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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : 2-(2-hydroxyethoxy)ethyl 2-hydroxybenzoate
Kox Ha mpoaykra 1 202100392

CHHOHUMH : Hydroxyethyl salicylate impurity C

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHNS, AHAIM3H U HAYYHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba : Ja ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebaaronpusitiu pu3nKoXuMuyHu epeKTH 1 HeOJIArONPHUATHH e()EeKTH 32 3iPaBETO HA YOBEKA H OKOJIHATA cpejia
Onpe/:[enﬂﬂe 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha 1OKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna nyma (CLP) . Buumanue
Ipenynpexaenus 3a onacuoct (CLP) : H302 - Bpenen npu moriaslmaHe.
Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3amue phleTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIeA yrnoTpeba.

P270 - J1a e ce size, mie WK MyIIH IPX yIoTpeOa HA MPOAYKTa.

P301+P312 - [TPU IIOTJIBILLIAHE: npu Hepasmnonoxenue ce obamere B ITEHTBP I10
TOKCHKOJIOI' VIS unu Ha nekap.

P330 - Uzmnakuere ycrara.

P501 - CpabpikaHHETO/CHABT [a CE U3XBBPIIM B IIYHKT 32 CHOUpaHe Ha OMACHH HJIM CIIELHATHA
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2-(2-hydroxyethoxy)ethyl 2-hydroxybenzoate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

OTIIaAbIH, B CBOTBETCTBUE C MECTHUTE, PETUOHAIHA, HAITMOHAJTHA I/I/I/IJII/I MEXOYHAPOIHU
pasnopenou.

ETI/IKeTI/IpaHC B CBOTBETCTBUE C: U3KJIIOUYCHUA 3a BBTPCIIHU OITAKOBKH, KOraTO ChABPIKAHUECTO HE IIPECBUIIIaBA 10 ml

He ce u3uckBa eTuKeTHpane

Hsima Hanu4Ha qOnbiIHUTENHA UHOOPMALHS

PA3JIEJI 3: CheraB/mH(popManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kuaacudukauus B cboTBETCTBHE C
NPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
2-(2-hydroxyethoxy)ethyl 2-hydroxybenzoate - <100 Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg TenecHo Tero)

3a mpauus TekeT Ha H- n EUH-npenynpexaeHusaTa 3a OHacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

H’pra TIOMOII MPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaHU MAaKCUMAJIHO 4YpE3 H36’LpCBaHe (C 4nCTa U MCKa IonuBaa K’Bpl'[a).
H’pra TIOMOII MPU KOHTAKT C OYUTE . M3nmakHeTe O4YHMTE C BO/A KAaTO npearnasna Msapka.

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(bOpMaI.IPI}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxopsum TI0KapOTaCUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmacHOCT OT HoXap : Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a raCcCHE Ha IToXapu . )Ia C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIH 3a rAaCCHE Ha IT0)Kapu B CBhCEIACTBO.

PA3IEJI 6: Mepku npu aBapuiiHO U3MycKaHe

6.1.1. 3a mepcoHa1, KOHTO He OTrOBapsi 32 CHEUIHH CJIyYan

ABapHﬁHPl IJIaHOBE . I{a ce n30srBa BCIKAaKBa U3JIMIIHA CKCIIO3ULIHA.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIIHS
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2-(2-hydroxyethoxy)ethyl 2-hydroxybenzoate

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

PA3JIEJI 7: O0pa6oTka u ¢

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IHCI)OpMaI.[I/ISI

Bwx maparpad 1.

0JI HA CKCIIO3UIUA

8.1.1 HanuoHaIHU TPAHUYHH CTOMHOCTH HA NPO(eCHOHATHA eKCIIO3UIUA U OHOJOrHYHY TPAHHYHH CTOHOCTH

Hsima HanmmuHa nonsaHUTENHA HHOPMALHST

8.1.2. IlpenopbYMTETHH NPOLEAYPH 32 HAGII0JeHHE
Hsima nanmyna gonsaHUTENHA HHOPMALHST

8.1.3. O6pa3yBat ce 3aMBbPCHTE/IH HA Bh3yXa
Hsima HanmuHa nonsaHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsawma manmuunaa JOMBJIHUTETHA PIHq)OpMa.III/U{

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOMBIHUTETHA I/IH(l)OpMaIII/I}I

8.2.1. Tloaxoasiuy TeEXHUYECKH KOHTPOJI

IMoaxoasin TeXHUYECKH KOHTPOJI:
I[a C€ CbXpaHsBa B I[O6p€ NIPOBETPUBO INOMCIICHHUE. OOUKHOBEHO CE€ M3HUCKBAT KAKTO MECTHA CMYyKaT€JIHa BCHTHUJIALMSA, TaKa U BEHTUJIallUA Ha 06H.IOT0
TIOMCUICHHUE.

8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

Hsima HanmyHa JOMbIHUTEIHA HHPOPMALHS
8.2.2.2. IlpennazBaHe Ha KOKaTa

3amuTa HAa KOKATA U TAJIOTO:
JlaGopaTopHa npecTuika

3ammTa Ha pBUETe:
3alnTHA PbKABUIIN
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2-(2-hydroxyethoxy)ethyl 2-hydroxybenzoate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

8.2.2.3. 3amuTa HA AUXATEJTHUTE IbTHIIA

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.lI/Iﬂ

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

8.2.3. KOHTpOJI Ha eKCIIO3HIHATA B OKOJIHATA Cpeaa

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

PA3JIEJI 9. ®u3nyHu ¥ XUMHUYHH CBOMCTBA

ArperatHo cbCTOSIHHE . Teuno

st : He e HanuyHo
Mupuc : He e nanuuno
I'panunara Ha mupuca : He e nanuuno
Touka Ha TOneHe : He e HanuyHo
Touka Ha 3aMpb3BaHe . He e HanuyHo
Touka Ha KUNIEHE . He e HanuyHo
3ananumoct : He e HanuyHo
I'panuIm Ha €KCIUIO3UBHOCT . He e HanuuHo
JloyiHa rpaHuIa Ha KCIUIO3UBHOCT . He e HanuuHo
T'opHa rpanuIa Ha €KCIIO3UBHOCT . He e HanuuHo
Temmneparypa Ha pa3iarate . He e HanuuHo
Temmneparypa Ha camo3anajiBaHe . He e HanuuHo
Temmneparypa Ha pa3najaHne . He e HanuuHo
pH . He e nanuuno
Bucko3urer, KHHEMaTHUCH . He e HanuuHo
PasrBopumoct . He e HanuyHo
Koeduiment Ha pasnpenenenue: n-okranon/soga (Log  : He e Hanmuuno
Kow)

Hansrane Ha mapure : He e HanuyHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IIneTHOCT . He e HannuHO
OTHOCHUTEHA [UIBTHOCT . He e HanuuHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e nanuuno
XapakTepuCTHKU Ha YAaCTHIHTE . He e npunoxumo

9.2.1. Hudopmanus BbB BPb3Ka ¢ KJacoBeTe HA GU3MUHA ONACHOCT

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/DI

9.2.2. JIpyru XxapaKTepHCTHKH 32 6€30I1aCHOCT

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

PA3EJI 10: CTaGUJIHOCT U PeaKTHBHOCT

CrabuiieH Ipy HOPMAJTHH YCIOBUSL.

Hsima Hanu4HA JONBIHUTENHA UHYOPMAIHS

He e uszBectHo.

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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2-(2-hydroxyethoxy)ethyl 2-hydroxybenzoate

HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsima npu Hopmanua ynorpe6a. Buokre Paznen 7.

Ilpu 3arpsiBane 10 TOYKaTa Ha pasrpakAaHe OTAEIS ONACHU H3MaPCHHS.

TrH4YHa HH(pOpMaIIHﬂ

OcTpa TOKCHYHOCT (OpaiiHa) : Bpenen npu normnbluaHe.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacudpummpa
OcTpa TOKCHYHOCT (BAMILIBAHE) : He ce knacudpummpa
KoposusHoct/npa3HeHe Ha KoxkaTa : He ce xnacudummpa
CepHO3HO yBpex/JaHe Ha OUHUTE/Apa3sHeHe Ha OUUTE : He ce xnacudumupa
Cencubunusamnys Ha AUXaTeIHUTE IBTUINA WK KoxkaTta . He ce knmacudunupa
MyTareHHOCT Ha 3apOJMIIHUTE KIETKU : He ce knacudummpa
Kanneporennoct : He ce xnacudummpa
TOKCHYHOCT 3a penpoayKIusITa . He ce xknacudummpa
CTOO (crenuduuHa TOKCHIHOCT 32 OIPEIENICHI : He ce xnacudummpa

OpraHM) — €JHOKpPATHA eKCIIO3ULHS
CTOO (cnenu¢prdHa TOKCHIHOCT 3a ONpPEICICHH . He ce xnacudumpa
OpraHn) — IOBTAaPSIIIA CE CKCIO3ULHS

OnacHOCT IpH BANIIBAHE : He ce xnacudumpa

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMa].II/I}I

PA3EJI 12: Exojioru4uHa uHgpopmanus

Exonorus - 06mmo : He npexcraBnsiBa KOHKpeTHa OMTACHOCT 3a OKOJIHATA CPEia.
OrnacHo 3a BoJHATa cpejia, KpaTKocpouHa (ocTpa) : He ce xnacudummpa
OrnacHo 3a BOJHATA CPeJIa, JBIrOCPOYHA (XPOHUYHA) : He ce xnacudummpa

He ce pasrpaxna 66p30

Hsima HanmuHa JOMIBIHUTETHA I/IH(l)OpMaI.II/Iﬂ

Hsawma mamuanaa JOMBJIHUTETHA I/IH(i)OpMaI.II/ISI

Hsawma mamuanaa JOMBJIHUTCTHA I/IH(i)OpMaI.II/ISI

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS

Hsma HanuvHa 1OTBIHUTETHA HHGOPMALIUS
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2-(2-hydroxyethoxy)ethyl 2-hydroxybenzoate

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

PA3JIEJI 13: OGe3BpeskaaHe Ha OTHATBIUTE

13.1. MeToau 3a TpeTHPaHe HA OTHAXBIH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cucbka Ha OOH nan naenTudgukannoneH HoMep

He e npunoxumo ‘ He e npunoxumo | He e nmpunoxumo

14.2. Touno HaMMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAHE

He e mpunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.4. OnakoBpb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e nmpunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ’ He e npunoxxumo

Hsima onbyiHUTEIHA HAJTMYHA PIH(bOpMaLlI/IH

14.6. CnenmaaHyu Mpeana3HA MePKH 3a MOTPeOHTeINTe

CyXombTeH TPaHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmen TpancnopT
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKoHOIATEJICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ilpuao:xenune XVII (YcinoBusi 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH

REACH, IIpunoxenue XIV (Ciuchbk Ha BelecTBaTa 3a paspeliaBaHe)

He ¢urypupa B ITpunoxenne XIV sva REACH (Cnmchk Ha BemecTBara 3a pa3peniapaHe)
REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIacHe)

Henpunoxumo.
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2-(2-hydroxyethoxy)ethyl 2-hydroxybenzoate

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

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbPCUTEH)

Henpunoxumo.

PersiaMeHT OTHOCHO BelllecTBa, KOUTO Hapyumasat o30HoBus c1oii (EC 1005/2009)

He ¢urypupa B crimchKa ¢ BelecTBa, KOUTO HapymaBat 030HoBust cioit (Permament EO 1005/2009): 2-(2-hydroxyethoxy)ethyl 2-hydroxybenzoate

PersiaMeHT OTHOCHO NpeKkypcopuTe Ha B3puBHM BemectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(H) B CIUCHKA ¢ peKypcopy Ha B3puBHH Bewectsa (Permament EC 2019/1148 3a npeanaranero Ha masapa u ynorpedara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopUTe HA HAPKOTUYHHU BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKItOYeHO(1) B criuchbka ¢ [Ipekypcopu Ha HapkoTiyHuTe Beuiecta (Pernament EO 273/2004 0THOCHO MPOU3BOJCTBOTO M IIyCKAHETO
Ha razapa Ha OIIPE/ICIICHH BEIECTBa, U3MOJI3BAaHMU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH HIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HanmonaHu pasnopenou

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaI.IHi{

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra ungopmanus

II'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a oacHocT:

Acute Tox. 4 (opanma) Ocrtpa TokcuuHOCT (opainHa), Kareropus 4

H302 Bpezen npu moriblaHe.

Mudopmanuonen auct 3a 6esonacuoct (MJIb), EC

OTKA3 OT OTT'OBOPHOCT HudopmanusaTa, chabpskaia ce B To3u MHpopMannoHeH IucT 3a 6e301MaCHOCT, € IOTyYeHa OT U3TOYHHIH, KOUTO CMATaMe 3a

HaaCKIHHA. B'hl'lpCKI/l TOBAa, ml(l)opmumma Ce npeaocTaBs 0¢3 HUKaKBa rapannus, u3puiyHa Ui rlonpa';(’)npeuua C€, OTHOCHO HelHaTa KOPEKTHOCT
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