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J1: l/IIIEHTH(bHKaIIHH Ha BBHIBCTBOTO/CMECTa H Ha CTBOTO/Hpe,HHpHﬂTHETO

®dopma Ha IPOTYKTa . Bemectso
HaumenoBaHue Ha BELECTBOTO : Arbutin
Kox Ha npoxykra : 201700185

1.2.1. UnenTuduuupanu ynorpedun

OcHOBHa KaTeropust Ha ynorpeda . TIpomykThT € IpeHa3HA4YCH 32 U3CIICABAHUS, AHAIH3H M HAYYHO-00Pa30BaTEIIHH LIeIH.
Vnorpeba Ha BelmecTBOTO/CMeCTa : Camo 3a npodecuoHanHa 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 corBercTBHe ¢ 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

Heo6naronpusiTHu GU3MKOXUMIYHYU e(peKTH U HeOJIArONPHATHH eeKTH 32 3IPABETO HA Y0BEKA U OKOJIHATA Cpe/ia

OHpeI[eﬂﬂHe Ype3 CKCIIEPTHO MHCHUE U 110 CHUJIaTa Ha JOKAa3aTeICTBA.

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

ITuxrorpamu 3a onacuoct (CLP)

GHS07
Curnanna gyma (CLP) . Buumanue
Tpenynpexnenus 3a onacuoct (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: U3KIHOYCHHUSA 3a BBTPCIIHN ONTAaKOBKH, KOI'aTO CHABPIKAHUETO HE NIPEBUILIaBa 10 ml
He ce nzucksa €TUKETUPaHE

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
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PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTAaBKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Arbutin - <100 Acute Tox. 4 (opanna), H302 (ATE=300
mg/kg TesecHo Terio)

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

He e npunoxumo

IIppBa momoI Npu KOHTAKT C KOXKaTa : 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: IIpoTuBONOKAPHU MEPKHU

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

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOIAIIHN 3a TACCHE Ha MOYKapu B CbCCACTBO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1.1. 3a mepcoHa, KOWTO He OTrOBAPSI 32 CIEUIHH CJIyYan

ABapPIﬁHH IIJTAaHOBC . I[a ce u30srBa BCSIKAKBa M3JIHIITHA CKCIIO3ULHA.

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 TOTBJIHUTEIHA I/IH(I)OpMaI.H/ISI
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Arbutin

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 Ha MPO(eCHOHATHA eKCIO3HIHUS M OHOTOTHYHN TPAHUYHH 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

TMoaxoasig TEXHUYECKH KOHTPOJI:
Ha C€ CbXpaHsABa B )106pe TIPOBETPUBO NMOMCEIICHHUE. OOUKHOBEHO CE U3UCKBAT KaKTO MECTHA CMYKaT€JIHa BCHTUJIALUSA, TaKa 1 BECHTUJIAUA Ha 06H.IOT0
IIOMEIICHUE.

8.2.2. JImuHun mpeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYHTE U JHIETO

Hsima Hasm4Ha TOTBIHATETHA HHGOPMALIHS
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 HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

8.2.3. KoHTpoJI Ha eKCIIO3HIHSITA B OKOJIHATA Cpea

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Arbutin

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 Mmupuca . He e nanuuno
Touka Ha TONIEHE : 199,5°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 TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCIIIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
TeMneparypa Ha pasnagaHe : He e Hanmu4HO
pH : He e Hanu4yHO
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)

Koegumuent Ha pasnpeznenenue: n-oktanon/sona (Log @ -1,495 at 20°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 (U3MYHA ONACHOCT

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Cra0usIeH npy HOPMAJTHHU YCIIOBHS.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIHS

He e usBectHO.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma npu HopmanHa yrotpe6a. Broxre Pasnen 7.
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakJaaHe OTACI ONTaCHUA U3IIapECHUS.

PA3JIEJI 11: Toxkcnkonoruyna nagopmManus

OcTpa TOKCHYHOCT (OpaJtHa) . Bpenen npu normasuiane.
OcTpa TOKCHYHOCT (JiepMaItHa) : He ce xmacudpumnmpa
OcTpa TOKCHYHOCT (BAMIIBAHE) : He ce xmacuduumpa
Arbutin
LD50 opaiHo mwibX 300 — 2000 mg/kg
KoposuBHOCT/ Ipa3HeHe Ha KoXKaTa . He ce xnacudunupa (Jluncsamy nanam)
CepHo3HO yBpeK/jaHE Ha OUMTE/IpasHEHEe Ha OUHUTE . He ce xiacuduumpa (JIuncpamm ganam)
Cencnbunusanys Ha AMXaTeIHUTE MbTUIIA Wik Koxkata . He ce xiacuduumnpa (JIluncpanum gaHH®)
MyTareHHOCT Ha 3aPOJHIIHUTE KJICTKU . He ce xnmacuduuupa (JIuncpaum gaHH)
Kanneporensocr : He ce xnacudunupa (JInrcsamy nanHm)
ToxcHuaHOCT 3a penpOAYKIHATA . He ce xiacudunmpa (Apyru yxazauus: Octpa TOKCHYHOCT)
CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH . He ce xnacuduuupa ([lpyrn ykasauns: Octpa TOKCHYHOCT)
OpraHu) — eJHOKPATHA CKCTIO3ULIUS
CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH . He ce xnacuduuupa ([lpyrn ykasauns: Octpa TOKCHYHOCT)
OpraHu) — IOBTapsIIIA CC EKCIO3ULHS
OmnacHOCT NpH BAMIIIBaHE : He ce xnmacu¢unmnpa (B3 ocHOBa Ha HaIMYHUTE JaHHU HE Ca M3ITBIHEHH KPUTEPHHTE 32
KIIacu(HIIpaHe)

Hsma nammana nomemanTeHa HHGOPMAHs

PA3JIEJI 12: Exonoruysa ungopmanus

Exosnorust - 001110 : He npexncrasisiBa KOHKPETHA OMACHOCT 32 OKOJIHATA Cpe/a.
OrmacHo 3a BoHaTa cpesia, KpaTKOCpoUuHa (0cTpa) . He ce xmacudunmpa

OmacHo 3a BOIHATA Cpesia, IBITOCPOYHa (XPOHHYHA) : He ce xmacudunmpa

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Arbutin

Koe¢muiment Ha pasnpezneneHue: n-okranon/sona (Log -1,495 at 20°C
Pow)

Hsima HayM4Ha TOTBJIHUTETHA I/IH(I)OpMaI.H/ISI

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

12.7. ipyru He4JIaronpusitTHu edexTu

Hsma Hanmm4Ha JOIBIHUTENHA UHOPMAIIUS

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 cnucbka Ha OOH nan upentTugukannoneH 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. CienquaaHu MpeAna3sHA MepPKH 32 MOTpeduTeINTE

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 croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (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 ciiichbka ¢ BelecTBa, KOUTO HapyiiaBat 030HoBus cioii (Perimament EO 1005/2009): Arbutin

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

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

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

He cpabpika BemecTBo(a), BKIOYEHO(1) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BenjectBa (Pernament EO 273/2004 0THOCHO MPOU3BOJCTBOTO U ITyCKAaHETO
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 XUMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBJIHATENHA HHQOPMALIHS

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.

Wupopmarmonen nuct 3a 6e3omnacHoct (MJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbappkamia ce B To3u VH(pOpMaImoHeH JIHCT 3a 0€3011acHOCT, € IOIyYeHa OT H3TOYHHUIN, KOUTO CMsTaMe 3a
HaJeXKIHU. Berpeku ToBa, HH(pOpMarusTa ce IpeocTans 6e3 HIKaKBa rapaHIis, H3pUIHA WM opa30oHpalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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