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International Uniform ChemicalL Information Database
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E1/\—23>: 19934F ECB IZXYERHF
o BM: [BEEYEQURZEEMEERE |ICETHIEESIHREI(EEC)
793/193(L\H W HIEEFEYMERA ) DERFEZHT-T
[EX7F¥E 113198159 A 18 H LIRINICBRIN TG I H iz AN D, Ff-. EINECSA

RUNJIZIRESNA TS METHD, COBREYERNIEERICIEEESLEYE)
(HPVCS)ICEAL TAF R T —2E T R TEETHEEEH T TS,

[EU)ROFHETOY S LIATT—RRELTHmDO-ODEKRY—
ILTEHEH-T=,

(IUCLID5R ik 1 —H ERER, p.11)

IUCLIDJE &

> 1993 ECBE1/\—a . [BIFWERICEELHAA(EEC)
793/93)ETEVYRVEEHEBT OS5 L JIZER

> 1998,2000 Ver 3.05, 3.1.1, OECD SIDS; ICCA, US HPVCT{#H
» 2000(?) EU \(ZFH(K$5§H 98/8/EC(BPD)DEMT Ot R THE A

» 2001 Ver 4.0 BEMERGIENAFHARERITHIE,

» 2007/06/12 IUCLID 5 YY—R - REACHIZX G, B&EtE—#.

» 2007/06/19 IUCLID XML format

> 2007/12/17 IUCLID4—IUCLIDS #fTV—IL BE#H

» 2008/02/08 Pre-registration XML format

» 2008/03/26 IUCLID 5 Pre-registration plugin JJy—X

> 2009%J8EIZ IUCLID 5.1))—RFFE
(IUCLID5 Web# 4 r&EIUCLIDSXKGHEI—HEEREND)
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Challenge

IUCLIDAYH/N—F BDIFZREACHEEITTITALY,

‘ REACHZR 8D HBY

« AFREAI(REACH Regulation)(= & > T,
0 BEARUVUEMESFZ@EIE DD,
0 BECAOBECPEBEOELALTOREELERY.,. 5L,
D METOLDELVARBLIUVYRIZETN2HDEOYROBE
REXZRXETHD, TT-.

o0 AFHIZ&E > T, PEONTF— RFEEOREBFEZOMABL(EHE
TRETHB,

“This Regulation should ensure a high level of protection of human health and
the environment as well as the free movement of substances, on their own, in
preparations and in articles, while enhancing competitiveness and innovation.
This Regulation should also promote the development of alternative methods
for the assessment of hazards of substances.”(Whereas clause 1)
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BEEEDE LEHFREFEYEOERFEORF 22T,
0 BRFERNEAYE(REEEE)

VAT T7EAA LV POXEBEEEZEEZR(FITIEFEYE
SER)ICBT,

0 NY—FRXR=—XDFHHMD ) RT X=X DHH|

o Risk assessment = Safety assessment

Article( &, Biz&. BER)EEEEFIZHLEE

o DX R—=XDFHI

ITDEH

o IUCLID5, REACH-IT, (Q)SAR Tool, CSA/CSR tool

) RO N—R 5l

JRY = fEkRiE X RE

fEb&E(Hazard, Dangerous properties) :

0 FTOWMEIF, BEMICA, BEAEDOELSBEVEELRIFT
EEOHEEF>TWNEMN?

(MELEN)ERE. AERAEY  BE~0EXE
F 2% (Exposure) :

o HEMN WD EDKDIC, ENKBHWNEREDDIZEMT HHN?
#&FE 2 7 ') #(exposure scenario). FEFE = (exposure)

1) X 7 (Risk):
0 FORELELT, EOLBHWNEVEEN, EOLKSHUVDEE
(FER)THR BN ?
BRI N E

RBEEMEVN(SEEFER)AN/NI W)

6
2008-09-29 7797




) RGN —Z 15l

YRY = fEkRiE X RE

fEB& 4 (Hazard, Dangerous properties) :
0 ZOYEIF, BENIZA BEANEDOLSGRVREZRET
BEOHEEZRF>TWLEIN?
(MEEEN)ERE. (AMER)BESE ) RE~NDELE

ZE(Exposure) :

o N WD EDLSIT. ENKBVERAEEDICEAMT M ?
#&FE 2 7 ') #(exposure scenario). FEFE = (exposure)
WOREBETHMN?(EE. RO, EE. 54 794 7 ILOEEMRE)
HELARET HH?(WEEE. JIITERE. HES, RIR)

1) X 7 (Risk):
0 FORELELT, EOLBHNEVEEN, EOLKSHUVDHEE
(FER)THR BN ?
fERMEDE N E

REEMEV(SHEEMER)NNS DY)

J AR —R 58l

ZF & (Exposure) :

OOHA. WD. EDESIT. ENLBVERAEOCEMTEMN?
ZE L T ') A (exposure scenario). &&= (exposure)
WDORETLHIHN?(FE., Bk, BE. 74 794 7L OKER)
HENRETHHN?ELEEE. JIITERE. HEE, RIE)

DY BEEZRES I TI—FDU)IZEEE%E,
= & LD IEER(Use Information) DINENYE D ERR AR MEE
DIRE L & HIZER,
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YRIA—RIBE

YRY = fEkRiE X RE

= fEfR!%(Hazard, Dangerous properties) :
0 %@%ﬁli *EEE’JI A BEAEDESBBVREEZRIZFT

SIE . TR, BE S4TI9 DEBECOREDS )4 HT ) EREDEEE)

0 TORERE L’C EDLBWNENEEN, EOLLKBVDEE
(FeER)TRIZN?
« EREOENYE
» REBENMEVNSHEEFER)NNS W)

NucLID&IZ

IUCLID5&EREACH-IT 200810601 REACHIT PoraBis

https://reach-it.echa.europa.eu/

IUCLIDSYZR2T7IX. IUCLIDSEEK®D
RHEEOERER. T—2TRE ; "ECHA

- T
REACH-IT Portal . BEVIEHRE2
foxEO@EO) &P@H: %

REACH-IT weblZ., SV HE#REIRH
TA3HDORYNI—H

Industry

IUCLID5 Export FileldT—428ER 0
aAVTHEFER)
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NuCLIDE&IE ]

| U C L | D 5 & R EA C H = I T 2008/06/01 REACH-IT PortalBi&%

https://reach-it.echa.europa.eu/

A

IUCLID5YZr2T7I&, IUCLIDSHERD [ o
RHBEOERER, T2 RE - BECHAR:
REACH-IT Portall, v HRER Q/“CH s
ffoxEO@EO) f"w_ .

- A .
REACH-IT weblt. ‘
TA3HDRYRD

ECHAEDAZS A= —3Y
(fEER3Z#. IRH)IZREACH-IT
PortalZ#LC T,

SR, PIREED. ..

Industry A

N oo %:'zéxport FileldT—42@ERD
2L THETFER)

2008.6 11

] __‘_Eiy[_s_t_ems Portfolio’

{Other

Company) |

Industry Agency / MS

S B
iHealth, Safety and Environment Endpoint data

Study info

Manufacturing

HSE
System

+ Substance Registration, Evaluation, Authorisation, ...

+ Dissemination

HE: CEFIC: 11 - 2007 01 25 REACH-IT Architecture introduction.pdf, & & U,
% 10EIREACHEE SR E RN S
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Log, Lo, Log,
Log, Lo, L11
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L4 L1

HE: IUCLIDOZ=a7I/ILhb

Multiple data layers in IUCLID 5

FREEZING / SUBMITTING

COMMENTING ~ annotation layer

EXCHANGING
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SBEDT-DRE - distributed versionD oS A7/ bk e €1V R
f—Jb

SHOEZOSHICET, HiExfcDaE1—2%&EENL. WindowsXPTTF 74 JILbDEFO
A LTLIEEL,

FRZDIAVE1—RIIFIUCLDIEA VXA b= IVENTWE LA, ZT T, £J. HiEDHE]
ICHhpBO0—AIVAVE1I—RZTIUCLDEFEZDESICHELEFLL S,

(EE]

S ZDHEITHTE LTV BLANEE T, IuCLDY—/N\—HigE L. E#koo—Ahiv - 3>
Ea—2&5—TIVTOHEA>TVET, TOY—/N—(&FDS)ciZo—Ah)b s AvE1—
4 |ZIUCLID5 Java ApplicationZ - > A b — IV BT b DHEDN ST TN TLE T,

FEL : WCLIDH—N—EFFRUHELTLETWL, TORBEY 3V TlE. ROWRLEZ )Y Y
TBh. 759 —D7 RLAN—ICFhEAHNLTLET L.

http://ids:8080/i5server/

CDURLIEEE LY Y a Y TOHEMTY ., HiETHEE TIUCLDY —/\—%
FATNS EER. BELHGFETBANRTIUCLDY —N\—HREETNTH
V. ZD7 FLADFIARETHITNIEEY FHA.
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IUELiIbs

Welsame 15 tha IUCLIDS Sanver ~ http:/iids:B080/iSserver!

“ids” [ IUCLIDS Distributod Vrsion % — 11— $:
IUELIDS - Version IUCLIDS-ralease-5.0 WA T Ele R SR

Tom waraar g vt e e e s beveed
P i b1 1t T, B e s e el S ey g e e a, o e e ime

T T B T

e b i T R e R R T ]

Avallabde connacticns

- 1 i 1) PR IELLAN, | sk BN B furse B ELALY

T BT I - Myl e | ol 1R AL | ol MR FOALN Lol ML EGLLY

g e L Lt

Note

ZDIUCLIDY —/\—, ids& WS> &HF, ZLT. ZD7 FLRAE, TOXRBFLY 3>V TD
HFIBAHETY ., HEHBFDEIZET. BETIDidsY—/N—IL772ALELS3ELT
HETDRZBtL v 3 HE L TULBLAN(Local Area Network) DTN B e b7 VL ATEZE
b, FTle. dsDAFRRDBEIICITOND LS ICRETNTOEITNIE, dsD%&FT%D
Do TidsH—N—ICT7 7L RT BT LIETEZF A,

FlE2 : 1 X b—>—DicE),

B < EIE . Available connections > Install IUCLIDS5 client (normal)Z& 4 J w7 LTLEEWL, 59
B&. IUCLDSDY ZAT7 Y A VA M=5—hEEL. bhfcOO—AILIVYE1—RICIY
A M—=IVHDBBENE T,
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Java Web Start

PV —2aya o N-FLTNEY .

2Bm: IUGLIDE(id= S0S0)
HiTH: Eurcpean Commission

Beyen—F:  httpdfid=:B080

FE3: 4 A F—IVHED TR DB EIUCLIDSH EEMICEEILE I, DX FIUCLDSIcOY 1
YLTHEELVDTITH, T TIE—IR[CANCEL]ZRZ > %&$# L TIUCLIDSDEEEN ZF + IV LT
CIEEL,

IUCLID S

BT IPAa TRk GeilEhd DG lRATA L iBCF R T Tu D es]

Please enter username and password 10 login
fds:B0a

Lsername: SHIMA

Pazsword:

woan ) (GG

FEs: TR by FITIUCLIDT A OV &{ERR T 5:

1. 4-@: lUCLIDH —/\—(ds)EIE(TRANCA >~ A b—IVETOEmE)ZRE. R TEBIcdH 3
Start Application Manager7” 7') 7 —< 3 V&Y — )LDOREE 7 ) v 7 LE T,

2. 4@ JavaF vy aba—7HEVES, CLDsERYZ Uy L. BT %aY
THFAM AZ2—T a3 —tOERI 279UV I LET,
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Welcome to the IUCLIDS Server L v b =T

e
HEIE
IUCLIDS - Version IUCLIDS-release-§ s T-isita)i-ia gt Rnle s,

v S yyDala =7 %)

[Py = Q. @] 135 4 Sra L W90 KB

) [ PP =l | LS | _»z [ B [ #ix [ e
The server does not feature an interactive web-fronte) o - __ - -
I eader to ecanect to the IUCLIDS databsse. pleas [l Ll AU AL TRISE e\ Commessions PN =i 2008/T/06 NBKE

- + o | Tt

This ingtallation will use the Jna Web Stan techng =
For more information to Java Wab Star, pease refa FERD)

JNLP FA I ERTE)
| hmbA-TaBRE |

Current server status: OK

Available connections

t without compression

Install IUCLIDS Client (normal] | (with 51208 RAM) | (with TE8MB RAM) (with 1GE RAN]

Connect with compression

Installl IUCLIDS Chent (normal) | (with 51208 RAM) | (with TE8MB RAM) (with 1GB RAM)

Administration of installed Web Start applications

]

Note

Z MDStart Application Manager ¢, ~a— Ay 74 2V OERDMIC, 1A F—IVLTE
Java ApplicationDEIBRFEDMENTEX T,

FIES: ERENIT AT by TDIUCLIDT A A D SIUCLDEREIL TL 2L, AOJ1 1%
ENRAT—RIFOAVE1—ZITRY I TAAEE TELEEL,
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IUCLDREt=F+— T+ Ak

T—R e RZ2TA

4—2X
SHORB TR RDESGIr—AEEBELET,
BAE AICNEWH 20105125 tadEthanol Z it & FE. HiETcldZDEttH ISR Lonly

representative Cd %JCNEW EUDZ DIBEHETH Y. REACHRZNIC DWW TROH TV BIEEDE
MEiEREThE L

HET=DIRE:

S T-DFRBIL: ICNEWEUTY,

HETDAFNE : TARTLAICH>THBHEICENTHEEBY ELET,
K< I (Dossien&Z{ERE Lz hiEE W £ A,

REACHA'E & OB NELEREE .
1. FYI(—xKXE)

2. CSR, (#EVFT V)
3. SDS, (SDSDIIBEELE LTOREV T U )

W= DFERE

JCNEWDEthanolDEREIZ R DEY THBELE T, —EBOERELEMBCB)TSIEELE
ERS

[JCNEW#LDEthanol DFARK])
Chemical Range of
cAs# | EINECs# g
Name Conc.
Ethyl alcohol 64-17-5 200-578-6 90 85.4-92.0
Water 7732-18-5 231-791-2 5.0 Y
Methyl alcohol 67-56-1 200-659-6 3.6 2-5
Acetaldehyde 75-07-0 200-836-8 10 ppm Y

© 2008 HFRLZEI XK=
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IUCLDREEZF—TFX b+

. BAFEDIH
- BEXfIE

C.1. HHRE F

ZDCEDHA AV R, WWCLIDFIDE L - —DRINMNCAIZ 27 IVEHERE THREELK T
&, TTVG—2avEEy b7y TLT. ICIKERTESELSICTRTEEBANELTL
Bh. ESICHEMERANTEWBEDESHIZEEAND) V7ERLTWS, 2OI—F—ERIC
TIBRLVES

. First steps 7 -r ¥'— R (First steps wizard), Th & RA & L TERFEMIC/EEERIET NI,
HEEE DT TV r— 30 ETCIEZD KL SICES © C2E UCLID 5DFCE) !
First steps 7« H'— F| B8, .

. BERRBI—F— ThERRE LTRBITNIE. HEFIFIUCLDICEIT B ERDX
i Substance(IBE)RED DT —2t v b EEERS DICKHELE RS LB HEREDE
ZBE5IChE3, TOA—F—IERITRTEICESICHDPNTLS :

o C.3SubstanceDfeHDT—2 v b EEH L. SBPEDEIY LTS

o C.4 SubstanceT—2t v b E—DORMETES

« CALE I aVID ST —REATRET S

. CA2H T a5 B3DT— 2 EANMRET S

o C5 ZDSubstanceT—Z v b ZEEIRIT S

5 C.6 F¥ I(DossieriRE —XKXXE)EERT %

o C.7Z®DSubstancer—R v FE TV RAKR—F+T B

o C.8 ZMDSubstancer —R v b EAVKR—FT 3

o COFREAND

« COIRT—RITGEREAND
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. CO92 FYIITEREANS

0 C10A9T7 RSB

HEZDERFNZDRAHNLERERICHTL S, ThSDFIIELDRET—21 Y FHSE
DEFRBDTIEHSH. ERTNTVWAMEDEN LT LLEEMTSNTIEWEL, &
DRHS, FIFITRTREDLDEEZTHE WL,

Note

ZORAMNEFIIFEDH E-DIRBIEE L BEEHNENDLE LNEW, 7
NTH. —HEMEIUCLIDDIEREIC DWW TIBN A ®HICT NS EBHD TE
BLTHBHZ EIFBICIIDEBEELHBESS,

(FRiZ]

Dossier

dossierldfileE&ETH S, dossiertd 7SV AEBTIX 7 71IVDT ETHB, T T
IERXFETIHE > TWBEH DD TIIFREEREF>TWS, fileldZ7 71Ib
EERTDTHBH 5, dossiertd FITTHIWNEBRS,

Substance

IUCLIDICBWTIE AN FE T % BSubstanceld. #7997 FTHY. 74—F+
(feature) TH %, MEDT—2HABAVTTThHDB, TOEKICBEWTWMEERT
9 Substance& LTHELN,

© 2008 HERLZEI XK=
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IUCLIDRELZF— FTFX b

. BEFEDH
- BXfIE

C.2. IUCLID5DRA%A: First steps U« H—F

AVE1—ZADIUCLIDDA VR b—ILi%, RYIDFREBFIC, Firststeps 7« H'— FHEEENLE T, Firststeps 7« HF— F
& 77V 5= 3oty b7y TICEET 2HGREOBRATY TEERLTCNE T, ZOERSEIEZOT7 T
T=2avETCIERTESRLSICGYET, WWCLD7 TV r—aved—H - 7HUY FHEBEEEICK>TITIC
Y b7y TENTVRBETIDEEZRAT Yy TTBTENTEET, 1I—HICEET BREIFDLI6E O—H, 18,
BELGLEDEE | THLIGBENSNTWSHEEFEALTHLITITEHNTEEXTH. ZOHDOLLDIMNITDOVTIE.
SuperUser (R—/\—21—1) ERHPGEICHEY FJ (D16316.2.1. MSuperUser] & TSuperUserBfE| Mgl BEE),

EZ

ZDI4HF—=Flc&kW, 7V 5—2ar#FERLTEET ZRICH S LHBBEE LR I—Y - 7
AV b ERETEDS, il 774 IV FRETEBET AV > b & LTREENTU B SuperUser
THYY bTATA Y LEBEAT. ThEFTS LB TERLY, BR Rl

ZDT 1 HF—RFERITIBHIC. PELELEEHEDEM « HEIT DOV TDEANRE: Legal Entity][FERD H
BDOAVE1—ZICICLDZ Y RAR—F 77 M IVORRTRESNTWA T L 2RI ST & (GHA

IE2WTlE. D.9E TR DLegal entityDIERRSZEI EEE)

UTOERIZEDERBETET v 70— FTEBD, TOV (Y — FEESHT BT, BFDPCITIL
TOT7 741V 2RELTEL T EZRHERT S

< ECAYNRY MY GERICDWVWTIFDLE T/ ARV FY (ECA ANV b YBEBRDE

) | B, )
. BEYMEA RV N GEEICOVWTIE. DUE MBEYME (SRYEEEERDEREE
) 1| B,
Note

HE LY« F— FEFHTREIT B EEITIX. "SuperUser'E LTAST A L, FileX=21—H'5
Administrative tools(B¥E'Y—/b). Initialise(#]#A{k)a< > F&:&RT 3,

sAIKICLDT U r—2avEty L. BHOEEICBLIEI—F7AHVY M EERT B&ICE. ZLT. 201
VAR—IVBSIES WO T EERRT BB, RDAT Y T=RET %:

1L TRV MY FNcHB%ETH7aA%7 ") v o LTIUCLIDZERIHT %,
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2. MBHTEDT7 TV r—2avz@alic L EI3. FIATES I —FIZBEEE SuperUser' V1 TH %, BEEEL
LTRII VT 2BICRDEREANT R —R « €271 TRETHZ T LITER):

. Username(1—144): SuperUser

. Password(/ YA 7 — F): root

IUCLID S5

FTEARATIONAL UHIFORE OCHERICEL IWFORNPAATION DATEQESE

Please enter uzername and password to login
flocal workstation)

Uzername: |Sur:|er'LIser |

Pazzword: |llll |

I Login I [ Cancel ]

3. FirststepsV « H'— FIC K> T FLRAT v TE L T—RENGEBERITENS, NextREZVET U Y IT 3,
lﬂ First steps

Wlelcome to IUCLID 5 ?

Welcome to IUCLID &

IUCLID & {International Uniform Chemical Infarmation Database) is a software application to capture, store, maintain
and exchange data on intrinsic and hazard properties of chemical substances.

This wizard will guide you through the different steps involved to setting up your application so that you can use it
immediately!

We recommend that you follow the given instructions:

. Change the SuperUser password (not mandatory but recommended to increase security)

. Import your Legal Entity information (mandatory for running the application)

. Import the EC inventory (not mandatory but strongly recommended)

. Import the Reference substance inventory (not mandatory but recommended for users with =100 substances)
. Create a user account and define roles (strongly recommended)

[ I N o Y e R

IMPORTANT:
Before running this wizard, please make sure your Legal Entity information has been stored on your PC (information
available at the IUCLID Download YWehsite)

O-B-8-0-8-8-8

Introduction

| bext> |

=

4 AT7v T 28 LBGETDSuperlser® T 7 A JU FINRAT— F%EE - EREHBNRT— FIZEE L TWEITOIE,
U4 P — FEEROESEHIREICHESEA S, Change SuperUser passwordF v 7RI AEFRL,
HWNZAT—Froot'E 2L T L, FHILWIART—REZALTT %, NextREZVEIV YT 3,
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Change the SuperUser password
For security reasons it is recommended ta change the SuperUser's passward. [t

u It iz nat secure, as it is now.

|:| Change Superlser password

Old paszsword || |

Mewy password | |

Caonfirm nevw passward | |

We strongly recommend that you change the Superlser password, since each IUCLID 5 installation wses an identical default passward.
Tao change your passward, please tick the checkbox.

B-E-EH-0-8-58—8 ’ < Back “ Mext > || Einish H Cancel ]

Change password

5. A7 7 3 Legal entity®D A KR— b 7 7 A IVEZEIR (B | LICHZEERML. NextRE2VEI Vv IT 5,
Legal entityl& fe 2 BICA Vi R— b ENBES S,

Important

AR TV Y= FESFERTTBICEDEL EH—DDLegal entiyZ 1 > R— b Lzl
hiEiE57%40, & LIUCLIDY R 7 LsAIcLegal entityZ A > TWEIFNIE, 7 1 H— FDIESH#E
IEFHRIED S, LegalentityhVEDSIEL AV R— b ENBE T, First steps wizardld B EIE IS
jucLibicas 1 v L& EIcRET 5755,

'm First steps

Import legal entity
In arder to run [UCLID 5, you have to import your Legal entity obtained from the IUCLID Download Webzite %

Select the impart file

| N

Import of legal entity information completed successfully.

HEBe-a-8-0—m [ <Back || mHem> |

Import legal entity

6. ATV TALECA YNV FUICETZT7 7M1 IVERIRT B(BR ZON—JD—F LDFEM). ECA A\ FUIE
fefeblca VR— b ENBEL, ZDA 2V R— FEFirststepsV « F— FORTEECHET S, dAvE1—420
ARE=FEAIRY FIDYAXICKD2TZDA VR— MHDBERIZEDY . 309EHHBEAES,
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m First steps

Import EC inventory

Select the EC inventory file which you previously downloaded iﬂ ;

The EC inventory is the catalogue of chemical substances listed on the European Inventory of Existing Commercial chemical Substances
(EINECS), the European List of Motified Chemical Substances (ELINCS) and the Mo-Longer Polymers list {MLF), publizshed in the Official Journal
of the European Communities. Each substance listed in the inventory has an EC number and an EC name allocated by the European
Cammisziaon. The EC inwentory is maintained and published by the European Chemical Bureau.

If youwant to use the EC inventary inyour IUCLID S installation, please download it from the IUCLID Download Webszite, and save the file on
wour hard disk.

To import the EC inventory in IUCLID 5 wsing this wizard, please tick the import box,
Select the import file by navigating 1o the desired file onyour com puter,
Mote: It iz pozzible to import the EC inventory at a later stage, uzing the import function from the IUCLID 5 Tazk panel

Import EC inventory
Select the import file
|C:\IUCLID5—InitWizard\ECInventow.iSz

=) —————— ’ < Back ” Mext = ]| Einizh |[ Cancel ]

EC inventary impart

7. A7 7 5 Reference substance(BEBYIE) 1 RV FUDT 71 IV EEIRT S BE ZOXR—JO—B LFLDEFE
), ZOBBYEA AN MIIFEBICEA VR—bENEWL, 1V R=MEIECA NV DIV R—FE

TN

—HEICFirst steps™” « H'— FOR THEATRBT %, AVE1—2DAE—FEA IRV MDY A Xk T T
DNV NBITH D ZEREIZED D, BEMEA ANV M) ZhBERIEA VR— T 3DICHEBRIEHDZES
5 !0

Note

+ LLBBYE A A\ kY (complete Reference substances inventory)% & % f=MDIUCLIDY A T Ls
IEANBZ LELELLOTHNIE, EL2OBBMET 71 IVEIUCLDY T TH A FTHY
>O—FLTERATES,

m First steps

Import reference substance inventory

@ -
Select areference substance inventory to import into IUCLID 5 Ea :

The reference substance inventory is a catalogue of approximately 70,000 reference substances. A reference substance is used for the
identification of substances and cantainz information such as CAS Mumbers, IUPAC names, SMILES and InChl notations, structural formula

and the EC inventory information.
The reference substance inventory is publicly available and can be downloaded entirely or partially.

If youwant 1o use the reference substance inventory inyour IDCLID 5 installation, please download it fram the IUCLID Download Website and

zave the file on your hard disk.
Toimport the reference substance inventary in IUCLID 5 using this wizard, please tick the import box.

Select the import file by navigating to the desired file on your computer.
Mote: It iz possible to import the reference substance inventory at a later stage, uzing the import function from the IUCLID 5 Task panel.

Import reference substance inventory
Select the import file
| CAIUCLIDS-InitWizard! ReferenceSubstance 52 A &3

— ————— ’ < Back ” Mext = ]| Einizh H Cancel ]

Reference substance inventory import

8 A7V 7T e#FHLWLWIA—Y - 7hHUY FEERL. TODI—HITRE|(ole)ZEEIY YT B(assign). Thick>T. Z
DIA—FODT—EZADT IV AERDERIND, SuperUser CIEEET BT LT R— TN TOLEVDTHL
WIA—YEERT 20EBELHH S,

. Create user FT v IRy AERIRT 3,

ITRTD7 4= IVFEANTS, I—HiclE, OF1vRhlicA—FDFEEH K S fesHIcLlogin
name(O57 4 V2)DVETH S, Full nane(FZ2R)EETEI—-H OB FERETNS,
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Assi gned rol eI HT5NERENET VL AHFAEEERT BODITRETHBA VA M—IVLTE
(b Y DIuCLID5IS 1" Administrator(BEERE)", "Full access(Z )V T 7 £ R)', &"Read-only(EDH) BT 7 +Ib
FTREENS, )

. Logi n name® AH(AY 4 VERERICI—-PEFEICERT NS, )Ful |l nameZ AH@ETGI—YD
BHEICERTNS)

. {EB T, SetpasswordZ ¥ Jwv Y LT, NAT—F%E®ET 3,

. REIYD®EDY X bhO—Do00O—)bEY 1) v v LTREERT L TRight arow(BRENE S ) v 7 LT
A—HIEZNEEYV LTS, HBREIRI)DENLEIZT VL AFTEEET S DICHETHB(A VR
F—=IL LD Y DIUCLIDTIE. 1&E"Adminstrator' (B EEE). "Full access'(Z IV 77 7 £ X). "Read-only"(FIE
DIFBT 741V FTIEEZSN TV S,

Tip

A2V R7O—VN=TavETFRAMNIE2—T 14y FIN—=TYa>ongho
IUCLIDZE X v k77w 7 L T% Administrator' DR EN = EH DI —HE—DE>THL T &
EHRT S, LWolch—2DI1—YE{EE LIS, IUCLDEBETAMJE21—
T4Y EN—=T 3V DIE8)EREZMDI—HRESTEHNTE. ThEICEE
ZEAELYYHTBIEHNTES (BHB: D.16.1 Principles of administration tools for user

settings)o

BEDTSAKREVEI )y LT, BERLegal entityDIRZFEHZEMEL T, Legal entiy& W HTS (&
FElI T Dlegal entityld. DV 1 F—FDFEIRXTY T TALVKR—bFENB), Legal entity name®d
Query 7 4 —Jb FIZTHEWTIE. BEKLegal entityDBARID T A2V AT N%&ETALIVRA—FELTAN
L. Search RZ>%& V) v IF 3, Qeyi@RBERJAMTHREGTIY FJIERE)ZI VY7 LTH
5. Assign@IWHTO)REZVYEZ Vv IT 3,

AEBTCTREATALI MV EAVER—MIVRR— T4 LY P ERERT S, ThSDRERDED
BRETIER T EERIRETH S, TNITDULTIED.16.5 Feature "User Preferences”: How to set User Preferencesz
ICERHETNhTWS,

. NextRAVEI )Y U9 3,
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9.

(FRiE]

2008-09-29

‘ First steps

Create user account and assign role @ -
Itis recommended 1o create 3 uger acceunt befare running IUCLID 5 %

The SuperUser account is for user administration onty, and therefore 1o run IUCUID 5 we strongly FECOMM end That YOU CREAte YOUF 0w USer
account by selecting The following tick box, ASsign your role and legal entity and specify the attachments and Importfexpont directories,

:v.cmue uger ‘Sn password

Btk pasrwond of

Login name (IWCLID sample user WOUD sampde uidr - IUCLID sample uzer (dem o) - laze bogir: (Never) Teom (Nowhine) &"‘_'
I 2]
Full name IDCLID sample user (dema)
Set password J = Hewpassword |

Unassigned roles Assigned roles Confirm newpasswerd
E -

r 1 T g el
Adminisirator wp| |Full access @ III S
Read=0nh

Assigned legal entities
X
3

.5! LE Sample Company f Hometown f Ireland

Anachments directory |CUUCLIDS-Attachments

Impor fexpon directory |(CYUCLIDS-ImporntExport

s B-B8-3-0-8-0-3

Create user

AT7v 716 LT 4P — FORPEHICECA N k1) &Reference substancesf N> U « 771 ILDOWET D
FleldmAEEIRLTWEIBE, TTTAVR— 2RI TES, ExecuteimportsRZ2 &) v 993,
S—EFELTVWEREERL, TOAVR— MIFBERIEHH S, BHZEMIEOVE2—2DRAE—FEbHh
feb 1 ViR— b BT7—2DEICK>TWVS,

TlFinishRZ2>V &7 v o §5B, HLEDAVR—FEBEHLIEELTH, BhELEFAVR—MPRTTSE
TERRIEESHEWL, ZO%, OJ7U LTHhSHILLKESEINI—TELTEENY 1 Y LETNEES
FEOVEZTOWETH . SuperUseré LTODEET BT LIEHER—FEATULEL),

m First steps

Start import procedure
Canfirm the start of the import procedure. {7

The import of the EC inventory and the Reference substance inwentory is atime consuming process. They run as
background jobs.
Pleaze do not log out from IUCLID 5 before the import confirmation pop-up window appears.

Mate: the duration of thiz import process depends on the zize of the impart files. It may take a considerable
amount of time.

—————— < Back ]l Mext = |[ Einizsh ][ Cancel

Activate imporis

1. COEREDHEXIEV V7 —hy FERETEWV, 7740 FDSuperUserTCZ DY « H— R&EER LT SUser
THIY FHBMERGELEWLS K5 EERKRICEINS D, KRIBIE. TOEEDRDESEICEH TN T L SLeagal
EntityZ REREDIREE(ZF D default DIREL M) DE FUser7 AV Y b EES S ELILEEZDTHI Y LB
Leagal Entity &$EU DI 3 T EHTERLD T(Leagal entity MEWDT), 7TV Ir— a v EZELE(RITT
EBUser7 AUV EBTEGVWEWSERTH A5, BT BICRDESEICEEE LTc"Leagal entity"DAssignZ
TRZDELHZEVSTENEBEELEDNS,
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r—2R « £ 7 1 J(case sensitive)

T—=R w274 TEI TIWTFRY FORXFENXFEXF L TERBENTDOISNZEWVSITETH
%, A—HZABT—R - I T4 TEWVWS T &I fe& ZIE, SuperUser&Superuserd WS 1—H XA L TERHEE
378, superuseré I—HEZEEZENDTIE. SuperUser& LTOYT A Y TERWT EEELT 3,

© 2008 BARILZET¥HS
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IUCLDREtZF—FTFX b+

. BFFEDH

- BExXfgE

C.3. SubstanceDfeDT—%2 1 v MER EBEBYEE] Y X57T (Assign)

ZDEDF 21— 7 IVTlESubstanceT— 2 v FEEE L T. ZHICBEMEEEY LT S (Assign)FEETT .

F

IUCLIDIC I&Substance DFEICEAT ZEELERZHN=DH S !

. ECInventory(ECA N> k) . EICRMNEZER B EZERTICEVHRREEL, REIhTWSEMERFHZ
OJThs, TOAZOT%ZIUCLIDDY T 7HA FHhS5 4w 0O~ FLTWeSIUCLIDDEE#EE Tdp BEC InventoryECA
RYPM)BEFESOTEERETIENATES, D24 ANV Y (InventoryBhEIEIRODRIE) S,

. Reference Substance Inventory(BEBYIE A ARV ~ ) ! 2—HDIUCLIDD A X b—IVEEILEWTI—HEEHHE
ICRHCTER - EFHd5O0—HIL s 41NV MY, DILIBERPE A N> b 1) (Reference substance inventory) 88,

Note

ECA N\ b JICRE TN T UL 35970,000DEBYIEHIUCLDD Y = THA kDS54 >O— R TE
T, BERDICLDY AT LIS VR—+TES,

. D.4 Substance (Create and update substance related information).

Substance1&)7—42t v b : IUCLIDICHIF BIERDHB#%, Thicls, MEOERESGILENT AT VT4 T 0. BE
EERLNuse) EIREICEIT 2188, HELERRICHT 318HR. BHMATSNEAFARLEIY FRA Y MAREHOTAT
HEDLEMEICET 32T —2Pa%N3, SubstanceT—2E v MIT—2DREBHATHY. TDT—2%EFAL
T. 1RHYDE (submission substance)lcfd % K TOIER&ETTS. DAE B (WEREBROEREFH) | BE,

MBF—24y FHA—DDEREMBEIC OV TERETNZEICIE. H2BEMED—DICEIV Y TSNS, TOSBMAILECL N
VMY ERICTEH. ARV FUITEVEICIE, FRICESEINS, MET—2ty FOZKBIDOAKREL->TWS (BE) hE
BV YETONBBME LDEVE, (B—ROMES L CiHZHROMEDBEICDWNT, REICEIVTERICHRAELET,

. Diethyl peroxydicarbonate:
o Reference substance = Diethyl peroxydicarbonate as listed in EC inventory, with the following identifiers: EC 238-707-3, CAS 14666-78-5,
C6H1006
o Submission substance = e.g. Diethyl peroxydicarbonate, i.e. named after the Reference substance as main constituent, but includes
isododecane as stabilizing agent and, hence, an additive together with impurities which need to be specified in section 1.2 Composition.
The typical concentration of diethyl peroxydicarbonate in this substance is 22% with an upper limit of 27%.
. Mixture of 1,4-dimethylbenzene, 1,2-dimethylbenzene and 1,3-dimethylbenzene:
o Reference substance = Mixture of 1,4-dimethylbenzene, 1,2-dimethylbenzene and 1,3-dimethylbenzene, with the following identifiers: EC
215-535-7, CAS 1330-20-7, C8H10
o Submission substance = e.g. Mixture of 1,4-dimethylbenzene, 1,2-dimethylbenzene and 1,3-dimethylbenzene, i.e. named after Reference
substance as main constituents, but with identification of all these constituents, i.e. 1,4-dimethylbenzene (30-40%), 1,2-dimethylbenzene

(25-35%), 1,3-dimethylbenzene (20-30%), and impurities (water, 5-12%).

77— 70—

2008-09-29 27/ 97


file:////jcia-file/icca/REACH/HS/IUCLID5/IUCLID/IUCLIDSeminar/works/iuclid-seminar-print-0901006/ch04s12.html
file:////jcia-file/icca/REACH/HS/IUCLID5/IUCLID/IUCLIDSeminar/works/iuclid-seminar-print-0901006/ch04s11s01.html
file:////jcia-file/icca/REACH/HS/IUCLID5/IUCLID/IUCLIDSeminar/works/iuclid-seminar-print-0901006/ch04s04.html
file:////jcia-file/icca/REACH/HS/IUCLID5/IUCLID/IUCLIDSeminar/works/iuclid-seminar-print-0901006/ch04s04.html

SubstanceT —Z v FDIERRE LY Y 3 VI~DARICIIUTOT—r 70—-hEFEN3S .

. New Substance#égE(Substance ZFBICVER I B 1&EE) 2B L. Substance®s & Z DFREE T Blegal entiyZRET 3.

. ZDSubstanceD T —2 v MCBERMEEEY LT,

. BEMBEFRICERLIGOSE. %Y T5L 01— FEEICHYEZTECA YRV FURDILENET ATV TA T 5%
DOEBMBEICEIY HTS ) ZOMOBAFT7 1 —IVFEANT S,

. H&&Substance L O — RICHIW B Z TR %,

. BYICEY Y a V123 ERREE S,

RTFYT eI\« XT7v T H1F

RDRATY T <IN + RT YT « A FTRBEDGV TIVT—2EZRICA IV -3y b eE->THAZLET,

New SubstanceA Y FEIUCLIDZ RV INRIVD A Z 21 —/\—EDFile X =2 —HhS5FRLTL T,

Substance
u Create and update substance related information
&

Mew, Update

2. ZDSsubstance® « ¥ — FREFRIE: Substance assistant& ZETH DT SN TV S(TRIBER)HENT. HhEHE
HOWBHTED LS. RORTY TTENTLNET .

ZDSubstanceD LI —HEHZZEATIL. Next REZVE Iy I LTLIEEL,

lﬂ Substance assistant

Create a new substance

Chemical name |ethanal fictitious sample for [LCS manual}|

-2 W

Set name

AF3##Bh: ethanol (fictitious sample) [+dp 7z Tz D 1 —HID]

. ROy 72921 X bhSlegal entity®BIRL T, FinishAREZVES U vy, (GE: BEOSILBITEHETE LiLlegal
entiyZfERAT 2h . FREEZEWVIHEENE. IUCLIDDY = THA b TIER LfeftidDLegal entity (23Z(Legal entity
(LEO) ) %=FEAT %, HELHSIE, FL LegalentyZ&ICIERE LT, ZDT7—2ty MIEIWYTSRI LEETE
%, D9E [ TEA) #aE  EADIERAE B8, ) )
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‘; Substance assistant

Create a new substance

Legal entity l % LE Sample Compa vﬁg

— Finizh Cancel

et legal entity

3. I L<ERE L= ZF DSubstance T — 2ty BT —2 AFI(Dataentry)V « >~ RURICRTEN. Query results® 7 & Section
tree2 7HFES— 3 ~(Navigation) 7 ~ RURICHRNE T, [IDESHDEZZ—TIE. Minimize(@/IMbL)RZ >V (FDRY

=23y FTHRAEELIDZEI )Yy I LTT—2 ANV 4V FUERECLTHEL,

Data entry
window

®. [ LE Sample Company / Hometown / Ireland - IUCLID

Eile  fdit Co  Wndow Help B

5 sempie for BUCS manual) / LE Sample Company f Hometown /1
N8 Section tree Substance identification
Chesical name [epanct fricuitious sample for WICS manual)

Legal enity flags [ 0

»
B

W 0 Relared Informarion L
Legal entity | g |E Sampte Company | Hometown f Ireland

Third party flags [ @

C@,.m

Role in the supply chain

[ 1.4 Anabrieal T
[ 1.5)0int submizzion

7 L6 Sponsors
[ 4.7 supptiers Rac eoc O
L3 1.8 Recipienas Rode- [ | Manufacturer [ |importer [ | Only representative || Downstream user
1 1.9 Product and prf Yess ariented rese)
& B T Clazs#icution and ing Referance substance
B § 3 Manufaciure, use arure r
& 4 Pryzical wng chemi erties
& ¥ 5 Emvironmencal fave "
& 6 Ecotoxicological In Type of substance :
B B 7 Texicalogicd infon Composition -
L 1] - IS
Z N
s eomamesnl  Sectiontree | "
& B 10 Effectivene|
W 11 Cuitance pane names
B 12 Lirerature ames flag [ 8

® 13 Assessment Feports [

4, BEEYBEEY BT3B, Reference substance” s —)b FHRDAdd reference R4 ‘/ﬁ%’7 Uy EDRY)—

v avy bBEB), QeyFI7a7 Ry IHRHbNBEDT. ZOFRTUTOFIETICHRS !

. =R BNOBBMEERET S, MZIE. EC nane T 1 —Jb Kl ethanol £ fzld eth*ZE A L, Search’R%Z

Va7V Y I3 B, Enerd—%#HY,

. T=R2:PEHRIOHDSHWNEE. New GFR) R2V&2 71U v o LT, @54 ethano)E ATIT %, A
ALkS, FinishiR2V&27 v o§%, (G SRMBRENISTSEEEFERLTEICEEL OQUE T T8I

YD iR e  SEMBOERAE BB, ) . DT 2Ly MBIVETBIEDLTES, )
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Find the reference substance

Case 1: Ref substance available

Reference substance name |th™

CAS number (EC inventory)

EC name

EC number

CAS number

CAS name

IUPAC name

Synormyms

Smile formula |

Molecular formula

inchi [

i]snmﬂonwumeulue;' search |
It |

Name |
£ ethanoi §

| [T
IUC5-Beabeéd?-1.,

] Remarks Last modification ...

2007-03-24

i B {otzom, B Ce Oue )

Case 2: Ref. substance not found

Find the reference substance

Reference cubstance name |eth®

CAS number (EC Inve

EC name

EC number

':Query result [_g

Information

¢

Mo matches found meeting your search criteria (UIG0GE)

.

$how anby active values

Mame D Remarks

5. 1 LK BBYBEEFR LIIBRITI. ECA UARY MU B LUTHOEBFIZROFIBICHE > TEBRLES TREESKEL

. BRI, HIICH5 Goto Ky P EH U LTHYEZS.

Reference substance

[ 5 ethanel
EC number EC name
| 3|
CAS number CAS name
| 3 |
IUPAC nam e
|

. ZosBMEOLI— FHARDLhET,

EC inventory

General information

Reference substance name |Elham-_,|

EC number |

4| CASnumber

EC name ‘

MnleCuUlar Torm ula ‘

D:scrip!inn‘

Mo EC infermation available

Justification |

Refersnea sithstance infoarmatinn

e

« ST BECA NV MY - TATV T4 T4 &EW Y TBIoIc. AimlcdBAdd referenceRi “/ﬁ’éﬁ’b
T, QueyZ/vOdRy 7 A EbNS5. ZTTZOMEZFEL. HNUEAssignREZVE I Uy I LET, (t

EF—AAABAY S ENTLBEEE. Y—IA— kD EditRE Y [D5sy v 5, )

2008-09-29
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Find information in the EC inventary

EC number |

EC name |etha"

CAS number |

EC molecular formula |

Description |

CAS number| Maolecular f...

State | EC humhber EC name
ethatm hutnl%

CZHED
3 200-510-& 74-55-5 C10HZ4M2...
. 200-314-8  ethane T4-34-0 ZzZH&
= 200-837-3  ethanethiol 75-08-1 Zz2Has
203-473-3  ethane-1,2... 107-21-1 CZ2He02
o 207-130-9 ethacridine 442-16-0 C1SH1SM3 O
F 207-633-3  ethaverine 456-47-5 C24HZ9M04

Mumber of results: 265

Descriptic

| Aszign | ’ Close

. ECES. EC#. CASES., #FR. HNIXEHEA(Descripton)h BENRYICEBIBYEL J1— FICAHTNS, DT 1 —

W R(fe & ZIE. CAS#. IUPACH. B4(Synonym). SMILESZRED(notation))% Z DEEFHR TAALTEH LWV (ERICANT S

ZEBLTES)

BIEDORHBIF 7 1 —IV FHRTENS,

. Y—=)bI\—EDBackRZ ‘/@’27 )y §BTET, SubstanceT—2 Y FMICRZZEHTET, BIWLTRE

Reference substance

EC rum bar EC name

[ 5 ethanol ; Ethanol ) eiiiral 54-17-5 |33

[zoo-g7a-¢ %] [ewarel

CAS number CAS nante

|Eﬂ—17—5 h‘ |E|han0| |
ILPAC nam e
|Ethann| |
6. ZhTH L <{Em LcSubstanceT — 2 £ v b HBIRYE LBIEMMT SNIcDT. Go Home @ RaVvEIVyILTIO
T=42ty FALCTHEWVL., BlEE CAMBET— 2ty FOAADEDHBIC LA >TTDT—42 Y MCAALTSE
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BICREN DB, )

O3 24.2 B BB DDDIN FT v o F7—XDAS

ZZTREATZERICIRENR)NY FT v 77— 2DEEAHETENTVET, TITR. ZDT—RIIEEEITND
T—E2THY ., TNRZICEERRE LTEATESDILEZRELE T, (FE: EDNYFITvIT—2=2ELSF
HHEEICHT BRI FRAY b T—2ZAN—LTWVWBERIFANSNTOBNNGBENGREI 70T 5 LOF5| €258
LTLEEEW, )

1. TTTHEY < 3 >4.2 Melting point/freezing pointd.2 G/ AR CH LLER TNz L O— FOBELWTWTT—
BANT 4V RIBRRENTVBIETTID, £ LZS3THEVWES, €77 aryv ) —hoszbld— a4
TIWo )y o LTLEEL,

Tip
5L ERE N L O— FIEEBMICREE— Ry ST, La— FEBEBL BT
. Y—IUA— EDEditRE Y B2 Uy 1S BRBRBY ST,
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2. "Administrative Data"(BEE 7 —R)IN\— M. RDRA V) =2 3y MSRENTWARBICR ST, BNET7r—IL KR
EADLTL TN

Detail level
all fields =

Administrative Data
(o
Purpose flag |key study . |B D robust study summary D used for classification D used for M5DS
Data waiving | @ |B

Justification for
data waiving

Administrative Data Data source Mate

Besults and discussions Owerall remarks, attachments Applicant's summary and conclusion

Study result type |experimema\ result A, |B| q ‘ Study period

Rationale for
reliability

Handbook data are cansidered to be from atrusted source

Reliablility |2 (reliable with restrictions) % |E]| 3, |

A 73##EBh: Handbook data are considered to be from a trusted source

3. "Data Source"(7— & HHEL)/N— |k : ReferenceBfEIOv YT, AddREZVEI Vv o LT, BWA1709
Ry 9 AT, Reference type(BRRZ A NEERL., RDX I V—22 3y MGERERBICKE-T. BBIERDOE
EEREADLTLEE Y, TON— DD T 1 —)b FIdiERE TE 5L (not applicable) 7 « —J)U K TY,

Data source

Reference
Reference type Author Year Title Bibliographic su..l Testing laborat.. Report no Crwmer company |Company study .. Report date
review article or  Hommel G 1957 Handbook of Berlin,
handhook dangerous Heidelberag, Mews
goods Yark,
(Explanatory Springer-Yerlag
leaflet 125) {in Cerman)

Data access
Data protection claimed

Cross-reference to same study

4 T»

AF1##8BA: review article or handbook

Hommel G

1987

Handbook of dangerous goods (Explanatory leaflet 125)

Berlin, Heidelberg, New York, Springer-Verlag (in German)

4. "Materials and methods" (3443 & /53%)/\— b: ZOEHTANTES 7+ —IV FIZGP conpl i anceGLPEHLT 1 —
JIVRFEWFTY,

5. "Results and discussions"(#f&5R & &E)/N\— k:Mel ting / freezing pointBis/ BESZ7s—ILFTOY YT,
AddGEIMARZ>E I )y LTHRLK A4 7O Ry VY ATRHAEEBRETAALTLETL, £ L. #EHHN
. ZOFIEEEELTIVE TRIGT 2EEASILTLIEEL,

Results and discussions
Melting / freezing point

Melt. fFreez. pt. | Atm. pressure Decomposition Decomp. temp. Sublimation Subl. temp Remarks
-114.3 °C
1588 K

H i

6. HE53—DHTIY FRAY MARL - FZEBLES ETBE. 44707 Ky Y ABZFDEET— 2 %R
FIDHBRTELT, Save(lRFA)REZVEI U v I LTHRBELTILEL,
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Data were modified

Data vwrere modified without saving
Saver

Save | | Dizcard changes | | —ancel

EZE

UCLDE G LT, BER(F b 5B bfEbi MBS, v—Ib/\— Edsave FI(E
BREVES Yy o LTRRICAN T — 2 ERETBESICLTCREEL, 25 LA0E
Hysay - BALTY T 5T, ZORBIIUCLDEERT B3h6 LNE LA,

U 326.11 BRIREN HADERET—XDAS

ZOEFTIE. TV FKRAY ML O— FICHEARDERNT—2EANTZTEHEEFATVWET, TTTEHS
HARYDH S DR S NTIBRDAFAIRE T, T L KR— b DE S (executive summany)lEiF 5N TS H, KL R— FZ0D%
DREREFAFENTOEVEDRELTVEY, COEFITIE. BNV (Detailleve)DE. ERETZ=IVRDH
VAR, PR RO O\ T BT BT L EBRE LTUET,

1. 6.1.1 Short-term toxicity to fish6.1.1 FFHIEZEEYE IS a3 VRTOHLWI Y FRA > FAZEL O— FOER
2. LO— FD4%wi%" Dorgerloh (1992)" ICEB L TL IEE LY,

3. La—F -« &4 bIb - NA—DTODEENEVEIGEMERIN AR 2 > 55 1 v 2 LT, BABAZ1—H 5, "basic
fields"(BEREBY 7 + —)b F)EBIRL T LS,

Note
D.4.7.1 What is an Endpoint study record?lc 5288 TN T LB & Slc. IUCLID Cldbasic fieldsFEEREHY

74—V R)DHD. TRTDT 1 —)V FERHT «—IV F+HEM7 1 —IL F)OWThbhE
RREEBESIBELTVT, BINT « —JL FIGEEIZO/NR FHARERNICOHBEELTH
U, ZDT74=IVEF « SNIVEWThEEBICRETNTET, Thic LT, ERHT—
2DT 4 —IVESNIVIETRNTERTT,

4. "Administrative Data"(BIEFT—R)/N\— b:Study result typefiZSiER2 4 77 1+ —Ib FT. "experimental
study" (SRERBFZE)ZRIRLTLEEL, Study peri odFIZEEHERT « —)U RiT, "1991"& HERDMfTHNfc & Bb
NBFELELTADLTLEEY, ZDIEHID T —IbRIFE LB VIFEICLTHEEET,
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2008-09-29

@ Endpoint study r

Dretail level Adminisirative Data Data source Materials

‘a”fie]ds vl Results and discussions Owverall remarks, attachments Applicant's summary and conclusion

Administrative [E\?ta

-
Purpose flag | |E| I:‘ robust study summary I:‘ used for classification I:‘ used for M5DS
Datawalvmg| |E|

Justification for

data waiving
Study result type |experimenta\ result . H:” 4 | Study period | 1991

Rationale for

Rellahll\lty| 4 “V” . ‘
reliahility ‘

5. "Data Source"(7— & HHER)/\— b :

. ReferenceBB 71—V FT7OY I T, AVU—=2 3y MTRENTWS2ODBE (HER) %=
AALTL S
L WFRBT 4 —IL DS Y S A Y ORZFEREENIT 528 LT TV, 25751k
R —EBTH. V—ILN— EDHelpR2 Y D@Ly,
L AT Y EODY A ZEBEICH R ZTA XL TLREENG LT 1 —Ib FIioLTD

T4V T LIELIERZBELHZDTHNIE. NIVT V12 FEIUCLDETEDHE
EPVEBZTI > RVFREY LEKTERAZ LS ICHBERET S LL0DE LAY, L

PLEHS, 874 —IVRIEHTBAVTFI b « AIVTIEFIF—ZIHT D, Help K2 > @
Z#H9H L TCATHICFUHE NGRS, )

o BECERBERT —2ZANLTLREEL,

. 74—)V FData access7—#% HET, "datapublished' (AR T—RX)EZFIRLTL T,

Data source

Reference
Reference type Author Tear Title Bibliographic SD..l Testing laborat.. Report no. Owner company | Company study ... Report date
publication Dogerlah M, 1994 Acute toxicity of . Aqu. Taxicol.
Miller EM & sampleX to 12:234-237
Murphy L rainbowtraut
study report Dogerloh M 1982 SampleX - Acute Drganic Ltd 99998-9 1992-05-12
toxicity (96
hours) to
rainbowtrout
(Oncorhynchus
mykissyina
semi-static test

Data access

‘uata publizhed . |B| ) ‘

Data protection claimed

Cross-reference to same study

RE

AT 4B
publication; Dogerloh M, Miller EM & Murphy L; 1994; Acute toxicity of sampleX to rainbowtrout; J. Aqu. Toxicol. 12:234-237
study report; Dogerloh M; 1992; SampleX - Acute toxicity (96 hours) to rainbowtrout (Oncorhynchus mykiss) in a semi-static

test; ; Organic Ltd.; 99999-9; 1992-05-12

6. "Materials and methods" (4%} & F3&)/ N\ — b

. TRAEBICGEBREINTWARAS FIA/VEANLTLIEE W™ Qual i fierfREFATZ7 1 —ILF
Tacoording to" (ICZEH)EEIRLTLIEE WL, FAHLEAM FSAVIBEYIVR MV ARy TE
NTWEWVLODT, GuidelinefiHq FZ4 > 71—l KTther guideline"(Z DDA K54 ) %&1EIR
L. BETF X ;7 1 —Jb F(associated text field) T'DIN 38412 L15"& AL TL FEE LY,
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. ZDHA FZA4VHOECDH A F5 1203 FAFETHBH T L ZRH L TLILEL: ZOFIEZ#EEL.
TR V=22 ay FORHUTHS T, BYLEEEZEY 7V A FHSBRLTLIEEL,

. GLP conplianceG.P ##l7 1 —)U FCyesZBZEIRL T 2L,

Materials and methods
Test guideline

Qualifier Cuideline Deviations
according to other guideline: DIM 38412 L15
equivalent or similar to OECD Guideling 203 (Fish, Acute Toxicity Test)
[ adat am i i

Principles of method if other than guideline

R

GLP compliance

gl

A4
according to; other guideline: DIN 38412 L15

equivalent or similar to; OECD Guideline 203 (Fish, Acute Toxicity Test)

7. "Test materials"(GRERAAF)/ N — b ©

. EERMEOEEICERELTWS 7« —Ib FldSubstance T — 2 v &Y YT BcBBYHEICTEDONT
BEMICIBEHSNE T, (BHEC.3 Creating a dataset for a Substance and assigning a Reference substance®). & A
GHRAIFTCHEANTELT,

Note

E LZOHELRENE(THEDOEEBYEICL > TEEIN TV SHE) & IZRID
MBTEREETNTLBIBEPHA (lead-across)& L TERAETN TLWBIESIE. ThS
D7 14—V FREZNICISECTEHFEINGITNREESEVTL L S,

. Details on test material FHERMEIOFEAT 1 —IVE : T4 —=IVFSNILDTFTDONIIVDK 5%

ik = ﬁf’é'? w2 LTLEEY, BWe7)—FFXAb TV FL—bF - 4709 KY IR
T. TEB"- Analytical purity:"D I %5% L. ZDMDERIZERT AES51CLT. ZU—FTFA LTV F
L—FERBELTLETWL, TORIU—=22 3y MORTESICEHELTLEETWL,

. Anal ytical nonitoringZtiDEZZU VT 71—V FITyes'&. VehicleEkeZ V74—V FIC
"no"&E AL TLEEL,

Tast materials

Test material equivalent to submission substance identity

Yes w

Test material identity

Identifier Identity
CAS number 64-17-5
EC humber Z00-575-&
IUPAC name Ethanol

Details on test material

| X ¥
- Analytical purity: 97.2% |
Ed
Analytical monitoring
YES -
Wehicle
o hd

8. "Test organisms"(FRBEREYD)/ \— k. "Study design"(BZE Tt )/ N\— k. "Test conditions"(GRERZ(E)/\— + : FDR Y
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=223y MTRENTWB LS ICERNT—2E AN LTLIEEW,

Tip
ROy 749y - vk - Ry ATIEBENTOSEENE Y 4 U Z FOBE. RICREE
DEEDVFNHEFALTELEEER DT T EHTES !

. FAYyTEOVORME )y LTHRCEY YR MDS. 7Y v 7 LTFRndN

'f‘/}:t}t:)\% HEHOBEBETREHRDZADLTLEEY, EZIE my'&A
NI BLEEBICCOXFEINESHEINTNIER. fe& ZIE. "Oncorhynchus mykiss'H
BOhWEY, AT LETSIVRA—FHEERT2HEEHY THA, TORER
FRRquen)iETr—R « 271 T TlRBY A,

cZDYRMDT 4 —IVRIC, BETEOFRIRBEZEZEAT LIRS TLEEL,
IUCLID®D B Bh A F38EE (autofill function)lc & 2 T BETFHDANLIEXFZTHES. U
A FRORPIDEEHIRTENE T, fcL X, "0'Ffeldo'&EANT S
& . "Onchorhynchus gorbuscha' M 5N B TL &S5, ZDHE KOy T4V DEED
BV vyFBE TONFEG)THES) X FORVOEEHEERTEN. H
e ek LULER I "Onchorhyncus mykiss') & 3 IE R BB T EDNTEET,

Test organisms
Test arganisms {species)

|Onc0rhynchus mykiss : ||v|| |

Study design
Test type

|semi—static % |E|| |

Water mediatype

|freshwater % ||;|

Limit test

L

Total exposure duration

|96 ||h v|Remarks|

Test conditions

Any other information on materials and methods incl. tables

U % B0 @ YA OEA PONEE EOEET ¥
Normal  |[agency F8 f_ B suiE=EIEE S|

9. "Results and discussions"(f&ER & &ZE)/\— bk : Effect concentrati onsH&EETs—JVK - JOY YT, Add
RE2V&I )y LTRHLCAEATAI T RORXT V=22 3y MTRENTWBLDSMEE /NS A—2%&E AL
TLREEW:

Results and discussions
Effect concentrations

Duration | Endpoint Effect conc. Mominal/Measured Conc. based on Basis for effect Remarks {e.g. 95% CL)
96 h LCs0 > 1800 ma/L meas. {initial) test mat maortality

=il 3
A -
| Eada. |

Any other information on results incl. tables

O s B3R m Ot MO0 >PEODEHDBEEEE T 3‘

Narmal  ~|[Rgency £ B suIE=S=EIEE 2|

10. "Overall remarks, attachments"(¥&FEMIER. FH)/\— b: ZOEFAOHAETIHEMT ZEDIEHY T A,

11. "Applicant's summary and conclusion'(FEFE& IC K 2B E4EsR): Val idity criteria ful fill edZHEDEEN
FWEENTUVSD, "VesZHERLEET 57+ A - 74—V FICHEESHBAZBMLTLEEL,

Tip
HRIEATIE. VAR 7 —IVFICEET 2HEBHNTFRA T 17—V FIZREIY XZ(TV
X THFSNTOERA. ThIZTHR FOBHEDETRAERITHE LN
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ho ZDHRENTFA MIFENTEO>TUV A MEEEZNZRDITTE T EZHELT
¥, BLEY YR FDEED other' DK S HRZTCIAOY TROO> TV BIBEITIILED Y
Tt

Applicant’'s summary and conclusion
Walidity criteria fulfilled

yEes V] |(Criteria of JECD 203: Martality of controls <1

Conclusions

o

Executive summary

OB S Bo @ SR IERAFPDEDEERDEEEET ¥
[Normal v“AgencyFB v“ﬁ V|A' B 7 U IEESEIEEZ | B #
AT 4B

(Criteria of OECD 203: Mortality of controls <1)

12. URAO(ZZ RS PDEL)EEE: val idity criteria fulfill edZHEDEENB TN TVBEHDT 1 —

JVEDIEE %, ZEDEBZERT B LI 2T HIRLTLREEL, “/—}l//\‘—J:U)Undo/'J'i‘Gl‘/rfﬂ%7
Dy o LTLREY, FIGEBRLIEY 7 X MNEEDBRRIENETH, BETFA 71— IV FZBRTE
hE€h,

Note

UndoaxR Y FAEFEZIE, EEDREEREEPYET (Und)I B ENTEXTH. LDHIT
mENfek S, ThiTZ23DFNDHY FT,

I FFR1> FFELTI—F

BT 5EH : Copy(AE—)MEEZ BT 2HIc ETHEALEEMATER LT Y FRA Y FAKLI— FEHERLT
ONR MNRARENZER T 57 —RAZBELEY, il ROD K7 bOLI-FREFINTVBRLDELET,
ROFIRIC LTeh > TIERZERBL T IEELY

1L o3> Y—« RAVHRADL I— FDorgerloh (1992)'%#H/ 7 ) v 7 LT A Za2—H5CopydX >V K%
)y LTLIEEWY,

E}t_ B.1 Aquatic toxicity L
: I_——Jt_ 6.1.1 Short-term toxicity ta fizh Study result type [experir
N W D ogerioh (1882

------ - alz Lu:ung—ter' tu:u:-: [ open Reliablility

------ ¥ 5.1.3 Short-term toxi @ Print.. ationale for

------ ¥ 5.1.4 Long-term toxi relizbility

------ ¥ 5.1.5 Toxicity to aqus Yy ar.

- 6,16 Toxicity to agus h source

------ - 5.1.7 Toxicity ta micr Rename F2 e

------ T 6.1.8 Toxicity to othe € Delete
------ T 6.2 Sediment toxicity T j————rence type Al

2.9V yTR=F «Ix—Iv—HHRE QL O—-FPRTETNET,
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3. 7y TR—FhoaE—EhicLO— F%#IRL. REEHE T, Paste selected items '-Tj(iE?RIHE ER—R
FF2)RE2VEI) v LTLEEW, 25954 La— RV I FIVERLCARITEI Y a>y - V) —IC
BENnE9d,

I

To apen the clipboard dialog, select clipboard in the
Window menu

4. —DD L a— FD%HI%"Dorgerloh (1992)/draft (basic data)'lcZEFE L. L E U & D% "Dorgerloh (1992)key" lcZE L T <
feEw,

t_ B.1 Aquatic taxicity
E}t_ B.1.1 Short-term toxicity to fish
| ------ @ Dorgerloh (1802 \draft fhasic data)
@ Dorgerloh (1992 key

I>FRFR1> FMFELI— FEIBICHENSTTE

EATBEH: £/ 3> - YU—HOLO— FELVEZ They sudy(EERR)DRMICKRS L SlcLa— FOfIEE
BATKEEW, (TVRRAV b - 292 3rBVICLO— FOBBZNT —XATRICIIDOTL & 3)s ROFIEIC
WOTHEEERBL TSIEE L

1. £ 3> « 24 FJU6.1.1 Short-term toxicity to fish6.1.1 BAFEAFEME Y ) v I LT A Z2—h50rder
recordsAR Y F&EIZ Vv I LTLEEWL,

2008-09-29 48 /7 97



mﬂrder endpoint study records

Order endpoint study records

‘ﬁﬂ .
IJ |:|_|1|-|'"-|:. L (19923 fdraft (basic data)

& Dorgerloh (19923 /key

(8] 4 l _ancel

2. B4 75Ky 7 AR Tkey study (EFEBHAE)IHEE LI LI— FEREGEETBTLIETL, KL TMove up arrow
(EXREMZESZ ) v LTZDOLO—FEEEICEL. ZhHSOKRZVERLTLEEL,

3. INTEEMRSEADOLOA—FERYELT,

- 6.1 Aquatic toxicity
=4 6.1.1 Short-term toxicity to fish
@ Dorgerlok (19823 key
e Diargerloh (18520 dvaft (hasic data)

o232 VY—RBADHEDI Y FR1 > MIELI— FETIFPS EDIH375%

ERER LIV RRAY MAKLO— FHESZSHRETNTWVB LYY 3 v DBE. ZDqueryfiter method (FRER/EFLNT
FEAPREDL I— FETREPLEVRITEDICTAVSNBTES S,

La—FE®RELEDIFB i8I

=+l
L4793y Y=« RAYDEA P ILIN—DTFICEH BFind or Filter pane 51 (IR% 3 3 LNEEFL DT DAL V)T
21) w7 LTAS,

2. B2 e O— FRDBETREEAEAANLTLLEEL, T5& ZORADBREREZSEINTCOLI—
FOEDIFSNEBICRTRENE Y, fc& AR, DorGIAFRFE)EIOXFINTHESIANTOLI—FH
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BIRENZE T, [FRE REICIE TRE 51 TEGLC TEEG) THB]  'Dorkey' & AFIT HE Dorgerloh (1992)/
key@Ld— FHARDOHVET,

& havigation = 0O

§

rQuew results rﬁ Section tree |

v Dortkey™ i3

Eit_ b Ecotaxicalogical Information
I":'Pt_ b.1 Aquatic taxicity
Eft_ 6.1.1 Short-term toxicity to fish
@ Dorgerloh (19923 /ey

Tip
Use wildcards (*) for any characters preceding or following a search string.

TAIV FH— FOZRLEVNFOREDOEEDEBFE LTEALTIEL,

023 26.11DHFREFENE O/ MIERERDIHDDENEI G T— 2 DA E

EHYT 256 . R2MEREDNSAFAETHY . ONX MNARENEERT BDICERTESELLET, TOXRET
ERY 2EHITIE. Detail Level ¥l L N)b)all fields (£ 7 « — IV ICDOWTRB L. TV FRA Y M HAREHNOETEIRSIN
DFET—REARAR) 7. Qi EFreetextT > TL— FOER. 714 —ILFORETOY 7 TOEBEEDOLUVEZ.
JyFTF+X 74—V FOFEREFRICERINRDT7 Yy FO— K, ZLT. ZOMDEEREICOVWTERE TS
EERBEVELTVET,

1. 9 3>Y)—dd L a— F'Dorgerloh (1992)key' &= B DI ZNEZ 717 ) v 7 LTHEWTLEEWL,

2 W= b—EDEditR 2 Y D20y 5 LT, Z0OL0— FEEETEI LT EE,

3. La—F 24 ML - N—DTFIcdH BDetail level FEALANIV)REZVE I v I LTRRENZ AZ21—h
5. "alfields' (7 1 —Ib FEER)ZEFRL T EEL,

4. "Administrative Data" (BT —2)/I\—k :  FTDRYU—r 3y FORBILHED TPurpose flag(BMT Z v )
T 14—V RFEBHTLEEL, £ T, "robust study summary'(E/\A MBS F v IRy I ZAERIRL, %
5957 14—V FOMRERHIZEASN LT EEL, (EE Reliability{EfEE7r—IV F&Rational e for
reliabilitySHEEOERIZET. ZTOMEETTHLONR FVARBERDODANERZTHS. ANTBEIC
TUEY, )

2008-09-29 50797



L Endpoint study record: Dorgerlah {19 ey =

Detail level Adm inistrative Data Data source Materials and methods

all fields - Results and discussions Owerall remarks, attachments Applicant's summary and conclusion
Administrative Data
Purpose flag |key study % |B robust study summary D used for classification D used for M3D35

Data waiving | % |E]

Justification for
data waiving

Reliablility | ) |B|

Ratianale for
reliability

Study result type |Exper\men|al result . |B| 4, | Study period |May 12-16, 1999 < |
|

ANi#EED:

study period: May 12-16, 1999

5. "Test materials"(FE&F4%4)/ \— b

. Details on test material FAERMEIOFFEHAT « —IV FIGEIMMEREADLTLLIEEL, Z0D

TA— I ESALDTFDTY—FFZ b - v TL— b - PA V550w 5 LT EEN, B
ETU—FFR b - FUTL—b - 447AY - Ry 42T, PELBEEEBLLEE. ZOMOESR
ETATHBRLT. Z0OTU—F%Z F5YTL— FEEELTEEL, FORIU—2o a3y bic
RENBLSICERLTLEEL,

. Confidential details on test material SHERMEIDFEM(ERER) : ZU—FTFAb TV
ZL— bH 5" Lotbatch No."DIBEZFEIRL. TORIU—r2 3y MIRENTWAESILT—42%
ANLTLKETY, (ER TOT74— IV FICEERETRTES L SEEHREG - EE. A, ov
MINYy FBE)VEEOHBINETHB, xS, ThICKVERDHRIBEHEIVRAR— T 71ILD
S5ZNES5LT—2EENDNTZBTEHDTEDZNISTHS),

. Details on properties of test surrogate or anal ogue material 100 D&% % UFEELL
DABMEOUEICREIT 25 : TOT 14— IV FIEEDEXICLTEWVWTLKEEWL, EWS50D. 2D
74 —IVFIE. thD—DDE. fzE A, BLUIELREBIMED S FidriA ik (read-across) DIFHITD
HMERT ZODBEUTHBH5TY,

Details on test material

i | X

- Analytical purity: 97.2%
- Stahility under test conditions: good
- Storage condition of test material room temperature

Confidential details on test material

i | X

- Lot/batch Mo 0270399

Detailz on properties of test surrogate aor analogue material

i | X

AT 4B
- Analytical purity: 97.2%

- Stability under test conditions: good
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- Storage condition of test material: room temperature

- Lot/batch No.: 02/03/99

6. "Test organisms"(FREREYN)/S— k. Details on test organi smeiREREYDEM : 7V —FFA b FU T
L— FEEREE, RORV V=22 3y MTRTKSICATLTLEEL,

Tip
5 4 —Ib KO_EI2d B Unfold button(BERE V) P &4 U w4 LT, 74 —Ib K5 RE

LTLZ&EL, Fold button(rEh % >) v’é—7') v LT, REBEEZRIMELTCEE
Ly,

Test organisms

Test arganisms (species)

|Oncnrhynchus mykiss » |E||

Details on test orgahnisms

| X

- Commaoan hame: golden orfe

- Source; Commercial Hatchery ABC, Stockton, UK

- A ge at study initiation {mean and range, 500 no data

- Length at study initiation {length definition, mean, range and 50): average total length: 5.0 +/- 0.2 cm
-'Weight at study initiation {mean and range, SD): 4.3 +/-04 9

- Feeding during test; none

ACCLIMATION

- Acclimation period: 12 days

- Acclimation conditions (same as test or not); yes

- Health during acclimation {any mortality observed): no

AF14#Eh:

Oncohynchus mykiss

- Common name: golden orfe

- Source: Commercial Hatchery ABC, Stockton, UK

- Age at study initiation (mean and range, SD): no data

- Length at study initiation (length definition, mean, range and SD): average total length: 8.0 +/- 0.2 cm

- Weight at study initiation (mean and range, SD): 4.3 +/- 0.4 g

- Feeding during test: none

ACCLIMATION - Acclimation period: 12 days
- Acclimation conditions (same as test or not): yes

- Health during acclimation (any mortality observed): no

7. "Test conditions" GRERSAF)/ N\— M RD AV =22 3w MTRENTWAS K SIT, HardnessEE, Test
t enper at ur esXEREE. pHpH, Di ssol ved oxygenia7#E£Z. Noni nal and measur ed
concentrationsERERELAEEEEZANLTLIEEL,
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Test conditions
Hardness
40-50 ma/L CaCO3 |l
|+
Test temperature
20 +/- 1 °"C (Temperature in one of the control solutions measured at beginning and end of test) =
|+
pH
7.3-7.6 {controls ); 6.8 - 7.5 (500, 1000, 1800 mg/Ly; 5.4-3.6 (3200, 5800 ma/L) |l
|+
Dizsolved oxygen
magfL 02 8.5-8.7 inallwvessels {0 h); 5.1-8.3 at 3200 mg/L {& h); 6.9-7.6 in all vessels {45 h) =
|+
Salinity
-
|+
Maominal and measured concentrations
Mominal: 0, 500, 1000, 1800, 3200, 5300 mg/L; for measured concentrations see Table 1 =
|+

AN1#EED:

Hardness: 40-50 mg/L CaCO3

Test temperature: 20 +/- 1°C(Temperature in one of the control solutions measured at beginning and end of test)
pH: 7.3-7.6 (controls); 6.8-7.5 (500, 1000, 1800 mg/L); 3.4-3.6 (3200, 5800 mg/L)

Dissolved oxygen: mg/L 02: 8.5-8.7 in all vessels (0 h); 8.1-8.3 at 3200 mg/L (6 h); 6.9-7.6 in all vessels (48 h)
Salinity:

Nominal and measured concentrations: Nominal: 0, 500, 1000, 1800, 3200, 5800 mg/L; measured concentrations see Table 1

8. "Test conditions"(GRERSZ M) (5E). Details on test conditionsiRERSZEDEM : KDRX YY) -3y bD
RENBESITTV—FTFAMEBERLTAALTTEL,

Details on test conditions

i | X

TEST SYSTEM

- Testwesszel 10 L all-glass aquaria (30x22x24 cm)
- Type {delete if not applicable): open

- Aeration: slightly aerated

- Mo. of organisms perwvessel: 10

- Mo, of wvessels per concentration {replicates); 2

- Mo, of wessels per contral {replicates): 2

- Biomass loading rate: 3.9 g fish per L test water

TEST MEDIUM ¢ WATER PARSMETERS
- Source/preparation of dilution water: synthetic, prepared as described in test guideline
= Alkalinity: 0.8 mmol/L

9. Any other information on materials and nethods incl. tablesRESEGHEEAEICET ZE
BEDZOMDIER : MiH>TEELTEVRB IV I ZOMOFARIEEERET v 7O—FLTRDLS I
JyFTFFAMT4—IVFIZAALTLEELY

cUYFTFFRNIT 420DV —)VIN\—EDOpen file(7 7 1 IV )RR ‘/m%7 Dy LTS
lI\O

. RRENB0penZA 7O Ry VADS, HLEIEHDZDT 14—V RIC7y7O—FLEEWI 71I)b%E
BIRL T, OpenRE2>E Iy I LTTFEL,

. BICRERELTIEEL,
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Any other information on materials and methods incl. tables
D S 20 @A SH OSCDM-ODEE0 EEEEAT ®
5= i | & &

Marmal ~||Default font -| “a | B 5 Ul

Tahle 1: Nominal and measured concenirations at 0 and %6 h
Measured concentration (mg/L) results

Morninal a 500 1000 1200 3200 5200
concentr. {control)

Range 497 7 - 177 - na. 5712
{Tnin -} S0 5 1006 1212 5274
Iiledian

Iilean® + st. 4090 7 Q08 5 1799 5 57193
deve.

¥ of notninal 100 ) 0o 00g

{ref. to mean)

*Basis: mean of 0 and 56 h measurements

10. "Results and discussions"((&R & ZR)/N\— M RDRT ATV =23y MIRETNTWA K SICE fect
concentrationsfZERET7 4 —ILF 7Oy VITEBIMMGHERET—42. Details on resul t siERDEF
M7=V RICEEZEAADLTLLIEE L .

Results and discussions

Effect concentrations

Duration | Endpaint | Effect conc. | MaominalfMeasured Conc. bazed an Basis for effect | Rem:

96 h LCEO = 1800 mg/fL meas. {initial) test mat. martality
96 h LCo 500 mgjL nominal test mat. martality
96 h ECO 250 magjL nominal test mat. behaviour (swimming)

| Eadd. |
Detailz on results

i | % a

- Effect data: From 10 fishes dies 0 at 500, 2000 mgyL; 2 at 1800 mg/L; 4 at 2500 mg/fL -

- Behavioural abnormalities: narcotic-like state, tumbling at => 500 mg/L
- QObservations an body length and weight: no data

- Other biological observations: no data

- Mortality of contral: 0

- Other adverse effects contral: none

- Abrnormal responses: no data

11. "Administrative Data"(BEE 7 —®)/\— I Rel i abi | i t y{S§81 & Rational e for reliability{SfEMHEICHTS
BRI HBRREEH2VIEERMOFENZREICE DV TANHPBETHY ., TNDZT—20+5E
(adequacy)ICEDWTANTZHELGHVET, ROLSIHMEBLTLEEL:

« 24 PIVIN—DETFTDFES — 3 7 /I\—IcH B "Administrative data" (BB T—2)J %7 1) v L.
BEEZON—MII v TLTLEEL,

Tip
ZFDFEHE—2aVN—DLEDY VoL, i, FEICEBETY RECY MR
La— FOBEIcERTARRICIEET, 550, &UEEDSHS, Ex

I¥. "Results and discussion"(fE5R & ZR)DIFEDR N DIRE. HBLId. BHEEIRD
TEWBRICERITIIBE T,

. Reliability{SfEE7s—JV K& Rationale for reliabilityEfEEICNTZERTZ—IVF
B, RDRAY V=22 3y MERENTVABESICATLTLEELWL,

. "Applicant's summary and conclusions"(EREEE DB EEERD) V0 &I Vv I LT, TDIN=VIcI+v VT
L. MEBLTLEEL,
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[all fields |

Administrative Data

=

Purpose flag |key study “\|E] rnhust study summary Dusedfnr classification Dusen for MsDS

Data waiving | “\|E]

Justification for
data waiving

Study result type |experim ental result Q |E]| ‘R| Study period [May 12-186, 1993 ‘\|
N

Reliablility |2 irelizble with restrictions) Q |E]|

Rationale for
reliability

Comparable to guideline study with acceptable restrictions: Slightly higher loading (1.2 g/Ly than recommended by OECD 203 {1 g/L) not expected to have a
major impact on test result.

12. "Applicant's summary and conclusion"(EREEE DB & #538)/N— | -

Executive summary
Prr:Jl.'%.-l@Aan@lmlmwlmmmlaﬂ*-mmalﬁ mEy A
Marmal vaefauItfont v]ﬂ v]A' B F O = HEN

In a 96-h acute tomeity study, {commen name and scientific name} were exposed to {test chemical} at {nominal and measured}
¥, g ai/L} under staticflow through conditions. The 96-h LCSD was

n—
8=
E=

concentrations of {0 (control, solvent control), Hyo Ey, Egeeees

...... mg aifl. The ECSD and NMOEC values, based on mortality/sublethal effects, were ... and ... mg ai/L, respectively. Sublethal

effects of {list effects} were observed in the groups exposed to [list corresponding concentration(s)] of {test material}. Based on the
results of this study, {test material} would be classified as {toxcity classification} to {test species) i accordance with the classification
systern of the 713, EP A

This tomcity study is classified as {acceptability classification e.g acceptablel unacceptablefsupplementary} and {satisfies/does not
satisfyr} the gudeline requirement for [indicate study type and species] toxcity study.

Results Synopsis

Test organism sizefage (mean wet weight or length):
Test Type (Flowthrough, Static, Static Eenewal):

LCSD: [ mg aiil} 5% CL: (o te . omgaldl)
WCOEL: {.... mgaiil} Probit Slope: {...... 1
ECSD: [ mg aiil} 95% CI: {.. to .. omgaidl}

© 2008 BARILET ¥
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C.5. Printing the Substance dataset

The tutorial in this chapter shows how to print

. an Endpoint study record with basic fields only
. an Endpoint study record with all fields

. the complete Substance dataset

Step-by-step guide

To print the sample Endpoint study record "Dorgerloh (1992)/key" with basic fields only

1. Right-click this record in the section tree or select the Print command from the File menu.

2. The Print assistant comes up and guides you through several steps of a self-explanatory Print dialogue: Verify or change the
default properties, for which the record shall be printed. In Step 5, select the detail level "Basic level". Specify output path, file
name and other print options, and click the Finish button.

3. Open the html file from for viewing it.

To print this record with all fields, follow the same procedure, except for selecting detail level "All fields - including confidential test

material information”.

To print the complete dataset

1. Double-click any record in sections 0 to 3. Make sure one of the subsections is displayed in the data entry window, e.g.
section 1.1 Identification.

2. Select the Print command from the File menu.

3. The Print assistant comes up and guides you through several steps of a self-explanatory Print dialogue: Verify or change the
default properties, for which the records shall be printed, specify output path, file name and other print options, and click the

Finish button.

The following screenshot show part of the print-out of the sample Endpoint study record:
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icLos

Printing Dste 2007-03-31 19:21:16 CEST
Restriction of specific regulatory purposes
EU: BPD, EU: PPP, EL: REACH, CA: CEPA, CA: PCPA, JP: CECL, DECD: HPVC, US: EPA HPWC, US: FIFRA, US: TSCA, other:

Corfidentiality

CBIL P, no P&

Orwmer ethanol fictitious sample for IUCS manual) / ethanol / Ethanal / ethanol / 64-17-5 / LE Sample Company / Hometown /
Ireland

Drwmer lagal LE Sample Company / Hometown / Ireland

ertity

Endpoint study record: Dorgerloh (1992)/key

uuio IUCE-1539298 5-0ac-4e6b-8b7 b-7 73777 151564

Dossier UUID [

Auther IUCLID sample user / LE Sample Company / Hometown £ lreland

Date 2007-03-31 12:08:03 CEST

Remarks

Administrative Data
[l

Purpose flag key study (#) robust study summary () used for classification () used for MSDS

Studyresuittype  experimental result experimental result lay 12-16, 1959

Relizblility 2 (reliable with restrictions)

Rationale for Comparable to guideline study with acceptable restrictions: Slightly higher loading (1.2 g/L) than recommended by OECD
reliability 203 (1 g/L) not expected to have a major impact an test result.

Data source

Reference

Reference publication
type

Author Dogerloh M, Miller EM & Murphy L Year 1894
Title Acute toxicity of sampleX to rainhow trout
Eibliographic J Agu. Toxicol. 12 234-237

source
Testing Report
|aboratory na.
Orwmier
COTmpany
Company Fepor

The complete print-out is shown in chapter D.4.7.13 Printing Endpoint study records.
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UCLIDRELZIF— TFX +

- BEFEDH
- BX3E

C.6. FYIT(—AXE)DERK

ZDEDF1—bITIVE PV IOEREEETIIETY., ZOHEZMRITRAEEECSKIThE>TVE
ER

F

F2 TlE. Substance datatzy MIREFEESNIERT—25EEFAHFZILETIE—LEEDTY, FEERES S

</ 3 > (Ownership protection option )& ERE CET. £33 E FVITEELITRETNIEI Y FRAY MK - BEY

LO—FE#IE—TNEVWESICTBRTENTEET, Thid. FYIHBDAICARTREEE>TWTH, B
BEDPIVFRFRAV L - LO—FEIE—STEERLEWSEITE LTEEETT, HAICDULNTIZD.8 Dossier

(create Dossier and browse Dossier data) & & & < f2E Ly,

A7y T eNA + XT7v T H1F

SubstanceT —Z 2 b DFeHD K TEEHT Bfcdlcid. ROFIEICHE>TLRELY

1L & LIRER—LEETEIINIZ, Home/tii—L\tCEo'C’;‘l AT INFINBEIL TS IEEL,

2. Substancefl& = OTFIcdH B, UpdateEFHE I U v I LTLEEWL,

3. Query resultst&FFERNA ~ TlIDEESubstance(THbOBRILT—2 Y MNEHI U v L. ®RE
NBAZ1—T. Create dossier Y TERIA Y FE I U v o LTLEEL,

4. Create dosseier assistant( K < T{ER 7 XA 2 > 1)iRiE:Dossier creation wizard MR, ATy 7D 4
AVYOJEZRALTKNET : 774V MET EbE, EOLI—FE RV IICEDHZINELZRD
BB EERELIZEEL. ZOFYINEORERESEALT. FinishETRZ2EZ 7)o LTLKE
g AN

5 {ER LTe K THNavigationF E5°—2 3 0« >~ RO DF LWL 2 J(2 7 4Fl&Componentsi& i) ICERN
¥9, bbb

. F¥IZhBs:

o FoT« 214 MVICIK. FYIDFTVTL— 247, Substance/BIBY)E . CASE
5. Legalenty;EA. B, Zhilc. A—FEBBHETENTLET,

o R TERBGBIE TANI LI B TiER b Dat entry windowr —% « TV kU « T4V K
JICRTRENE T, TOFERIE) — FA U —EGHIRYER)TY, EElTDossier
subject K T X BICERBEIAEETY, TORIU—r2ay b ETELEEL,

o R IEGEDERY 1V K

. FYITERDRIC T o feSubstance T —2 v I,
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. Substance)' & [Z8& L T L> % Reference substance S B4 E,

. Substance#IEH\EI W) & L TL>BLegal entity,

RDRY1)—>< 3 MlEDossier components ¥ TH8RE & Dossier information < TIEERDFIZR LTS,

Dossier components
. P User-defined name of
B RBIO®| @ Dassier

N IUCLID 5
Ede Edit Co  Window
ComikHR

kil B coocoier BEACH dos sier formaldebyde 151 Draft

Dossier ternplate type /
wersion

ame REACH 0 -

~Tormaldehyde § RefSub. sample 1 (fos
8] RefSub. sample 1 formaldehyde) f S0-00-0

L LE Sample Compary Name {ghven by user) REACH dossier formaldebyde 15t Draft
Dossier subject
Mame || J Rafsub. sample 1 /50-00-0 / LE Sampie Company

Submitting legal entity |
Components: Bl LE Sample Cempany

WVersion 2007-03-01

=Substance Dossier creation date/time |20
“Reference Substance Dossier submission remark For intermal reviearonly

=Legal Entity
used in categery . .
- Adrinistrative
Type of submission - infarmation
bmi update

I5 the submission an update?

Links to campaonents

Last submission number ]

Reason for updating -

Further to a request/decision from regulatory body

[ ¥ 2 @

Spontaneous update
[ ¥ & ¥
Registration dossier specific information
Review by an assessor
Remarks Dossier Information
window ‘
B information =pn

L1 mformation |1 Moicuon story | &

Type ‘ 5 Dossier 1

uuio ‘IU(S- 49d34b65-6bb7-4012-Bac6-1al 773305 bal

|~ Dossier UUID
Zﬁ—j Dossier UUID ‘lU(S' 49434063 -6bb7 -4012-Ba06-Tal 773315 bal

| | # LE Sample Compa =/ IUCLID sample user | &

© 2008 BE(LFEITERBR
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C.7. Exporting the Substance dataset

The tutorial in this chapter shows how to export a complete Substance dataset or individual records.

Step-by-step guide

To export the complete Substance dataset

1. Click the Query results pane if it is not already active or select the command Update Substance
from the IUCLID Task panel.
2. Select the Substance dataset to be exported:
. Either right-click it and from the menu displayed, click the Export command.
. Orclick it and then select the Export command from the File menu.
3. The Export assistant comes up and guides you through a several steps Export dialogue: Verify or
change the default properties, for which the records shall be exported, specify output path, file name and

other options, and click the Finish button.
To export individual record(s) of a Substance dataset

1. Right-click the record name in the section tree and from the menu displayed, click the Export
command..

2. The Export assistant comes up and guides you through a several steps Export dialogue: Verify or
change the default properties, for which the records shall be exported, specify output path, file name and

other options, and click the Finish button.

For more information, see chapter D.4.7.14 Exporting Endpoint study records.
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C.8. Importing the Substance dataset

The tutorial in this chapter shows how to import a complete Substance dataset or individual records.

Prerequisite is that you have a I[UCLID export file stored on your computer, e.g. as created in the preceding exercise

(see chapter C.7 Exporting the Substance dataset). If you import an already existing Substance dataset, any

identical records will be automatically deselected by default. To test the import of a Substance dataset that is not yet
available on your IUCLID installation, you may delete the Substance dataset after exporting it (right-click it in the

Query results pane and select the Delete command).

Step-by-step guide

To import a IUCLID export file of a Substance dataset

1. Go Home to the Task panel if you are not already there.

2. Under Import > , click Import.

Import
Import data from other ILCLID S systems

Import, Bulk import

3. The Import assistant comes up and guides you through a several steps Import dialogue: Select the input
path and file name; verify or change the default properties, for which the records shall be imported,

select/deselect all or individual records to be imported, and click the Finish button.

For more information, see chapter D.14 Import (import data from other [UCLID 5 systems).
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C.9. Making annotations

The tutorial in this chapter shows how to make annotations on records on the raw data level and on records provided with a Dossier.

Introduction

The Annotations feature is primarily designed for the use by regulatory authorities, e.g. the European Chemicals Agency or Competent
Authorities of the Member States, when evaluating the data submitted by the applicant. However, it may also be used by the Legal entity

compiling a Substance dataset, for example, in the context of the internal review process.

The Annotations feature can be found on the Annotations tab of the Information window, which is provided just below the Data entry

window, as shown in the following screenshot:

’ﬂSamplex / LE Sample Company - IUCLID 5
Eile Edit GCo ‘Window Help Puging
COQMIHE|Z

Substance identification
Chmlcunme|s.mm!x o[z

I‘]_l
Kl

Legal entity flags | ]
&% 0 Related Information
& 9 1 General Information Legal entity | %l LE Sample Company \l@ 4
-8 2 Classification and Labelling . o
- 3 Manufacture, use and exposury LD | ¥
W 4 Prysical and chemical properid Third party | al> &
% 5 Environmental fate and pathma = E
% 6 Ecotoxicological Information Role in the supply chain
B 7 Toxicelogical information Role
W 8 Analytical methods * g=| *
¥ % Residues in food and feedingst Role: | | Manufaciurer Im porter Only representative | Downstream user
% 10 Preliminary: Effectiveness agal
¥ 11 Cuidance on safe use Reference substance
B 12 Litersture search —
® 13 Assescment Reports | — al 0dIE S0
B 3¢ TechniData Test Section T el el
Composition | a, 'l ( Data e ntry
origia| & window
Trade names
) Trade names flag | i
Section tree
Hame
pane
g Add o] Y Lelet
Contact person
Person flags | "
Title 1
| <~ Information
First name | - N
window
Y] e b 2 gl
| | LE Sample Compaw|  IUCUID sample user I S 99

You can minimise / maximise the Information window by clicking the respective Minimise = or Maximise

D button in the upper right corner of the title bar of this window.

An annotation record consists of the following three tabs:
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. Data: Constitutes the actual annotation entry screen.
. Information: Contains general technical information:
o Record ID: Displays the UUID (Universal Unique IDentifier) assigned to the annotation record.
o Linked record ID: Displays the UUID assigned to the record the annotation record refer to.
o Linked record type: Displays the type of the linked record.
o Linked record date: Displays the date of the linked record.

. Modification: Shows the modification history of the current annotation document.

Annotations can be created for any IUCLID element. As a general rule, the Annotations tab provided in the Information window is related
to the very record displayed in the above Data entry window. This can be the Dossier, an Endpoint study or summary record of any

Substance contained in the Dossier, the Legal entity or the Legal entity site, etc.

For more information, see chapter D.4.9 How to use the Information window.
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Although sections 0 to 3 of a Substance dataset are technically handled as one record in IUCLID (see chapter D.4.6.1 Differences between sections

0 - 3 and sections 4 - 13), individual annotations can be created for each subsection. The following hands-on example demonstrates how to manage

an annotation record for an Endpoint study record. The same principles apply for annotating any other IUCLID element, except that the Annotation

template for Endpoint study records provides additional endpoint-related annotation fields.

Step-by-step guide

To add an annotation related to the sample Endpoint study record

1. Find the record "Dorgerloh (1992)/key" in the section tree and double-click it to open it.

2. In the Information window, click the Annotations tab to access this feature.

nformation

~ Annotations [0

L g fa

S| BFE S| H|F

Madified | Status |Authorityf0rgani..l Remarks File name Data waiver acce...|Agreement with ... Reliability U

3. On the Annotations toolbar, click the Add button :a'

4. In the Annotation template appearing, complete the appropriate fields, as shown in the screenshot below. In the fields Concl usi ons

and Execut i ve sunmary, the submitter's proposal may be adopted or revised as appropriate.

5. Click the Save or Save with comment button if you wish to add any comment, which will appear in the modification history only.
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‘gAnnotation

Edit the annotation

Lol authorl.ty.." |LE Sample Company f Hometown f lreland -
organisation

Annotation status |draft \-‘\|E]| \.‘%|

Agreement with applicant's summary

Data waiver acceptable | "§|E]| a
Reliability |2 reliable with restrictions Q |E]| a,
Remarks [=3 | b4 Freetext Template {deletefadd elements and edit text set in [...] {if any) as appropriate):

MATERIALS AMD METHODS
- Details on test conditions: Minor comment: The slightly higher loading (1.2 g/L) than recommended

by QECD 203 (1 g/L} is not expected to have a major impact on the test result.

Crossreference to a,
other study

Conclusions

Beatvesummay [ g 12 IR 40 @ 00 D00 FPO0DE0 BEEM ]
EEr Y

|[N0rma| v]|[DefauItf0nt v]|[ v] A B 5 U |

Attached regulatory authorities’ evaluation

=] [ Save with comment... ] I Save I [ Cancel ]

Infarmation =8
Annotations
SR REREIE R AR AN
Modified | Status |Auth0ritw’0rg... & | Remarks File name Data waiver acce...|Agreem ent with a...| Reliability
2007-04-0118:... draft LE Sample Comp... MATERIALS AND .. 2 reliable with re...
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The Annotations feature can also be used to make annotations on any Dossier component and any record withing each component. As a
general rule, the Annotations tab provided in the Information window is related to the very record displayed in the Data entry window.
This can be the Dossier, an Endpoint study or summary record of any Substance contained in the Dossier, the Legal entity or the Legal

entity site etc.

Any annotations made on raw data are not included in Dossiers. Vice versa, any annotations made on Dossier

data are confined to the Dossier and are not related to the corresponding raw data records.

Step-by-step guide

First the Dossier needs to be opened as follows:

1. Go Home @ to the Task panel if you are not already there.

2. Under Dossier Dj click View. A screen comes up with empty windows on the right side and a Query results pane on

the left (below the title bar Navigation) showing all Dossiers available in your local I[UCLID installation or the network you
are connected to.

3. Double-click the desired Dossier to display it in the Components pane together with all its components, as shown in the
screenshot below.

4. If there is a large number of Dossiers listed, run a query as described for Substances in chapter D.4.3.2 Querying for a

Substance in the Query results pane.

5. When the desired Dossier has been selected, it is displayed in the Components pane together with all its components, i.e.:
. The Dossier itself:
o The Dossier title includes the Dossier template type, the name of the Substance / Reference substance,
the CAS No., Legal entity, date and the user-defined name.
o The Dossier information entered during the process of Dossier creation is displayed (read-only) in the
Data entry window.
o The Dossier-related Information window including the Annotations tab.
. The source Substance dataset (in bold).
. The Reference substance referred to in the Substance.

. The Legal entity the Substance is assigned to.
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N ucLID 5
Eile Edit Go Window Help Flugins

COMBER | ZR|2|+30

8 Mavigation

w+ ethanol {fictitious sample for IUCS ma

@ ethanal f Ethanal § ethanol f 64-17-5
%1 methanol § 67-56-1

H. LE Sample Company / Hometown [ lreland

Dossier header

Dossier template

Mame |RE&CH Registration 100 - 1000 tonnes

Wersion (2007-03-01

Mame (given by usery |Sam ple dossier UCLID Manual) '7\|

Dossier subject

Mame | o Ethanol fictitious sample for IUCS manualy / ethanol / Ethanol / ethanol / 64-135 ||§”E|

Submitting legal entity | 5 LE Sample Company / Hometown / Ireland Q, |@|z”§|

Dossier creation date ftime |2007—D4—01 19:01:54 CEST

Dossier submission remark

|:| used in category

Type of substance

nnotations

SlddFE 2> X7
Modified | Status Authority forganisation | Remarks File name
2007-04-01 19:03:14 C... final LE Sample Company f H... dummy remarks
| »
| [‘! LE Sample Company f Hometoum f Ir'] IUCLID sample user @ @

To add annotations to the Dossier, open the desired Dossier component and navigate to the element where you wish to comment on. For

example, add an annotation to the Dossier itself or open the Substance dataset, navigate to Endpoint record(s) and add annotations

related to these records. As to how to create annotations see the preceding exercise.
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C.10. Logging out
To log out from your user account or exit IUCLID, select the respective Logout or Exit command from the File menu.

" IUCLID 5

= Edit Co  Window  Help

u:ugin...

Pluginz

YD BR[O D @

Logout
(B Administrative tools 3
Mewy ]
H Sawe Strg-3
IE_ul, Sawe with comment...  Strg+Umschalt-3
[# Edit item Strg-E
Wiewy item Strg-i
Eﬁ Create dossier... Strg-0
’J',.. Export... Strg-F
Info... Fi1
r'_“}".i Print... Strg-F
x Celete item...

Exit

T ]

IRV ERIGHES
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This chapter provides specific guidance on the content of all

IUCLID sections and subsections, which includes guidance on
all data entry fields. The instructions on Endpoint study records
of sections 4 to 10 are completely based on the help texts
provided with the OECD Harmonised Templates (see chapter
D.4.7.1 What is an Endpoint study record?).

All help texts are accessible as context-sensitive online Help by

selecting the Help button & on the toolbar or pressing the F1
key on the keyboard (see chapter A.3 Online Help).

Note

Section O Related information is actually not a
data entry section, but gives an indication of all
associations existing between a Substance
dataset and Templates, Categories and Mixtures.
In Substance datasets, the following subsections
are provided:

. Section 0.1 Templates: So-called Inherit
Templates can be added to a dataset and
are then indicated as links (i.e. Template
datasets serving as containers for Endpoint
records which are "inherited" to a dataset).
In addition, Endpoint records can be copied
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from so-called Copy Templates. For detailed

guidance, see chapter D.5 Template
(Create and update Template

related information).

Section 0.2 Categories: Links to all
Categories are provided which the
Substance dataset under consideration is

related to as member of these chemical
categories. For detailed guidance, see
chapter D.6 Category (Create and
update Category related

Information).

Section 0.3 Mixtures: Links to all Mixture
datasets are provided which the Substance
dataset under consideration is related to as
a component.

In Mixture datasets, the following subsections are
provided only:

. Section 0.1 Templates: as above.
. Section 0.4 Related Substances:

Substance datasets related to the Mixture
as components can be added and are then
indicated as links. For detailed guidance,
see chapter D.7 Mixture (Create and

update mixture related
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information).

For more information, see chapter D.4.6 How

to manage sections 0 - 3.
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E.2. [2] Classification and Labelling

The classification and labelling is divided into two subsections:

1. Subsection 2.1 GHS contains the classification and labelling information according to the Globally

Harmonized System of classification and labelling of chemicals (GHS).

1. Subsection 2.2 DSD — DPD contains the classification and labelling information according to the
European directive 67/548/EEC for classification and labelling of substances and according to the

European directive 1999/45/EC for classification and labelling of preparations.

The European directive 67/548/EEC for classification and labelling of substances is also known as the Dangerous
Substances Directive (DSD). The European directive 1999/45/EC for classification and labelling of preparations is
also known as the Dangerous Preparations Directive (DPD). The implementation of this section is done in a generic
way, i.e. the same section is used both for preparations (mixtures) and substances. Therefore the name given to the

section is also generic and includes both directives.

Caution
Mixtures (also known as Preparations) and their classification and labelling information
should be entered in the dataset specially dedicated to Mixtures. See chapter D.7.2

Creating and populating a Mixture dataset for more information on mixtures and their

implementation in IUCLID.

A Substance may have multiple classification and labelling records, for instance in the case the substance contains
an impurity having specific hazard properties leading to a specific impact on the classification. A Mixture can also

have multiple classification and labelling records for instance in the case of different compositions.

IUCLID offers the possibility to store these multiple records whatever the system used, i.e. GHS or DSD - DPD, by

using the repeatable block functionality (see chapter D.4.5.5.3 Repeatable blocks of fields).
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GHS is arepeatable block section. Click the green Plus button EII} to open the repeatable block. The

data entry screen appears and an empty block is now ready to be filled in. Add a new block for each individual

classification and labelling you may have.

Set the confidentiality/regulatory purpose information for each individual record created. For a description of these

flags see chapter D.4.5.7 Flags used for filtering data.

General information

Name: When a Substance or a Mixture has more than one classification and labelling record it is recommended to
specify a name for each individual record so that they can be easily identified (e.g. "classification with more/equal

0.1% of substance C" and "classification with less than 0.1% of substance C").

Not cl assi fi ed: Check this box if your Substance or Mixture is not classified.

I mpl enment at i on: The GHS implementation can be different depending on certain regions (e.g. EU, Japan,
Australia). Specify the Implementation by selecting from the drop-down list. If none of the pre-defined items applies,
select other:. A text field is then activated next to the list field in which you can enter any freetext. If you wish to

record a GHS for another region, add a new block.

Remar ks: If necessary provide any additional comments here.

Remaining fields: To define the classification and labelling of your Substance or Mixture as required in the GHS, fill

in the fields included in the following sections.

Classification

Physi cal hazards

Heal t h hazards

Germ cel | nut ageni ci ty (repeatable block subsection)

Car ci nogenicity

Specific target organ toxicity - singl e (repeatable block subsection)

Specific target organ toxicity - repeat ed (repeatable block subsection)
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Envi ronnent al hazards

Addi ti onal hazard cl asses

Labelling

Hazard st at enment s (repeatable block subsection)

Addi tional precautionary statenents (repeatable block subsection)
Addi tional |abelling requirenents (repeatable block subsection)
Specific concentration |inits (repeatable block subsection)

Hazard cat egori es (repeatable block subsections)

Not es
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The Classification and Labelling under European directives 67/548/EEC (DSD) and

1999/45/EC (DPD) is a repeatable block section.

Click the green Plus button '# to open the repeatable block. The data entry screen appears and an empty block

is now ready to be filled in. Add a new block for each individual classification and labelling you may have.

Set the confidentiality/regulatory purpose information for each individual record created. For a description of these

flags see chapter D.4.5.7 Flags used for filtering data.

General information

Nane: When a Substance or a Mixture has more than one classification and labelling record it is recommended
to specify a name for each individual record so that they can be easily identified (e.g. “classification with more than

0.1% of substance C" and "classification with less than 0.1% of substance C").
Not cl assified: Selectthischeckbox if your Substance or Mixture is not classified.

St at us: Select from the drop-down list to indicate whether the classification record was based on the Annex |
of Council Directive 67/548/EEC or on self classification following the criteria specified in Annex VI of Council
Directive 67/548/EEC. If none of the pre-defined items applies, select other:. A text field is then activated next to the

list field in which you can enter any free text.
I ndex nunber: Indicate the index number if the substance is classified in Annex | of 67/548/EEC.

ATP inserted: Indicate the firstinsertion in the Adaptation to Technical Progress (ATP) of Council Directive

67/548/EEC.

ATP | ast updat e: Indicate the last update to the Adaptation to Technical Progress (ATP) of Council

Directive 67/548/EEC.
Remar ks: If necessary provide any additional comments here.

Remaining fields: To define the classification and labelling of your Substance or Mixture required by DSD-DPD, fill

in the fields included in the following sections.
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If the classification and labelling is defined for a REACH dossier, according to Annex VI, of
the REACH regulation, for each entry, the reasons why no classification is given for an
endpoint should be provided (i.e. if data are lacking, inconclusive, or conclusive but not

sufficient for classification).

Classification

Indicate the classification or the reason for no classification selecting the corresponding checkbox(es) (or entries) in

the related drop-down list boxes or drop-down combo-boxes:

Expl osi veness

Oxi di si ng properties

Fl ammabi lity

Ther mal

stability

Acute toxicity

Acute toxicity - irreversible danage after single exposure

Repeat ed dose toxicity

Irritation / Corrosion

Sensi tisation

Car ci nogenicity

Mut agenicity - Genetic Toxicity

Toxicity to reproduction - fertility

Toxicity to reproduction - devel opnent

Toxicity to reproduction - breastfed babies

Envi r onment

Labelling

I ndi cation of danger (repeatable block subsection)

2008-09-29

76 /97



Ri sk phr ases (repeatable block subsection)

Saf ety phrases (repeatable block subsection)

Specific concentration |inits (repeatable block subsection)

I ndi cation of danger (synbol s) (repeatable block subsection)

Not es (repeatable block subsection)
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E.3. [3] Manufacture, Use and Exposure

This section covers:

. Description of the technological process(es) used in production.

. Volume information for production, import, own use of the substance and volumes used as intermediates.
. Location of the production and own use sites.

. Availability of the substance in the supply chain.

. Uses and exposure scenarios, exposure estimates.

. Information on waste, biocide product types.

. Specific information for application for authorisation of certain uses of the substance.
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This section enables to provide:

. Information on exposure: The main use category, the significant route(s) of exposure and the pattern of

exposure can be specified.

In the REACH regulation (section 6 of Annex VI), this information is required for

substances registered in quantities between 1 and 10 tonnes per year per
Manufacturer or Importer. For substances above 10 tonnes, it is not sufficient

and exposure scenarios must be prepared.

. Information on the identified uses: This part offers a multi-level structured system enabling to categorise
the type of use of the Substance by using standard descriptors instead of free text information. The
combination of the four levels of descriptors represents the brief description of use as required in the
REACH regulation in section 3.5 of Annex VI and can also be considered as the short title of the

exposure scenario that needs to be prepared for substances above 10 tonnes.

This short title for an exposure scenario and/or the brief general description of a use cannot
replace the exposure scenario itself because the exposure scenario provides, where
required, a more detailed and quantifiable description of the conditions of use ensuring
adequate control of risk. Therefore the short title and/or the brief general description of a
use, as provided in IUCLID should rather be seen as a way to describe a use in general in
the registration dossier as required in Annex VI of REACH. For more information on
exposure scenario and standard descriptors, see "Technical Guidance Document on
preparing the Chemical Safety Report (CSR)". For more information see chapter A.4.1

Other technical manuals.

Uses and exposure
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Overall use and exposure
Enter the information on exposure using the overall use and exposure schema.
Main use category

Select the corresponding main use category per manufacturer or importer. If necessary, more than one checkbox

can be selected.

. Industrial use
. Professional use

. Consumer use

Specification for industrial and professional use

Specify how the substance is used during its life-cycle. If necessary, more than one checkbox can be selected.

. Used in closed system
. Use resulting in inclusion into or onto matrix
. Non-dispersive use

. Dispersive use

Significant routes of exposure

Human exposure

Specify the route(s) of exposure. If necessary, more than one checkbox can be selected.

. Oral
. Dermal

. By inhalation

Environmental exposure
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Specify the environment compartment. If necessary, more than one checkbox can be selected.

. Water
. Air
. Solid waste

. Soil

Pattern of exposure

Specify the pattern of exposure. If necessary, more than one checkbox can be selected.

. Accidental/infrequent
. Occasional

. Continuous/frequent

Identified uses and exposure scenarios

Identified use

The Identified use is structured in a hierarchical way aiming at facilitating the indication of "brief general description

of use(s)". There are several levels of descriptors:

. The first level concerns the Application technique or process. No standard descriptors have been
developed yet, therefore this field is a free text field. Refer to further progress on this aspect in the
context of the "Technical Guidance Document on preparing the Chemical Safety Report (CSR)" to use

appropriate terminology. For more information see chapter A.4.1 Other technical manuals.

. The second level concerns the use category. Under each Application technique one or more Use
category for each type of product (substance as such or in mixture) can be specified for defining further
its technical function (e.g. dispersant, polishes and wax blends, etc.). The standard descriptors are
based on the UC 55 picklist of the current TGD, the UCN codes applied in the Nordic product registering
systems and the ECETOC TRA product category approach. For more detail, refer to the "Technical

Guidance Document on preparing the Chemical Safety Report (CSR)". For more information see chapter
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A.4.1 Other technical manuals.

. The third level concerns the Industry category. Under each Use category, one or more Industry category
(i.e. the sector where the Substance or Mixture is applied (e.g. manufacture of textiles) can be specified.
The standard descriptors are based on a selection of the most relevant NACE codes. In case of Articles,
it is possible to further categorise at that level the type of Article, (e.g. plastic products: toys / rubber

products: tyres, etc).

In case of intermediates, i.e. substances that are used only for transformation into another
substance, the exclusive use of industry process descriptors might not be appropriate. As
the system of standard-descriptors can be expanded with new descriptors, you can always

refer to the updated list and write in the freetext field the appropriate.

Click the green Plus button E:} to open the repeatable block to enter information on each identified use. An

empty block is now ready to be filled in.

Bri ef description: Entera description of the identified use of your substance.

This field is not sufficient for REACH registrations. It is useful for quickly identifying the use

as the information entered in this field appears in the title bar when the repeatable block is

in condensed format (by using the Fold button ﬁ). Nevertheless, the hierarchical

system of standard descriptors has to be used to properly describe the identified use as

required in REACH.

Application technique level

Click the green Plus button E:} to open the second level repeatable block and enter information on the

Application technique/activity. An empty block is now ready to be filled in.

Application technique/Activity: Refertoguidance provided in the "Technical Guidance

Document on preparing the Chemical Safety Report (CSR)" to enter the appropriate terminology to specify the
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Application technique or process in this free text field. For more information on guidance manuals see chapter A.4.1

Other technical manuals.

Use category level

Click the green Plus button Ell} to open the third level repeatable block and enter information on the Use

category. An empty block is now ready to be filled in. If more than one Use category for the same Application

technique has to be specified, add a new block for each one.

Use category: Selecta Use category descriptor in the picklist to indicate the technical function/purpose of

the Substance or the Mixture (e.g. coatings, lubricants, adhesives, inks, textile finishing chemicals, alloys) in which

the substance is applied for end-use.

If none of the pre-defined descriptor applies, select other:. A text field is then activated next to the list field in

The picklist is divided in two different categories of uses and each item is in the list is made

of two parts:

1. Technical function of substance: this category describes the function of the
substance itself (e.g. || adhesion promoter || technical function of substance).

2. Substances and Preparations for final use: this category describes the type of
final product (e.g. || adhesives, sealants || substances and preparations for final

use).

which you can enter any free text..

Avai | abl e as subst ance: For each entered Use category, select this checkbox to indicate whether the

It is preferable to define the || other: || option using the terminology employed in UCN

(http://www.arbejdstilsynet.dk/sw12578.asp#afsa) or TARIC system. If you need to include

an innovative descriptor, use the freetext to describe it.

use refers to the substance as such.

2008-09-29

85797


file:////jcia-file/icca/REACH/HS/IUCLID5/IUCLID/IUCLIDSeminar/works/iuclid-seminar-print-0901006/ch01s04s01.html
file:////jcia-file/icca/REACH/HS/IUCLID5/IUCLID/IUCLIDSeminar/works/iuclid-seminar-print-0901006/ch01s04s01.html
http://www.arbejdstilsynet.dk/sw12578.asp#afsa

Avai | abl e i n m xt ure: Foreach entered Use category, select this checkbox to indicate whether the use

refers to the substance in a mixture.

Industry category level

Click the green Plus button E:} to open the fourth level repeatable block and enter information on the Industry

category. An empty block is now ready to be filled in. If more than one Industry category for the same Use category

has to be specified, add a new block for each one.

I ndustry cat egory: Selectan Industry category descriptor in the picklist to indicate in which sectors of

economy (including private households, public domain) the Substance or Article is used.

As mentioned above, this picklist is based on the NACE system nomenclature (statistical

classification of economic sectors. See http://ec.europa.eu/eurostat/ramon/index.cfm?

TargetUr=DSP_PUB_WELC), Each Industry category picklist descriptor has three levels of

information. See the structure of the following picklist item: || C19 - manufacturing:

manufacture of coke and refined petroleum products:||

. C19 : NACE code 2007.

. manuf act uri ng : fist hierarchy level of NACE 2007.

. manufacture of coke and refined petrol eum

pr oduct s: detailed level of the manufacture of chemicals (or chemical

product).

If none of the pre-defined descriptor applies, select other:. A text field is then activated

next to the list field in which you can enter any free text.

It is preferable to define the [|other: || option using the terminology employed in the NACE

system. If you need to include an innovative descriptor, use the freetext to describe it.

2008-09-29
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Type of article: Selectone or more values in the picklist to further describe the type of Articles if

appropriate.

Note

This picklist is linked to the combination of Application technique / Use category / Industry
category provided upfront. If the use described by using those picklists results in the
incorporation of the Substance in an Article, this should be indicated by using the Article
picklist. The picklist covers Article types from which the substance can be intentionally
released and Article types from which the substance will not be released or released

unintentionally.

No intended release descriptors are based on the product categories used in the Targeted
Risk Assessment tool developed by ECETOC (Targeted Risk Assessment, Technical
Report 93, December 2004). Intended release descriptors are based on an indicative list of
examples discussed in the framework of the TGD for requirements for substances in

articles.

2008-09-29

TIp
Each Article type picklist descriptor has several levels of information: the TRA category
code (when applicable), the descriptor itself and the information of no intended release and

intended release. See the structure of the following picklist item: || C06 - Fabrics, textiles

and apparel: bedding and clothing (no intended release):

. Q06 : indicates the TRA category (ECETOC"s Targeted Risk Assessment
Method).

. Fabrics, textiles and apparel: bedding and
cl ot hi ng: Article type descriptor.

. (no intended rel ease): the substance is not released or

unintentionally released.

If none of the pre-defined descriptor applies, select other:. A text field is
then activated next to the list field in which you can enter any free text.
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It is preferable to define the || other: || option using the terminology employed in the NACE
system or the TARIC system. If you need to include an innovative descriptor, use the

freetext to describe it.

Exposure scenario

A short title of the exposure scenario can be provided and/or it is possible to attach the exposure scenario

document.

For REACH registration dossiers, the exposure scenario has to be included in any case (for
substances above 10 tonnes) in the Chemical Safety Report. This IUCLID section offers a
repository to attach the exposure scenario related to each identified use for better

traceability of your information.

Click the green Plus button l:$to open the repeatable block and enter information on the exposure scenario. An

empty block is now ready to be filled in. If more than one exposure scenario has to be specified, add a new block for

each one.

Descri ption: Enterthe short title of the exposure scenario. It can be the combination Application technique /

Use category / Industry category (Article types if appropriate).

Docunent : Attach the exposure scenario by clicking the Attachment button % and green Plus button

EE' from the context menu appearing. Specify the path and the name of the file to be inserted and indicate any

remarks if appropriate in the Properties window.
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This section enables to provide information on use(s) advised against as specified in the REACH regulation (section

3.7 of Annex VI).

The hierarchical structure of this section is similar to the structure of the Part Identified use in the previous section.
Moreover the standard descriptor system is strictly the same as for the Identified uses. Please refer to all indications

described in chapter E.3.5. Identified uses and exposure scenarios to fill-in the required information.
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This section is a repeatable block section enabling to provide information on waste quantities and composition of

the waste resulting from the production and identified use(s) as specified in the REACH regulation (section 3.6 of

Annex VI). Click the green Plus button EII} to open the repeatable block and enter information on the waste. An

empty block is now ready to be filled in. If more than one type of waste needs to be specified, add a new block for

each one.

Set the confidentiality flag and regulatory purpose. For a description of these flags see chapter D.4.5.7 Flags used

for filtering data.

Estimat ed quantiti es: Enterthe estimated quantities of waste resulting from the production as well as

the identified use(s).

Conposi ti on: Enter adescription of the composition of the waste resulting from the production as well as the

identified use(s).

Remar ks: If necessary provide any additional comment here. (i.e. justify why the information is not available

although it is requested by the regulatory programme).
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E.3.8. Exposure estimates

This section enables to provide information on the exposure estimates related to production and use.

Set the confidentiality flag and regulatory purpose. For a description of these flags see chapter D.4.5.7 Flags used

for filtering data.
Exposure related to production

Wor ki ng envi r onnent : The most relevant moments of exposure related to production should be
described (for instance during filling, weighing, cleaning activities, sampling for quality and process control, in case

of irregularities, etc...). Also, the likely pattern of control (if requested by the legislation) could be provided here.

I ndi rect exposure to humans: Provide the information of the activities of workers related to the
processes and the duration and frequency of their exposure to the substance (if available, enter details concerning
the number of workers involved, level, route and duration and frequency of exposure, could be provided for both
during the working period, and averaged over a longer period during working life). Also, the likely pattern of control

(if requested by the legislation) could be provided here.

Envi ronment : Describe the duration and frequency of emissions, of the substance to the different
environmental compartments, and sewage treatment systems. The dilution in the receiving environmental
compartment should be provided. Also, the likely pattern of control (if requested by the legislation) could be

provided here.
Exposure related to use

Wor ki ng envi ronnent :  The most relevant moments of exposure related to the use should be described,
for instance, during filling, weighing, cleaning activities, sampling for quality and process control, in case of

irregularities, etc. Also, the likely pattern of control should be provided.

Consurmer s: The most relevant moments of exposure related to the final consumers should be described.

Also, the likely pattern of control (if requested by the legislation) could be provided here.

I ndi rect exposure to humans: The mostrelevant moments of indirect exposure related to humans
of the substance (i.e. along the supply chain) should be described. Also, the likely pattern of control (if requested by

the legislation) could be provided here.
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Envi ronment : Describe the duration and frequency of emissions, of the substance to the different
environmental compartments, and sewage treatment systems derived from the use of the substance. Also, the likely

pattern of control (if requested by the legislation) could be provided here.
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