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Classification and Labelling of Active Substances | Sumika Technoservice Corporation

in Plant Protection and Biocidal Products in the Regulatory Affairs & Chemical Safety Center
European Union: Changes in Procedures and Hiroko HARADA
Increased Importance Mio TATSU

Mika Ota

The Classification, Labelling and Packaging (CLP) Regulation published in 2008, which replaced the
classification, packaging and labelling of Dangerous Substances Directive (DSD) published in 1967, incorporated
the internationally agreed Globally Harmonised System of Classification and Labelling of Chemicals (GHS) into
Community law and did not only place all existing EU harmonised classifications listed under the DSD in a table
in an annex to the CLP Regulation, but also converted all existing classifications into GHS classifications using
the GHS criteria and placed them in another table in the annex. Under the CLP Regulation, a chemical Active
Substance (AS) of a Plant Protection Product (PPP) or Biocidal Product (BP) is normally subjected to Harmonised
Classifications and Labelling (CLH). In this article, the provisions introduced by the CLP Regulation, the changes
on the procedures for setting/revising CLH, increased importance of CLH in the evaluation processes for active
substances in PPPs and BPs, efc. are summarised.

FC&®IC BP) O 1{tZ & (chemical) WhEME#E (Active Sub-
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EOHNREME S OREEL 20155 2 & PRk
Nz,

KRN FfA (Community) W TOILEWIE O H
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e ERM  Annexes to Directive 67/548/EEC
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Annex Title

Annex [

LIST OF SUBSTANCES CLASSIFIED

Annex I DANGER SYMBOLS AND INDICATIONS OF DANGER
Annex III NATURE OF THE SPECIAL RISKS ATTACHING TO DANGEROUS SUBSTANCES
Annex IV SAFETY ADVICE CONCERNING DANGEROUS CHEMICAL SUBSTANCES

LI EW  Annexes to Directive 67/548/EEC as amended by Directive 79/831/EEC

Annex Title
Annex [ LIST OF SUBSTANCES CLASSIFIED
Annex 11 DANGER SYMBOLS AND INDICATIONS OF DANGER
Annex 11T NATURE OF THE SPECIAL RISKS ATTACHING TO DANGEROUS SUBSTANCES
Annex IV SAFETY ADVICE CONCERNING DANGEROUS CHEMICAL SUBSTANCES
Annex V
Part A Methods for the determination of physico-chemical properties
Part B Methods for the determination of toxicity
Part C Methods for the determination of ecotoxicity
Annex VI GENERAL CLASSIFICATION AND LABELLING REQUIREMENTS FOR DANGEROUS SUBSTANCES
Annex VII INFORMATION REQUIRED FOR THE TECHNICAL DOSSIER (‘BASE SET’) REFERRED TO IN ARTICLE 6 (1)
Annex VIII ADDITIONAL INFORMATION AND TESTS REQUIRED UNDER ARTICLE 6 (5)
Annex IX
Part A Provisions relating to child-resistant fastenings
Part B Provisions relating to tactile warnings of danger
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CLP#H1]1272/20081%. 20084-12 H31 HIZOJ A% &
. 20091 H20H I2H#%h L 72,
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it [FRDEAIC K 2 HFH M ZE (Hazard communi-
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1IN Titles and Chapters provided in Regulation 1272/2008

Title Chapter Articles
Title I GENERAL ISSUES 14
TitleII HAZARD CLASSIFICATION
Chapter 1 Identification and examination of information 5-8
Chapter 2 Evaluation of hazard information and decision on classification 9-16
Title I  HAZARD COMMUNICATION IN THE FORM OF LABELLING
Chapter 1 Content of the label 17-30
Chapter 2 Application of labels 31-34
TitleIV. PACKAGING 35
Title V. HARMONISATION OF CLASSIFICATION AND LABELLING OF SUBSTANCES AND THE
CLASSIFICATION AND LABELLING INVENTORY
Chapter 1 Establishing harmonised classification and labelling of substances 36-38
Chapter 2 Classification and labelling inventory 39-42
Title VI  COMPETENT AUTHORITIES AND ENFORCEMENT 43-47
Title VI COMMON AND FINAL PROVISIONS 48-62
Annexes to Regulation 1272/2008
Annex Title (first established by)
Annex | CLASSIFICATION AND LABELLING REQUIREMENTS FOR HAZARDOUS SUBSTANCES AND MIXTURES
Annex 11 SPECIAL RULES FOR LABELLING AND PACKAGING OF CERTAIN SUBSTANCES AND MIXTURES
Annex III LIST OF HAZARD STATEMENTS, SUPPLEMENTAL HAZARD INFORMATION AND SUPPLEMENTAL LABEL
ELEMENTS
Part 1 Hazard statements
Part 2 Supplemental hazard information
Part 3 Supplemental label elements/information on certain substances and mixtures
Annex IV LIST OF PRECAUTIONARY STATEMENTS
Part 1 Criteria for the selection of precautionary statements
Part 2 Precautionary statements
Annex V HAZARD PICTOGRAMS
Annex VI HARMONISED CLASSIFICATION AND LABELLING FOR CERTAIN HAZARDOUS SUBSTANCES
Part1 Introduction to the list of harmonised classifications and labelling
Part 2 Dossiers for harmonised classification and labelling
Part 3 Harmonised classification and labelling tables*
Annex VII TRANSLATION TABLE FROM CLASSIFICATION UNDER DIRECTIVE 67/548/EEC TO CLASSIFICATION
UNDER THIS REGULATION

*: Initially the following two tables were provided

e Table 3.1: List of harmonised classification and labelling of hazardous substances

e Table 3.2: The list of harmonised classification and labelling of hazardous substances from Annex I to Directive 67/548/EEC
According to Article 1 (2) of Amendment Regulation 2016/1179, Table 3.2 was deleted (this deletion was applied on 1 June 2017)
According to Article 2 (2) of Amendment Regulation 2017/776, the title of Table 3.1 was replaced by the following (this replacement was

applied on 1 June 2017)

Table 3 List of harmonised classification and labelling of hazardous substances

BEVIZIZEENREE R (Hazard pictograms, GHS
T®Pictograms) HEHE X 7z,
FEEINCIE. FFEOWE B KRAMD 7 XLk
BAEIZBT 2R OBAIAE I E T B, FHEEIT
IR OAENERIE. GHSIZIZAFEL 2 WEURA
DEFEULRRTH O, AFHHEHRO T — FICHFHNE
(Hazard) %% [H] Ofib D ICEUMRES OAFEME%
A9 [EUHJ PER T3, MEEI Part 41244
RSSO FIRIZBE§ 5 Rl O BHI & U TPPPYE Y
91/414/EECW 1654k K UMBEEVAS K Eh Tk
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IELICEN  Number of chemicals to which CLH was set/revised*! by Amendment Regulations published in the O]

from 2012-2020

Set (Inserted in Annex VI Table 3)

Revised (Replaced)

PPP BP PPP/BP*2 Other Total PPP BP PPP/BP*2 Other  Total
Regulation 618/2012 (O] 2012.07.11) 3 1 @ 8 11 1 0 (0] 4 5
Regulation 944/2013 (OJ 2013.10.03) 6 4 2 14 22 3 4 0) 10 17
Regulation 605/2014 (OJ 2014.06.06) 7 2 0) 5 14 3 1 (0) 5 9
Regulation 2015/1221 (OJ 2015.07.25) 15 2 0) 3 20 7 1 ©) 4 12
Regulation 2016/1179 (0] 2016.07.20) 12 9 4) 9 26 10 10 ©®) 8 22
Regulation 2017/776 (O] 2017.05.05) 9 8 0) 7 24 4 5 @ 5 13
Regulation 2018/1480 (O] 2018.10.05) 5 0) 4 16 6 4 @ 9 18
Regulation 2020/217 (OJ 2020.02.18) 5 1 0) 11 17 3 1 0) 7 11
Regulation 2020/1182 (OJ 2020.08.11) 13 12 @ 13 37 8 4 (0) 9 21
Total 7 44 ®) 74 187 45 30 ® 61 128

*1: CLH set/revised according to RAC Opinion adopted from 2010.01 to 2019.01
*2: The number of ASs is the double-counted one, because the ASs are both PPP and BP

N3, Part LIZIECLHY X P ANOF (introduc-
tion). Part 2121ZCLH F ¥ ek O—f%JHHI. Part 3
IR ER L XL TIRE S M2 AFEMEO ) X bR
Table 3.13% X U'Table 3.2& L CiH#k X 117z, Table 3.2
3. DSHE467/548/EECHEHTNZIBHK & 72 CLHD
YA NTHD, Table 3.1id. FHEZVINZHEiKkD 755
ZE 1312 HE > T Table 3.212 4B DO DSR4 67/548/EEC
PRI T O A GHS /A IC A L, &R & GHSAE
SRS X ¢ 72CLHDY) 2 N Th 5,

CLPHIHITIX, 28365 (1) (CBUEDHFMWS A
73 —DOEHEA 7T E L PPPE L < IZBPDAS
(BiHI1272/2008%55365% (2)) &, JEHI& LCCLHO X
B TH5%, PPPE LK IZBPOAST 5 WHIE A 45365
(1) CTHUEOAFW SN OAF M % iz 3
i, LR L NLTCCLHBEDOBESH 5 Z &
R U ZZIEY S BHA M S W 2 58 10 FERE
2B > CCLHM Y — 234 7 — A TRE S S5 (B
HII1272/2008%5365% (3)) .

Table 5!220124F-7* 5 2020412 O] A% X 1172 CLPf&
IEBHI T OISO CLHD R E /AT A 7R L 72,
PPP& L < IZBPDAS% A bt 7o A 24K D5
DEESOTHBZ N b, Thid, PPPE LK
IEBPOALZEEASIZIECLHR 5-2 5HI & L CTRHT &
%5, PPP& L < IZBPDASTIE &AW IZIZCLHTY
ERPETENZDTH S,

(2) CLPHHI1272/2008 O CLHEH &

CLPJHII1272/2008 T CHOCLHFE A 1. BV [W
BOSFHEROBEME pFHERA VRV P =] T
DOE1F [MEDOCLHOE ] o375 [MWED 5
HEROHFMOFNE] 12HE S hTnb, ZORE
X CLPAHI D %540 H 200941 H20 H = #%h L 7=,
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CLHEZZ IS MM E FrE By iy 20 S 383 2 556 (R
H111272/200855375 (1)) L WBEOBE#, A,
JIFFE#E (downstream user) %> 542§ 2554 (B
H111272/20085537% (2)) 78&% % %', PPP& L < I3BP
DASOYFEIZIE, Py g #E (Dossier Submitter:
DS) ZASHFAEHYMYEE (PPPOYA. Rapporteur
Member State: RMS) & U < (013 [ 5¥Am Air s 5
(BPD¥34A . Evaluating Competent Authority: eCA)
THb, ASIKGR/KREHHEE P ZIcEHEhb T —
A/ mAESHL T, MWAEZCLH F > = &/EK L.
CLHfE%ZR & & & IZi8i T 5,

BIfR T 2 MIfkICIE, $EH SN 7=CLHIEE D T X
VIMRBINOBERE A 6N b, T4 v ERTITRR
Wik, 2T A Y MK 2DSORMIE (Response to
the comments: RCOM) 2MERK &4 %, CLHIER. %
I AV P BKXURCOMIZE, VY A2 7 iHIiZEZ (Com-
mittee for Risk Assessment: RAC) 1234} & h, HE
fH2%4%% (Rapporteur) (2% E N 7ZRACHIKEDIA
AEHZE (RAC Opinion) #fE$%. RACTIZCLH
FREZWE 2 5180 HLUNIZRACE R E # RN L,
ECHA» 6 Z ODRACE R & & £ O 7 #H (Back-
ground document) T& 5 CLHIZER Z Ik %2
AV b EERNEBESICRNT 2 (FiHI1272/2008
3754 (4)) .

AHEEDORE 2 & 5 W'E O 5 FHE RN & RN 2=
By el BRINERERIE. 20oYWE%
ZOWE O MR & & S IZCLPHAIOMEEVIOD
Part 3DTable 3. LUK G ZHE N 7 7 b 82§
% (MLHI1272/200855374 (5)) . 7 5. 20154531
H & Tid. Table 3.2 & x$I9 % CLH % [al Ak 12 PEL
LTz, Table 3.21%. BIEMHAI2016/11791212 & D
20174F-6 H1H ICHIBR 208 A & 7z (BLHI2016/1179
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Dossier European Chemicals Committee for Risk European

Commission

Submitter Agency Assessment
(DS)*!1 (ECHA) (RAC) (COM)

e Accordance check on
submitted CLH dossier*?

e Public consultation*4
(initially for 45 days, now for

¢ CLH Intention to prepare a
CLH dossier (optional)

o CLH dossier consists of the
CLH report and any other

e Development of RAC opinion e Preparation of draft Amendment
Regulation assisted by the expert
group CARACAL*>

¢ Adoption of draft Amendment

eResponse to the comments
sent during the public
consultation and replied to

supporting information*? 60 days) on hazard classes in by DS Regulation

DS’s proposal for CLH » Adoption of RAC opinion e Notification of adopted draft

e Publication of received (adopted RAC opinion and its Amendment Regulation to the
comments on the ECHA annexes (background Council and the European Parliament.
website document and RCOM) are e After the expiry of the objection

e Invitation of DS to provide published on the ECHA period, Amendment Regulation is
response to the comments website) published in the Official Journal (OJ)
(RCOM)

*1: In case of PPP AS, the DS is normally a Rapporteur Member State (RMS). In case of BP AS, the DS is normally an Evaluating
Competent Authority (eCA).

*2: In case of ASs of PPP or BP, the CLH report is compiled from Draft (Renewal) Assessment Reports (DARs/RARs) or Competent
Authority Reports (CARs). Templates to be used for DARs/RARs and proposals for CLH, and the template to be used for both the
proposal for CLH (CLH report) and CAR are provided by the COM DG SANTE website and ECHA website, respectively.

*3: If the dossier is found to be in accordance, the ECHA will start the public consultation of the proposed CLH as presented in the CLH
report on its website. Otherwise, the DS is asked to bring the dossier in accordance and to resubmit it.

*4: If needed, targeted consultations (length of the commenting period is determined on a case-by-case basis and is normally shorter than
the usual public consultation on a CLH proposal) for a CLH proposal are launched on a particular hazard class, or if comments are
sought on (e.g. a specific additional document), and publication of received comments on the ECHA website.

*5: The Competent Authorities for the REACH and CLP Regulations

BB Scheme of procedures for setting and revising CLHs

154 (2). 24 (2)), Table 320 HIEIZ{E v, &
ERAN2017/776112 & D 201746 A 1 H - Table 3.11%

CLHYPPP/BPDAZY/ AR EMREICRIFTHE

Table 3122 &7z (FLAI2017/7765525: (2) . Fitis 1. PPPDASESEDH v b F 7 HH#ELBPDASHEER
F3) () DHREAE

BIEMATF 5 7 b ERIRENHC RN R B 2135 N E
Mo IRH I NEHMK KT 5 (B1272/2008%
53a%: (4)), BIEHAIF 7 7 FRIRBE B2, RUNE

PPP#54791/414/EEC 3 PPPHIHI| 1107/2009149 |2 & %
1z 54, BPE4 98/8/ECL 3 BPAIHI 528/201210) (2
BERZ N, Zh6OH LWRAITIZ, PPPO

BRI S (European Parliament) & FiZie
(Council) IZ[RIFEIZEAIT 5 (FLHI1272/2008%553a
4 (5)). WIS EBEZOWTA, S ElAI, 52
2 HUPNCEEAEH X e, 3 L < IZRRRATC
RRINGE 2 & BER 2O 2 6 B A 8\ T & AR
FERTEA SR NEBERIIF 5 7 M3RDT 3
(BiHI1272/2008%553a4% (6)) .

Fig. 1IZFIEDE 2 Z F — £ %R T,

DS#4 T CCLHARKETH D, CLP T8 CLHA
HEOFWE TS, CLPHANC X 0 #EE S L <
BAFIZIE B X Tnd g L 3B FEoaH
BB OB FEERR ZEUDATIS@AS 5 Fihaf &
L (BiHI1272/200855405 (1)) . A1 & 7z &R
WOFRA v _y b Y — (BlHI1272/2008%55425%)
I Ehs ko527, ZHIZKkDCLHARE
OILFEWE T EEE S LS BWAZENEL7=0
HERRNDERP RTINS IS E 572,
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ASTIZVbHWS # v b4 7 (Cutoff) Ji#E, BPDAS

TIEPERR (Exclusion) FEUEAVEE X, AEMEHM
FER 72 CASIERKGR/RKRIELBHIZ DA L L
VAW

PPPHLHI1107/2009 O FffJE FH 112 1 AS KRR D ] [y K&
AR X T 5, PPPRIHIEE4AS (1) 1213, FiE
DIKGBILRE A i 729 & 5 b RONZFHHT§ 2 B0
WEN D B, & 5ASOFHI T Z OFFE D KLEHEC
»HEFFEDOHFWIIHY TS, T abbhy b+ T
HUEIZH Y 5 L ofamrt S h 2 GEI12iE. 20
ASIZIERGR/KRRIEEHIZ A VRSB, H vy M 7 HkHE
DIFLAELENCLHTHR A M, ZRIFMES L IZH
EEOAHEE M TH T T —1AS L IFIBIZH
UTBEDTH 5,

Fy b A 7 RMEO—TIZIE, 4% (D) ITHEDS
% 3 Tl 72 KGR & AT B 3 B RIS i 3 i
Haha,

a4 (7) ORHHEE EH S EE v A Tk
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HEDIZLAENCLHYP R T 28D TH S, 72721,
EHRFVEA 7T —1A8 L IXIB, ®BAH VAT T
)—1A% L IZIBTHIEA 2 W3 D, & L < 138
FME A T TV —1ADSGA I EENIE T & s,
B EsE I S s % 7 o b A 73T, CLHT
AW OIIEHBEL L -6 LS 5N mdtELT:
EEHTAERBEINDILETH D, NHmEEMED
RE2A 10 FE4E 32 o & 1E AL RI2018/60510 232018411 H
0H» 55 &5 E TR, b FOEFIIZET A
SRR BTEAICR A v T T =2k
BREREVE A T T —21CA T A A, & L IR
FEH T T 2L LN WS E ISR S
A3 254 (BIERRI2018/6051 & % & 1F A o HH]
1107/2009Kt @ H113.6.5) & L Tl X 17z,

BPHLHIS528/20120 5555 (1) 121X ASHKRD PEFR AL
HERBIE XN T WD, HBASH Z DOPERRIERED W
NPT T DA, 7 DASITIEKR/ KRIETHr I
%014 %, PPPOASOEE L R ICHEERHEUED (Z &
AENCLHABR T 58D TH %, PPPEIFRLD,
5% Q) ITHEDEMHDAD L L& —D &L,

Z DASII e (Candidates for substitution) AS
& U TR/ KRR S 5.

HEpgp e T, CLHA 73 —Tld g olzit,
AHPELL -6 LEINTMEILE2ET5Z &
BEFIN TS, N HENE OB 2 B #E 5 E
BIERHI2017/210019 53201846 H7TH 2 S & 74 5
T, & b OEFEIZEEY 2 N R ELME S HE 1T
PRI AT T ) =2 BhimE 7)) =2
ICREYNT 2054, & LB aE 7T —2125%
M LN EICHEEREE AT 256 (BRI
2017/2100(= & % B Ewi O BLAI528/20125555 (3)) &
LCHEMA SN,

Table 612/ T & HIZH w A 7 FeHt & PEpiFLugC
TAET 25 H TCLHA R T 25 H i3l L T 5,

2. PPPOIKY X7 ASOEHE & BP#HI528/20120D
MIEE IINEASDEAE
A1y b A 7 FEUERL PERRFEUE & 13052, PPPDAST
K Y 22 (Low-risk) ASOJE#E, BPOASTIIBP
FRLHI528/2012D [} JB HUNHKAS (WK DASD A & H

11 G Similarities between PPP Cut-off criteria and BP Exclusion criteria for CLH

PPP Cut-off criteria (Regulation 1107/2009 Article 4 (1) and Annex II)

BP Exclusion criteria (Regulation 528/2012 Article 5 (1))

Annex I13.6.2  Criterion regarding mutagenicity (Muta. 1A, 1B)

(b) Criterion regarding mutagenicity (Muta. 1A, 1B)

Annex 113.6.3  Criterion regarding carcinogenicity (Carc. 1A, 1B)

(a) Criterion regarding carcinogenicity (Carc. 1A, 1B)

Annex I13.6.4  Criterion regarding reproductive toxicity (Repr. 1A, 1B)

(c) Criterion regarding reproductive toxicity (Repr. 1A, 1B)

Annex I13.7.2  Criterion regarding persistent, bioaccumulative and toxic

(PBT) substances

Annex I13.7.3  Criterion regarding very persistent and very
bioaccumulative (vPvB) substances

(e) Criterion regarding persistent, bioaccumulative and toxic
(PBT) substances or very persistent and very
bioaccumulative (vPvB) substances

LI WA Similarities between PPP Low-risk criteria and BP Annex I listing criteria for CLH

Regulation 1107/2009 Annex II (5) as amended by Regulation 2017/1432

Regulation 528/2012

Annex II 5 Low-risk active substances

Art. 28 Amendment of Annex I

5.1. Active substances other than micro-organisms

5.1.1. An active substance, other than a micro-organism, shall not be
considered as being of low-risk where it corresponds to any of the following:

(2) Active substances give rise to concern where:

(a) itis or has to be classified in accordance with Regulation (EC)
No 1272/2008 as any of the following:

(a) they meet the criteria for classification according to
Regulation (EC) No 1272/2008 as:

- explosive,

- explosive/highly flammable,

- skin corrosive, category 1A, 1B or 1C,

- corrosive of category 1A, 1B or 1C,

- skin sensitiser category 1,

- skin sensitiser,

-Carc. 1A, 1B or 2, -Carc.lor2,

- Muta. 1A, 1B or 2, - Muta. 1 or 2,

-Repr. 1A, 1B or 2, - Repr. 1 or 2 or with effects on or via lactation,
-STOT 1or2, -STOTSE1orRE 1,

- Acute Tox. 1, 2 or 3,

- Acute Tox. 1, 2 or 3,

- respiratory sensitiser category 1,

- respiratory sensitiser,

- Aquatic acute 1 and Aquatic chronic 1,

- Aquatic acute 1

- serious damage to eye category 1
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DOBPIZ 55255 CHUE DBPRETT O i 5 il il Tofoe % W R
Lk%) OHHENRD D, FFEDOCLHA G- ST
BN ERFFZEEN TS,

PPP#HI1107/200955225%12 1%, ¥ 017K 21 ) A3
HOREI0F-L D R, mEIBFEE LS8 2 7AS
DHEND 5. K1) 2 2 ASO FHE L JE 1T 50278
ERTWB, FEDOCLHA G Eh Tk nZ &
HMIZEHEETh T35,

BPHLII528/20120 Ff 8 #1IZ 13, 25255 THLE D
BPOfiii et il T+t & 2 Al GE & B2 B H S 5 ASD
VA AR E N TO S, HEFEUGROASIE. A
528/2012%528% (2) THIWAEHELI R E N TV BB E
EEUCBROEEWETH 5, FHEDOCLHA G X h
TWBEWZ EPRFEEIZE TN TV S,

Table 712/ & 5 IZCLHD D B8 2 2 KZED
FEHE L BB DG 13 HE T 5 & DA,

CLHIZEHRIREEED /- HPPPRAIDESEFFAI X
BPAA 4 ANEETEAL I-HTE

PPP & L < IZBP® AS D RMSHE K O FF il #t 15 2
(Draft Assessment Report: DAR & L < X draft Renew-
al Assessment Report: RAR) & L < iZeCATER DM
WEZE (Competent Authority Report: CAR) i H I
I CLHIEEN R TE 5 Z A HIEL T, Zhem
FHBREEDOT Y 7L — A CLHE R IZ M e 350y
EROAAZERICEE SN,

PPPOASTIZ, ZhF CoOFMliEEET 7L — b
AT U 7zl & /CLHR @ 7~ 7L — 1+ 19
M20174F10 H6 HIZATE S, A7 H MARIZKGE /K

A BT HHEEER I DASH S & 7 5 72, BPDAST
¥, CAR/CLH#: @5 >~ 7L — b (combined CAR and
CLH template) #IHR20 (BiRE R oD i E#rhR132020
FIFA19HEEH) A2018F-3H13HIC AL S 1,
AZA 2 S MYEE TG & & - 72,

PPP# &K U'BPOASKFETEHIL. KZHRNIZF A
B DDERD S,

PPP)J?EEIJIIO7/ZOO9 R GEHIRNIC R R #2H D
Z TR WIEGAITKGEMR A LR T 2 80E (Bl
1107/2009%17%) 2d ., BPHIHIS28/20121C & [Flkk
OBE (BHI528/20125614% (5)) Hidb 5 H . EHA
2 AR IE R MEIZ % > T 5,

PPPOASHKGREH N ELI K JHKD—DITH v M F
7 IEHEIZBE D B EFCLHR CLHRR E /R R D FHE
Nhb, ZDOASOEKRBEHTHRE L DDSH S
DOCLHRE /WETHEE A RACERIRD B R ETH < ik
fbehdZenpBenb,

TR R B AL HI844/201220 O CLHIZ B4 5 f& 1E KLHI
2020/103%)Tld. RMSIZ & 5 ASTKRH# A rh < CLPRIHI
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1272/2008%537% (1) 124 > 72ECHANDCLH$Z & 2
B9 2 Rl 2 BUHI A2 %08 L7ze Ay A 7 BEUER%

é’?ﬁ& U 22 ASIZFERS Y & b CLHO 545 g R
IEHRIRERACRE W H D AAEL B E 728 . RMSTEK
DORARIZE® D HIEHTH S [HHHOEE. & LI

SRR &L [ BoRE. & LIRS EIZS UTHERE.

& UITHAM IcE xRz (BiHI844/201256 115k (2)
(). D L REDAHFEMFIZE L TIECLHIC
Bl 2EAHE RACERE) #0842/, E L
& RARSE IS & TIZIZECHAIZCLHIR R 2 #4H, & L
FFFEOAEFM AT U TEFORACK RETH
RENTHD., ZORRETOREIKGE L THHT
HIUIRMSIZECHANDHRINIZ Z DT O IE 41 %2R+
5 Th b L ORBUE (HHIS44/201255115 (9)) #
BL 7z, 7-CLHIEZ$RM A 5132 H (CLPHAIT
DOHE TIE18% H) INICRACH R H # HRIRT 5
EICBDILEORELBIML 72, ASOKGEEH D
EFSA:Hi#5a (EFSA Conclusion) OF-RIBIBEIZEE L
TERARDAE L ZHIZES /ST Y vy 2 AV HILT —
YavToaxy MENBIR2 552 AN TS - 7=

D%, PEROHIRARACE REFRIND & 5 54 12138k
RH2E2EMLINOE S 628 (BHI844/2012
H135: (1) & U7z, BRI B 2AFE O /K GEHE it s

# (Renewal report) & /KGRSHHHHI K 57 MZFE§
5 3E L U TRMSTERORAR, RARIZH L CHEH X h
7maRXy 1~io’J:ZﬁEFSA%Wﬂﬁ%Eﬁ?b‘iéﬂﬁéh’CL\f:?b‘i
RACHE RENET BB ICIZRACE R E L ZE T 5
XEIZEN (fEHIJ844/2012¥14% (1)) Sh,

& IEHLHII2020/10312 & 0 KGR E H A HI1844/201212
AN ZCLHIZB 2 81E0E. AR AT HII844/
2012 7% (& = 2 Z 5 Hr L VKGR HTHLHI2020/174029) 12
LhlEkrh T 5,

BPOASO KGR H 2B L Cid. BPHIHI528/2012
ANOCLHIZB§ 2 & IE NS BURE BT ARF ISR &
T, ECHAER [BPHHIT OASKGETE #
HIGEED T — 4 BREFHMD H A & 2 20z, 1) 2
27 SEAM RS K G T 2 (draft Risk Assess-
ment Report-Renewal Assessment Report: PPPIZ 3
RARiI“ﬁT*J“ZN)“(“‘ZEEL%&ﬁ < 7-%»BP-RARE T %)

Zid. CAR/CLH#&E &L @ET » 7L — &2l %
BRI Tnb, FHCHERIEUEIZBIDH 5 CLHD W
A CeCANCLHKGT DB % R 34U, BP-RAR
K DJIZCLH F ¥ =242 L. BP-RARRA%RIZCLH
IZBT 2RACEBRE#FR TCE S LHIT 575D
Bt b5,

FMEZREETFESNTVS [1E&4 155

CLPMHIT TIZPPPOASE BPOASE REACH Tt
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fili X % — AL & 2T A RO FNECCLHRY A /
WETOFEENE S b, PPPLBPOR S DASIZEEY
T 5B IE. CLHARGE & U < IEHfEl D% E /e
G ﬁwﬁbnr—afﬁraﬂ®ﬁﬁ~o&ﬁ
D1F5 7T — 2 WHET 2561213, JHAlE L TASK
P/ R R & W4T U CCLHARE /G F A 8 -
X s,
20204F10HI4 HIZ A R XN =N L 24 HE (Chem-
icals Strategy for Sustainability - Towards a Toxic-
Free Environment) 2 Tix. [1{tA15Hl (One
substance - one assessment) | THEM:/ ) 2 7 GHl
AL BRI TR 2 SR T — 7 & N FE
BRTOMBEX 7 =X 057, CLPAIHI1272/2008
DOBIE., HEIBTOF -2 OFAHRT — 4 DOih
DI L OB EokEEZ PR L, 7— 2 /R L%
FRPE BRI % & R 2 8 5 & i D (L2 RN 1k
THIRELREEATEL TS, ZThLDEZLD
CLHRRE/SGTOHRETFIENOET E TSI 5,
{LZ#W'E T — 4 X—2 (International Uniform Chem-
ical Information Database: IUCLID) ¥ 7 b = 713,
BPRUHIT DASIKGE/ K58 5 RSO ECHAN D
I BUE EhTn iz (BLHI528/201255795%) .
PPPIZBEL T, ASKGR/ KBS MHE IE GG O
Wer — 2 74—y PERIRMIHIZ2021/428%0 &, ASTR
Fo SERTALHI2020/1740 THIGEREHYICIUCLID Y 7 b =
7 OB HE E iz (BLHI2021/42858 15 5525,
BiHII2020/17405675%(3)) . IUCLIDY 7 b = 73,
REACH FOft #WrEdEaiIc e il h <o, (1L
BIEHI | %D B FHEAFEND DB B,

OECD T OLEME DR EE

EUKN O FM5H 72 Tk <. OECDTIZOECD
IR EE O FH 7384 B8l A0HEFT LT 5,
[EB5# A (United Nations: UN) b2 538k & O°
FORIZRT B IR Y 2 7 A HMENEES (UN
Sub-Committee of Experts on the Globally Harmonised
System of Classification and Labelling of Chemicals:
UNSCEGHS) 7 5 OE#7T. OECDA FHPERH & 2 2~
7 # — Z (Task Force on Hazard Assessment: TFHA)
ELFEMZERZ (Chemicals Committee) /{55, 5
N4 AT o sa Y —1EEEHS (Working Party on
Chemicals, Pesticides and Biotechnology) A[6l%#
(Joint Meeting: JM) . 7D/ sS4 gy b T oY«
7 F OB EES 8%2014$ IAB L, 251
Oy b7EY s bOEBENOECD & UNSCEGHSD
4 ay F7uY s b#EE (OECDRERHE &
) = 2246)2ZFE I N TV D, F 72 ZHUIZEW3HFD
LEECTOr — 2 X 27 4 Hii& (OECDRERRE
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UH#* RE S LU ISGHSHEHEIZHERL L TnvenZ

ZES REAPECTCE LI LDONE» S, CLH

ﬁ/ﬂﬁznTi‘zE%%ASﬁ(E /KGR W A A R R L O R
REDBITERIRE & 2 HER A EED . ASTKEE
JRBHEBIFEN IR L HEE K H 12 Lz, Z DR,
BETF O CLHAKE IR B HASIKGED 71 v b F 7 S
RNA FH A FEUZASOPERRFEUEIZFE Y LS 5
B, FHHKGEEUS TR 2> & 5 h & et L 7z B KGR
RIKRHEHHEE L 2 e OFllr 2 T4l S T 7=,

*lﬁ%”% EELE R0 N A A A FELEASO K /7?(5
HDDiZiE, CLHMBASIKGR /KL HE #4812
bﬁé%%%@%b\ﬁvbi7ﬁﬁﬁéwm%%
FEUEIZREN T B AR P C X B A 11T I
J& U TR R ] D 72 8 DT BN EE & & 2 R 1
EDTEPBTNTES BV, KRR ZDO LD k¥
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