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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Propyl gallate

XHUMHU4eCcKO HAUMEHOBaHNE : nmponuioB 3,4,5-TpUXUIPOKCHOEH30aT
EO unnexc Ne © 607-198-00-3

EO Ne : 204-498-2

CAS Ne © 121-79-9

Kox Ha mpoaykra ;201600769

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

OcHOBHa KaTeropust Ha ynorpeba . TIpomykThT € npeJHa3HA4YCH 32 U3CIICABAHMS, AHAIU3H 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

Orpannuenus 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 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TenedoHeH HOMep NPH CHEINHU CIy4an

TenedoHeH HOMEp TIPU CIELIHU CIIyYan : +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
Koxna cencnommzanust, Kateropus 1 H317
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edpexT U HedIaronpusTHH epekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
OnpenenﬂHe Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B chorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H317 - Moye 1a IpHYMHY aJIeprHIHa KOXKHA PEaKIIHs.
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HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

Ipenopsku 3a 6e3omacHoct (CLP) : P280 - M3non3Baiite npeanasHu pbKaBULH.
P301+P312 - ITPU IIOTJIBLIAHE: He3a6asro ce o6anere B IEHTBP I10 TOCKNUKOJIOT U nitu
Ha JIeKap IIpH Hepa3IoI0KeHHUeE.

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

He ce n31ucKBa eTHKeTHpaHe

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTAaBKHTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
ponwiIoB 3,4,5-TpUXUIpOKCHOCH30aT CAS Ne: 121-79-9 <100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 204-498-2 mg/kg TenecHo Terio)
EO nnzexc Ne: 607-198-00-3 Skin Sens. 1, H317

3a meaHus TekeT Ha H- 1 EUH-npenynpesxneHusTa 3a olacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MEKa MONMBAMIA KbpIIa).

H‘I:pBa TIOMOII IIPU KOHTAKT C OUYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONO:KAPHU MEPKHU

TToaxomasu TIOKapOoTaCUTEIIHA 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, IMOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CbCEIICTBO.

PA3IEJI 6: Mepku npu aBapMiiHO H3IIyCKaHe

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

ABapuifHu IIaHOBE : Jla ce n30srBa BCAKAKBA M3/IUIIHA CKCIIO3UINUS.
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

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

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Bwx maparpag 1.

8.1.1 HanuoHaIHN TPAHMYHH CTOHHOCTH HAa MPO(eCHOHATHA eKCIIO3HINA M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsma HanmaHa KobIHHUTENHA HHOOPMALUS

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HADIIOEHHE

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3IyXa
Hsima HaymuHa JOMBJIHUTEIHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsma HanmdHa KOBIHHUTENHA HHPOPMAIIUS

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Tloaxoasiiy TeXHUYECKU KOHTPOJI:
I{a C€ CbXpaHsABa B z[06pe NPOBETPHUBO ITOMEIIEHUE. OOWKHOBEHO C€ N3UCKBAT KAKTO MECTHA CMyKaTe€JIHa BEHTWIALMs, TaKa U BEHTUJIallU Ha OGH.IOTO
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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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

3amuTa Ha pBUeTE:
3aIUTHA PHKABULU

8.2.2.3. 3amuTa HA TUXATEJTHUTE MHTHIA

Hsma Hanm4Ha JOMBIHUTENTHA HHOPMALUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.3. KoHTpo.1 Ha eKCIno3HIMATA B OKOJIHATA cpela

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

3IEJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PM3HYHM U XHMHYHHU CBOHCTBA

ArperatHo CbCTOSIHUE : TeBpno BemecTBoO
IBsT : He e HammuHO
BrHieH Bug : IIpax.

Mupuc . He e manmuuno
I'pannnara Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e nannuno
Touka Ha KHUTIEHE : He e HammuHO
3anammmocT . He e Hanmmuno
I'panuiy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3naraHe : He e npunoxumo
TeMneparypa Ha camo3anasiBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e nannuno
pH : He e HamnmuHO
pH pastsop . He e manmuuno
Bucko3uter, KHHEMaTHIEH : He e npunoxumo
PastBOpuUMOCT : Boma: 0,1-1g/l
Koeduruent Ha pasnpenesnenue: n-okranoi/soga (Log  : He e nanuuno
Kow)

Hansrane na napute : He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnbTHOCT © He e Hannuno
OTHOCHUTENHA IUTBTHOCT : He e Hannuno
OTHOCUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nanmnuno

9.2. Jipyra 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 TOMBIHATENHA HHQOPMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknimoHHA CIIOCOOHOCT

CrabuieH npu HOPMAJTHH YCIOBHSL.

10.2. XuMHu4HA CTA0OMIHOCT

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

He e uszBectHo.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nipu Hopmansa ynorpe6a. Brkre Pazzgen 7.

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

Octpa ToKCHYHOCT (OpaiHa) . Bpenen npu norisuiane.

OcTpa TOKCHYHOCT (JiepMaltHa) : He ce xnacuduunpa

OcTpa TOKCHYHOCT (BAUIIBAHE) : He ce xnacuduunpa

Koposusroct/npasuene Ha koxara : He ce ximacuduunpa

CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HeHe Ha OUHTe : He ce xmacudunmnpa

Cencnbunmsanus Ha MXaTeIHATE MBTUINA WM KoxkaTa . MoxKe J1a NPUYHHM alepruiHa KOKHA PeakIus.
MyTareHHOCT Ha 3aPOHIIHUTE KJICTKU : He ce ximacuduunpa

Kanneporennoct . He ce xnacuduunpa

TOKCHYHOCT 3a PENPOAYKLUATA : He ce xiacudunmnpa

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xmacudunmnpa

OpraHu) — eIHOKpATHA eKCIIO3ULIHS
CTOO (cennduyHa TOKCHYHOCT 32 OIPEIEICHI . He ce xmacudunmnpa
OpraHu) — IOBTApSIILA CE CKCIO3ULIHS

OnacHOCT NpH BJMIIBAHE . He ce ximacuduunpa

Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

JIEJI 12: Exosioruuna uugo

Exomnorus - 0610 . He npencrasnsiBa KOHKpeTHa OIACHOCT 32 OKOJHATA CPefa.
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumnpa
OnacHo 3a BoJHATa cpe/ia, AbIrOCPOUHA (XPOHHYHA) : He ce xmacuduumpa

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

Hsma HanuvHa TONBIHHUTENHA HHOOPMAIIUS

Hsma HanMvHa TONBIHHUTENHA HHPOPMAIUS

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

3
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

12.7. ipyru He4JIaronpusitTHu edexTu

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma Hanm4Ha JONBIHUTENTHA HHOPMALUS

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucnska Ha OOH niam naentudukannoneH HoMep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHo HAaUMEHOBAaHHUE HA NMPaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPAaHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakopbyHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu MpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJ 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenupuyHu 32 BENIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpea

15.1.1. Persiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, IIpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criicbk Ha BelecTBaTa 3a pa3pelaBaHe)
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnincska Ha REACH ¢ kanauaar-BeecTsa

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

Henpunoxumo.

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

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B cniichbka ¢ BelllecTBa, KOUTO HapymaBat 030HoBus cioii (Permament EO 1005/2009): Propyl gallate

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BerecTBa (Pernmament EC 2019/1148 3a npeanaranero Ha nasapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKOTHYHH BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BemecTBa (Pernmament EO 273/2004 0THOCHO MPOU3BOACTBOTO U ITyCKaHETO
Ha I1a3apa Ha OIIpe/Ie]IeHH BEIeCTBa, H3II0I3BaHNU 32 He3aKOHHO IIPOM3BOCTBO Ha HAPKOTUYHHM MU ICUXOTPOITHH BEIeCTBa)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

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

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:
Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoCT (opainHa), Kareropus 4
H302 Bpenen npu nornsiuaxe.

H317 Moske fa MPUYHHK aJepPruyHa KOJKHA PEaKIIUsL.
Skin Sens. 1 Koxna cencubunmuzanus, Kareropus 1

Nudopmanmonen auct 3a 6esonacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpkaiia ce B To3u MHpopManmoneH IucT 3a 6e30MacHOCT, € MOoIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaneKAHU. Berpexu ToBa, HH(pOpManusTa ce IPefocTaBst 0e3 HUKaKBa TapaHILUs, H3pUYHA WIH HOApa30Hpalla ce, OTHOCHO HelfHaTa KOPEKTHOCT
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