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o .
o Introduction

Product Notification in Europe

-9 PIF: Product information file XAS 20 O ILALY 2ot
— NEol 2= HEE xalst= ot

General information of product
Cosmetic Product Safety

" SIHIE (Final product Mandatory Notification

« 2F (Raw material)
«  ZFZXY (Package)

CPNP: Cosmetic Product Notification Portal
QULE S2(21) BY

SCPN: Submit Cosmetic Product Notification:
ALY E S22 =Y
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How to process

Process for EU market

Kick-Off Pre-check
pot R

+ 22M

Project initiation Check list validation
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o Required Documents

Overview of PIF

References of PIF

- EU Regulation 1223/2009

« Cosmetics Europe: COSMETICS EUROPE
GUIDELINES ON THE PRODUCT
INFORMATION FILE (P.I.F.) REQUIREMENT

=
E
=
S
.-=
=
=
T
S
=
P—
-
e
=
E
-
o

A description of the
cosmetic product which
enables the product
information file to be
clearly attributed to the
cosmetic product

Cosmetic Product Safety
Report

A description of the
method of manufacturing
and a statement on
compliance with good
manufacturing practice

Where justified by the
nature or the effect of the
cosmetic product, proof of
the effect claimed for the
cosmetic product

Data on any animal testing
performed by the
manufacturer, his agents or
suppliers, relating to the
development or safety
assessment of the cosmetic
product or its ingredients,
including any animal
testing performed to meet
the legislative or regulatory
requirements of third
countries

Confidential - Do not duplicate or distribute without prior written permission from EcoMundo

Part A — Cosmetic Product
Safety Information

Quantitative and Qualitative
compaosition of the product

Physical / chemical characteristics
and stability of the cosmetic product
Microbiological quality

Impurities, traces, information
about the packaging material
Mormal and reasonably foreseeable
use

Exposure to the cosmetic product
Exposure to the substance
Toxicological profile of the
substance

Undesirable effects and serious
undesirable effects

Information on the cosmetic product

Part B — Cosmetic Product
Safety Assessment

Assessment conclusion

Labelled warnings and instructions
of use

Reasoning

Assessor’'s credential and approval of
part B

ecomundo



o Required Documents

Document Type Outlook

About the Finished Product

Hz=AR2E MF7 | ME 28 MR

i]ld
rk

About the Raw materials

SSAF | g2 MR | 2 FHMR

About the claims, label, and packaging

ZIME MF | W7 CIAAOLERT) | 2HE | 228 B A=

ecomundo
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o Required Documents

o)
Finished Product Documents

Document related to the manufacturer

o

HMEA GMP SEM - SO 22716 HE, 817|720l e

o HZAF EE MAZ (Manufacturer Questionnaire) & B EA} 2L MAZ (Brand Questionnaire) :
=2 s=4d 52 2= =dQste % E =M
« HX3d S &K (Manufacturing process/flow chart)

ecomundo
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Required Documents

Finished Product Documents

Document related to the product

A 2% HMEE (98 |70 ML EOIX| HZEAIY CIEAD A7 BT
« BEI|ZE (shelf life) / /i S 2 w2717 (PAO) 278 27 A=
o BB Al ZAIHM (Challenge test)
« OFH/M E|AE (Safety test report) : Patch test, etc.
o, Cosmetovigilance: X|Z HO§E, F2E Abef Sl
A 2HE ANE X M* (Certificate of analysis) O/ = Al Z&t
o QFYM A™ Zap (Stability test) - N2, M2, T2 0L 0/&) 2+ 3748 o/ 4

22Hd Al 3 (Compatibility test) - X2, &2, 22 (40&£ 0/&) £/ 37/E 04

Mzl Xt (sh=a 740| CHE Bt B3)

=
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o Required Documents

Finished product: Certificate of Analysis

CERTIFICATE OF ANALYSIS

PRoDUCT MAME
@ Certificate of Analysis - -
2HE Al SHM (0] d= Al =8 f o v s
« Total Aerobic Mesophilic Microorganisms (Bacteria AT T T 5
plus yeast and mold) T
_ O 3M| 0|8} O{2I0|8 HZE, £/HMat 29|0 Ty e e
ABE|= FZ: < 100 CFU/g(m) :
- 0]2le] H|E: < 1000 CFU/g(ml)
» Staphylococcus aureus : Not detected 5
« Pseudomonas aeruginosa : Not detected §
« Escherichia coli : Not detected Slgastare

 Candida albicans : Not detected — 3H=0{| A{

Ao &= 4% Lk

ecomundo
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Required Documents

Finished product: Stability test

STABILITY TEST (Example)

e =
[ ] [ ] ot Coda L=
Stability test e ———
Hara of Popdoat ]:mc I
— Fos———
« DOMD AFEQ| 2 A7t E|B 2 3HAlSHA =H0l0| B
[ TALIL 43 STRRDARD | [ [ [
L|ofof &t - = m::‘—m e bt e
[ | Wisoouty Sehtall ik FTARIWARTH [ [irery [
Tarngs ol pandicion Tune of dasiniy Semn iw!nn-:;.““rzrznw M B s
o - e el
- N&2| 0| Z2|=[X| &1 Fa0| HHHX| k=2 e
HES= XIE (S EAMQ EA HE) el M e | e [
Ladoas kbl ik ATAN DAL [Ty Ll [Ty
o I T = =
iscowny ekl ik FTRNDAREH] bl atle atls
« N2 A2 2|0 12 40k Of4h) XA 371E oA e | e I :.:.::H"”:;w_ o
[ kbl Ak STRSDMART [T g [Ty
Lycke fe ] LALME AL LTAMTERD 1hably [ abia
o (2376} fekbhl] Ad FTRTLRRT iLabds [rereey ilatid
Wicouty A A ali atid ialig
Mum wharat ez e PYL

The kol i 12 SVRSSIWLDN L AAghtly high Sftar I mowty el ) roadha @ 400
ity Chap aioa H PRt wil by Tk [Caim] Pt | PR
g™ chanpr ey bewn Ofnererd bl wesr rol commedered oy mage changin o hey formade mpectng Dhey conaiyieon of e ey

of
APbe st it il el MBI 48 B S tte 0 80C 1 4t et TR L i i L e
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Required Documents

Finished product: Compatibility test

COMPATIBILITY TEST (EXAMPLE)

Braad N
e ot Cde L)
P et Rarma vy

° ege -
5 Compatibility test e e
[ —— Y BBA DD
S AE Zat e e ——
g of coniiion Tl Aeslrnk aan m:mmr:nm et ) e
= IR O| SSIMS BIolsl= AlS T e =
° ige‘l-gr 1X|- io o 7|9|-— E%OE % |_IO|': A|c|>:| ot [ AT ik S TAATIAR wwabde ekl ki
PHIEST] A ik ST Halde Ty ke
(EBet0| ZHE7| HR0| =0} LIoX| 222 o)) s = =1 =
Vermgee ol cpeiiion Ty sl o M1$TW;:M et )
Appaatana i AARAE ik ST ke sk ki
Ciodoed AAE R TN LR Maddr Ll o adde
OFA AL A|Sd v E=) X|SH | O e T L S -
Fathinging Seowararce | A 4 SISNDARTH e ikl e
Stability test AtZZ Compatibility testAt25 Z2 el I e e i
~ olo = e =
T MO i AEVE ML W SUROARS Hatie b atir
Voo AN A% STANDARD \tatis \tabie st
Fackagrg AL AL STANDARD \atie abie \atie
- N2 A2 12|10 12 40k 0|4 XA 374 oM e I
el mm@ Va0 Tash
Arairg teot Lialige Ureder rutat al condeon VRN [T
T F idaynh [Tal]
[T ———— ———————r—r T P PP X PF Py PP Py e e mypp——m—r]
TR
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Required Documents

Finished product: Safety test — general products

AXt= Al ojX| HAE

Het-Cam A|® (ICCVAM )

o/ ot Ak
xt

M :LA-I S | 'c'sI-(Ok)
=41

:’-AC"l — _'_7|- 745 .u.l_g_
*24~48A| 7t SO S0 12 HE
*H4f M £ BHE A Y =A

*X| 2108 Ol o TA| A EHR

Agarose Al H:

A1}

22 NESH - &TH(Ok)

S MNEEY /NI MESY - FTt
ZE TQ

HEO| O & &[X| &= E%: HiC| ME /
EALEX] 2= 50 ME /UYL ME /=7t
E22 AL Fo” 40 BEAE ME

10,0007H O|&F EOf |10 O|&fHEE0| SP=
CVHO|H7t &2 =l E2 UiH 7ts
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A8 Al

ms e/ 2E XYY
(Y4 HE U 20 ue)
*X| A28 A% AT HE HE
*P3 oM H A8 57_6}0“ Y
kel

*%| A 20~ 3oo°| oA A

*2e 2ol 2t 1% 98 Hol st Bay 4
g (0: BE TR EFY, AN %, 2ety

H!
W%, 012 oy e
VS

K| | AETL A E[RAALE SE S CV
HO|H 7} =2 & 32 A 7ts
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Required Documents

Finished product: Safety test — other categories

U= W8 A€
(in vitro)

HES o MoHX| 2 JEI=

102, 1A|ZE 3A|ZE 24A| 2L S0t
s M=o HE

10,0007H Of &} ErOfE[ 1D
O|&EHZ0| gl= cV H|O|E 7}
StHE AL M 7Hs

HNZS 30%2 3| As}0]
1A 2t 3A|2E 2402t S
TS M=o H&

* K| Q0|8 B Z: BHEA| QA=
HES o2 Al 53

* 20 FRA: BHEA| 12 N TS
Cjato 2 Al £

10,0007l Of &} EFOHE| 1
O|A&EHZ 0| Ql= cV O|O|E{ 7}
SHE A A 7ts

Th in vitro A| 0| = AE AALE
Sz CV HO|H 7t == E H2
CHH 7ts

Confidential - Do not duplicate or distribute without prior written permission from EcoMundo
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Ct in vitro A| &/ E E|AE T} =3
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o Required Documents

Raw Material Documents

>~

d= Al

oot
[ot

21t 2

)

=ns

. Aloin content for Aloe Vera leaf juice) ex) &5

ecomundo
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o Required Documents

Raw Material: &

[H>

= Xt= 0o A] (1)

Alcohol: methanol, acetaldehyde

Amines and derivatives/nitroso compounds: nitrosamines

Butane, |sobutane: butadiene

Cellulose and Imidazeles derivatives, Collagen, Polyacrylamides, Polyvinyl alcohol,
Keratin: glyoxal

Colorants: heavy metals according to purity criteria

EDTA: formaldehyde, trisodium EDTA, NTA, heavy metals

Ethoxylated: dicxane, ethylene oxide

Glycerin, Propylene Glycol: diethylene ghycol, ethylene glycol, 3-MCPD, heavy metals
Meoneoalkylamines: secondary amines

PEG, Ceteareth: 1,4-dioxane, ethylene oxide

Phenoxyethanol: phenol, ethylene oxide

Polyacrylamide, Polyquaternium: acrylamide

PAH (polycyclic aromatic hydrocarbons): benzoapyrene

Surfactants: chlorides, sulfates

Polymers: styrene, methacrylic acid, acrylamide, acrylic acid, ethylene oxide (monomers)
Silicones: D4, D5, D6

Synthetic ingredients: residual solvents (toluene, benzene, xylene)

OodoooooooOoooOo oOooO

Non-exhaustive list!

ecomundo
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o Required Documents

Raw Material: & Xt= oA (2)

[H>

Mineral ingredients: heavy metals

Arbutin: hydroguinone

Adeneosine: nitrosamines

Carbomer: benzene, propionic acid, acrylic acid, heavy metals

Alumina, Bentonite, Mica, Silica, Kaelin, some colorants: aluminium

Vegetal extracts: heaw metals pestmdes f'ur-::u:c:umarlns ethylene oxide, dioxane,
residual solvents (alcohoal, hexane} exhaustive lis

Citrus oils: furocoumarins (except f|:|r' CFrL.rE Du.fr::ﬂ

Lavendula oils, Mentha oils, Eucalyptus oils, Rosmarinus oils, Pinus oils: terpenes
(eucalyptol, menthol, camphaor...)

Cumin oils, Cinnamemum camphora, Mentha oils, Eucalyptus oils, Thymus oils, Tea
Tree oil: p-cymene

Vanilla planifolia, Anethum graveolens, Viola odorata, Piper nigrum: piperonal/
heliotropin

Cannabis Sativa extracts: THC

Aloe Vera extract: aloin

Coffea arabica, Coffea canephora, Camellia sinensis, Theobroma cacao, Cola nitida
seeds, llex paraguariensis: theobromine

Proof that Camellia 5inensis extracts are not absolutes (specific certificate,
manufacturing process)

O Oooo O O oo oooooo

Non-exhaustive list!

ecomundo
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o Required Documents

Raw Material Documents

@ 2 =71 #4H| MJF parfum, fragrance, essential oil

2™ SHA (Statement of allergens) - A2 R 82 S 22T SEAN

I
o
[UE!
1

5 2
IFRA ZH A (compliant with the latest amendment - X 51X}

[ ]
A Fragrance Safety Evaluation (FSE)

20Zhd & HiX Tl= A (Statement confirming free of phototoxic +
photosensitive substances) (S Al)

« (2 ME/0ol2Y 2|FH X&) FEMA-GRAS

ecomundo
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o Required Documents

o)
Raw Material Documents

@ i2izawins

o MAO AL, FA AT M = SHAM (e.g. Regulation 232/2021 for EU)

« Mineral oil § mineral ingredients?t &/7Z ME0 AFE LIRS 22,
2018/09/172E Colipa/Cosmetics Europe 7| &0 £t3tCigts MAM =0l Ze

* M& ZT=H| 9| HCt XtA|st L2 2 Data collection OtLf 7t0|E HEmQ A1 HEFC &L C},

ecomundo
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o Required Documents

’ Packaging, Labeling & Claims

@ ZEYY ME

 Primary packaging statement (¥4 &
- NEZY X 8 &7t 7| YUE/0{0F gL{Ct
« S MF UED zehd Al At A dE ZEMWE LHE0| YX|6Hof gL Ct.

—_

« M8 87I(PCR S)& ME0IAS B, FDA/EFSA 21N & F7t Atz 2ol 2R

o 1A, 24 ZHEY| B TE 2F

ecomundo
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Introduction
How to process

Required Documents

CPSR creation and management
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CPSR creation and management

Key Sources for toxicological data

European

EECHA

aN>Mm

THE INTERMATIONAL

@)) OECD

EU SIEZE 7178 (EC) No 1223/2009

SCCS (H| A QHEOf 2ot ntet@| [2|), BHEE &2 A/g & oHEE B7F A/ & M128(2023-05-15, SCCS/1647/22)

S E 2 HNE BIfof et Z2E XA HBIEE () A8, ==& K55 OFS) Lt FIEEf E2E XA HE B
EU Qg EIixtof|A| 71 Al A= 2ME UHF

Cosmetics Europe 70| =203 1
o) AZ20] ME ¢ oM™ It 710|E, 0|42 Etgt=A #H 1 (Recommendation n°14), HF2ERISEX| 42 O|AFAMH|(UE) 22| & SCHst
O FAIH(S.UE) B X[H &

ECHA (RE=tel=2E) 82 2748 X 3/8/=& 218 7 7f0/5, R8E (2N U8 8F (k)-8 §4%t 2012)

orHd

S ok o nafelop & SH SAO| T HIARY,,

oftl

ANSM (ZZA apeh 73 SIX| ANSESZF HE) "3M| O|2F FOrE <&

CIR 2t S d=dAL, O|=): R 24 & g Eo7F - =8N d=27F I 20| =tds d=2 ¢Hds dEstn E7F 2utE Lo,
Oz mMAe=2 d2| HUE UL,

7|Ef #3H: PCPC, Cosing, LERCCo, RIVM, AICIS, NMPA, NIFDC, FDA, IFRA Standards, OECD 7tO|E2}Ql, ISO, EFSA, WHO ...



o
o

CPSR creation and management

Cosmetovigilance analysis

S SRSt HIETISHR| 242 Y014 ALl Zte| B W7}

2 AT £ 6B 22 (Cosmetovigilance) = SHEHE ALBOZ QI8 HHEITISHR| 22 o
HE ol0jstn, 0l EU FHOIA HIRE 7Y,

Ol 4 M7 48l SA| A2 2412 MASHOF3E: A
AZkst A2 32 202 OfLfo] 0] B o2
ST ARRIE O1FA =M 0 YEjolE

28 Al APE =X AlH

i
=l
r
0x
>
In]
Io
OfA
Of
|.|-|
ojn

YV V VYV
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Contact us
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Find your regulatory answers on

our blog

Memberships
* Free Newsletter

» Regulatory watch (clients only)

Have a question?

korea@ecomundo.eu E]""ﬂ‘@

..And more! E]""

Thank you!

EcoMundo Korea

RA Team

@
ecomundo

Korea

korea-ra@ecomundo.eu
+82 2 3497 1990

EcoMundo Korea
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