European Directorate  Direction européenne

e =yl Benzaldehyde

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HanmeHnoBaHue Ha BEIECTBOTO . Benzaldehyde
XUMHUECKO HANMEHOBAHHE : GeH3aNIEXuU
EO unnexc Ne © 605-012-00-5
EO Ne : 202-860-4
CAS Ne . 100-52-7

Kox Ha mpoaykra ;201601045

1.2. UnenTuduuupaHn BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yIoTpeda, KOMTO He ce
Nnpenopb4YBaT

1.2.1. UnenTudunupanu ynorpedn

OcHoOBHa KaTeropus Ha yrnorpeba . TIponykThT e npeHa3HauYeH 32 U3CIICABaHU, AHAIH3H M HayYHO-00Pa30BaTEITHH LISIH.
VYnorpeba Ha BelecTBOTO/CMecTa : Camo 3a npodecroHa Ha ynorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTOopHH XMMHUKAIII

1.2.2. Ynorpeou, KOMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 IOCTABYHKA HA HH()OPMALMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMED TIPU CIELIHU CITyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Ocrtpa ToxcnuHoCT (opainHa), Kareropus 4 H302
3a menHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: B. paszuen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusATHH epeKTH 3a 3APaBETO HA YOBEKA M OKOJIHATA cpe/a
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Ertukernpane B chorBercrBre ¢ Pernament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu noribsiuane.
Ipenopsku 3a 6e3omacHoct (CLP) : P264 - Ja ce u3mue pblieTe 10 JAKTHTE H JIMLETO CTAPaTENHO Clie]] yroTpeda.

P270 - Jla He ce siie, ue WM ML OpH yotpeba Ha MpOIyKTa.
P301+P312 - ITPU ITOTJIBIAHE: npu Hepasnonoxenue ce obanere B IEHTHP I10
TOKCHUKOJIOT A unu Ha nexap.
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HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P330 - U3mnakuere ycrara.
P501 - CbabpkaHHETO/CHABT A C€ M3XBBPIIH B IYHKT 3a CHOMPaHE Ha ONACHHU WX CIICLHATHI
OTHaxblH, B CbOTBETCTBUE C MECTHUTE, PETHOHAIIHN, HATMOHATTHI bithinnizg MEXIAYHAapOAHA
pasnopenou.

ETI/IKCTI/l‘paHC B CBOTBETCTBHUE C: U3KIIFOYCHUS 3a BBTPCIIHU OITAKOBKH, KOraTO ChbABPKAHUETO HE IIPEBUIIaBa 10 ml

He ce u3uckBa eTHKeTHpaHe

Hsma nanmgHa JOBIHUTENTHA HHPOPMAIHSL

H(popManus 3a

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
OeH3aIIeXU CAS Ne: 100-52-7 <100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 202-860-4 mg/kg TenecHo Terio)
EO nnzexc Ne: 605-012-00-5

3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL
IIppBa MoMoII IpH KOHTAKT C KOXKaTa . /Jla ce oTcTpaHn MakCHMAJHO Upe3 N30bpcBaHe (C YMCTa U MeKa MONMBAIA KbPIIa).
H’BpBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3JIEJI 5: IIpoTuBONO:KAPHU MEPKHU

TToaxoasu TI0KapoTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKI.H/H/I 3a racCHe Ha noxapu : I[a C€ U3M0JI3BAT CPEACTBA, TOAXOISAIIHN 3a TACEHE Ha ITOXKapHu B CbCEACTBO.

Mepku Ipu aBapMiiHO U3IIyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBaps 32 CIEIHH CJIy4an

ABapuifHu IIaHOBE : Jla ce n30srBa BCAKAKBA M3/IUIIHA CKCIIO3UIIUS.
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I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
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6.1.2. 3a IunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMALIUS

padoTKa u ¢

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Bwx maparpag 1.

8.1.1 HanuoHaTHU TPAHMYHH CTOHHOCTH Ha MPO(eCHOHATHA eKCIO3HIUS M OHOJIOrMYHU TPAHUYHHU CTOHHOCTH

Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HAGIIOIeHHE
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3IyXa

Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Tloaxoasiiy TeXHUYECKU KOHTPOJI:
I{a C€ CbXpaHsABa B z[oﬁpe TIPOBETPUBO NOMEIICHHUE. OOUKHOBEHO CE U3MCKBAT KaKTO MECTHA CMYKaTejIHa BEHTWIAlWs, TaKa 1 BEHTUIIAllUS Ha 06H10T0
TIOMEIICHHUE.

8.2.2. JInuHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE U JIMIETO

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS
8.2.2.2. Ilpeana3BaHe Ha KOKATa

3amMTa HA KOKATA M THAJIOTO:
JlaGoparopHa npecTrika
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3amuTa Ha pBUeTE:
3aIUTHA PHKABULU

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

Hsma Hanm4Ha JOMBIHUTENTHA HHOPMALUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.3. KoHTpo.1 Ha eKCcno3uIusATa B 0KOJHATA Cpea

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

3IEJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XHMHYHHU CBOHCTBA

ArperatHo CbCTOSHHE . Teuyno

IBsT : He e HammuHO
Mupuc . He e manmuuno
I'panunara Ha Mupuca . He e manmuuno
Touxka Ha ToneHe : -26°C

Touka Ha 3aMpB3BaHe . He e Hanmmuno
Touka Ha KuIIeHe 1 179°C
3anamumocT . He e Hanmmuno
I'paHHIM Ha eKCIUIO3UBHOCT . He e Hanmmuno
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e Hanmmuno
I'opHa rpaHHIIa HAa €KCIUIO3UBHOCT . He e Hanmmuno
Temmneparypa Ha pa3narase : 64°C
Temmepartypa Ha camo3ariajaBaHe . He e Hanmmuno
Temmneparypa Ha pa3nazaHe . He e Hanmmuno
pH . 5,9
Bucko3uter, KHHEMaTHIEH . He e Hanmmuno
PaztBOopumoct : He e nannuno
Koedurment Ha pasnpenenesue: n-okranon/soga (Log @ He e nammuso
Kow)

KoedurmenT Ha pasnpenernenue: n-okranoi/soga (Log @ 1,5at 20°C
Pow)

Hansrane na napute : He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCUTENHA IUTBTHOCT Ha mapute npu 20°C © He e Hannuno
XapakTepucTUKU Ha YaCTUIIUTE © He e npunoxumo

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA ONMACHOCT

Hsima Hanmmana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBJIHATENHA HHQOPMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknimoHHA CIIOCOOHOCT

CrabuieH npu HOPMAJTHH YCIOBHSL.

10.2. XuMHu4HA CTA0OMIHOCT

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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He e uszBectHo.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma npu Hopmansa ynorpe6a. Buxre Pazzgen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIA OIaCHU MU3IIAapCHUS.

PA3JIEJI 11: TokcukosoruyHa nugpopmaums

Octpa ToKCHYHOCT (OpaiHa) Bpenen npu nornbiase.

OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BAUIIBAHE)

Koposusroct/npasuene Ha koxara

CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HEeHe Ha OUHTe

CeHCHOWIN3AITHS HA IUXATEHATE THTHINA WIH KOXKaTa
MyTareHHOCT Ha 3aPOIUIIHATE KIETKA
Kanueporennocr

TOKCHYHOCT 3a PEHPOAYKLHATA

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI
OpraHu) — eIHOKPATHA CKCIIO3HLIAS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI
OpraHf) — IOBTaPSIIIA CEe CKCIO3ULIHS

OnacHocT Tpyu BAUIIIBAHE

He ce knacuduimpa
He ce knacuduipa
He ce knacuduimpa
pH: 5,9

He ce xnacudmmpa
pH: 5,9

He ce xnacudmmpa
He ce knacuduimpa
He ce knacuduimpa
He ce xnacudmmpa
He ce xnacudmmpa

He ce xnacudmmpa

He ce xnacu¢uumpa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: Exosioruuna ungo

Exomnorust - 061mo
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa)
OmnacHo 3a BOAHATa cpefia, JbITOCPOYHA (XPOHUYHA)

He npe/icTaBisiBa KOHKPETHA OMACHOCT 3a OKOJIHATA CPe/Ia.
He ce xnacu¢uumpa
He ce xnacuduumpa

Gensanaexun (100-52-7)

LC50 - Pubwu [1]

’ 1,1 mg/l LC50-96 Hour - fish

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

oenzangexun (100-52-7)

Koe¢uiuent Ha pasnpezneneHue: n-okranon/sona (Log 1,5at 20°C

Pow)
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HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpexaaHe Ha OTHAAbLUUTE

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Undgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu naeHTHGUKALTOHEH HOMeP

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OMACHOCT MPH TPAHCHOPTHPaHe

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo I He e npunoxumo l He e npunoxumo

Hsima monmbiaHHUTENIHA HATTUYHA PIH(l)OpMaI.IHH

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHcnopt o Mmope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxumo
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Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, ITpuaoxenue XIV (Cincbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B ITpunoxernne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PernamMeHT 0THOCHO BelllecTBa, KONTO HApyIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B ciuchbka ¢ BELIECTBa, KOUTO Hapyiasat 030HoBus ciioit (Pernament EO 1005/2009): Benzaldehyde

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKyPCOpH Ha B3PUBHH BEIECTBA)

PernameHT 0THOCHO MpeKypcopuTe Ha HapKoTHYHH BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIEIeHH BEIECTBA, U3IOJI3BAHN 3a HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUYHH TN TICHXOTPOITHH BEILECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHoCT (opainHa), Kareropus 4

H302 Bpenen npu nornsinaxe.

Nudopmanmonen auct 3a 6e3onacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHbopmaoneH JucT 3a 6€30MacHoCT, € MoTy4eHa OT W3TOYHHIIN, KOUTO CMsITaMe 3a
Ha/IeKIHH. Bhripexkn ToBa, HHOpManusiTa ce npeocTasst 0¢3 HUKaKBa rapaHIfys, U3pHYHA WIH T0Apa3dupaiia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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