S
EF %05 I 5 2L 4

, 5518 4 45 6 ] 2023 4F 12 1
Eco-Environmental . .
Knowledge Web Asian Journal of Ecotoxicology Vol. 18, No.6 Dec. 2023

DOI: 10.7524/AJE.1673-5897.20230516001
FOURIT, MRS, B, . B BUR R ATA S XU B B2 R AT 1)), 2R SRR B2 4, 2023, 18(6): 51-59
Ge H H, Hu J J, Zhao J, et al. Key points analysis of EU chemicals risk management and risk assessment [J]. Asian Journal of Ecotoxicology, 2023, 18

(6): 51-59 (in Chinese)

R F RIS S EEES SN

B!, HARA, MY EA, AFRC, AR

1. EATFEBERE Y 5 REEFA PO, LT 100029
2. it T AN A R A E L E i 200062
5 H 9 . 2023-05-16 FHABAH.2023-07-15

FHE . BREAESCHE REACH SR FE 2011 4F | BRBAL 24 5 B TR (EHCA) S 8 BR B3 7R 5117 3131 R (CoRAP) , £34E 3 H 25
BHTRAT CoRAP A Ak 2= W) BT 35 B2, I 4 B IE A 19 1k 2% 1 5 24 R | DA A 5 1, 58 PP A B D 5545 8L, 2019 4R B F
REACH FI CLP I 5 M SE R 450, EHCA B R AT Z5-6 Wi B G, AHE ST Ak 2 T i B0 A4 | e e e 3 A 2= ) ot
R RS PPl 5 40 DXL DB T o i A ) AU A 45 e . BR B BT T 30 St 4 sk Ak 2% 0 o {2 A 3 ) LA St
SRR PRI REACH RURT CLP A TIETT , LABR AR B A6 Tl S €0, v 45 552 R 1) TRI ), A B AR 30 A A (B PR A 1R %2
4, 2022 4F 5 H A EED & CGHrG B in B T3 22 ) SR I I — Ak 2= ) SOXUR BTAS TAE , 1 28 IR R Bl (9 1k 22 40 o XU F
A SR R T S AT i vh B A~ ) B A KU P4l TAE R A BN S M EH.

KR WK AW KU DA 5 IXURG: 45 2

MXEHS: 1673-5897(2023)6-051-09 FESES.: X1715 XEARIRAEG. A

Key Points Analysis of EU Chemicals Risk Management and Risk Assess-
ment

Ge Haihong', Hu Junjie', Zhao Jing"" , Wang Dan’, Liu Ziye®, Shu Yaogao™*

1. Solid Waste and Chemicals Management Center, Ministry of Ecology and Environment, Beijing 100029, China
2. Shanghai Research Institute of Chemical Industry Testing Co. Ltd., Shanghai 200062, China

Received 16 May 2023 accepted 15 July 2023

Abstract; In 2011, in the process of implementing REACH in the European Union, the European Chemicals A-
gency (ECHA) launched the Community Rolling Action Plan (CoRAP), which regularly updates and publishes the
CoRAP assessment list of chemicals in March each year, including the names of the chemicals to be evaluated, the
member countries and the completion time of evaluation. In 2019, based on the rich practical experience gained
through REACH and CLP, EHCA released the first Integrated Regulatory Strategy to accelerate data collection of
chemicals, promote environmental risk assessment and grouping management of Substances of Very High Concern,

in order to develop the most suitable risk control measures. The EU is committed to promoting the concept of
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global sound management of chemicals, and continuously revising the REACH and CLP during the implementation

process, to ensure the green and sustainable development of the EU chemical industry while also to protect human

health and environmental safety. In May 2022, China issued the Action Plan on Controlling New Pollutants, which

requires to conduct risk assessment on a batch of chemicals. Studying the latest chemicals risk assessment manage-

ment approaches in EU has important reference value for supporting the chemicals environmental risk assessment

in China.

Keywords: European Union; chemical substances; risk assessment; risk management

1 BREA L 5 49 3R 48 & I8 U SR 4E 28 ( Chemicals
environmental management framework of EU)
1.1 REACH %

R T YRR R A A T AT B A T X Ak
S W L B | M B2 T 1998 AEHETLRK
A2 Gy oA —TH0R B Ak 2l BOR . 2001 4, 72
HCA MR Z T B 22 514 B r kil
R, MG T E A, I E A N RS
FRATL | PR i) B2 B0 LA 2 i A A 2R, 2003 4F,
Wit TR A AR A A RS T4 2005 4
2006 AERRPIIL 23 13118, T 2006 4F i o 5%,
W T AL W TR IPAl R AT B ] Ak ML)
(Registration, Evaluation, Authorisation and Restriction
of Chemicals, REACH)F 2007 - 6 H 1 HIEx4E
24,2008 4F 6 A 1 HIT4R M, REACH 3% BLILLAH
TSEHNE AR, R AR B S RS 4G T A
M, 3% AT A TS BRI

—SE I . REACH 35 FLESR | 76 RRC 5%
ARl D 1t (Y (A &
TRAY b r ) s i A R R ) 5T ) 5 2 1)
BK B3 Ak 27 & 45 B JR) (European Chemicals Agency,
ECHA)BAZTEMT , 28 7 1 55 2 H Ry #f 2 S Ak i
FOAH LA L, A4 Ao it B XU R IR S5 R
KRR A S B TR A, A4S AR RN T 37 1
il FE A, RO DO, o 57, R AR ) i
A 7 I Ak 2 B R O 10 ¢, il Bk B SR B TR
REACH W& = 4@ 5 A7 i % A i (Chemi-
cal Safety Report, CSR), i 5 fi 5 f& & 1FAl 4 B Ak
FIEEWAL IR F AL WY RS
FARMEBIT A R 3 AE AR R RN EE Y BT
(persistence, bioaccumulation, and toxicity, PBT) &l #}
EFRFAE Wi AS Y BT (very Persistence and very
Mobility substances, vVPvM)¥J it , it 75 2 317 7% 25 1T
fhidE e R 8 0 5. TETT R AL 2% i & 2 PR Al I
(Chemical Safety Assessment, CSA)L % J&r A C 1

SE I (R B 9 5 T b i ) B A R Y
Py it 1 i) ) J50) A T A= i T A A B ) B
ECHA XJ T[R4z 14 Ak 2 ) Jo 1 225K 42 38 A ()
g BRI 1,

REACH M S 24, & A 16 364 A\ vl it
177 EM #2232 T 103 736 EMHESS 4 23 121 Fh
e B Y

IRV, VPN 2 O A SRS A T
flic X T & VAN, T BRI B RS
REACH JAHUZLR  ECHA Xof ol 31 19 46 S AR His 5 1
t AL AT ECHA WS 2845 2 1 5% HEAT 45 51k
e e o T TR i iR e T e I B e S e < o
XTI BT PEAL 24 BRALA A S 5 R ) T AT RE A7 TR
g S BP0 A J5 SR I A Ok W 4 ) o
JRUBS: , W) 24t Xz o sz A 3 AR P4l TR
R ECHA H 2011 4FJ1 4 5K it 4 1R R 7R 3 A7 3l X
(Community Rolling Action Plan, CoRAP), %t i,
ST,

SRR B A B ] T A A i R
BB E A < 15 O 7 (Substances of Very High Con-
cern, SVHC)” (¥ iz, (] an 484 — iR L . REACH
TEBTT R R b I 1 R BE G T B 1 L5
57 %) AL4E N o W T, F AR TR A
W) J5i (persistent, mobile and toxic compounds, PMT),
vPVM &, 1245 1k, R E 223 A R BT (—
M EL A B0 M | 058 28 % S0k 1 (Carcinogenic,
Mutagenic, Toxic to Reproduction, CMR)AE?E%‘@ .
PBT .vPvB N3 T4 PESE JE k), ixX s it HA 4
W] B AL AT DA T 3t — R E 1 H
W, XY B AT A S 2 B PR JR TR
7437 SRR AT AR AREOR Y BE il 1 BRI 2 51 2
AA AT RelR] SR, B H AT, A 59 R
T, sk Ae a9 . B, Al R AR S 2 )
[T, s BEARAFRAL B G LB . B, s
A5 168 i FECTE MR,
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Table 1 EU registration data requirements for different tonnage
e {3 e B85
Tonnage Health Environment
(1) B2 R 0 88 JR s o
Skin irritation or skin corrosion
(2) MR I 0
Eye irritation 2K 32
1~10 tflt%e (3) H kA% Aquatic toxicity (Daphnia, algae)
1 ~ 10 t priority Skin sensitisation Q)RESRCEYII)

@) Degradation (Biotic)
Mutagenicity

G AMEE(—FiRR)
Acute toxicity (by oral route)

(DB R
Skin irritation
(2) MR 5 501 8%
Eye irritation (1) 2 ) A< i
BBz Short-term/long-term toxicity testing on fish
Mutagenicity Q)T 15 YR 1 A1 )
GREFTHERA ZH) Activated sludge respiration inhibition testing
10 ~ 100 t . . .
Acute toxicity (by inhalation, by dermal route) GFEfEEELE D)
G EL N EEE Degradation (Abiotic)
Repeated dose toxicity GOIEITAFIREETT R
©) TR Fate and behaviour in the environment
Reproductive toxicity
7)Y sh 1%
Toxicokinetics
(LKA
Aquatic toxicity
O Filkee a3 @)V
Repeated dose toxicity Degradation
100 ~1 000 t =
Qs G)IABE I AT Ny
Reproductive toxicity Fate and behaviour in the environment
@)Bfi A= A= Wy
Effects on terrestrial organisms
(1))
(DAEFETE M Degradation (Biotic)
Reproductive toxicity Q)BT IR AT A
>1 000 t .
Q)BUE LI Fate and behaviour in the environment

Carcinogenicity study

Gt tE A=Wy

Effects on terrestrial organisms

VU BRI B, YR BT g s ik
A IR AR 2 B G XGRS fdt BRI A 2 5 3 ol g XU I
ARG, Z KRS Ty AR A B 2 T
InUAfgoR BB 0Z Ak 27 ) o o M B S L N AT g =2 3
RELTI , Al PR e e 2 7 12 % BB A ) At 25 -8 U
M), LG AR R By S . AU TPA 25 61 25 #+E
LB NE R SS W ARG SRR E M
XV A ZR I8 6 A ot e B ) s 150 3 D 4
2247 ECHA , i ECHA 4258 25 M 22 T 25, e & R

AZ e R BRI e B BRI T 2E 4
AL B ) B T A B P
(R T R AR MR 7 2 SRR Al s B o e, 4 1% 3%
Y5 B XVIL, 4628 1 AR P i b 4 2
1R P R 48R Ak 1k 3 ARk, MEHA B
H 70 A4 H , #Hid 2 000 F CMR 9y 5 4% 2% 11 1
THIRAEY ., B REACH LA LISk, A T
50 WUHTALAE , BR A 3 4 B T, AR KU ™)
2018 4F | KK} REACH kM1 S5t E 47 1 5
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2 I S REACH Ay LI 5 B & T HR 52
B, B S B B A A AR R A N B
T fE B ARG 2 AEICEUE B AT IR 9 23
~26 AZBRTT) XTSRRI PR 455 14 VS A 2 4 A
TITE 25 ~30 4F AR FFTE 1 000 [ZBRC A A, A
#iIA T 5 REACH & A OC A9 A B XA W) 4
SRS B9 520, REACH 527 M K HB AR 37F T
XF Nl e AR EE B APt sh il g & A e,
JEef R 1A= AR R B T 3 00 A R s, A B T RR
WS A]RREL G R H PRI 2319 2020 4F HAw, @il
REACH SRt IPAL , T8 I 0 FN 45 AR 4 i3
N T FERAE bR, O 2 T AT SR, 2P ek
REACH,

REACH EFUAE A BRI Ak 2 i ] R4 & e ik s
1Y FEE N ZS, 2022 4EA) MR 2= D1 s R oF HE R AT B
IFATHIESRE W, 2022 4£ 3 J] 24 H MK ZE 5
23 kA T REACH L HLE A VI ~ X BT, T
2022 4F 10 A 14 HIEX AR, BITEFLAFELUT
EN

(DBREE VI3 i 3k R 1 0 Al A5 B, e —AR
F2(OR) 7 BLHE A H T AQ 2R (14 =1 R il 15 7 v
B AFEAERR B A b 24 R ikl 6 R 2]
AR RS 555 2 . A REACH-IT I fig oo
HEFT BT, TR A Ml D) 75 A 5 0000 A 55T 5 %
R

QMBI ~ X R g e 64T TIEIT, &
XA R H RS KRR T
TR ) SRR, BRI T B R R R S R0 B T
fu o} e B — 20 I J a8 3 #4325 5k PBT/vPVB F
filti o QKRR BE <1 mg- L™ AW, AT DL 3T i
R REPE SO0, ¥ fo i A0 2R 2ok, R
VIR 2 AN TK AT AR o e 0 40 S B PRS2 (H
YK ) oA BE AR i Vs ik B2 i S e D) 2 bk
P,

G)rE Yo % e 1 fF B2, e TG AL
P FT R IO P 400 S5 53 A K 4L 0 A A B AR Bk
SRIE T UVCB 953 0 53 %5 08 AN T 22 SR 2K, BT
BT XF A ARG R 10 S LR R T W S E By
P iR A
1.2 CLP %M

CLP 7 # (Classification, Labeling and Packa-
ging) BN 1272/2008 5 280, 2 FR ) Il FIR &
YI(E SR 432E BR R it , th 2 Bk fh2

G — 51 28 F AR 28 4 3R P34 i) B2 (Globally Harmo-
nized System of Classification and Labelling of Chemi-
cals, GHS)7ERR ¥ B BRI B, T 2009 4F 1 20 H
IERAER, CLP & B Ak 24 W) 5 iR 5 W 15 B i
PEWT, 4390k 2010 4E 12 H 1 H A 2015 4E 6 A 1
H. CLP ¥EMA RS, fER: Y i 46 % 67/548/EEC LA
RS 16 B ) 545 4 1999/45/EC % 4 9% 1, CLP
PHE T ITAE Y RANR A9, B 5 bR
R DEBISN) LB AL YR 77 A 9 R
K, CLP IEHES 4 S8R0 , an SR 9 o FiE & 4 (Bd
Hil S AT A CLP MK F N eSOl B T 47,
X IR AR T W% REACH B30 LSRR 5
B & CLP YERLBYER A BRI 1 SEA T X ER B 5

HRAE CLP 3L RLES 40 2 M2 , AT 0] ) KK B 117
B o i A N B i i R B 1R A SR A T
55 16 2010 4F 12 A 1 H 8 A Y R # T
JE W —A AN SE R, T8 R T 78 T L ol g
PUREYIE B Py o, BV AR 4l REACH 5 M
HEATIE W) T, 3R B AE RS o bl , s AE TR &
AR IR W 2 ot ok PR 1 ) O (AN B T I 457
XFF AR CLP $EAc MY 48, sl 1 A T AR 4 A
SCHLRE VEAT T3 %0, I AT A il i 55

WA 2020 4F 6 H Hr kA 1Y 22 51 23 4% 4] 2020/
878(Commission Regulation (EU) 2020/878),2021 4F
11 AR BN R B Agl ey, 56 BCE 2K
IR & 4 H R B W] 43 (Safety Data Sheet,
SDS), WK B 5 5 9 REACH 5 R4 11 4% =X
FINZSER | 7E 2022 4E 12 H 31 H A58 M5,
R R B FEAN N A

(WAAKIEE P T, M5 22 5125 4541 2020/
878 FLE , W AR Wy Jox sl 25 VR 5 W vh B L 1 A oK
A X, 16 SDS 45 1.3 #5305 BA 40 K A 5615
B Y B 478 REACH ¥: MR T 58 i
W, FLAE R 35 9K IEZS AR 2 IR IE S IR
JinE| SDS 26 3 #43.

(2)ME—BE 77 #5 I AF (Unique Formula Identifier,
UFI), #%M CLP 3R VI, W SRR & 9 i B A
UFL, W 2Kt UFT 48 m#) SDS 56 1 #4r,

G)N T4, REACH KL, A4 9 4% K F)
241 (Regulation (EU) No 528/2012) FIAH 1454 7
i85 B8 (Regulation (EC) No 1107/2009)%F P4 43 Wb
THPPEAT T X ,2023 4 3 HRKBEIER A T
VAR CLP WA B2, 5L A BT Y 1 3 250 43 2
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TR Tk 2 0 S5 1 N 43 0 T P e | 36 X
AR ER BT 1 1 1 i 0 040 S R 2 SR
YR AR G & D — L= 2 e 8 A
FARFREA G F 5 1 RS 2 g o il TR
Yy, BT 0.1% I, B 4% ZOR SR AR &
(1) SDS , HX it B | IR 5 1 A 1L 52 1 197 3 1) 4% o 1)
SDS 945 11 .12 345

@)RHURNEY) , IRBURIEY A E GHS %
B2 AT 6 UABTT A HoBi g 1 — 3 7325, F 2020 4
10 A AR CLP ST E A R o3 285 i 2
CLP 3EHUEE 2.17 3345, AR AR & 0 2 it 2
2% BB A5 BN E) SDS 5 2 4y, R,
TR R RR IR | B DK ORI | S0 TF R R
D7 Rk G 7 AIMB 2 R BRI A 15 e 4 A S Jn )
SDS 4 10 #843,

CYRAR G E B . TESNWY ARG
B B R, S B Rk ok B BR AR, MR 7
o AR A T, B[R PR 1% 2845 B3 & SDS 4
3 #4y, CLP ¥&KHLEN X9 AR G W RLE T 40
PRAEEOR A PR SR (7 ID SERSOE K AR
U] GRS ATV Y 4T B BER R ID B
) R M AR (S B B L R A
Yy Bl AR A4 PR

2022 4 B KU AL 25 S TEH BT A 6%
5 VLG 3t T X CLP YRR VISs 61 43 250
BB MR DL SN T 39 A B0 17 4 Bk 1 A%,
BT T 2022 455 A 3 HARL, 72023 4511 A 23
HERAT, BITIERRAT G, 4k 20 75 4R 408 37 1
GHS i il 43 25l 1E Ak 2 i) SDS FbR%s
1.3 BRG] R A

2020 410 H 14 H, B 2 51 & & A Rk AL
2P0 AT FFZEPE LIS ) (EU Chemicals Strategy for Sus-
tainability) , 31T 2021 4F 3 A fy R 98 P 3 2 41t v i
if, IZAE BRI 2030 AESCBLC TORE B A
“FTi5 Y HEREH IR, R Ak 2 S BUOR
23 TR R S, Ry L B T B A 1)
LRIEVRIBS A2 | B 7R | $ 0e i 1) 28 4 W] Hp 2y
A AR PR T BRI AR T S — R SR AR,
i 3o SR T Bl S 5 4 AT R gk 2 )y T G 4
B, T NSRRI A, R AR fh 2
A EHELR | HE S — A TR 5 A B e DA S
TR SHAR AT B SR, 4 T A R Ak 2 i (g 4 5 B
AL BREEEIT NEE,

— g2 R IR B 4 AT RS () Ah 2 i AT A
ALHGE T b ) 22 4 FA] R4 1 Ab 2 o B U
FEH W48 T B A7 4 20 0 5 Jl 5 3 5 o o %o ) 3
BRI , S 4™ i TG B ARG A il 1
T R Ta Ve % NI 11287 e PA Y Rl (U S S R A 1 & X A
BIHT Tl Az = s s R B A T & B 324,

TR IR A HE S D B30 1) P 55 R R [
B, T L 0 T Ak A T L 4 RN AT RSk b
F AT BB A > 4 AR 0 A2 5 sl G e T
B i P A B R RS B 59
PR T F Wi, i 5 YL i B s
Lk,

=R TRT AR BR B R HE SR . DB ST
Al RIS S 1) e 40 5 2K 000 (2 )5 1 ) B i 7, < — W)
S 4 AU R A - ST SN v I S QN AT 1
W, fns® REACH“ JEdE, Tiidy” feis e A
AT B O] o A B BRGSO i RA T
SRR R DAL R R ZR T A Y R 5553
TE VAR A B DL RS

PR A s R g e ) N SRS A
T A AR . B REACH FILAE B9 M U455 R 21
SRR RE Y, EVEAG 5 A A2 i SRR R
WS B 5K B1T REACH 13 BLESR , LIRS BA
DGR FEIS RR IR ) 55, I R 2 A5 % &2 2= R
FE A FZE I

T AR S S B AR, 5 Tl
FHIL[RME 52 4 BR AL 2 e S FBR S U R 45
(UN GHS), 42 OB i A B 55 2, il 2020 4Ff5 1k
F SRR e A P 4Bk g B AR PR AR, S4TF
5 G R R0 S AL R 4 2y ] e (R v ARV PEA
TH I EBRHESS T 5, AR kR LIS
LA REEE AR, TF R I 7 WG | XA
ZNEVESIKEC R BRES Ik AR

2 BREAK =4 R IN IR RUBS 1T 1k 3 F& ( Progress of
chemicals environmental risk management in EU)
2.1 DR OB A 14 7R

1979 4%, Wi A A B 490 It 4 4> (67/548/EEC) £ 6
BT RRCRE A 25 0 J5 o Sk BRAT Ak 25 ) o R A 272 )
J3t, IRFIRT LA 1981 4Ry 73 56,1981 4 5 b T BEi ik
SEWIBE, AL TR Al ZEX A 2 B v A B/
T P KU | BR824 R A7 BV AL . 1992 4F 48
4 67/548/EEC % 7 K AE 1T i (92/93/EEC) HL7E
1993 A FF iy %o 397 388 4 14 490 o 4 7 KU DEA YR 4 7
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ooz 4R 18 &

F, B A %8 B3 4 ook A 28 I BR 5 XU
BITTA U] B 45 4> (93/67/EEC), 1993 4F | ¥ & A
(RTFEA T 2= TR DA 5 45 i 45 51) (793/93/
EEC)Xf BUA T4 A T P4k RS 458 , R 7E 1990
AE 2 1994 AR[E] A2 B A 2 sl H R 1000 ¢t
-a” (B A PR R G O R SIS E AE TS
B PRI B 25 FRAHOCEE . BREARSE L 4R 5e i 15
B R SR 141 FhOC e Ak 2% 5 ol 45 180 5 [ 40 2R
15 RS PPA | B A 70 Flsg i 1T P RS T

2003 4F, N T ¥ 93/67/EEC 154 F1 1488/94/
EC YERLRY S it , WCRR & A IXURS: PP A 2 AR 9 3 S0
(Technical Guidance Document on Risk Assessment,
TGD), REACH AR S50t f , R Al a2 200 % 7= dit
sCHE TR AT 10 ¢ A2 i 51T 2 2 1E Al (CSA),
2008 4E 5 H, hiE Sl T CSA,ECHA K ik
2 Al TE FE A BRI AL E T REACH
A RAZE Y BT E BT 2R 5% T B AU 4 B il AN Ak
R VPG EORS 8 B L4 AT W48 e (Part A
~ G)MTEAFER(R2 ~R20), TEWLIE 1,

Part A:A.1 R T QTR 47 4k 27 i &2 2 E A I
PG AR RS A CSA BRI Rl R A 22
AR ; A2 AR T k27 i e 2 PEAG Y E 2 L 5

faj W46 T

Concise guidance

A: R

A4

A3 MR T Al i AR I R R BE AR R
FMES5; A4 58 T REACH 3280 R A A £ (@ k17
CSA MTEARIE L,

Part B X i 5 PP ALV ) 248 . L4 ) o [
A IE MR R B EOR 5 B RIS Tk K R
DMASERE " A, 3 fAT 22 WA T anfe] SRAE fa 5, A
FEHE 5 5% ) B B (DNEL) 15 I JC & 1 e i
(PNEC)JH#EF i,

Part C. PPl R4k 2= 2 54 PBT 5 vPvB 1Y
faT I FE R, RAT 42488 TR aPrAl i

Part D ¥R Q] i% i % 5% 1 50T #4755 0F
i, D.1 A3 nfo] @ 57 5 58 % 5¢; D.2 fifi i REACH
IR BB RO N, T BB SR
;D3 4l T 14 2BWPRHE TAERRE ;DA 41 5%
e ek v g5 A i RN 0 B A AR K
P b i W) e B R e AU T 8 FH A
%5 ;D.5 A2 R EE I B 7 R A S AT G T HL e
D.6 R ELA A T 9] U 22 8 PP Al ; D7 BE T AU FF
fiE;D.8 5 F Wl 52 i B #5 5t ; D.9 N TR ) S AE
b2 e SRS AN 1Y SDS W i, Part D
X AR, A SRR S A R0 XU 457 A it A7 B I
8 DA R R BN ES T AR S,

TG
In depth guidance

A: Introduction

B: fe kI

B: Hazard assessment

C: PBTS5vPvBiffl

v

R2~R.7: fHE2ER
R.2~R.7: Information requirements

R.8~R.10: i B0 I8 S AR
R.8~R.10: Dose-or Concentration-response
characterisation

| R.11: PBT5vPvBIEAh

C: PBT and vPvB assessment

D: ZEEPFAl

"| R.11: PBT /vPvB assessment

R.12: fli&diik
R.12: Description of uses

D: Exposure assessment

"| R.13: Condition of use (RMM, OC)

R.13: M (RMM, OC)

E: UL

v

R.14~R.18: ZEEfHA
R.14~R.18: Exposure estimation

| R19: ANHE M AL

E: Risk characterisation

F: Absain e it
F: Chemical safety report

G: SDSP"J&
G: Extension of the SDS

1
Fig. 1

"| R.19: Uncertainty assessment

R.20: AR
R.20: Explanation of terms

Wl S MAESR
Structure of the guidance
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Part E. XU FRfEfLFE M. R.19 46 T B &
P AT RN FE R

Part F. AN T A0 5 2 i 5 i ag =R e
SR, A AE Al {d B ECHA 3k | & A5 1) CSR B

Part G:SDS (¥ Jié, 045 % #5 I 5t a0 fol 76 4t
N ARk 5 5™

ST zA8 S, BRI & T B Y AL &R
43 (European Union System for the Evaluation of Sub-
stances, EUSES), L FFBUM &R  WF ST AL AT Tk A
My AT BT BT ) A i XU PPA
2.2 BRS8NI (CoRAP)

2011 4£11 A 11 H ,ECHA & fii fi it CORAP %L
U R R RE A XURS: DA A o, ECHA #5517 44
A CoRAP I EH BT, 3 91 A W25 0E T
2012—2014 4F 43 it #2352 % 01 1 A9 A A F0DF Al
(REACH Regulation (EC) No 1907/2006 (Articles 44
to 48)), CoRAP RLZEJEAE 5 W01 [F B VI AU 58
1Y, W) TR o — O B e APE A9 2R
MIEEESEE , N TP, s 8UE | e & M oy
B, RIS 22 58T ) o o At FH RN 2% P& S5 15 O
XS A e A 26 A A A0, I A 4R TR AR AT A
FEE B Tl Bl slURE e T 9 i . CoRAP HL%E
WAGAEHLE P it 24 Bk L CAS 5 \EC 5 B & 3T
AEAEAR PPl B 5 A IE 3 7 2D S o ke G
1) T L A A%

201242 A, B R S X R E M B IEE W,
ECHA R4 & 1E & WL i % fx 241 CoRAP, & Aii 7
ECHA WE M I, ECHA SJilish K i 5 b ¥y 5 1 1
W AT EMIRAT 2, 5 0 E A TR LA R R |, 8
T ETAN I R U P B A A 1R B O S A
= W E R R R R EE AN AT B AL S
SEUHTH B 10 SR AE N 09 b 2 0 2 A PR AN
W, ECHA H4F 3 H BBz iR, a6 2 5 A
IR EAETT IR, L RAE b — A3 R A A L Ay
L HE 25 B AN A 5 8 R W 5 — 4 o 2 AL S 0
A B A2 5, T GRS HURE 2 RS

2022 4F 3 H, ECHA & fii 1] 2022—2024 4F-
CoRAP HH4IH T 27 Fpal fEXT AN 2 filt R ol SR b5 A
153 0P 5T, A4 2 FlOHTHS A R 25 FhE A
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3 GANERETHUZEYRNKEE ( Chemi-
cals risk management under the Integrated Regula-
tory Strategy)

e RR 2 St REACH 1 CLP ILHLAY SE B2 5
2019 4, ECHA 1 K & i 27 & Wi &5 iR W% (Integrated
Regulatory Strategy, IRS), 5 7E M REL B i 5 Je 5 v
Pyl HFO) , I 4 0 XU 48 B, RS A [a) 1 M A
TR EE G B — e BT Y J7 ik vh R A RO v 550 A P
A it AU , H R A RG89 7 v DG 1 4 JoT
Y S 2 B 2 XU A 4 5 1 1) v R e 4
Yyoe AR T, LI 38 5 fie 2k Y KU 4 44
TR T, ECHA | WK B2 22 5% 25 Jo i b1 [l #RAE 1%
g T IT a4 i 5 aEAT I AR HEBUR 42
TE N AR R 3 A0 T7 A, 1 O B A8 16 sl Y 325 B
JEFTTSHCI e, A BT A 2% 7 HRE S T R fi
IRS 15 LAk AR

ECHA B 17— A1 Bir A T 0 o i) e S 1
H B - 6, SR B o Bo 21—
A R E ST IR BUEAE 5 O HR U
Ehrah, Mo W T AT E— A e R ER
WGE S R B 2027 4EJEHT, #51LY)
JT(ZH) AN A WA < b v, WA 2= ) B i D0 S A gk
FTDXA3, 5350 Ry ARG 6 452 4 AR S 2 CF 1 >R ik
— LA T ) B AN

B T B A B T 4 4R ECHA
FIRR B2 5% 23 B0 N 2 (R TE) G Y b = o, OF
B 3 2 P e AT 8l R T AR T R R TP
VR BR B E R, S o WY ORE L % AR RE 2 S B
REACH H R S8, LU i A S it R 30 555 1)
(T

A, B AR 1~ 100 t ff22 Y R IE A
7 742 B, >100 t (Yt 4 552 B fhaE i FEEE G o
s L 2,

ECHA St {8 B — 02 17 Ik
B A B, U5 R A A 2 A R IBCRH I A T
B, WANSRED UR IR o, A AR R IR
it 3 98— it ) Ak R U 5 A 808 RO 5K 5 3¢
Frrnts 2 A b fe th Bl & GBRR i, 2
TSR TR SR A o RO Y ST, R AT KU A B
RN T SCRFSEIN 2030 AE RS R R U H AR .
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e WA R R ), AL AR HE 22 A 2
2k R AR Y MR P A T R G AL
XA RS s A3 WS T oK« 40 7 P I
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g3 F1AE 5] E fE 1A B 4 B, (A e o R 0 A
REACH #4238 B XT3

F HAFTM IE, L RI43T 400 4, w520 7 200
Tl 5, 40 HUA IR <10 Aol >100 Fh 4 i ok — 21 E)
2021 -1 27 MW —4, Sy H R PR
WA TR R —AN(— ) 5| R AR AP T, i B
AR BRI B T — 21T s A
BAWEHBR, BT T >30 AN B0 3EAG . fiive )2
GATEAL 3 BT TR G o 6 WA e SR AT PPAL
A2 it /N2 T PP A DU 55 2% 18 20 50 R BR (ot — 20
YU ED) e | A fk ) TT RE R (DAL 2/
A N GUE T i) B 5, PEAL 4
Gy R A4 Tl A 1 RS RICRECT — 24780, Bl
I REFR T — 25 I R B WA R 5 5 2 P
N AT EEAR R ILA A LA T 3
55 3 FPUR AT R RS A B G 3, 5T B R
T % TP B B ) I T R IR, 45 B AT B A g
MBIV 55 4 MR I anl BULIMAT 3™,
RIAE (B Y R T AE TR B

b2 i o P EAS i T ECHA 1 TAEZERE

2021 4 ,ECHA SE T Xf 1 900 ZFh#y it (K £ 24
P A5 R AR AU SR AT 204 19 20 AL DA 5 2020 4F
HIK 30% , Hirp, 24 300 F 4 T 57 B SR BUXURS:
PRI , 29 800 Fi T H HI AN Ty B R EUHE — AT
3y, bl 4x 800 4y Jot W) 75 2 45 AR T 2 8l , I 4y
350 Ffpy JoT A R 2 7% 21 XU 7 R W A

DRSS 38U T Bl i 2 it 2 S B A2 ) T Y
i3 SRR ZE AT G — o SRR 28 (1) ) o ] 3
hn. 52020 4EAH LG, 2021 AE R ECRIE N T 2 1%,
CLH 38 5 & i R BGHE— 25 Wi A A it 1) Se v 25 1
JIT LARR A 4 Js AT A A8 1) B U5 R M £ 3k S ) i 1)
CLH #2258, DAkl s S R, RS i il
EATShIAT TR Uk, (B H R34 3K 1 300 Fhk
W37 ) R BB 100 t-a™ ) RFPEAG

27 53 2L VA 2 TR 326 46 S it IR 767 AR A% 3
e B TR e T I AIOR SRR S
Jiti Ak i AT RR R A SRS, AR TP B Bl R
A o G R 2 A G — H TR, AR T
FAEEBI T Z T B4 A V) 38 R0 B 98 5 A DG AT T
e L PR, i B ET REACH VR MRS 28 P (1)
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4 #5iE( Conclusion)
REACH AHUFT CLP 1582 R Ab 27 it 45 BEAE
PO B EE LAY 2 SRV, BOAHSCER A H S, M

%*2 REACHUZERFHEIR:FEVUR
Table 2 REACH chemical universe: All substances

igERii]

Regulatory pool

AR FInE (L A IR B P
Registration status GE PP R . XU 5 3 A T o AT BN
and tonnage Not yet Assessment of . Regulatory Regulatory risk Currently no
. Data generation . .
assigned regulatory needs risk management management further actions
under consideration ongoing proposed
>100 t
1030 478 1834 224 291 652
>100 t-a™'
1~100t
5104 783 720 173 139 604
1 ~100 t-a™
wha]
ﬁ 6 053 386 82 78 67 434
Intermediate
E[RL:
etk 2 586 236 122 36 90 169

Not-disseminated

T Bk B ECHA R 03],
Note:Data from ECHA website 3],
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P T B PEAS 548 BRI, S TG s T
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