be semt to the email address
provided in the registration form. The User Account credentialy is
valid for one (1) year

1.5 Issuance of the User Account is within three (3} working days upen
receipt of the complete and complant requess.

=3

Seeurity and integrity of user accounts shall be the responsibility of the
regulated establishment. Applicants must ensure only authorized personnel
can aeeess therr provided user accounts.

3. Applicants shall use their user accounts, in accordance with existing laws,
FDA rules and regulations. FDA reserves the right to suspend and cancel user
accounts found 1o be in viclatien of laws, FDA rules and regulations.

4. The applivant shall ensure that the mbonmation and documents uploaded to
the system and submitted to FDA are trug, comrect, updated, and complete.

5. In the application forms, fields marked with red asterisks (%) are required 1o
be filled-in. Mark required fields with NYA, if not applicable.

6. Documenis uploaded to the system must conform 1o the Tollowing
speeitications;
6.1 Documents’ files/ information uploaded must be free from bugs,
virises, and the like that may compromise the FDA system,
6.7 Documents must be scanned and saved in POF e format at 100-150
datg-per-inch (dpi)
6.3 Filenames of documents shall be less than 40 characters in length, and
shall not contain the following characters W97 * %2 < [¥
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Annex B.1
Onbine User's Remstration Form

#an#-h Prmmad e rlyrtel § e SOl

The Form can be accessed thru the link below:
bit.Iv/ePortall
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Annex €
Submission of LTO Application Thru the FDA e-Portal V.2
|1 Access the FDA e-Portal V 7 at E
. haps/ieporald fda gov ph
{ 2. Log-in by entering the issved
i username and password.
|
i
| T SEAE
i 3. b the HOME tab, select New
Application i the navigation
pane and chick e-License to
Operate {Imtial Application] to
procesd to the 1LTO i

application form.

@ et saparanes

1 Renow

e 5
4, Accomplish the application sy f
form as provided in parts by !
the application wizard. Fill-in - ‘
i the fields as completely as

- possible. Fields marked with a |
red asterisk (*) are required to o |
be filled-in. Mark required
fields with NAAL i not i i
applicable. ;
s Declasation - Proceed witl | s
the application by ; §
selecting vour response . |
using the drop-down list | i

. and click “Next’ #
§ E 4
| |
|
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»  Ceneral Information - .
Select the applicable | ewechegm
produet classifieation and |
primary actvity of the 5
applivant gstablishment. —
Tick the secondary |
activity and select the l
declared capital. These | e !
shadl be based on the ' - '
selected praduct 5
classification and primary
activity, To conlinue 10 i s
the next step, tick the box
to certify all information
is trae and correct, then

. Next’

» Establishment Information
Fill-in the necessary
information. All provided
information shall be
reflected also on the
submitied Proof of
Business Name
Registration. Tick the box
to certify all mformation s s g
1% true and correct, then
‘Next'.

¢ FPstablishment Addresses
- Declare all the addresses | "
of the applicant e
establishment by ticking oo s : e
the type of address i g bt g vk
applicable. The apphicant i
nray simultaneously tick = e
Iti{: piam~ (‘!j‘ﬁ{je, and : et AR e Filba ¢ Owebve 'mw:m»:;: - |
warchause if all three [ s i
have the same address. . Eoe | e s :

i Utilize the dropdown list : R ‘;
| when selecting the region, =
province, city and zip ‘
code, Click Show Map ] “
Toul and o separate

window will appear
showing the GPS map of
the address. Move the

arrow o the exact location
of the establishment. Click |
“Submit’. The GRS 5

VR0 R

GongviueATs sl

s KB
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automatically updated
when you move the ammow,
then clck “Submit” Seleet
the desired mailing
addeess by clicking “Set
this address as my mailing
address” and then click

‘Add Address”. For
manufaciurers, please ;
provide one (1) plam !
address. Submission s e
fimited to one (1) plant | TR R .
address per manufacturer e
only. Tick the box to
certify all information is
tre and correct, then b
| Next’.
o Product Lane (For !

Manulacturer Only) - |
Select the applicabie | = ' ©
product ne from the i
dropdown list and click |
“Add’. Tick the box 1o
certify all information is
true and correct, then
Mot
*  List of Personnel -
Declare the Authorized .
i and Qualified personnel, | e i i
Select the Type of [ set e
Personnel und provide the s e b » i
required information, An -
establishment may add
anty one [ 1) Authorized
Person and one (1} or
more Qualitied Person/'s. 2
f'hfl: fxﬁih{)m;ﬂd H Faow ft Wi £ LT TR Ll e
Representative shoukd be
thie ewner of the i T B R TR e T i i
establishment while the e et St i
Qualified Person must be
the fechnical personnel
with technical knowledge |
and/or adequale irnining |
on HUHS product safety.
Click “Add” after every
submission of personnel.
Tick the box to certify all !
information is truge and - :
correct. then "Next'. ' '

sl

Pt P

b sl Ao ey Yok &
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= Upload Documents E -
Upload the required B
dovuments i POY
!

format
®  Praot of Business
Name Registration,
Peaol of Income:
Tigk the box w
certify all
information is true i
and correct. then §
*Next’ : ; i
i
i
!
|

*  Apphcants may
uplead documents

i +  Appheation Summary - It

b reflects all the declared

mformation and uploaded

docaments. The applicant

establishment may review é

anwd recheck the §

= iformation. If there are |
correetions to be made, |
the applicant may revisit
the pages of the
appheation form by
clicking *Previous Steps’,
The apphcant
establishment may also
view the attached
decument by clicking its

s Order of payment ~ A
computer gensrmted
dovcument will appear
reflecting the appropriate
lees and charges. The
applicant establishiment
should save and pring a
vopy of the document as
reference for pavment. |
Chick "Next” to contimue |
and delagaie the
application to paymen |

o verifietion, |
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|5, The apphication will undergo | : 4 |
b the iégins;iag evaluation QF%W ;
. process accordingly. The Py & pare i
| application may either be ‘

i approved or disapproved. The
result may be downloaded
through the On-Process folder
of the applicant establishment.
Dewnload and print the
decument and chick "Next”
and the task.
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Annex [}
Submisswon of Product Repistration Application Thru the FIIA e-Portal V.2

1. Access the FDA e-Portal V.2 at E

| htpscieponall faeovph :

12, Logem by entering the ssued
usgrnEme and passwrnd,

3. o the HOME wb, select New
Application in the navigation pane
and click HEHS Producr Registration
{initial Form} to proceed to the
apphication form

:

4. Accomplish the application fonnas |
provided in patts by the application |
wizard. Fill-in the fields as §
completely as possible. Fields i
marked with a red asterisk (%) are
required o be Glled-in. Mark

i reguired felds with NAA, i not

applicable,

«  Declaration - Procesd with the
application by selecting your
response using the dropedown List
and elick “Next”

e iy
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miommation would werit a new |
registration application. Click
“WNext butlon,

e

LS Y e

£

{.ocal Company Responsible for | -]
i}!ﬂ‘;jﬁﬂg lhﬂ Pfﬁﬁtﬁ:‘t m ihg id_ﬁrkiﬁ ’ LA [ R FORRL L S i
- Select the L.TO number specific | 5
for the HUHS application. All
relevant miormation about the | s
applicant establishment will
automatically be reflected, Click s
‘Mext’ button. i
Product Source - Fill-in the S
necessary mformation, (lick s
Next” button. 3 ot
a
i ApyAlaY o
|
| R
b i
Particulars of the Product ~ e ol s
Provide the required information.
Pesse note that once information G
hias been subnyitted, it will no e
lomger be modifinble. Hence, any
change to the provided gl
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Ingredient List - provide the full
mgrediont Histing with Tunction
und amown n percendage of
each mgredient. Chek "New’™ to
add new agredient to the bist
Chek “Next” button

Upload Documents — Upload the

requited  docwnent’s i POF

formiat

1.1 Safery Date Sheet (5D8)

in GHS formart, Certificate
of Anatysis of the
Finished Product,
Documeniation fo
substantiate product
claims that are within the
seope af HUHS iof
applivable, Clear and
complete loose iabels or
artworks of all packaging
stzes, as applicable, in
Filiping or Enplish
language (in .png format),
Pictures of the product n
all angles and in different
packaging sizes, allowing
visual recognition of a
produet similar to the one
being regisiered

= Appheants may  upload

documoents
simuliancously

Imot st

MA?IVER COPY

LU TEUSAT TR
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5, The application wall undergo the

s Application Sunemary - [t
refleets all the declared
miformation and uploaded
documents. The applicant
establishment may review and
recheck the information. 11 there
are corrections o be mwade, the

the apphication form by clicking
Previous Steps’ The applicant
gstablishment may slso view the
attached document by chicking its
file smame

o Order of payment — A compater
generated document will appesr
reflecting the appropnate Tees
and charges. The spphicant
estabhishment should save and
print a copy of the docwment as
referonce for payment. Click
Next” to continue and delegase
the apphication te payiment
vertfivation

apphcant may revisil the pages of

i
!
i
i

product natification process
accordingiv. The application may
etther be approved or disapproved
The result may be downloaded
through the On-Process folder of the
applicant establishment. Download
and pring the document and click
“Rext 1o end the task

| P Ay
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Annex F
Documentary Requirements for the Issnance of Authorizations

L. License to Operate

I. Initial LTO
1.1 Declaration and Qath of Undertaking
1.2 Accomplished Application Form
1.3 Proof of Business Name Registration
1.3.1  For Single Proprietorship ~ copy of Certificate of Business
Registration issued by the Department of Trade and Industry
(DT
132 For Corporation. Partnership and other luridical Person ~
Certificate of Registration issued by the Seeurities and
Exchange Commission (SEC) and Articles of Incorporation,
.33 For Cooperative — Certificate of Registration issued by the
Cooperative Developmemt  Authority and  Articles  of
Cooperation: or
134 For Government-Owned or Controlled Corpeoration, the law
creating the establishment, if with original charter, or its
Certificate of Registration issued by the SEC and Anticles of
Incorporation. if without original charter.

*When the business or establishment address is different |
from the business name registration address, the apphcant "
shall submit o copy of the Businéss Permit {ie. Muayir's
Permit}.
14 Proot of Income (Lalest Audited Findnelal Statement with Balance
Sheet)
1.5 Credentials of the Qualified Person
151 PRC 1D issued for professions with  Board/Licensure
Examination, or Diploma for profession = without
Board/Licensure Examination
1.5.2  Certificate of Attendance 0 semingars, maining, lesrning and
development activities on HUHS safety, guality, and use
1.6 Risk Management Plan and Site Master File, if HUHS Manufacturer
*Requlrementy 1.5 and 1.6 shall be presened 1o the FDA fnspecior for
examingtion or veview, when reguived.
1.7 Pavment of fees

2, Renewal
2.1 Declaration and Oath of Undertaking
2.2 Accomplished Application Form
13  Payment of fees

3. Varistion
3.1 Declaration and Oath of Undertaking
3.2 Accomphlished Application Fonm
3.3 Specitic Documentary Requirements {please see below)
34 Pavment of lees
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l A Maior Variation

_Documentary Requirement/s | |

_Twpe of Variation men
a  Business permit reflecting the

- Transfer of Lacation of Manufacturing Plans

. - Physical transfer of the establishment {and new address

C o may entail chanpes in the previously b tipdated Site Master File 1o be

_..Bpproved address) - presented upon inspection
Expansion of Mamdacturer snd/or Addiional | Updated Site Master File to be

- Product Line, or Change of Manufacring presented wpon inspegion

| Activity
¢ - Expansion shalt refer o expansion made
which is adjacent 1o the existing location of
the establishment
- Adehironal produet line shall refer to
additional tvpe or class of producis prodaced
within the same msmufacturing site
- Changge in manufacturing activity shall refer |
to an additional activity that & mannfacturer !
engage i (e.g2. LTO as Manulscturer with |
additional activity as Repacker) i

B, Mipor Variatron

 Transfer of Location of Offices | Business permit reflecting new
- - Physical ransfer of the office of the | location office

establishment (which may also enail
. changes in the previoushy approved address)
Change of Distributor Activity - Contract Agreements showing
- Shall refer to an addition/deletion offchange | change in activity
W achivity that the distribytor engage in
Transfer/ Addition of Warehouse
- Physical transfer and addition of the
warehouse of the establishment (which may
also entail changes in the previously
. approved address) _ , ‘
Expansion of Office Establishments Expansion Noer plan s
- Shall refer to expansion made which is : i
adjacent w the existing location of the -
. establishmeny
Change of Ownersip

usiness penns reflecting new
rarehouse

a. Husitess name registration

- Change in ownership of e lcensed reflecting new pwnership
establishment b Any proof on the trans{er of
' ownership such as wpy of the
follewing:

i Deed of saleor
assignment or transfer of
| rights/awnership;
1. Memorandum of
Agreement; or
; iii. Notatized Affidavit of

T#
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! the owney, proprietor,

‘ Chairman or CEQof the
i cstablishment yalidaong
| the wansier

.......... % - - T . - . 3
! Change of Busioess Mame - Business permit reflecting the new
i -~ Change only in the business name of the | name

 establishment o | o o
Zomal Change m Address | Cernficate of Yonal Change

« Change of the name/number of the : ii

street/buildng without physical ransfer of

the establishinent |
Change of Authorized Person | a. Name of new authorized person
- Change in the authonzed person inidally | b Updated conact deails ,
o remstred whihe FDA 0 ot S
Change of Qualified Person | & Nameofnew quakified person
- Change in the identified qualified person b, Applicable reguirements as {

mntially registered with the FDA specitied above §

il Certificate of Praduct Registention

O TETRY
L1 Declaravon and Ouath of Underaking

Accomphished Application Form

Batiety Datg Sheer (BDE) of the HUNS product (in GHS format)

Certifiente of Anslysis (CoA) of the Finished Produrt

Documentation to substantiate produet ¢laims that are within the scope

af HUHE, of applicalble (e certificanons, Iabomtory test results,

eificacy test studies, risk assessment, ele )

L Clear and complete loose labels or anworks of all packaging sizes, as
applicable, in Filipino or English mguaee (in pog format)

1.7 Piewres of the praduct i all angles and in different packagmg sizes,
aliowing visoal recognition of a product similar 1o the one being
repistered

L8 Payment of fees

whin TaE Pd

L.
i
k.
1.

Ly

2. Renewal
21 Auwromanc
181 Declaration snd Oath of Undertaking
212 Accomplished Application Form
13 Payment of Fees
22 Replar
22t Declaration and Oath of Undertaking
222 Accomplished Application Form
223 Doecumentary reguirements for the variations inchided in the
renewal application (refer to variation requirements)
224 Pavment of Fees

s




CMe 2182081 p+29

3 Varlation

3 Payment of foes

MAS

Dealaration and Oath of Undertaking

Accomplished Application Form

Copy of old/existing praduct label

Specific Documentary Requiremenis (please sep below)

) "'I ype of Varnstion

Docmnentary fi&luuﬁmmm

“iumg,ﬁz. in Product / Brand 7 Varant Nome

Copy of the complete labeling materials |
reflecting the churge i
produey/brand/varian name

Authority from the Forsign source (if
produgl is mported)

| {‘hm;ge i Lﬁﬁéﬁligf}“ack&;ﬁmg Design

Copy of the complete fabeling materials
reflecting the chanpe U
labeiing/packaging design

 Change in / Additional Packaging Size

| Change in ¢ Additional Packaging Typeor

| Packaging Material

Copy of the complete labeling materials |
reflectinig the change in packaging size

Proof of suitability of packaging type or
material, mcimiam, stability  of the
product in the new packaging.

| Copy of the complete labeling materials
| reflecting the change n packeging type

i R or packaying material
| Change in 7 Addinosal Producr Claim Documentation  to  subsisntinte  new

produer clam

reflecting the new product elaim

Copy of the complete labelmg materials

< izamau i
%Iwi! {ife

‘Extension/ Reduction of

| Stability Swdy (Accelerted or Real-

time) to support change of shelf-life

Copy of the complete labeling materials
reflecting the change in shelf-life

iﬁiﬁ%:,g:: m Busmess Name andjor Address*
- of the Mal

{ ¥ exeluding plant sites of manufacturers

| Capy of vahid LTO reflecting the change
1 business name and/or address

| reflecting the change in business pame

Copy of the complete labeling maserials |

{“‘!wﬂ ge i Product Ownershep

?
]
|
|
|

¢ Letter

and/or address o
Copy of Termination ContactDeed of |
| Assigmment i e
i Copy of f&mmmmf Appointment

Copy of the complete Tabeling muterials !
reflecting the change in ownership |

m:m.gc in ! Additonat Rstew ‘Data Sheet
! information

Copy of the old Safery Data Sheet
Copy of the new Safety Data Sheet

Documentation supporting the new SDS
information

ER COPY
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| Change in GHS Hazand Categonization in | Copy of the okl Safery Data Sheet
cany  of the  Physical, Chemical  or | Copy of the new Safery Data $heet
| Environmental Hazard Class Copy of the complete labeling materials |
L rellecting  the change i GHS
information
Documentation supporting the new GHS
) _| information

L. Regwirements During Inspection

Dhuring mspection, the HUHS establishment shall be reqaired to prescat the following
doeuments, as apphicable; ‘

Crganizational Chart of the Establishment
201 Personnel of Techmical Personnel (including fob Description)
Sigmed Duaties and Responsibilities of Technical Personnel
Training Certificaie of Key Personmel
Health Certificate of Employees
Past Control and Cleaning Records
Techrical Specifications of Raw Materigls
Certificate of Analysis of Finished Products
& Master Formula
1 Bawh Manufacturing Records
i1 Standand Operating Procedures (80Ps) for the following:
¢ Recelving of Starting Materials mvd Dispateh of Finished
Goads
Traming of Personne]
Cleasing and Sanitation for Premises and Equipment
Preventive Maintenance for Premises and Bquipment
Pest Control Activities
Manufacturing Process
Batch Coding System
Craaliny Control Process
Reprocessing / Reworking (if applicable)
Handing of Produst Conmplaints
Handling of Product Recall
Handting of Product Disposal
= Other SOPs welared to manutacruring of HUHS
L2, Environmental Clearance Certificats
I3 Contact Agreements (inchuding Tripartite Agresmeni, as applicable)
14 Product Information File (Post-Market Review)
»  Ploase refer so Amnex I for spectiie documents

R

$ & ® F T B & & & & @
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Y.

. Certificate of Free Sale {CFS)

Oiher Anthorizations

1.1 Letter of Intent reflecting country of exportation
1.2 Copy of ¥alid LTO for Manufacturers and Traders
For distributors, valid LTO reflecting the exporting activity
P2 Copy of Valid Produet Registration
1.4 Payment of feas

. Sales Promotion Perasit

21 Puly Accomplished Application Foro
1.2 Duly Accomplished Information Sheet
2.3 Copy of Valid Product Registration
*labulated copy witk the formar (Product Name - Registration - Validing
2.4 Layout of Promo Materials
2.5 Pavment of fees
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Annex F
Requirements for Emergency Use Permit for Surface Dismfectants

For Registered Product
1.1 Application Form / Letter of Request

1.2 Information required for public health exémption
121 The name of the microorgamisg to be controlied including the description
of the disease expected 1o arise
.22 A diseussion of the magitude of the health problems which are expected
1o oceur without the possible use.

1.3 Descriprion of the product:

E.31 Full {100%) ingredient listing of the formalated fimished prodoct incloding
the functions and GHS classification

| 3.2 SD8 of the HUIHS produet (GHS format)

.33 Complete labeling to be ssed m connection with the proposed excmption
use (GHE compliant)

b3 4 Trade namz of the preduet

F.3.3 The gomplete name and address of the company responsible for placing
the product in the market (MAED

1.2.6 Copy of manulacturing Beense of the masufaciurer

137 Copy of product approval from the country of onigin

1.4 Description of the proposed use:

1.4.1 Target species, intended use, and effectivensss

1.4.2 Purpose of use and users

1.4.3 The method of application

[.4.4 The dose or rate of application in terms of active ingredient and product

145 The maximum sumber of applications;

146 The otal smourt of product proposed to be used if dilution or comsbination
with other products

1.4.7 All applicable resirictions and requirements concerning the proposed use
which may not sppear on abelling

1.4.8 The <duration of the proposed use

1.4.9 Health and safety precautions

1410 Eavironmental concerns and disposal considerations

1411 Risk management measures for various exposure seenarios

L4 12 Proposed packaging aize and materials

L3 bustifiearion for the EUP apphication
L5 1A detailed explanation of the parpose for the application. The submission
must be supported by scientific data or studies by qualified experts,
academe, professional medical oreanizations, or sther infection conirol
experts on the feasibility of the use of the active ingredient.

COPY
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L32 Cost-benefit or feasibility suwdy to show that the preduct is more
advantageous and coonomical 1o use.

1.6 Driscussion of the effectiveness of proposed use
1.7 Discussion of risk information
2. For Unregistered Product

Application Form / Letter of request

Safety Data Sheet (8DS) of the HUHS product following the Globally

Harmonized System for Classitication and Labeling of Chemicals {GHS) format

2.3 Certilicate of Analysis (CoA) of the Finished Product

24 Documentation 10 substantiate product claims that are within the scope of HUHS,
if applicable (ie certifications, laboratory test results, efficacy test studies, risk
assessament, ote. )

2.5  Clear and complete loose labels or artworks of all packaging sizes, as applicable,
in Filipino or English language (in pog format)

2.6 Picwares of the product in all angles and in different packaging sizes, allowing
visual recognition of a produet similar w the one being registered

2.7 Requirereents 1.2 to 1.7 (under Registered Product)

2.8 Payment of fees

B R
fod e

2
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Annes
List of HUHS Product Standards

[, The MAH shall ensure complianee w the thllowing adopted standards and thetr funme
amendments or updates (as may be applicable), including but not Hmited 1o

1.1 Philppine Nahonal Standards (PNS)

® PNNH6L TV Pamts and Varmishes — Reflectorized Traffic Paint (White and
Yellow Premmed) - Spectfication

¢ PNS362:7992  Flor Wax - Water Enwulsion - Specification

o PNE 4813 Seourmg Powder - Specifications

o PNE 2002 Surface Active Agents - Laundry Scap - Specification

» PNS 20442005 Adhesives for Wall and Ceiling Boards - Specifications
PNS ASTM D 2022-2007 Standard Test Methods of Sampling
and Chemical Analysis of Chlorine Comtaining Bleaches

o PNEASTAL O 12T 201 1 Standard Specification for Solvent Release Sealanis

o PNS [994: 2012 Adbesives for Floor and Wall Applications - Resilisnt Viayl;
Liaoleum, and Rubber Sheet and Tiles — Interior and Exterior
Use - Specification

12 Relevant issuances and standards emanating from laws goveramg other Mational
Govermment Agencies having concurrent jurisdiction over chemivals and hazardous
substanges

¢ PD 442 or the “Labor Cade of the Philippines™

&+ RA (969, otherwise known as the “Toxic Sobstances and Hazardous and
Muclear Wastes Act of 19907

s« RA 7394, otherwise known as the “Consumer Aet of the Philippines”

s RA BYT0, “An Act Prohibiting the Mamufaciure, Imporiation, Distribution and
Sale of Laundry asd Indusinial Detergents Containing Hard Surfactans and
Providing Penalties for Violation Thercot”

*  RA 9165, otherwise known as the “Comprehensive Dangerous Drug Act of 1
HOx

s RA 9514, otherwise known as the “Fire Code of the Philippines of 2008™

e Joist DTEDEMRB-DA-DOF-DILG-DOLE-DOTC Administrative Osder No.

01 serics of 2009, “The Adoption and [mplementation of the Globally
Harmonized System of Classification and Labeling of Chemicals (GHS)?

b3 International Conventions, Treaties and Protocels

#  Momtreal Protocol on Substances That Deplete (he Ozone Layer

+ Rasel Convention on the Control of Transbonndary Movements of Hazardous
Wastes and Their Disposal
Chiemical Weapons Convention
Rotterdam Convention on the Prior Informed Consent Procedure for Certain
Hazardous Chemicals amnd Pesticides in International Trade

» Stockholm Convention on Persistent Organic Pallutants
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*  Minamata Convention on Mercury ‘

1.4 Internationally-aceeptable Standards based on:
Assoctation of Southeast Asian Nations (ASEAN) : |
Ewopean Union (81D

Food and Agriculture Orgamization of the United Nations

Intermational Agency for Research on Cancer (1ARC)

international Organization for Standardization (ISO)

Organizenon for Econmmic Co-pperation and Development (OECD)

LS. Consumer Product Safety Commission

US. Environmental Protection Agency

World Health Organization (WHO)

* ® & % & 2 % 4

2. The FDA shall continuously develop, issue and update the standards applicable Jor HUHS
products
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Annes H

Gutdelines for Good Manufacturing Practices (GOMP) for HUMS Manufacturers

| Cuality Managemont System

A guality system should be developed, estabhshed and nuplemented as »
means by which stated policies and objectives will be achigved. It should
define the organizational structure, functions, responsibilities, procedures,
instructions, processes snd  resouwrces for implementing the quality
management.

2. Personnel

There should be an adequate oumber of personnel Baving knowledge,
expenence. skill and capabilities relevant @ their assigned function. They
should be in good health and capable of handlmg the duties assigned to them.

Al personnel should be appropriately rained in manufachuring operations in
accordance to GMP praaciples. Training in GMP should be conducted om a
continuous basis and records of tmimng should be mauintained and s
etfectivenass assessed periodicatly.

X Premises

The premises should be suitably located, designed, constructed and
maitained:
»  Effective measures should be taken to avoid apy product mix-up, and
contatmination from the surrounding environment and from pests.
» The site should be of adequate size to allow defined areas be provided
for, wherever possible and applicable.
= The site should be adequately Iit, properly ventilated, and easy to clean
and sanitize or disnfect,

4. Eguipment

Equipment should be designed and located 1o suit the manufacturing of the
HUHE product:
*  The equipment surfaces conung into comact with the HUHS product
should not react with or adsorb the product being processed.
*  Equipmient should be easily cleaned.
Equipment should be located 1o avoid congestion and should be
properly identified 1o sssure that product do not become admixed or
comfused with one another,
*  Weighing, measuring, testing, and reeording, wherever applicable,
should be serviced and calibrated regularly. Al records should he
muintained.

-

Py
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3. Sunitation and Hygione

Sanitaiton and hygiene should be practiced to avoid contamination of the
HUHS products. Tt should cover persemnel, premises, eguipment and
production materials and containers

&6 Production

HUHS products should be manufachured in accordance with approved
specifications and procedures. HUHS products should be produced in such a
Wiy as {0 protect such from microbial and other contsmimation.

Every finished product should bear & production identification number for
traceability purposes. A batch numbering system should be specific for the
product and 2 particular batch munber should not be tepeated for the same
product in order to avoid confusion. Whenever possible, the batch somber
should be printed on (he immediate container of the hulk product, Records of
the batch number should be maintained.

7. Quality Comtrol

Quatity control (L) shall be observed in all manufacturing activities such ss
sampling, wnspecting ead westing of starting materials, in process, intermediate,
bulk, and Himshed products. 1t also includes where applicable, envirommental
monitoring  programs, review of batch docunientation, sample retention
program, stabifity studies and maintainieg correct specifications of marerials
imd products,

8 Documentation

All documents related to the manufacture and aperations from raw materials,
packaging materials, master production and comtrol, bawh production,
laboratory comtrol and bateh produstion record review should be prepared,
reviewed, approved and distributed according 10 written procedures,

9 Internal Audis

An internal audit consists of an examination and assessment of all or part of &
quality system with the specific purpose of improving i, An internal audit
may be conductedd by outstde or independent specialists or a team designated
by the management for this purposes, Such inernal audits may also be
extended to suppliers and contractors, if necessary. A report should be made at
the completion of each internul audit

10 Storape

Storage aress should be of sulficient capacity (o allow arderly storage of the
varous categories of matertals and products, and should be designed 1o ensure
good storage conditions.

2
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Incoming delivery of bulk products should be checked against relevant
docnmentation and physieally verified by label description, type and quantivy.
Records shoubld be retained for gach delivery.

H. Contract Manufacturing and Analysis

There should be a written contract between the principal and the contract
manufacturer to clearly establish the duties and responsibilities of each party.

12 Complamis

There should be @ system for handling complainis. A person for handling
complaints and deciding the measures fo be tken shoold be designated. There
should be written procedures describing the action 1o be mken, including the
need to consider a recall, in ihe case of a complaint involving a possible
product defeet.

Complaint records should be maintained, appropriately rsfersnced 1o
corresponding bateh records, and where applicable, regularly reviewed for an
indication of specific or recurring manufhcturing issues or problems.

The FDA should be informed if the manufacuwer is considering action
following possibly Twlty manufacture and product deterioration, which may
lend o serious satety issues.

13, Product Recalls

There should be a system of recall from the market of productss known or
suspacted to be defective.

A person responsible for the execution and co-ordination of recalls should be
designated. Written procedures for recall should be established and regularly
reviewed. Reeall operations should be capable of being initiated promptiy.

The recall process should be recorded and a Fnal report issued. including
reconciliation between the delivered and recovered gquanities of the products.

COPY
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foreign supplier and the
|Tﬂ§i§.‘ﬂ£fﬁ€fiﬂ"ﬁfﬁ o
1.1.2.22.2 Copy of valid Tripartite Agreement
between the MAH, foreige supplier
and the manufboiuner
PR3 Copy ofthe valid CPR

£.2 Qualitative and Quantitagve Forpuds of the HUHES Produet

121 Full mgredient hst of the HUHS product with their corresponding
function and percentage (%) content. Ingredients shall be named
using the nomenclatures froun approved references (ie. Chemical
Abstract Service, of laternations! Pharmacopefas).

122 For HUTHS products containing fragrance materials, the name, code
number of the composition, and the identity of the supplier of the
fragrance material shall be indicated

1.3 Produet Presentation
131 Actual commereial sample of the HUHS product.
132 In case when the actum! commercial sample is upavailable,
facsimile samples of the immediate and/or secomdary packaging -
and other informative materials that are used may be presenied.

L4 Manufacturing Statement
L4l For focally menufactored HUHS products, anv of the fallowing
ey be presented;
1411 Copy of the valid GMP Centificate of the local

maniiacturer
1412 Selfdechmtion of compliance to GMP by the local
manufactrer
142 For mported HUHS products, any of the following may be
presnied:

1421 Cenificate of Free Sale (CFS) issued by the National

Repulatory Authority (NRA) of the country of origin

1 GMP Certificate of the foreign maufacturer/source

. Manwfacturing License of the forcign manufacturer/
Soiree

143 Copy of batch coding system / key of the HUHS prodac

o ]

i

fud b

23

1.4,
ta.

1.5 Summary of the Safety Assessment of the HUHS Product
LS50 Signed summary of the safity assessment
1,52 Name and qualifications of the safety assessor or hisher
curriculum vitae

1.6 Summary of the Confinned Undesirable Effects on Human Health ; |
1.6.1 Updated summary of confirmed undesirable effecis on human i
health
L6.2 SOP on Receiving and Processing of Consumer Complainty

L7 Swumary of the substantiation/justification 1o support prodact elaims

Tt
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Annex |
Proguct Informanon File

b General Provisions

L The MaAH responsible for placing the HUHS product {with the exception of
products intended for children) in the market shall kgep an updated Product
Information File (PIF) for each registered product.

The PIF shall be readily accessible at the address of the MAH that is

consistent with the address declared in the CPR and indicated i the nroduct

label,

3. The PIF shall be kept in either electronic and/or printed copies, and shall be
made readily available and easily acoessible upon post-registration review of
the registered product.

4. The PIF shall be kept tor a minimem of three (3} years after the HUMS
product is last placed in the market.

3. PIF audits shall be conducted within the validity period of the CPR. A Novice
of Audit (NoA) shall be sent to the MAH accordingly.

6. The MAH with incomplete PIF shall be given sufficient amount of time io
provide their corrective action report (CAR) and other supporting documents
as required after the audit,

7. Failure of the MAH (o present the PIF or to comply within the agreed timeline
of submission of supporting documents shail be ground for imposition of
fppropriate regulatory action.

#  When actual conduct of audit is not feasible, PIF shall be submitted to the
Authority, as deamed necessary,

o

1. Docwnentary Reguivenenes
The PIF shall contain the following docienentary sequirements;

L Part [ - Admimisteative Doctments and Product Sunumary
L1 Adrmnistrative Documents
LR Copy of valid ETO of the MAH
L2 Copy of valid Distribution Apreement
1121 WWMAH souress the produets Tocally: ;
L1200 Copy of valid LTO of the loeal supplier i
1202 Copy of valid Distribution Apreement between
MAH and the local supplier
L1.22 IWMAH sources the products from foreign supphier:
1.1.2.2.1 If the foreign supplier is the manufacturer of the
HUHS product, Forcign Apency Agreement
(FAA] or Letter of Authorization from the
foreign supplier
1.1.2.2.2 1 the foreign supplier is not the manufactuesr of
the HUHS product:
L2220 FAA or Letter of Authorization from
the foreign supplicr and copy of the
valid Supply Agreement berween the
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171 Luerature seview of published data on the properties of the
ingradients conteingd in the HUHS product

1.7.2  Luerature review of published data on the benefits of HUHS
product with sionlar foomulation

123 Actaal tests performed which can gither be i vitro or i vivo,

2. Part I - Quality of Raw Material
2.1 Specification and Test Methods of Raw Matesials
201 Techpiesl specifications of each ingredient including water
2.1.2  Method of snalysis comesponding o the technical specifications
for each ingrediem
213 Signed Cetification of Analysis (CoA) for each inpredient
corresponding to its technical specifications
14 In vase of fragrance materials, the name, code number of the
composition, and the identity of the supplier of the fagrance
material, certificate of compliance with the latest Infernational
Fragrance Association ([FRA) guidehines

i3

2.2 Salety Data of the ingredients, taken from any of the following:
221 Safety Data Sheet (SD8) of each ingrediom
122 Published Hrerature and databases of myredients
223 Reporsfrom Sciemific Commitiees

A Part 11 - Quality Data of Finished Product
3.1 Ouaditative and Quantitative Formula of the HUHS Product

301 Full ingredient list of the HUHS product with their corresponding
function and percentage (%) comtent. lngredients shall be named
using the nomenclatures from approved references (ie. Chemical
Absiract Service, or international Pharmacopeias).

3,12 For HUHS products containing fragrance materials, the name, code
nunber of the composition, and the idemity of the supplier of the
fragrance materiat shall be indicated.

3.2 Manufacturing detnils
3.2.1 Details of the HUHS manufacturer including the company name,
complete address and contact information.

322 Demils of the secondary assembler {repacker) of fhe HUHS
product including the company name, complete address and
contact information, if applicable.

J.2.3  Summary of the manufaetining process or batch manufacturing
method

3.3 Technical specifications of the finished HUHS product and their
corresponding test methods
331 Technical specifications of the finished HUHS product.
332 Test methods used cormesponding to the technical specifications of
the fipished HUHS product.
333 Signed CoA of the finished HUHS product corresponding to its
fechnical specifications.
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4. Pant 1V - Data on the Safery, Health Risk and Efficacy of the HUHS Praduct
4.1 Datoon Safety and Health Risk

4.1.1

4.1.2

Signed safery or bealth risk assessment report of the HUHS
product. This document shndl discuss the following parameters
pertaining to the finished HUHS product:

4.1.1.1 Hazard identificarion

4.1.1.2 Hazard characterization

4.1.1.3 Exposure assessment

4.1.1 4 Risk charscrerization

Curricalum vitae of the safery assessor. The safety assessor shall
possess qualifications in the fields of towicology, medicine,
chemistry, pharmacy, or other related felds on the conduct of
product safety and health risk assessment,

4.2 Reeord of Confirmed Adverse Events or Undesirable Bffects on Humar

Health

421

422
23

e S

Compilation of reports of confirmed adverse evems or uidesirable
effects on human health resulting from the use of the HUHS
product, which necessitares the conducr of investigation by the
KMAH,

Compilation of adverse effects reports to the FDIA, as applicable.
SOP for handhing product complainis,

4.3 Data on Efficacy of HUHS product, citing applicable reforences:

331

43.2

Literature review of published data on the properties of the
ingredients contained in the HUHS product

Literature review of published data on the benefits of HUHS
product with similar formalation

Actual tests performed which can either be in viteo orin vivo,
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Annex .
Labeling and Packapmg Requirements for HUHS Products

A, Labeling Requirements

L. Minimum Labeling Requirements Tor HUHS Products
{(Under Categories 1l and V)
Dt Requirements Remarks |
1. Product Information
111 Brand and Product name

112 Full ingredient listing |

indicate the chemical siume of mz
mgedient

3 Nej content

.....

1.3

_i 1 4 BatclLoten/SKU Numober
1.1.5 Manufacturing Date / Expiry Date

5 1.2 Directions for Use

| Sbunit stabibity study o sapport
| expire dav clabm

ekt dblscions 1 e, dwelf or
COTBEY HENG, cho.

Prt:ﬁ:aufmsmf} statessent o %msng:s

Rufis to descriphon in hem Mos,
21283512

1.4 Handling, Storage and Disposal

lalnde PPE mqmmtm aﬂ‘:

\’

H

- 1.5 Particulars of the Contpany/MAH-

L5.1 Name, complete address and contacr information
152 %‘:mmuy of manufacture

. hoshudde ponsmner hefplines

| 1.6 Cantagt information of the nationai/regional poison center

2. Additional Labeling Reguirements for HUHS Products

{Undder Categories TH and TV amep{ Those Intended for Use of Children)

Data Requirements

Rmrks

f

121

(23

1 Product Information

231 Product Caregory
2 Hazard and Safety Information

221 Appropriate hazard information

2.1.2 Precautionary statement or warmnings

"1 - Refer b0 Part V. lem No.

14.36.5, Specilie Guidelioes for
sppropraie ward nformtion

- Folt comphiance 1w GHE
[pistonny, sigoal woed, Tocd
stofernent) aftey tirde €393 yoar.
mnxum pmmf F.mn shate of

T indicene the shtesont, “Kospom |

of Reuch of Chitdren”; islode
HERCT PO tiomaly SUHSRINS Oy

| wwarnings i acoordance with GHS |

2,13 Signs/symptoms of paisoning

| lndigue o xtnplmbt&

_ 214 First aid wemment / Medical ndvice
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3. Additional Labeling Requirements for HUHS Products Intended for Use of
Children
o - i};&t I Remaﬂm
3 | Hazard and Safety Information
3 LT Age Grading | Subwn substuiation n
i N stppoT  claian
3.1.2 Precautionary stalement or warnings Folde o seatement
imdicating thae the sy of
{h produck tnder aduls
B. Packaging Reguirements for HUHS Products
e ©  Data Requirements B Remarks
1 Specification of primary package e | Sikonit whichover s applicabic
2. Spevification of secondary packaging | SRS prochiets sball b
bt in skl pockags
3. Specification of bylk package for transport R N
- 4. Specification of child-safety* packaging il grasiire prosestion o
: childran from undue sposgre.
FIUHS Tabels shill coinin
‘informiation as o Aomps 1
watiditions of the product o uy |
Bk 1 e el secassand By i

re
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o REPUELIC CF THE PHILIPPINES
Subject: Extension of the Transitiiry:; 1€ Wihvites of
FDA Circular No. 2020
Circular No. 2021-011

g

“,

EIVED

/

i

Dear COMMISSIONER GUERRERO:

& . _J l.I ] '. _U.i!b’l'!--

a GROUP

e yv Y

Greetings!

The Food and Drug Administration — Center for Cosmetics and Household/Urban
Hazardous Substances Regulation and Research (FDA - CCHUHSRR) would like to
inform you as well as to respectfully request for your assistance in disseminating to
the different divisions/groups/ports under the Bureau of Customs (BOC) that the
licensing and regulation requirements for Household/Urban Hazardous Substances
(HUHS) establishments and products, respectively, have been reinstated by virtue of
Administrative Order (AO) No. 2019-0019 which has been signed by the Secretary of
Health on 25 June 2019 and its implementing guidelines prescribed in FDA Circular
(FC) No. 2020-025.

However, since the HUHS industry requires sufficient time to fully comply with the
newly implemented licensing and registration requirements, FDA-CCHUHSRR,
through FC No. 2021-011, has provided the stakeholders with a transitory period until
31 December 2021. The aforementioned transitory period shall allow the HUHS
industry to engage in the manufacture, importation, exportation, sale, offer for sale,
distribution, transfer, promotion, advertising, and/or sponsorship of HUHS products

/without the requisite License to Operate (LTO) as HUHS" establishment and
Certificate of Product Registration (CPR) while they complete the documentary
requirements as well as lodge their LTO/CPR applications with FDA. In addition,
pursuant to FC No. 2021-011, a moratorium period is in effect throughout the
transitory period where no government agencies shall require FDA authorizations
(LTO, CPR and any other certifications or clearances) while the HUHS industry are in
the process of complying with the new regulations,

v/

Civic Drive, Filinvest City, Alabang 1781 Muntinlupa, Philippines g ; Synan o [EEERR
Trunk Line +63 2 857 1900 Fax +63 2 807 0751 | omans yarae
Website: www fda.gov.pr‘_x‘._‘q ; Email: info@fda.gov.ph il R i
R0 STOS ey e
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SOV, | BUREAU OF P0STOMS |
(i o g . ® e S e
Ol A PORT (P Ef‘ail[‘?\huﬁUf?biii}urﬁi{uh’rbmﬁi
s ] / e e
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For your easy reference, the HUHS industry covered by FC No. 2020-025 as well the
transitory period are establishments engaged in the manufacture, importation,
exportation, sale, offer for sale, distribution, transfer, promotion, advertising, and/or
sponsorship of the following Categories IIT and IV HUHS products:

bleaches

cleaners (cotrosive, multi-purpose, surface, etc)
deodorizers

Category III - dishwashing and laundry detergents/ soaps

Cleaners, disinfectants (for inanimate objects / surfaces)
Fresheners and fabric conditioners / softeners and ironing aids
Deodorizers fresheners (i.e. room, car, etc.) and aromatic diffusers
moisture absorbing agents (i.e. dessicant)

polishes

pool chemicals

adhesives, glues and sealants

automotive, furniture and jewelry care and restoring products
button batteries

coloring materials

fabric dyes and tattoo dyes

paints, varnishes and thinners

paint stripper

rust remover / degreasers

Category IV — Do-
It-Yourself and
Hobby Ttems

Specifically not covered by the reinstated licensing and registration requirements are
the following:
1. Establishments engaged in raw materials used in the production of HUHS
products
2. Retailers of HUHS products
3. HUHS products which are:
Donated
Imported for personal use
Intended for exhibits
Intended for exclusive use in agricultural setting
Intended for other health-related/medical-related use
Intended for research and developments and laboratory analysis

me e op

For more information, you may refer to the following FDA issuances which can be
found and downloaded from the FDA website (www.fda.gov.ph):

FDA Circular No. https://www.fda.gov.ph/wp-content/upload3/2020/08/F DA-
2020-025 Circular-No.2020-025.pdf

FDA Circular No.  https://www.fda. gov.ph/wp-content/uploads/2021/05/FDA-
2021-011 Circular-No.2021-011.pdf

e
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Should you have any questions related to the subject of this letter, please do not
hesitate to contact us through cchuhsrr.frd.huhs@fda.gov.ph.

For your guidance and strict compliance.

Very truly yours,

ENGR. AN j TRINIDAD F. RIVERA, MSe

Director IV, Center for Cosmetics and Household/Urban

Hazardous Substances Regulation and Research
FHG/cet

Gt HUHS Establishments / Stakeholders



