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1 hereby declare on behalf of my company that the product In the notification meets all the requirements
of the ASEAN Cosmetic Directive, Its Annexes and Appendices, which have been transposed Inte local
legislation.

Iundertake to

+ Ensure that the products technical and safety information Is made readily avallable to the
regulatory authartty concerned (‘the Authority") and to keep recards of the distribution of the
products for product recall purposes:

Nofy the Authority of fatal or Ife threatening serlous adverse event 2as soon as possible by
telephone, facsimile transmission, emall or In writing, and In any case, no later than 7 calendar days
after first knowledge:

complete the Adverse Cosmetic Event Report Form 3 within 8 calendar days from the date of my

7 X notification to the AUthority In para 21l. above, and to provide any other Information as may be
. DECLARATION ( )

Report to the Authority of all other serious adverse events that are not fatal or Iife threatening as
soon as possible. and In any case. no later than 15 calendar days after first knowledge. using the
Adverse Cosmetic Event Report Form:

Nofy the Authority of any change In the particulars submitted In this netification:

Ensure that If and when directed by the authority | will recall the product from the market. and

O | R —6—'_ 04 discontinue selling or supplylng the product

I deciare that the particulars given In this notification are true, il data, and Information of relevance in
relation to the have b lied and that d are authentic or true

1 I A | X—| copies.
E -I L o 1understand that | shall be responsible for ensuring that each consignment of my product continues to

meet all the Iegal requirements, and conforms to all the standards and specifications of the product that |
have declared to the Authority.

O n t I n u e Iunderstand that I cannot place rellance on the acceptance of my product notlfication by the authority In

any legal proceedings concerning my product, In the event that my product has falled to conform to any of
the standards or specifications that | had previously declared to the Authority.

2\ ZAg|sIe
( _I_) —_— o 1 have examined the latest revisions of the Annexes 11 to Vil of the ASEAN Cosmetic ingredient LIsting as
= = .

published In the latest amendment of the ASEAN Cosmetic Directive and confirmed that the product in this
nouficatian does not contain any prohibited substances and Is In compliance with the restrictions and
conditions stipulated In the Annexes.

™Y =N
mo o o
A [0 mo

Iundertake to respond ta and cooperate fully with the regulatory authority with regard to any subsequent
post-marketing activity Initiated by the authority.
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Department of Health
Food And Drug Administration
Civic Drive, Filinvest Corporate City, Alabang, Muntinl. a Citv
Cosmetic Ne** “~atio.
Assessn ‘nt Fo m
Date: 2015-05-21
Case No: 17735
Reference No: 100000n ' 7,70
Company Nam © “OMPAI ¥V Ab. 'OMMERCIAL CORPORATION
Brapn< Name: b. ‘\NDA., ©
Pr aguctName: 7 _.A: M ABC COLOR BALM LIPSTICK
V. dants: PINK, RED
Noot varia ‘s: 2
Years Appli d: 1
Applic. _on Fee: 600
LRF: 10
Amount: Php610
O _Q_X — 7 A—lx—|-6|_ Republic of the Pl
2. | © |- = FDA |- E o — FOOD \\‘I;VI')RII(‘. \lb\l;\l*‘lk\ll()\ :FDA I
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o S =35 =
Allk I:I-~ OI_:I XH 7|- o OI_I- xl = SUBJECT: THE FOOD AND DRUG ADMINISTRATION (FDA) IS NOW
ONLINE THROUGH THE BaneNet FOR CLIENTS ONLINE
o = PAYMENT GATEWAY SYSTEM
=M 2 BancNet 2221 X| &

Ml

(FDA A=A | 2015-021 =)
8! LandBank OnColl
Payment Facility (FDA 2| &
Xl 2013-015 =)O| Ct,

The FDA registration fee can now be paid thru the BancNet online payment

gateway 24/7 anytime, The system allows FDA clients
10 FDA in Alabang or queuing at the FDA Cashier

to make payments without going

30 April 2013

FDA MEMORANDUM CIRCULAR
No. 2013- 015

SUBJECT: GUIDELINES FOR BANK PAYMENT OF ELECTRONIC
COSMETIC PRODUCT NOTIFICATION (E-NOTIFICATION)

In the interest of service, Online Collection (OnColl) Facility provided by Landbank
of the Philippines (LBP) for Electronic Cosmetic Product Notification (E-Notification)
shall be implemented effective 16 May 2013
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ACKNOWLEDGED COSMETIC PRODUCT
NOTIFICATION

D Republic of the Philippines
Department of Health
Food And Drug Administration
Civic Drive, Filinvest Corporate City, Alsbang, Muntinlupa Ciry

LETTER OF DISAPPROVAL

Republic of the Philippines
Department of Health
Food And Drug Administration
Civic Drive, Filinvest Carporate City, Alabang,
Muntinlupa City

FDA..

Notification of Cosmetic Product
LETTER OF DISAPPROVAL
Pursuant to the existing rules and regulations of the Food and Drug Admir ation (FDA) for the
notification of cosmetics, the product notification is hereby acknowledged.

29 April 2015
Cosmetic Notification Number: ~ NN-1000000177350

Validity: 22 May 2016 Gabrielle Gabriel
. ‘Gab Cosmefic Froducts

;‘“}‘ﬁ““ of the Product ARG Civic Drive, Filinvest Corporate City, Alabang, Muntinhipa

rand Name:
Product Name: BRAND ABC COLOR BA 1 LIPSTICK )
Variant/s PINK, RED Piz-garmsey
Paiaars of the Manufactures o This i toinfem youtt e applicationfor nofnion, 10000014191t i e of
Name of the Mamufacturer:  COSMETICLABS eie. °S,INC. A i
Address of the Manufacturer: 123 ABCAVEN -, ONTAR LANCOME- LANCOME MY FRENCHPAL® .TE
Country of Manufacture Canada

Particulars of the Local Company Responsible for Pi.

Name of the Company: COMP# ¥ ABC COMM. TAL CORPORATION
Address of the Company: IFCLC - “VILDING,123.  AVENUE, MAKATI was not able to comply with existing standarc . ~eulations for th. owing reasons:
Iy .
LTO Number: CCRRNC: "D-b. [Reason’s for Disapproval Referencels
. [Annex 1T
‘The product is allowed to be sold in the local ma. ~+ subject 1. compliance with the requirements of [Contains O-AMINOPHENOL, an ingredient found \\Annex Liist of substances [Ref No.
the ASEAN Cosmetic Directiva and the FDA laws  \d its implementing rules and regulations. This [hich must not form part of the composition of cost. - products 1372

notification should not be t-

claimed benefit of the produ. ny Subsey..
notification will render this notifica..

The company hereby ensures that they sha.
to any subsequent post-marketing activity imi.

responsible for er
Tequire

FDA.

This authorization s subj.

a,

ments, and ¢ forms ..

and its imnlementing rules «

BY AUTHOK ¥ OF THE ACTING DIRECTOR GENERAL

=t each consignment of the product continues to meet all the legal

‘o
egulations, involving the product be committed

¢ Product in the Market

~-amtee a. ‘o endorsement of the safety, quality, and
aes to the mformation submitted i this

~valid and a new notification will have to be submitted.

~ond and cooperate fully with the FDA with regard
d by the FDA. Further, the company shall be

~+andards and specifications of the product declared to the

spension, cancellation, or recall should any violation of FDA laws,

L

with the following variant's

3A,4A,54,64,7A

Thus. is hereby DISAPPROVED. .

~re ordereu. . from distributing such products after

receipt of this letter.

For your information and compliance.

Very truly youss,

M
Officer-lo

p”
7

o

_RREZYRPh, MSc

teguiaiglf sad Rescarch
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