2012 21th REACH EXPO

REACH 0|2 Z3k|1n

KIST Europe, Chemical Risk Management Team

KIST Europe Forschungsgesellschaft mbH
Knowledge Research Group

Campus E71

66123 Saarbriicken

Germany

TEL.: +49/(0)681/9382-336
FAX.: +49/(0)681/9382-319
hpjeon@kist-europe.de
http://www.kist-europe.de

- K ST KIST Europe

i
i
=1
=
on
o2
pe=]
e
olo
ok
2

Chemical Risk Management Team/REACH 0|& Z3}&| 1 Q= a2 %!



Global Chemical Regulation

| EU Trends

Chemicals & Substances

Articles & Products
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SUSTAINABLE GROWTH
Respecting Economic, Social
and Ecological Objectives

A

SMART GROWTH INCLUSIVE GROWTH
Basing on Knowledge and Delivering Social and Territorial
Innovation Cohesion

The three pillars of the Europe 2020 Strategy of the European
Commission (Ref. Observatory NANO)
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Definition of
Nanomaterials
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= CASG Nano (Competent Authorities Sub Group on Nanomaterials): ECHA L A&l &l Lt 2 Workgroup
v REACHO| Ltk =3 28 A=A HE0| 2tet 71o|=atel &
v L 20| % CLPEO| Hgof et o
* CSR (2tat=Z o™ 2 11 A: Chemical Safety Report), SDS (22 9t Xt=Z: Safety Data Sheet), DU (Downstream User,
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» RIP-oNs (REACH Implementation Projects on Nanomaterials) 7| = X| & Al 7|

REACH Review 0f StCjist A3tS
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RIP-oN1
(2011 3E)

RIP-oN2
(2011¢ 72 19)

4 &t (20101 12):

O& Aez HEEH, O Z0t= REACH 5t M Lk &2 E7F -0 o

Ltk 230| do| =3

(Substance Identification of Nanomaterials)

L S0 TSSO T3 HE oA B

(Specific Advice on Fulfilling Information Requirements for Nanomaterials under REACH)

Lhz 20| Q8 X 2oy, B BIto| B =0

(Specific Advice on Exposure Assessment and Hazard/Risk Characterisation for
Nanomaterials under REACH)
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REACH Lt S22 20134 5 SE (97 E4 100E0||A 1000E)
IN[EEEER PN,
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% Cosmetic Regulation : EC No. 1223/2009, §% 4l 3IEE 1A
NanoCare : Health related Aspects of Nanomaterlals S AUSANME LI 7|z HA
EFSA : European Food Safety Authority, & A EQHd™
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Milestone from Directive to Regulation

Regulation(EU) No. 1223/2009

) ) ¢ 0y ) ) () 2

Jan.'12 Jul.13 '16
Dec.10 E:m]ﬂklﬁﬁé! Jan13 A Al EC Claims 21
Dec.'09 CMR =% 12 Nano 4111 A|3H
TH g Claims 228 &

X CMR: Carcinogenic, Mutagenic, Reprotoxic
CPNP: Cosmetic Product Notification Portal
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http://echa.europa.eu/2013

| New EU Cosmetic Regulation (EU No. 1223/2009)

Chapter(%}) Title (H|2) Articles(Z=gh)

Scope, Definitions 1-2
II Safety, Responsible Person, Free movement 3-9
III Safety assessment, Product Information File, Notification 10-13

Directive 76/768/EEC mm=t— Regulation(EC) 1223/2009

Major Changes

IV Restrictions for certain substances
\'} Animal testing PSR
. . \
VI Consumer information i
\
\
VII Market Surveillance \
\
\ TUXL YL} S
VIII Non-compliance, safegaurd clause \\\ - GMP AjAF @71
\ -
o . . A C MEXEHZ
IX Administrative cooperation a 188283
\
X Implementing measures, Final provisions «MS.0f M1

+ CMR (1A/1B,2, 35
H

ANNEXes

J
A nE
= k

i

4r

* Responsible Person (RP)

. FWIIEO) ST GVMP MAT

« Cosmetic Product Safety Report (CPSR)S
ZE3 HEYRDY (PIF)

o FXIAM DA AEI[CPNP]

%) FX| | - CMR (23 ¥%), LH=EF A8
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¥ M.S.: Member States
GMP: Good Manufacturing Pratices

CPNP: Cosmetic Product Notification Portal
SUE: Serious Undesirable Effect
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http://echa.europa.eu/2013

| =2 W& 1 - Responsible Person

Responsible
Person

GMP (art. 8)
Qtxd E7t (art. 10)
HEEEOY (art. 11)

MEYD £ @rt. 12)

Het=E! (art. 14, Annex)
MR 23# (art. 15)
art. 16)
2 (art. 17)
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http://echa.europa.eu/2013

|Fa2 g 2-Hxt M3

Electronic
Notification

(Electronic Notification)

-

CoNp
| —
1.
Home  Products U Usel
Products 2.
Add a new product
#* Only product/component name and langua 3 g
4.
p— 5.
| General information | Product details
6.
** product Name:
7.
Shades (if applicable): 8
*Is the product spedifically intended for 9 .
|
10.
* Responsible person
Colipa 1 1 i

Product 7}E| 22| (Iv.1-47Y, Iv.2-
227Y, Iv.3-827})
Product O|&

Responsible Person (RP)

CMR 23 0{F (1A, 1B)

8 =8 (FF)

Notification of product information through a notification portal

POISONS INFORMATION CENTRES

Responsible person

) -
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| 2 W2 3 - Product Information File (PIF)

Product
Information

File

Product Information File

- Q7R gL

fot fot @ HH ML

A o o

021 024 J[% 02 A>
HH o > = 1o
ox H o oxrxd

« Bt EX/ME

cuno g RS

pean-Cosmetics.info
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* Regulation : 1935/2004/EC= EUE CH& S
* GMP(2023/2006)0f | At XM=

. Annex 12| 177}X| 2 X Z0|| CHat EE

* Positive-list S5 =gt

or me 1z 1>

rE mH e

tA

AIZ HE 23 Y (EC No. 1935/2004)2 <-- PEH --> ° &

/2008/EC),
ion 1333/2008/EC),
ion 1334/2008/EC)2|

- AE EU 1169/2011
- AE 242 (Directive 2009/10/EC, Directive 2008/84/EC) /
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EC No. 1935/2004 HHE 7|XZ ot Framework HE{O| A AHMAE 4«1 A
177} HEHZ 2E2 dE2 £ 52 7} AN TSHOE O

Monomer/Additives — EC No. 975/2009

Vinyl Chloride — 78/142/EEC

Transitional migration — 372/2007/EC

Migration Testing — 82/711/EEC

List of Simulants — 85/572/EC

Polyimide and melamine — EC No. 284/2011
Recycled plastics — EC No. 282/2008

Expoxy derivatives — 1895/2005/EC
Trichloro-hydroxydiphenyl ether — 2010/169/EC

Bisphenol A — EC No. 321/2011
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1E < MMEF < 10 E

: Ames assay, acute toxicity, skin and eye, etc.

10E < MMEF <100 E

: Genotoxicity, Chromosome aberration, 28 day
study (rat) (90 day), toxicokinetic, acute
inhalation, dermal toxicity, etc.

WM

100E < < 1000&

: Reproductive toxicity, developmental toxicity,
in vivo genotoxicity, 90 days study, etc.

1000E O 4

: Carcinogenicity, chronic toxicity, 2 year study

Chemical Risk Management Team/REACH 0|& 3tz 1 Q&= 313

3.

1.

2.

0| & & < 50 ppb

: Ames assay, gene mutation, chromosome
aberation, etc.

50 ppb < O] & TF < 5 ppm
: 90 days study (rat), bioaccumulation,
toxicokinetic, etc.

5 ppm < 0|5 ZF < 60 ppm
: Chronic toxicity, carcinogenicity,
reproductive toxicity, developmental toxicity,
2 year study (rat), etc.
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Food Safety Authority
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Source: ECHA Report
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“For Food Contact” &+ % Symbol
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HUEN X|He FH X 32| ERd
. B2 = 2l E 7o M7 HIt cHAoA 27 E
o CAMETO 2R 25 U A8 HEfE RIINE &
- B YBLY HYEF | 57 Y Ty oot 9le
c QA= AMEXN &2 57 2T - matM QIZh S5, 2Hdof s dS LEtd = A &
CMMER HEO ALRE 4 s IHHO BHSH 3ol s
222 U KHAN 2 87} :
* Directive : Z7IHZ R{EisI M s HMEXN THOHE fISiM= 2| /=0 3{7tE ZOfof ot
_ R o e « MAEXME, SANME, O|EE 8, SSAtE, EMukH,
= dXtE, dE=sd XtE, Q7/etd/s8 E= XX, CLP,
AME AE HIHH 2 XH HE 22 M e SDS
P qiciste x|Eg MHoz Msh KA COM(2009)267 r{ed, 2013 98 1YL E Mg HE &g o™
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MAIN GROUP 1 — Disinfectants and
general biocidal products
1 » Human hygiene biocidal products
2 » Private area and public health area
disinfectants and other biocidal
products
3 » Veterinary hygiene biocidal products
4 » Food and feed area disinfectants
5 » Drinking water disinfectants

MAIN GROUP 2 — Preservatives
6 P In-can preservatives
7 » Film preservatives
8 » Wood preservatives
9 » Fibre, leather, rubber and polyme-
rised materials preservatives
10 » Masonry preservatives
11 » Preservatives for liquid-cooling and
processing systems
12 » Slimicides
13 » Metalworking-fluid preservatives

MAIN GROUP 3 — Pest control

14 » Rodenticides

15 » Avicides

16 » Molluscicides

17 » Piscicides

18 » Insecticides, acaricides and pro-
ducts to control other arthropods

19 » Repellents and attractants

MAIN GROUP 4 — Other biocidal
products

20 » Preservatives for food or feedstocks
21 » Antifouling products

22 » Embalming and taxidermist fluids
23 » Control of other vertebrates
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V. £ d=H H S

=M1 H|(BPD) vs 2= H 3 XA H|(PPR) SA| TS Al 7oA

BPD vs PPR
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| M7 AMEXN H3H(Biocidal Products Regulation) £ ¢

=

.

o = o0
. 20114 118 Al BHEEY o=
e o [ |
20094 6F EU A% 4t H4d=H EHE =g Kot
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Compliance
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Case Study
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