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TO/NPeANPHUSATHETO

®dopma Ha IPOTYKTa . Bemectso
HauMeHOBaHHeE Ha BEIIECTBOTO . Plastic additive 10
Kon ma nponykra 1 201700246

1.2.1. UnenTuduuupanu ynorpedun

OcHOBHa KaTeropust Ha ynorpeda . TIpomykThT € IpeHa3HA4YCH 32 U3CIICABAHUS, AHAIH3H M HAYYHO-00Pa30BaTEIIHH LIeIH.
Vnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa ynorpeba
DyHKIMSA WK KaTETOpHs Ha yrmoTpeba . JlaGopaTopHH XMMHUKAIIH

1.2.2. Ynotpeou, KONTO He ce MPenopbYBaT

Orpanunuenus 3a ynorpeba : Jla He ce n3nonssa : [lorneiaune, Baumsane, Jlepmanno

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

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

sds@edgm.eu - www.edgm.eu

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHTE

Knacuduxanus B cborBeTcTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]|

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

Heo6naronpusTHi GU3MKOXUMIYHYU e(eKTH U HeOJIAaroNPHATHH eeKTH 32 3iPaBeTO HA YOBEKA H OKOJIHATA cpeja

OHpeI[eﬂﬂHe Ype3 EKCNECPTHO MHEHHUE U T10 CUJIaTa Ha JOKa3aTCICTBA.

Etuxernpane B choTBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

ITuxrorpamu 3a onacuoct (CLP)

GHS07
Curnanna gyma (CLP) . Buumanue
IIpenynpexnenns 3a onacHoct (CLP) : H302 - Bpenen npu noribsiuane.
IIpenopeku 3a 6e3onacuoct (CLP) : P301+P312 - ITPU IIOI'JIBILIAHE: npu nepasnonoxenue ce odanere 8 LIEHTHP I10
TOKCHKOJIOT U.

ETI/IKC'THpaHC B CbOTBETCTBUE C: U3KJIHOYCHHUS 32 BBTPCIIHN ONTAaKOBKH, KOI'aTO ChABPIKAHUETO HE ITPEBUIIIaBA 10 ml
He ce nzucksa €TUKETUPaHE

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

3
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Plastic additive 10

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTAaBKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Plastic additive 10 - <100 Acute Tox. 4 (opanna), H302 (ATE=1500
mg/kg TesecHo Terio)

3a meanus Teker Ha H- u EUH-npenynpexienusiTa 3a onacHocT: BxK. pa3nen 16

He e npunoxumo

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 N30bpcBaHe (C YMCTa M MeKa MONMBAMIA KbpIa).
IIppBa momoI pu KOHTAKT C OYUTE : M3mmakHeTe o4nTe ¢ BOJa KaTo Mpe/a3Ha MApKa.

Hsma HanmaHa gonmbIHHUTENHA HHOOPMALUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 5: IIpoTuBONO:KApPHHU MEPKH

TToaxoasiu TIOKapoOTaCUTEIIHA CPEACTBA : Opesiy1o 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MMoXKapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMOXKapHu B CbCEICTBO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1.1. 3a mepcoHa, KOWTO He OTrOBAPsI 32 CIEUIHH CIIy4Yan

ABapPIﬁHH IIJTAaHOBC . I[a ce u30srBa BCSIKAKBa M3JIMIITHA CKCITIO3UIHA.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

03/04/2023 ([lata Ha u3aBane) BG (6barapcku) 217



Plastic additive 10

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

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 7: O6pa6oTka 1 CbXpaHeHHne

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Bk maparpag 1.

0J1 HA eKCIO3UIUSATA/IUIHI npeanasHu Cpeacraa

8.1.1 HanuoHaTHU TPAHMYHH CTOHHOCTH HAa MPO(EeCHOHATHA eKCTO3HINA M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsima HaymuHa JOMBIHUTENHA HHPOPMALHS

8.1.2. [IpenopbYNTETHY MPOLETYPH 32 HAGTIOIeHHE
Hsima HaymuHa JOMBJIHUTENHA HHPOPMALHSL

8.1.3. OGpa3yBart ce 3aMbPCHTEJIH HA Bh3yXa
Hsima HaymuHa JOMBIHUTENHA HHPOPMALHS

8.1.4. DNEL u PNEC

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Toaxoasiug TEXHUYECKH KOHTPOJI:
Ha C€ CbXpaHsABa B )106pe NPOBETPUBO IMOMCIIICHUEC. OOMKHOBEHO C€ U3UCKBAT KAKTO MECTHA CMyKaTC/IHa BCHTUIALUA, TaKa U BECHTUJIallUA Ha 06H.IOT0
IIOMEIICHUE.

8.2.2. JImuHun mpeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYHTE U JHIETO

Hsima Hanm4aHa TombIHATETHA HHOOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOKATA H TSJIOTO:
Jlaboparopra nmpecTrika

3ammTa Ha pbIeTe:
3auuMTHA PHKABUIIN

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.2.2.4. TepMHUYHH OIIACHOCTH

Hsma HamuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.3. KoHTpoJI Ha eKCIIO3HIHSATA B OKOJIHATA Cpela

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Plastic additive 10

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 9: ®u3u4HU U XUMUYHHU CBOMiCTBA

ArperaTtHo chCTOSHUE : TBBpOoO BemecTso
st : He e Hanuyno
Mupuc . He e nanuuno
I'panunara Ha Mupuca . He e nanuuno
Touxka Ha ToneHe 1 240-245°C
Touka Ha 3aMpB3BaHe . He e nanuuno
Touka Ha KuIeHe : He e HanmuyHO
3amanumocT . He e nanuuno
I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHuIIa Ha KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCITTO3UBHOCT . He e npunoxumo
Temmeparypa Ha pasjiaraHe 1 321°C
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
TeMneparypa Ha pasnagaHe : He e Hanmu4HO
pH : 5-6,8 (1%)

pH pastBop : He e Hanmu4HO
Buckosurer, kMHEMaTHYEH . He e npunoxumo
PasrBopumoct : He e Hanmu4HO
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgsO
Kow)

Koeguiment Ha pasnpezneneHue: n-oktanon/sona (Log @ >6at20°C

Pow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na mapure npu 50°C . He e nammano
IlsTHOCT . He e nannuno
OTHOCHTEINHA ITBTHOCT . He e nammunO
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJiacoBeTe HAa GPU3HIHA ONACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Cra0usIeH npy HOPMAJTHHU YCIIOBHS.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

He e usBectHO.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma npu HopmanHa yrotpe6a. Broxre Pasnen 7.
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Plastic additive 10

Nudopmanronen auct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

10.6. OnacHu NpPOAYKTH Ha pa3najaHe

HpI/I 3arpsBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIS OIMaCHU MU3IIApCHUS.

PA3EJI 11: ToxkcuxojioruuHa nHgopmanus

11.1. Mudopmanus 3a KJIacoBeTe HA OMACHOCT, onpeaejeHn B Periament (EQ) Ne 1272/2008

Ocrtpa ToKCHYHOCT (OpaiHa)
OcTpa TOKCUYHOCT (JepMaiHa)
OcTpa TOKCHYHOCT (BJHIIIBAHE)

Bpenen npu norrblnaxe.
He ce knacudummpa
He ce knacudummpa

Plastic additive 10

LD50 opanHo mibx

300 - 2000 mg/kg

LD50 nepmainHo 3aek

> 2000 mg/kg

LC50 BaumBane - [Trbx

> 2000 mg/kg

KoposuBHOCT/Apa3HeHe Ha KoxKaTa
Cepuo3HO yBpesK/jaHe Ha OUMTe/IpasHEeHe Ha OUHuTe

CeHcrOMIM3alys Ha JUXaTEHUTE IIBTUIA HIN KOXKaTa
MyTareHHOCT Ha 3apOAHIIHUTE KJIETKH
Kanneporennoct

TOKCHYHOCT 3a penpoayKIHATa

CTOO (crneunduvHa TOKCHYHOCT 3 ONPEICICHH
OpraHu) — €IHOKPATHA eKCIIO3ULIHUs

CTOO (crenn¢puvHa TOKCHYHOCT 3a OTPEJIEIeHH
OpraHu) — IOBTApSIILA CE CKCHIO3ULIHS

OrmacHocT TIpHA BAUIIBAHE

11.2. Andopmanysi 32 APYTH OMACHOCTH

Hsima Hammana JOIbJIHUTCITHA I/IH(i)OpMaI.II/ISI

He ce knacudunupa (Jlunceamy gaHHm)

pH: 5-6,8 (1%)

He ce knacudunupa (Jlunceamy gaHHm)

pH: 5-6,8 (1%)

He ce xnacudunupa (JInrncsamy naHHN)

He ce xnacudunupa (Jluncpamy nanHam")

He ce xnacudunupa (Jluncpamy naHHam)

He ce knacudumupa (Jpyru ykazanus: OcTpa TOKCHIHOCT)
He ce knacudunupa

He ce xnacudunupa

He ce xiacu¢uumpa (Bs3 0CHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBJIHCHH KPUTEPHHUTE 32
KIIacH(HIIpaHe)

PA3JIEJI 12: ExojiornyHa uH(popmanus

12.1. TokcuuHOCT

Exonorus - o010
OnacHo 3a BOJHATa cpejia, KpaTKocpo4Ha (0cTpa)
OnacHo 3a BOJJHATa cpejia, IbJAroCpoYHa (XPOHUYHA)

He nperncrapisiBa KOHKPETHA ONACHOCT 3a OKOJIHATA CPEJia.
He ce knacudunupa
He ce knacudunupa

Plastic additive 10

LC50 - Pu6mu [1]

> 100 mg/I LC50-96 Hour - fish

EC50 - Pakoo6Opa3ru [1]

> 100 mg/lI EC50 - 48 Hour - Daphnia magna

12.2. YcToW4YuBOCT H pa3rpauMocT

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS

12.3. BuoakyMy.JIHpaIna crocooHoCT

Plastic additive 10

KoeduimeHT Ha pa3npenenenue: n-okranoi/soaa (Log
Pow)

>6at20°C
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Plastic additive 10

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

PA3IEJI 13: O6e3BpeskaaHe Ha OTHAABIUTE

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Undgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niau naeHTHGUKALMOHEH 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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Plastic additive 10

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

PA3JIEJI 15: UHpopmanusi OTHOCHO HOPpMATHBHATA 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 (Cnuchbk Ha BelllecTBaTa 3a pa3peniaBaHe)

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 060CHOBAHO 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 criceKa ¢ BelecTa, KOUTO HapymaBaT 030H0BH: cioii (Permament EO 1005/2009): Plastic additive 10

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

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BeniectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKyPCOPH Ha B3PUBHHU BEIIECTBA)

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 ONpe/IieIeHH BEIIECTBA, U3MONI3BaHN 32 HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUYHH HIIM 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 HHQOpPMALUs

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 OTT'OBOPHOCT Hudopmanusra, chbabpsxamia ce B To3u MubopMaImonen aucT 3a 0€301MacHOCT, € HOoTyueHa OT H3TOYHUIIU, KOUTO CMsTaMe 3a
Ha/IeKIHH. Bhripexkn ToBa, HHOpManusiTa ce npeocTasst 0¢3 HUKaKBa rapaHIfys, U3pHYHA WIH T0Apa3dupaiia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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