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{ ACD Technical Documents: Appendix I — XIV >

Appendix | ASEAN Definition of Cosmetic and lllustrative List by Category of Cosmetic Products & Annex|

Appendix Il ASEAN Cosmetic Labelling Requirements

Appendix Il ASEAN Cosmetic Claim Guidelines

Appendix IV, V (no longer applicable)

Appendix VI ASEAN Guidelines for Cosmetic Good Manufacturing Practice Developed By
Appendix VIl Adverse Event Reporting of Cosmetic Products ACSB 2004 - 2021
Appendix VIl Guidelines for Products Information File (ASEAN Cosmetic

Appendix 1X Botanical Safety Assessment Guidance Document Scientific Body)

Appendix X ASEAN Sunscreen Labelling Guideline

Appendix Xl ASEAN Guidelines for The Safety Assessment of Cosmetic Products
Appendix XlI Safety Assessment Report

Appendix XlII ASEAN Guidelines on Limits of Contaminants for Cosmetics

Appendix XIV Question and Answer on Specific Provisions of the ASEAN Cosmetic Directive

— otAI¢t SE A9 7|EEA
obAI¢E sHEE A Holl= 7le A (Technical document)2ty &&= #4544 (Annex)7t
o] o
=]
o Annex [: F% 1¥(Appendix 1)of Z3tE|o] glonzg 7
o Annex II : H|gF=X] AR BArE
o Annex III : Bt A8 fAE
o Annex IV : AFS 4~ 9=
o Annex VI : AFES &= Qe HEA S2E
T Qe

o Annex VII : A&gt Z91H A 8| AE

»

2 2d g

M BAE

- Ee BewolHE B Ago] SWs] AL 9L
- YA E 2016-0003 (AFolof=o] S e a7 3 dxfo] yet rho|=2el)
FAdministrative Order 2016-0003 (Guidelines on Unified Licensing Requirements

and Procedures of the Food and Drug Administration)



F oAt
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FCosmetic e—Notification v.2.0 Booklet for Applicantsy

https://www.fda.gov.ph/wp—content/uploads/2021/03/Cosmetic—e—Notification—v.2.0-User—Manual—for—Applicants.pdf

Republic of the Philippines
Department of Health
OFFICE OF THE SECRETARY

FEB 15 2016

ADMINISTRATIVE ORDER
No. 201(- 0003

SUBJECT: ideli Unified Licensing Requirements and
Procedures of the Food and Drug Administration (FDA)

RATIONALE

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

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

In order to improve FDA's cffcclweness and efficiency in carrying out its
mandate, there is a need to h unify and line its and
licensing requirements. This will help ensure the availability and accessibility of
quality and safe health products in the market.

OBJECTIVES

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

SCOPE
I‘hls Order shnll apply to lhe four (4) FDA Centers — namely, Center for

C h (CCRR), Center for Drug Regulation and
Research (CDR.R) Center for Fnod Regulation and Research (CFH.R) Center
for De Regul di Hi (&

EDA..)

Froead sl Dren) Akt Lo
PHILIPPINES

ELECTRONIC
COSMETIC PRODUCT
NOTIFICATION

USER MANUAL
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[0 LTO(Licence to Operate : AtY WHs]) HE 84
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. ol= 2 d FDAY AlF AE sh7] ol Hof Qlojok <
- LTO #5= sl FDA| AlEdlof she A/ H52 offiet &

Notarized Petition form from the

. Ul A8E, MR, =& ABES AY
fe\/l\/orr\;r,ent;r;ic;zrporator, or authorized dro [fz|olo] TEHFS HIA| OFAl
Joint Affidavit of Undertaking signed
by the owner and an authorized
individual (an allied health science | 28F 8 SOI= JjQNEA Atst M2
professional)  stating  that  they | 7HO| LTO(Y Y 3{7t5)0| CHSH FDAS

o —

understand the FDA's regulation for | A|Z=&2 O|s{stl QUCH= Zl=0
LTO; note that the authorized | &=l 10| MY =
individual must also present their | A

professional license or board
certification.

Proof of your Business’ Registration ALRAH 5= SN

Site Master File (this is required from
manufacturers of drugs, devices, and

cosmetics)
Proof of occupancy or business

address
Floor plan and vicinity map of the

business location

Risk management plan 2|A3 22| A=

Application fee - rates may change =R - dAE 3
L= A

A A

- O

from time to time so always best to | 3 USL| &tAl FDAS| €l
st 7
= A

check the FDA's website
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https://www.cosmetic.news/how—cosmetics—regulated—in—philippines—registration—Ito/




$HE1YEYS E—— -
Heereass ma)E $EA O ALE
— e a O =
T smEel Fol ¥ gy
0 skg=zo] Ho|
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=2 7AW w9 grds) A3 AE, 5o A7 Az G5 g =Ho
TRHE 24 5L A4S ojujatt” Hojsty 9le

= o] Ao HelA sPgEFor

AEL Annex o] 7] =] S

O sH3E #9 <A
— opAQtollA BHEE FEE A= v ES

Y fEE A BRolg opd AN BYECR HRHt TEY AE s
TaE e Ao, of BRo| glg A% SFgEe] opjrb et £2 ofy

- A 550 gle AE FH 2 F3o] R sfEct=A]l oF= o] HFo] ofyzt
ofAI¢t aFE ZH(ASEAN Cosmetic Directive)oflAl st Q= PES] oo £
Aotz o RE AmHofof gt

P Annex I. ILLUSTRATIVE LIST BY CATEGORY
SHEE 7HH 2| E Ay 22E
OF COSMETIC PRODUCTS
o, d= & 5)8 38, Y™, 24, & | Creams, emulsions, lotions, gels and oils for
2 e the skin (hands, face, feet, etc.).
_ IR N Face masks (with the exception of chemical
0| A& OpA S (SbetEtIM &2 A 2ot
peeling products).

AZEH| O] A (M|, HO|AE, IRO) Tinted bases (liquids, pastes, powders).
HO| YL, 58 = AIEdl= IO, ¢ | Make-up powders, after-bath  powders,
doeH 5 hygienic powders, etc.
oYl EFHF & Toilet soaps, deodorant soaps, etc
e, ot 8 24 28 Perfumes, toilet waters and eau de Cologne

_’IO_




HelE s=Al F2Are

I Annex I. ILLUSTRATIVE LIST BY CATEGORY
SHEE 7HH 2| E Ay 2|2E
OF COSMETIC PRODUCTS
=20 M8 HMEFERF ASH, €, & | Bath and shower preparations
S) (salts, foams, oils, gels, etc.)
HMEM=Ee g2 glof=h 2= %) Depilatories
HezzE S & AXNK Deodorants and anti-perspirants
e M S Hair care products.
» Sf|O{EIEQ EAK > hair tints and bleaches
» o, AEZ0Ed, THE ME » products for waving, straightening and
» ME HE fixing

SUYRBEN, TR0, 4F)
ACNYHE(EY, 2, 29)

SEHS(ZEY, 27, 222 2E

setting products

cleansing products

(lotions, powders, shampoos)
conditioning products
(lotions, creams, oils)
hairdressing products

(lotions, lacquers, brilliantines)

_ _ Shaving products (creams, foams, lotions,
HeE HMEz3d A=HA, 248 )
etc)
A=t =2 Hjoj]3Y XNEat Ho|2Y MAA | Products for making-up and removing
= make-up from the face and the eyes
d=0] H=Es 8o HEF Products intended for application to the lips
_ Products for care of the teeth and the
Xlor & & AHONE
mouth
H Ao & Ho|2YHE Products for nail care and make-up

Qg YA

Products for external intimate hygiene

s=(U)E Mo Sunbathing products
M RAF 22+ HE Products for tanning without sun
271 SIO|EY HF Skin-whitening products
OE| E HME Anti-wrinkle products

_'I’I_
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Lo o SIHEN AE IISSH 4B S8
" SRYE0I AEE 4 U YES0l =5 . 0 2= oj2le] HEEL 525 U
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. SFREO) AHBR THSSILE HiE 2710] S0f » 58 HEN 2=
El= MEE0| ZEE2 ol0|F o BB AL Aoty 2=
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o 2HE 0| E7|E|0{0F B A 223} 0|
ArEo|l chiato HAstE US

- 9] FaEe] A4 WAL ke wATeY YAOlENN TeRE WE 4 IS
- A%Aow AYED Jene, G4 A4 NAS s BE Aol Fast
% Annexes of the ASEAN Cosmetic Directive

https://www.hsa.gov.sg/cosmetic—products/asean—cosmetic—directive
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— TAnnex II Part 1: List of substances which must not form part of the composition
of cosmetic productsy o BIEEA] R0l F=FEo]

MFEA] R ASE 1.200%0] Yom], CAS FHj7t §]se] 9le

Annex Il - List of substances which must not form part of the composition of cosmetic products

Annex Il Part 1

List of substances which must not form part of the composition of cosmetic
products

Substances CAS Number

Aminophylline 317-34-0

Theophylline 58-55-9

Methylene chloride (Dichloromethane) 75-09-2

Chiorofluorocarbons

Diethylene glycol (except if it is present as unavoidable trace limit 111-46-6
of 0.1% in finished product)

Azelaic acid 123-99-9

Bimatoprost 155206-00-1

N-5-Chlorobenzoxazol-2-ylacetamide 35783-57-4

O P& migate At 4&2
- FANNEX III - List of substances which cosmetic products must not contain except
subject to restrictions and conditions laid dowy ©f W&t e AgH JEo] +=EEo S-S

C B2 SEE WERE AT AR A4t 105%0] Yg
CAEER AL WED AL 2, A k8 B, e AR 22, “ehlo]

=
dof sk AHSEA B ALEL I} SBuo] g

=]

Al
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ANNEX Il - List of substances which cosmetic products must not contain axcept subject to restrictions and conditions laid down

Ref No
ACD #

(EU#)

Substance/CAS No™

Restrictions

use

Field of application and/or

Maximum authorised
concentration in the
ready for use preparation

Other limitations and
requirements

Conditions of use and warning
which must be printed on the
labels

A

[+]

F

1a
See also 1b

588

Boric acid, borales and letraborates
with the exception of substance No

1184 in Annex |1

CAS No 10043-35-3/11113-50-1

217

(a) Talc

{b) Products for oral
hygiene

(c) Other products
(excluding bath
products and hair
waving products)

a) 5% (as boric acid)

b) 0.1% (as boric acid)

c) 3% (as boric acid)

products; © 8] 8% ZrAA AJHo] FEEo] 9

L B2 429 58 LA

application)7} 7] =o] -

P
T

oF

=

15701,

ANNEX IV - PART 1

s

(a) 1. Not to be used in
products for children
under 3 years of age
2. Not to be used on
peeling or irritated skin
if the concentration of
free soluble borates
exceeds 1.5% (boric
acid)

Not to be used in
preducts for children
under 3 years of age
1. Not to be used in
preducts for children
under 3 years of age
2. Not to be used on
peeling o irritated skin
if the concentration of
free soluble borates
exceeds 1.5% (as
boric acid)

Except Indonesia and
ol

A E 2

d
4
N

LIST OF COLOURING AGENTS ALLOWED FOR USE IN
COSMETIC PRODUCTS (1)

Field of application

Column 1:

Column 2:

Column 3:

Column 4:

Colouring agents allowed in all cosmetic products

. Not to be used in products for
children under 3 years of age

. Not to be used on peeling or
irritated skin

. Not to be swallowed

. Not to be used in products for
children under 3 years of age
Not to be used in products for
children under 3 years of age

. Not to be used on peeling or
irritated skin

FANNEX IV - Part 1- List of colouring agents allowed for use in cosmetic

g H9(field of

Colouring agents allowed in all cosmetic products except those intended to be
applied in the vicinity of eyes, in particular eye make-up and eye make-up

remover.

Colouring agents allowed exclusively in cosmetic products intended not to
come into contact with the mucous membranes

Colouring agents allowed exclusively in cosmetic products intended to come
into contact only briefly with the skin.

Colour Index
Number or
Denomination

Colour

Field of application

2

3 4

Other limitations and
requirements

10006

Green

X

10020

Green

10316 (3)

Yellow

_14_
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— TAnnex VI — List of preservatives allowed for use in cosmetic products; ol &]-& K
27 4ol £S5} 9

- BR8] 59 o8 BEA £ oF 57FY

ANNEX V|
LIST OF PRESERVATIVES ALLOWED

Limitations and
requirements

Maximum authorized
concentration

Substance Conditions of use and
warnings which must be
printed on the label

b [+ d e

Benzoic acid (CAS No. 65-85-0), and its
sodium salt (CAS No 532-32-1)

Reference
Number

Rinse off products, except
oral care products; 2.5 %

(acid)

Oral care products; 1.7 %
(acid)

Leave-on products; 0.5 %
(acid)

Salts of benzoic acid other than that listed
under reference number 1 and esters of
benzoic acid

0.5 % (acid)

Propionic acid and its salts 2% (acid)

Salicylic acid and its salts (+)"

0.5% (acid)

Not to be used in
preparations for children
under three years of age,
except for shampoos

- Not to be used for
children under three
years of age 2

Sorbic acid (hexa-2 4-dienoic acid) and its salts

O 585 A< 2 &

- TAnnex VII -

A 2 gio] £8H0] 98

. BEo

529 58 A st o

LIST OF PERMITTED UV FILTERS WHICH COSMETIC PRODUCTS MAY CONTAIN

0.6% (acid)

oF 28_%01

ANNEX VIl - PART 1

List of UV filters which cosmetic products may containg °f 3-8 #}<]

Reference
number

Substance

Maximum
Authorised
concentration

Other limitations and
requirements

Conditions of use and
warnings which must be
printed on the label

c

d

e

Menthyl anthranilate

so/ﬂ

Zinc oxide

inhalation.

Not to be used in applications that may lead
to exposure of the end-user’s lungs by

_15_
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O s, 55 71 =
— FASEAN Guidelines on Limits of Contaminants for Cosmetics (FFE @ IEZ st
of tigh obAIqt Ztol=gel); o= 2HFE pldE 2 a5 7% ok, Efo|Ad 7|E
St eRE Q&
- HAE VIS EE AE G9E 9 uAdE SRl wEA 7ol UElA s A6l
A aE 7IE o oo dmet AxFAo AHl wEt ohE rlAdE Foll ditt Al
A= WRY FE S
2 9 s, SR AT /IR YA slon, oY SR AP FAE
Zallof G obAlete] AR J1EFHEE 5 ppmold, HiR0] AeolE =R J1E
Q=7 3 ppmolBE FOJsfjof ¢
1,4-T)24te] Ao 20204 62 1995 25 ppme ZTS|AL oF 5w, 20234 69
1945 El+= 10 ppme ZIeiA= <t
MAE 7IE T
Products for children under 3 years, eye | Other products
area and mucous membranes
Total Aerobic Mesophilic =< 500 cfu/g or cfu/ml =< 1000 cfu/g or cfu/ml
Microorganisms
(Bacteria, Yeast &
Molds)
P. aeruginosa Absent in 0.1g or 0.1ml test sample Absentin 0.1g or 0.1ml test sample
S. aureus Absent in 0.1g or 0.1ml test sample Absent in 0.1g or 0.1ml test sample
C. albicans Absent in per 0.1g or 0.1ml test sample Absent in 0.1g or 0.1ml test sample
% 0l 2o U 0|ME JE ST oo ARt MxIMe| Alejol wel ChE o|l4E Fo| ik AlY
o geg =& US
¥ Ef=2 JISEHX &2 AE FZE=(crude herbal extracts)o| Z&tEl HMES 2 E2AEZ|CF &
(Clostridia spp.)oll CHSH A|Eo| Zestn{, HAZE=X| gfotol &t

_16_



Heavy Metals Limits

Mercury (Hg) NMT 1 mg/kg or 1 mg/L (1 ppm) when tested by ASEAN Cosmetic Method

Lead (Pb) NMT 20mg/kg or 20 mg/L (20 ppm) when tested by ASEAN Cosmetic
Method

Arsenic (As) NMT 5mg/kg or 5 mg/L (5 ppm) when tested by ASEAN Cosmetic Method

Cadmium (Cd) NMT 5 mg/kg or 5 mg/L (5 ppm)** when tested by ASEAN Cosmetic Method

¥ NMT = Not more than(D|2H)

¥ Z2H(F2, H, Hlx, FtE) AlE2 8th ACSB Meeting(10-11 December 2007, Vietnam)OoflA &4 =l
ACMTHAOSE &=%stH =
http://www.asean.org/uploads/archive/MRA-Cosmet ic/Doc-3.pdf

x Ef=e 49, JtI=EF 7|&E =+ 3ppm(mg/kg or 3mg/L)

Trace Impurities

1,4 — Dioxane NMT 25 mg/kg or 25 mgl/L (25ppm), effective 19 June 2020
NMT 10mg/kg or 10mg/L (10ppm), effective 19 June 2023

¥ =2 ¢ ASEAN Guidelines on Limits of Contaminants for Cosmetics

https://www.hsa.gov.sg/docs/default—source/hpre—cosmetics/asean—guidelines—on-limits—of ~contaminants—for—cosmetics—ver—3.pdf

_17_
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% Cosmetic e—Notification v.2.0 Booklet for Applicants;

https://www.fda.gov.ph/wp—content/uploads/2021/03/Cosmetic—e—Notification—v.2.0~User—Manual—for—Applicants.pdf

OUTLINE

l. BACKGROUND
[I. FDA E-PORTAL
o What is the FDA E-Portal?
o Navigating the E-Portal
[1l. APPLICATION PROCEDURE
o Submission
o Payment
o Result of Application
o Revalidation

V. BUSINESS PROCESS FLOW

f.
2. Window

MNAVIGATING THE E-PORTAL
c
d

a;

This displays dynamic content, depending on the selected folder in
the navigation pane

Ill. APPLICATION PROCEDURE

The process consists of 4 (four) main parts: Submission, Payment, Download
Result, and Revalidation.

Draft - displays all cases started but not fully accomplished
Participated - displays all applications with completed tasks
Unassigned - displays all applications with no current user
delegated

Paused - displays all paused applications

Submission

Payment

Download Result

Revalidation

_’|8_



HelE s=Al F2Are

otz

4m

O 3P A Al

| @ Brand Name / Product Name / Product Variants |
- B/ AZY/AEE 7
%t A FEFYol o AR Z|dE oo & -
=, igeas) AE =9, A=8
THoF whol A4t (shade)Tt AXsh= 79 11 Aol BA/He
X AT ABC AlE XYZ oloJAHES 4ol= 1
oF MZJ(shade)o] ofe] 74x]ebd, Zyzhe] A (shade) o] WA/ S 7 HA| = ook ¢

=

d

PS
2

2
o

| @ Product Types |

- 7‘1]% “Ic')l‘ ¢}
A2l Al A ofiof sk 2HE] S onet

OFA% ;753}% A1-(ACD)S] F&A(Annex) [ & FE5HE], o] BE&A o] Uelgles o

¢ (illustrative) HAEZF oplBER 55 gl 39 4%, 716 39

Sgse Aeshn el SoaA edtd 8

0

| ® Intended Use |
_ %E

“Moisturize the face(lE &, d=olut & HF)"eF Zo] "AEF9 75 B &%
£ 715k T
X AT 2 T2 AR WS 71AShs o] obd
| @ Product Presentations |
- AlE Als =
o AlEY Als FHlol 7 ARt FHIE the 471 SolA # o 1skd F

(1) "F AF"(A single product) Tt Ay Fei= EAfs
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F So] thE kst AE(A range of

=2 = [e)
variants similar in composition for the same use but differs in colours, flavours

x/do] fAtL FIF AxATE AgAterelon

o
P28, ofo] AL, VA FelA

(2) “BLF gLol Aol HABIY A4

etc)’ 2 AT FPFEOZ o] 52

15y Mz So] o2 AL w3 (9:

A single palette

Range of palettes

_20_



4) “gd 7IE ye] E3t A& (Combination products in a single kit)”o]2t g2 Al

b o Alg $Rscl @Y 71E ol =] HgrEe As ouje o

Hoze= izt 2 4 Qs (o v de Az spgEe= #A4H Ho
B 2307410 AlE HE)

x oot Al Als FEiet ddsid= & shte] AuAe AlEstd

Powder

Make-up kit Skin Care Kit

| ® Local Company Responsible for Placing the Cosmetic Product in the Market |
- g A MR SAE AYAE FA AL
ol SHFE= LYW Al Sk AdS Aw A IJAE FotH, @A Axd
A = AES Bishz] s AxdA7E 2t dizll e g =7kl w8
AFS 7HHe= Aol 3= MY & U=

7 S e

Jdo
fol
o
—
—
Q
D)
r
=
o
rE
fo
it
H
Jdo
Eel)
Rl

C
<
9

ol

| ® Establishment Information |
- A AR

- 4lare e BPES] AlZAHmanufacturer) ¥/E= FF & supplier) 2] AR FEE 9]

K

o]

ok

_2’|_



fin|
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_}9'|_
oy
oM
o
Jon
1}
u
[El
1
]
=
S
lo
Rl
09k

| @ Person Representing the Local Company |
- @A JAE HESH= A

sPgE APE dAY BEe A 7IES wESH] St 1A E47F ettt 7
7, FDACIA d=ts HE 4 e A uied
AAgare] Azt o] HAAIT 2 T (e-notification program)of] Az o 2 Hhoj=

| ® Product Ingredient List
- AE AR Eli_E—

AT RE 4

©

SEA] F2 BE(G :ICID, 9% oF, ulE oFF, stete el
2 Agsto] 7 A ojof 3
1 E4el ofs ERElooF g Sue ofofo] A}
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* Brand Narne | BRAND ABC

* Droduct Name | BRAND ABC COLOR BALM SHANMPOO

* Number of Years appiled for

Product Variants or Shade Names.

b New

* Varlanu/shade Name

| BLUE

YELLOW

* Product Type | Bath or snower preparations (saits. foams, olls. gals. etc)

* intended Use | CLEANSES HAIR

* Product Presentation | A range of proguct variants similar in composition for the same useout | ¥ o

Praduct information, Including existing packaging sizes and their corresponding Global Trade identification Number (GTIN) may be updated here.
Piease note that once Information has been submitted, It will no longer be modifiable. Hence, any change to the provided Information would merit

a new notification application.

B ew

Packaging Size @

1 [1omL

2 | 100 mL
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4 Previous S

Local Company Responsible for Placing the Product in the Mar

* Company Name (As listed In
T COMPANY ABC CORPORATION
To)

* Address (As listed in LTO) | GF ABC BUILDING. 123 ABC AVENUE, MAKATI CITY

NCR v

CCRR-NCR-CD-000

* Detall

Telepnone ¥ ‘ (_C':’.] 123. 4557

* Please select the activity of the

local company responsible for | Distributor
placing the product in the market

* Is the product !j'l’ECZr_',' SOUrCeEd? | yes ¥

Country of Manufacture | pnilippines

| COMPANY ABC CORPORATION

* Complete Address of

123 ABC NATIONAL RCAD, STA. ROSA LAGUNMNA
Manufacturer

_24_



Detalls of the Person Representing the Company

Name Household. Urban, and Hazardous Substances
Designation

Contact Detalls

* Detall

{02}123-4567

| Telephone ¥

* Full ingradient Nama @ sunction @

| [RiciNuS communis sEED oL

[otBcunotECUNCLENIC POLYY] [

| [capmviic/capRIC TRIGLYCERIDE

| [HvDROGENATED POLYCYCLOPENT |

| [eupHoORBIA cERIFERA WAX

MENTHA PIPERITA OiL

| [HYDROGENATED PALM GLYCERIDE |

| [PHENCXYETHANGL [PRESERVATIVE

| MENTHOXYPROPANEDIOL

| | WAMNILLIN

| [@77282 + cHROMIUM CxiDE GRE |
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rH

ol
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oM 387 fraet SE

.l
10
R
02t

A1 91ZA 7}

24 (Notice of Deficiencies)&

CARE AR T FDA 7]E0
E52A 4 (Letter of Disapproval)E 27 &

7ItE 7] AsiME Asel =ofoF st Az

Seke A9, WA

= (Revalidation Application

Step 1
Obtain a CCRR User Account by
requesting one from info@fda.gov.ph.

info@fda.gov.ph 0 2 &3}0]
CCRR AFE2X} AHE HOMA|L.

v

Step 2
Log in at the FDA e-portal
(https://ww2.fda.gov.ph).

FDA e-ZE0M 20051 HA| 2.
(https://ww2.fda.gov.ph)

v

Step 3
Click on “New Case” and accomplish
the ASEAN Notification Form.

“New Case”E 22511 ASEAN

M YA S HASUAL.

v

Step 4
Download the "Order of Payment” and
assign this task to the FDA Cashier.

“X= BF"E Ch=EEst 0f
€S FDA A LHOA =L

Step 5

Pay the fee then wait for the Result
of Application.

F+B2E XE

7|t )

_26_

Step 6

Download and print the notice of
acknowledgment once your application is
approved.

HMEMZL 52
L2 2 =610




HE|E A FolAE ey 53

Il

Step 1
- info@fda.gov.pholl 875t CCRR AMEAF A2 FI59t
- O AEE RIEA] Algsfiof o
Email address or company email address (°]H|d F4& EE= A} o|f|d F4)
Name (°]&)
Position (Z]¢])
Contact No. (H3}H %)
Company Name (SJAHY)
Company Address (3]AF F4)

Product Classification : Cosmetics (A= BE= : 3}AE)

- FDA Az ZE (https://ww2.fda.gov.ph)ol] 27121

- “New Case (A4 7)"& 285t ASEAN Al QFAS ZHA]

Step 4

— “Order of payment(A& HH)"S T2

- @H=®d(LandBank Oncoll Payment) XA Ex 221 3 4Y)BancNet online
A

payment) ZA| WAL Agstel @3 dRE T, A4 ATE 7Y A

Step 6
- AFA7E SRlEd ARSAVETHRICTMD)Z2 A9H %, FDA  A|E
(http://www.fda.gov.ph)ell AIAH

- ARAZL SAEE 59 FAAE heREs] Q4
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{ ACKNOWLEDGED COSMETIC PRODUCT NOTIFICATION >

PR AN HeE

Pepublic of the Phalippmes
Department of Health
Food And Dirug Administration
Civic Dove Filinvest Corporase Ciry, Alsbang MMunmrinbups Ciry

Notificaton of Cozmetic Product

Pursuant to the existng rules and regulations of the Food and Dug Adm  mation (FDA) for the
notification of cosmetics, the product notification 15 hereby acknowledged.

Cosmetic Nonficanon Number:  NN-100000017 7350
Validity 22 May 2016

Particulars of the Product

Brand Name: BFEAND ABC

Product Name: BRAND ABC COLOR BA ! LIPSTICK
Vanant’s: PINK_RED

Parrdculars of the Manufacturer

Name of the Mamfacturer COSMETIC LAB" Alus & INC.
Address of the Manufactuzer: 123 ABC AVEM &, ONTAE
Coumtry of Mamifarture: Canada

Particulars of the Local Company Responsible for Pla. ae Product in the Market
Name of the Company: COMPA ™ ABC COMML " "AL CORPORATION
TMLDING, 123 o= AVENUE, MAKATI

Address of the Company: g.lg}(" &

LTO Number: CCRR-NCE "D-lv

The product 13 allowed to be sold in the local mac * subjpect w ¢ lisnce with the reqmrements of
the ASEAN Cosmetic Directive snd the FDA law=, ~d 1ts mm rules and regulations. This
notification should not be © tea gi or endorsement of the safety. quabiry. and
claimed benefit of the produci ~v subsegu... zes to the information submitted i this
notification will render this notificatic. ovalid and a new notification will have to be submutted

The company bereby ensures that they shau . »ond and cooperate fully with the FDA with regard
to any subsequent nost-marketng actrvity i =d by the FDA Further, the company shall be
responsible for ex 10t sach consigmment of the product continues to meet all the legal
mu'emml:. and coofms w2 mAsrds and specifications of the product declared to the

This authorization is subje | *c  spension cancellation or recall should any wiolation of FDA lawrs,
and 1ts im=lementing miles o0 egulations. mvalving the product be committed.

BY AUTHOR. Y OF THE ACTING DIRECTOR GENERAL
F) ;o

LB A "RES 1 EUTIERRES
[Ficer-in- harge, { emo) Crremetos Regulatn
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C LETTER OF DISAPPROVAL )

=5 UA

Republic of the Phulippines

Department of Health
Food And Drug Administration FDA ¥/ /i
Civic Drive, Fibnvest Corporate City, Alabang, ol el Torug ittt

Muntintupa City
LETTER OF DISAPPROVAL

29 Apnl 2015
Crabrielle Gahriel

ab Losmenc Froducts
Civic Drive, Filinvest Corporate City. Alabang. Muntinlupa

b M a2

SFabida i Rl R AL &

This is to inform you that the application for notification, 100000014191, ith the  sffice of
your product:

LANCOAME- LANCOME MY FRENCHPAI® .TE
with the following vanant's;
14,24, 34, 4A,5A.64.7A

was not able to comply with existing standarc. v -~ulations for the ©  owing reason/s:

IReason's for Disapproval IReference/s

IContains O-AMINOPHENOL, an ingredient fond - Annex 1i - ist of substances [ 2<% II

rwhich must not form part of the composition of cosm: = products ?‘;.I_f.',xc"

Thus, is hereby DISAPPROVED. ¥ ove ordereq w i from distributing such products after
receipt of this letter.

For your mformation and compliance.

Very truly yours,
-
P

Lt RREZY RPh, M5c

f Losisc "egubatighf and Research
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— ACDCOMRE = A3l st e =haE 712 84
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@ I-“En Diljlh

- AEe diorifE ek of2 -l 7IA

@ AgHr

- Al d¥ertE gastA] e ol 71

2~ 0]©o
T/J\\:l

- BAAL annex WolA AdE BF T Cl dHiel A e ARS theel &4 glo]
AT 5 U9

- o9 Y] Ae 4lol= FEj2 Wuisl FAE SHEC] A9 “May contain(ERT 4
oITh)” E “+/-"9} 2 8 =
AT 5 A4S

- RS Vg AN BE FA ek G FUL AFgste] BrIsor 3
=
i

Clo
oo
)
mu
o
N
rol
O,
rd
>

A PFE AJE AFd(nternational Cosmetic Ingredient Dictionary)
British Pharmacopeia)

United States Pharmacopeia)

®» 0 0 6
of
HH
O—lgr‘
)

Chemical Abstract Services)

7 &9 Yoz ylHolof

_30_



Za|mE £EA| FoALS erereEs
— g e RO 7hEEZA] 9] mRe AAE FAS 514 e
AE B BAo] Solgls B&E
AR N AL YA S| ZAehA] = B HH
2= 0l ofgul 2Ao] glojA & B IR EA JZsH BagurE AeH 22

® Mouxte] FH 54

= OFAISE Al AlF EAE AYALL e A B AFFHY o]F 9 F4

- AX "z HS (Batch number)E 7|14

| ® MZYA} L= A% |

- 4, ¢(the month and year) == ¥, ¥, ?(the day, month and year) =A% H=oH

71 A

- AF871%H(The date of minimum durability)o]gt ZA3 Aefjol A HEE T AEX]X
3x0l T4sHe SFgEel Jve] s §AE WAe] B U,

— A7) “expiry date” T “best before” ZH=

- ™Qa3skd 1 79k HES] QS RBUxAS F71E 7A

— Akg7]gko] 3070 m]eh(less than 30 month)Ql A|&Zof tisiAlE= AFE7]SHS HEEA] 714

slok g

@ FoE

~ AnnexIIeA WiEZEAT oS ehnate] JAslol ety FAHe] Qb Fol A
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ojd Al F2Are
= e Fo BAILE A FhiAgel 71A
O BAZIA 89
- EAE A 330l fle Aeole FEE, HEY, ZEE, H&
714t

- ot AlETS

S
—

(name of the cosmetic product)¥} B1Z] ¥ & (manufacturer’s batch number)
= A 21 X4 (Immediate packaging)oll 7] A= o] lojoF gt
% AA ZTAolat ghe slEy AH HE

o= dH|o A B U=
(Immediate

oful gt
form of packaging

packaging means the container or

immediately in contact with the cosmetic product)
RE BAE 9y

other

= 971 A, A ol 4 JE Sol2 AYAA] EA BAISoF T
FA Aol Fol, WEE SYa=o] F8o], W/EE AFo] BujEE o] AuAT} o]
i 4 Qe dol= 71A
K , AYte] olFI T4, WEF, EF FoArdel dist
o] T80l T ML AA olafd = Sl o2 JIAY AL 87T & U
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ASEAN Cosmetic Labeling
Requirement

atch number
Manufacturing date

The name of the

cosmetic product .l

and its function, ESIET | AULER J

unless it is clear il

from the — Full ingredient listing Ingredients: Water,

presentation of o declared in descending Glycerine, Titanium

cosmetic product e Yt order of weight at the time gioxde Fagrance,
\ they are added Colorant Cl 49512

Direction for use: Instructi on the use

Apply to arms and of thecosmetic product,

legs unless it is clear from the
product name or
presentation

BRONZE
L_I()[ lD g% Name and address of Imported by: ABC

ED) SE 7 company or person Phils Inc- 168
TINTED SELETAN responsible for placing the Batangas St.,
s} ‘ay product on the local market makati City

ontents given by weight or S i
olume ( in either metric or. o
both metric and imperial
ystem 2 floz./58 mi Made in Australia Country of manufacture
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