ANNEX B
Procedure in the Submission of an Initial LTO Application
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Page 5: Office Address

Page 6: Warehouse Address
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S EE e R O

B. Step-by-step procedure
Follow the steps outlined below in order to submit an initial HUHS LTO application.

1. Accessing and navigating the FDA eServices Portal System
a. Access the online portal through (https://eservices.fda.gov.ph/) and click
“Applications” found on the upper right corner of the eServices landing page.

AUTHORIZATION eSERVICES
| mopes s PORTAL
e
]
-—
-—
/' 1 __.
= !j MISSION
& To guarantes the safety, quality. purity, efficacy of products in order to.
\ protect and promote the right to health of the general public.

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

b. Click the License to Operate for Household/Urban Hazardous Substances and
Type of Establishment (Distributor, Trader, Manufacturer, Packer or Repacker)

A [

Home | Applications

Applications

Licensa to Operate Cetificate of Product Registration Compassionote Special Permit

15 40t B Marketing Pesmits granted 10 individuols of institutions 16 hove:
0CCess 10 investgotionol of unvegistered drug
I products
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Homo / applications iconse to Operate

License to Operate
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— . - - ~
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e — e e
Food

Bottied Water Drug
For establishments that handle For estoblishments that handle drug For establishments thot handie food
Dotled water products products products

todized Sailt

For estoblishments that handie salt fFor establishmonts that handlo For establishments thot handie
products device products cosmetic products

Housshold/uUrban Pesticide Household/Urban Hozardous Toy and Child Care Article

For establishments that handle Substonces For establishments that handie Tov

Housonold/Urban pesticicde products For establishments that handie and Child Care Article products
Housechold/Urban Hazardous
Substanceos products

Apbolication Status Distributor Trader
Chreck the current status of your License authorization for distributor License authorization for t-ade~
applicatien establishments establishments

Manufacturer Packer Repacker
License authorization for License authorization for packer License authorization for rapacker
manufacTurer establishments establishments establishments

i. Select the primary activity the applicant intends to engage in which may be one of
the following:

e Manufacturer- An establishment that is engaged in any and all operations
involved in the production of HUHS products including preparation, processing,
formulating, filling, packaging, repacking, altering, ornamenting, finishing and
labeling with the end in view of its storage, sale or distribution.
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e Packer- An establishment that packages bulk HUHS product into its immediate
container with the end view of storage, distribution, or sale of the product.

* Repacker- An establishment that repacks a finished product into smaller
quantities in a separate container and/or into secondary packaging, including but
not limited to relabeling, stickering, and bundling for promo packs with the end
view of storage, distribution, or sale of the product.

e Trader- An establishment which is a registered owner of a HUHS product and
procures the raw materials and packing components, and provides the
production monographs, quality control standards and procedures, but
subcontracts the manufacture of such product to a licensed manufacturer.

e Distributor- Any establishment that imports/exports raw materials, active
ingredients and/or HUHS products for its own use or for wholesale distribution
to other establishments or outlets.

c. Click the Initial Application.

; Applications Downloadable

Home / Applications / License to Operate [ Huhs | Manufacturer

Household/Urban Hazardous Substances Manufacturer

Initial Variations

Apply for a new License to Operate Renew existing License to Operate Apply for changes in the existing
License to Opercte

2. Filing an application
a. Page 1: Declaration & Undertaking
To start the application, read carefully and agree to the Declaration & Undertaking
form. Make sure to check the box found below and click on “Start Application”.

mo Appiications Dewnloodabi

Home | Applications / Licensa to Operats | Huhs | Manufacturer | initicl

Household/Urban Hazardous Substances Manufacturer Initial

Fo Detiaration & Undertaking Declaraticn & Undertaking
pf_‘;";. oro "

L duly guthorized officer/s or representative/s of the Establishment hereby voluntorily and
categorically deciare, undertoke, ond agree thot all date and information contained ang
provided in the attached application, togsther with all other submissions, inclucing
o amendments, are true and correct based on my knowledge and are based on existing
S records. legai documents and ovailable information.

L likewise declares, undertokes and agrees that

™ y
L4 I The said establishment shall be open during its business hours under the supsrvision
of a PRC registerad pharmacist/s or authorized personnel at all times.

5 . Il. The registered pharmacist/s and the other appropricte allied heaith professionats,
upon and during employment in the establishment. isfare not and will not in any way
be connected to, employed by or engaged with any other FDA-reguicted
P " estabiishment;

Iit. The cporoved and valid Lcense to Cperate shall be displayed in @ conspicuous place
in the establishment visible to my customers;

< V. The estcbiishment will change its business name, and/or brand name in the case of
products, in the event that there is o simior. some, or confusingly similor name
registered with the Food and Drug Administration, or if the FDA rules later that such
) ; r name is misleading, offensive. against the law. customs, public merals, public poticy
or otherwise viclative of relevant rules and regulations

i I 1 agree to the declaration and undertaking

P Stort Application
W o . o
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b. Page 2: General Information
Fill out the necessary information accurately based on establishment’s activity/ies.

Make sure to properly tick the corresponding activity/ies before proceeding onto the
next step.

1.1. Manufacturer and Trader Activities
e Importer of Raw Materials for Own Use
e Exporter of Own Products
e  Wholesaler of Own Products

1.2. Distributor Activities
e [mporter
e [Exporter
e Wholesaler

o Applications Downloadoble

Home | Applications / License to Operote [ Huhs [ Manufocturer [ initial

Household/Urban Hazardous Substances Manufacturer Initial

TH . it General Information
L
* Type of application Initial
€ conorsi mtormation
* Product Type Household[Urban Hozordous SUbStances
@ * Primary Activity Manufacturer
q,: Additional Activities TS
a ) =
=
TIOtEIer Of O Pt
o
* Primary Activity Troger
O - ania Additionol Activities 1 Importer of Raw Materials for Cwn Use
L Exporter of Own Products

@ ) Wholesaler of Own Products

Primary Activity Distributor
o :

Distributor Activities Apoiter
P Exporter
o ~ Wholesoler
O

c. Page 3: Product Line (For Manufacturer Only)
Declare all product lines that the applicant intends to manufacture based on their
current production capabilities. Select the applicable product line from the dropdown

list. If there is more that one (1) Product Line click “Add Product Line”, then click
“Next”.

me Applications Downi

Home | Applications / Liconse to Operate | Huhs | Manufacturer / initiot

Household/Urban Hazardous Substances Manufacturer Initial

@ vocioraton o Product line Details
- Type Please Select so-li
L < [category ] Bleaches
yory | Cle: (ie. corrosive, multi-purpose. surlace. etc.’
[cal ] Deodorizers
I e Product Lina I [ce ¢ 1] Dishwashing and lay Jotergents/soop
co ] Disinfectants
lce ¢ ] Fabric condlition taners and iraning aids
O« - lca ] Fresheners (ie. room. cor, etc.), aromatics, ditusers
* Type
] Moisture absorbing agents (ie. dessicant)
L G
ues. ond sealants
ewelry care, and restoring products)
O
“ Type
or )
<
!F-\' — i
L

[ &+ Add Product Line
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d. Page 4: Establishment Information
Fill-in the necessary information. Field marked with a red asterisk (*) are required
to be filled-in.

o Applications

Home [ Appiications / License to Opaerate [ Huhs / Manufacturer [/ initial

Household/Urban Hazardous Substances Manufacturer Initial

<o . \ "o Establishment Information
* Name of Name of Establishmeant
© - Establishment

 roe
= owner of
wment - 1be
I o Establizshment information ’ o o
* Tax identification Tax Kentification Number
@ : Number
The declored z-mail address
* Declored Capital Plagsa Salact =5 i
o - sha'l serve as the
comactinformation communication channel in
7] * Email Address Emnail Address receiving all notifications and
- - v results generated in the e-
{5 30 Services pertal system.
* Mobile Number Mobile Number
Londiine Nurmber Landline Number
L 7

c. Page 5: Office Address
Utilize the dropdown list when selecting the Region, Province and City or Town.
Click the “Get GPS Coordinates” to determine the exact location of the Office
Address. Pin accurately the location on the map.

no  Applications

Home [ Applications / License to Operate [ Huhs | Manufacturer [ Initial

Household/Urban Hazardous Substances Manufacturer Initial

@ : ; S bffice Address
@ * Region Please Select v
V * Province Please Select hd
@ Product Lina * City or Town Please Select v
" Street Address Street Address

© ottice address

* GPS Letitude GPS Latitude
@ : * GPS Longitude GPS longitude
° oPS inates ‘

© ©

© 00
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f. Page 6: Warehouse Address
Utilize the dropdown list when selecting the Region, Province and City or Town.
Click the “Get GPS Coordinates” to determine the exact location of the Warehouse
Address. Pin accurately the location on the map.

Home Applications Dow

Home | Applications / License to Operate [/ Huhs / Manufacturer / initial

Household/Urban Hazardous Substances Manufacturer Initial

© y Warehouse Addresses
Warehouse #1

2]

- * Region Please Select ~
;5’!-’?) ) * Pravince Please Select ~
Y

* City or Town Please Select ~
,:a'-a "
© Street Address Street Address

ated in the

nsistant with the one

o ¢

‘Worshouse Addresses * GPS Latitude GPS Latitude
“ GPS Longitude GPS Longitude
@ —
E Q Get GPS Coordinates
I /F Add Warehouse Address
r e
e

QD S If there are two or more warehouse addresses
o ' ' provided, it shall indicate in the application with
respective GPS coordinates generated on the
Geo-Coding Map. ‘

O

g. Page 7: Plant Address (For Manufacturer Only)
For manufacturers, one (1) plant address must be declared. Click the “Get GPS
Coordinates” to determine the exact location of the Warehouse Address. Pin
accurately the location on the map.

o Apphcations  Downloodatsl

Home | Applicotions / License to Operate [ Huhs |/ Manufocturer | initiol

Household/Urban Hazardous Substances Manufacturer Initial

@ Plant Address

- megion -

* Province -
3 ] + City or Town Piease Solect <
o - Street Acdress Stmat Adciress
o

- oPS Lothude aPS LotRude
o - 0Ps Longituce

L-d
€ riont adarese
]
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h. Page 8: Details of Authorized Person
Authorized Person refers to the owner, President, Chief Executive Officers (CEO) or

its equivalent, or any organic or full-time employee representing the establiskment in
an authorized or official capacity.

Home Applications Downio

Home [ Applications / License to Operate [ Huhs / Manutacturer / initiol

Household/Urban Hazardous Substances Manufacturer Initial

@ oo orto M0 Authorized Person refers to the owner, President, Chiaf Executive Officers (CEO) o its
‘squivalent, or any organic or full-time empioyes represanting tha astablishment in an
authorized or official copacity.

©

Details of Authorized Person
&»
- * First Name First Name

-

T L ror
- Middie Name Middle Name
Py * Last Name Last Name
O
5

* Designation Please Select L
Fa

Government Issued Identification Document
7% * Type Plagse Salact ¥

. identification Number
@ Authorized Porson Number

o

g
(10 )
10
N
L1

1. Page 9: Details of Qualified Personnel

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

Home / Applications | License 1o Operate / Huhs [ Manutacturer [ initi

Household/Urban Hazardous Substances Manufacturer Initial

(1] 10 Guaiified Perton refers 10 ON OrPanic orfuli-tima sMpioyes of the estoblishmaent who
) PoTIeTE technicol COMPatence related to the establishmant's Sctivities Gnd ReSItN Products
Dy virtue of his profession. troining of exparience. A quOlified Perton hat the respons DIty 10
n‘;“.}‘ comply with the technical requirements of the FDA ordiscuss or clarify motters with the FDA
= — aalils b ol b et e gl
INEPECTIon Of POIt-MOrEet IUVEIlancs octivitier. The quoitied perton may olsc De the duly
Authorized Person of the a@stoblshment.
o
Details of the Qualified Personnel
@ Parsonnel Details
* First Noma First Name
(= 20
MickHe Name Middia Name
o - Lost Home Last Hame
o - Oesignation Fioase soiect > If there is more than
Government Issued Identification Document 5 =
one (1) Qualified
o - Type Pisaze Seiect - a5
Personnel, click
* identification Idantification Number . .
I E— | “Add Personnel
o |—— e I

©
H
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j. Page 10: Documentary Requirements
Upload necessary documents in portable document file (PDF), maximum of two (2)
megabytes (MB) file size.

ne  Applicotions Downloodablo

Home [ Applications | License to Operate [ Huhs | Manufacturer [ Initial

Household/Urban Hazardous Substances Manufacturer Initial

(1] Documentary Requirements

. * Proof of Business Please upload a pdt file_ B File Upiood ‘

© conero MO, o i e S

B i i

& Business/Mayor's Pleose upload a paf file B File Uplcod ‘
Permit or Barangay W = e S e e
Clearance ‘;‘,' st el A r R

.

L%

3
* Latest Audited Pieose upload o pdf file B File Upioad ‘

2 Financial Statement
L% o with Bclonce Sheet of
Declargtion of
Capitaiization

L
Fioor Plan Plsuse upload a pdt fils B Fiie upload ‘
»3:; ant Risk Mcnagement Please upicod a pdf file.. B File Upiood ‘

Plan

b A et Par Site Master File Please uplood a pdf file B File Upicod ‘
* PRC ID Please upload a pdt file B File Upicod ‘
™

9 ] L s Ui A 1 (e pinc "

T

o Documentary Requirernents

L n

k. Page 11: Self-Assessment Review

i. A Self-Assessment Review summary will appear that reflects all the declared
information and uploaded documents.

ii. Review and recheck the information declared and documents uploaded. If there
are corrections to be made, the information and documents can directly be
updated on the Self-Assessment Review page.

iii. After the self-assessment review, the applicant shall confirm the correctness of
the data and uploaded documents. Tick “I’m not a robot”, Data Privacy Act
declaration and click the “Confirm” submit the application.

iv. Auto-generated electronic email will be sent containing the Application

Homa | Appications | Licenas 1o Operote | . | Mandoctames | ke Y g e g
e
Househokd/Urban Hazardous Substances Manufacturer Initial o
(1] Sel-Assessment Raview 1 | hereby confirm that all information | have provided are true ard correct t3 he best of my
knowleage
F2 ]
L General Information . z
| understand that any errors that | have commited in this onling form-may be censidered
O Fyse ol Keponiidis S grounds tor refusal or conceliation of my appiicotion. \
|
Frodoct Type Nouzonsid/rbon Hoorgo. s fubston: gs In compliance to the Data Privacy Act 2012, | give consent to usa any perscnal infermation ‘
O i AR provided herein for Goverrment to conduct the necessary reccorcs check ond verification of ‘
facts in connection with my application. |
s Aol Actheties beporierr of New: ket o O
(7] .
o Establishment Information
O f— ABC Campom
Estabiament
O
[La— i
o Estoabstarenamnt
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