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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHnoBaHue Ha BELIECTBOTO : Benzethonium chloride

Kon Ha mponyxra : 201600097

CHHOHUME . Benzethonium chloride, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATENHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoin3sa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS 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 CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a memHuA Texet Ha H- w EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpea
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacHoct (CLP)

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

H319 - [Ipenn3BrKBa Cepro3HO Ipa3HEHE HA OUHTE.

Ipenopsku 3a 6e3onacHoct (CLP) : P280 - M3non3Baiite npeanasHu ovmia.
P305+P351+P338 - IIP11 KOHTAKT C OUYUTE: [IpomuBaiiTe BHUMATEIIHO C BOJA B IPOBIDKCHHUE
Ha HAKOJIKO MUHYTH. CBajieTe KOHTAKTHHTE JIEIH, aKO Ma TaKHBa M JIOKOJIKOTO TOBA € Bh3MOXKHO.
IIponbimkasaiiTe 1a mpoMuBare.
P301+P312 - ITPU ITOTJIBIIAHE: npu Hepa3nonoxeHue ce 00aneTe Ha JieKap.
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Benzethonium chloride

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

ETI/IKeTI/l‘paHC B CBOTBETCTBHUE C: U3KIIFOYCHUS 3a BBTPECIIHU OITAKOBKH, KOraTO ChbABPXKAHUETO HE IIPEBUIIIaBa 10 ml
He ce n3uckBa €TUKEeTHPaHe

Hsma nammana nomeimanTenHa HHGOPMAHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Benzethonium chloride - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TeTecHO TerIo)
Eye Irrit. 2, H319

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

He e npunoxumo

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 N30bpcBaHe (C YMCTa M MeKa MONMBAMIA KbpIa).

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

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

TToaxomasu TI0KapoTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKHPIPI 3a raceHe Ha IoXxapu : I[a C€ U3MO0JI3BAT CPEACTBA, IMOAXOIAIIH 3a TACEHE Ha ITOXKapHu B CbCEACTBO.

€pPKH IIPH aBapu

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

ABapuiiHH IIIAHOBE : /Jla ce n30srBa BCAKAKBa M3/IUIIHA €KCIO3HIIHS.

6.1.2. 3a aMnaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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Benzethonium chloride

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

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIUS

Bk maparpad 1.

8.1.1 HanMoHATHM rPAHHYHH CTOHOCTH Ha NMPO(eCHOHATHA eKCIIO3HIHA M OHOJIOTHYHH FPAHHYHU CTOHHOCTH

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

8.1.2. IlpenopbYNTETHH NPOLETYPH 32 HAGII0OeHHE
Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL n PNEC

Hsima HaymaHa TOMTBJIHUTETHA HH(i)OpMaL[PIS[

8.1.5. Perysnupane upe3 ooxBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe npoBeTpuBo nomenieHne. OGMKHOBEHO ce M3MCKBAT KAKTO MECTHA CMyKAaTelHa BeHTUIALS, TAKA U BEHTHJIAIMS Ha 00II0TO
MOMEIIEHHE.

8.2.2. JImuHun npeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE W JIHIETO

Hsima HaymuHa TobIHATEIHA HHGOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOXKATA U TSIOTO:
JlaGoparopHa mpecTuika

3auuTa Ha pblETe:
3aIUTHA PHKaBULIN
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Benzethonium chloride

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanmmaHa qOMTBIHATETHA I/IH(l)OpMaI_II/ISI

8.2.3. KoHTpo.1 Ha eKCIO3HIUATA B OKOJHATA cpela

Hsima HanmuuHa JOMBIHUTEIHA I/IH(i)OpMaLII/ISI

31EJ 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHTE (PM3HYHH U XHMHYHHU CBOHCTBA

ArperaTtHo ChCTOSHUE . Teepno BemecTBo
Bsar . He e HanuuHO
BroHIeH By : IIpax.

Mupuc : He e Hanuuno
I'panunata Ha Mupuca : He e Hannuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KuIIEeHe . He e Hanuuno
3anmanumocT . He e Hanuuno
I'paHuIy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temneparypa Ha pasnagaHe : He e Hanuuno
pH . He e nanuusno
pH pasrBop : He e Hanuuno
Bucko3uter, KuHEMaTu4eH : He e npunoxumo
PaszrBopumoct : Bopma: > 1000 g/l
Koeduruent Ha pasnpenernenue: n-okranoi/soga (Log  : He e HamuuHO
Kow)

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 npunoxumo
Pasmep Ha yacTunure . He e nanmnuno

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA ONMACHOCT

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

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HanM4YHa TOMBJIHATENHA HHQOPMALIHS

31EJI 10: CTa0nIHOCT ¥ peaKTUBHOCT

10.1. PeaknmoHHa cOCOOHOCT

CraOwiIeH npy HOPMATHH YCIIOBHS.

10.2. XumMu4HA CTAOMIHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[

10.3. Bb3MOKHOCT 32 OMACHH PeaKuu

He e u3BectHo.
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Benzethonium chloride

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

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nipu Hopmansa ynorpe6a. Brkre Pazzgen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

CUKOJOI'm4Ha HH(l)OpMaIIHH

Octpa TokcH4YHOCT (OpaiiHa) . Bpenen npu norsuiane.
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduunpa
OcTpa TOKCHYHOCT (BAUIIBAHE) . He ce xnacuduunpa

Benzethonium chloride

LD50 opanto mrbx 300 — 2000 mg/kg

KoposuBHocT/ipa3Hene Ha KOXkaTa . He ce xnacudunupa (Jluncsamy naHH")

Cepuo3HO yBpesK/jaHe Ha OUMTe/IpasHEeHe Ha OUHuTe : IlpenusBuKBa CEPHO3HO APa3HEHE HAa OUHTE.

CeHcnbunu3anus Ha AMXaTEIHUTE NbTUIA WK KoxkaTa  ©  He ce knacuuuupa (Bs3 0cHOBa Ha HAIMYHNTE JAHHU HE €a M3IBJIHCHH KPUTEPHUUTE 32
KIacuHIIpaHe)

MyTareHHOCT Ha 3apOAUIIHUTE KIETKH : He ce xnacudunupa (Jlnrcsamy naHHm)

KanneporenHocr . He ce xnmacudunupa (Jluncpamy nanHm)

TOKCHYHOCT 3a PEIPOIYKIHATA . He ce xnacuduuupa ([lpyrn ykasauns: Octpa TOKCHYHOCT)

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH : He ce xnacuduunpa

OpraHu) — eHOKPATHA CKCTIO3ULIUS

CTOO (cennduyHa TOKCHYHOCT 32 OIPEIEICHI : He ce xacudunupa

OpraHu) — ITOBTaPSIIIA CE EKCIO3UIHS

OmnacHOCT NpH BJMIIIBaHE : He ce xmacu¢unmpa (B3 ocHOBa Ha HaIMYHUTE JaHHU HE Ca M3ITBJIHEHN KPUTEPHHTE 32
KIIacH(HIIpaHe)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 12: ExosnoruyHa ungopmanus

Exororust - 0610 . He npencrasnsiBa KOHKpeTHa OIACHOCT 32 OKOJHATA CPefa.
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumpa
OmnacHo 3a BoAHATa cpefia, IbITOCPOYHA (XPOHUYHA) : He ce xmacuduumpa

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIUS

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Benzethonium chloride

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

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 13: O0e3Bpeikaane HA OTHAABIUTE

HsiMa Hanu4YHA JOIBIHUTENIHA HH(OPMALUS

PA3JIEJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian nneHTHGUKAINOHEH HOMEDP

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OMACHOCT MPH TPAHCHOPTUPaHe

He e npunoxxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpela

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

Hsma mombiHuTeTHA HATMYIHA HHOOPMAIIUS

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3ayumeH TpaHCHOpT
He e npunoxumo

He e npunoxumo

PA3JIEJI 15: UH(popmManusi OTHOCHO HOPMATHBHATA ypenda

15.1.1. Persiamentu na EC

REACH IIpuio:xenue XVII (¥YcioBus 3a orpaHu4yaBaHe)
He ¢urypupa B [punoxenne XVII na REACH
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Benzethonium chloride

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

REACH, ITpunoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B Ipunoxenne XIV na REACH (Crnuchk Ha BeliecTBaTa 3a pasperiaBaHe)

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cnmcska Ha REACH ¢ kanannat-BemecTsa

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

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuuBH OpraHu4HH 3aMbPCHTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cniucbka ¢ BelecTBa, KOUTO HapymiaBat 030HoBusl cioii (Permament EO 1005/2009): Benzethonium chloride

PernameHT 0THOCHO MpeKypcopHTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ TIPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeiaraneto Ha ma3apa H yrnorpebara Ha
[IPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKoTU4YHHM BemecTsa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoYeHO(H) B ciuchbka ¢ [pexypcopu Ha HaproTnuauTe BemecTa (Pernmament EO 273/2004 0THOCHO POM3BOICTBOTO U IIYCKAHETO
Ha f1a3apa Ha OIPE/ICIICHH BEIECTBA, U3I0JI3BaHU 32 HE3aKOHHO [IPOM3BOJICTBO HA HAPKOTHUYHH MM IICUXOTPOITHHU BEIIECTBA)

15.1.2. HanuoHa HU pa3nopenou

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

PA3JIEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHocT (opanHa), Kateropus 4

Eye Irrit. 2 Cepro3Ho yBpexIaHe/apasHene Ha ounte, Kareropus 2
H302 Bpenen npu nornsinase.

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HAa OUUTE.

Nudopmarrones juct 3a 6e3omacuoct (UJI1B), EC

OTKA3 OT OTTOBOPHOCT UupopmarnumsTa, Chabpikaiia ce B To3u MHOpMaIMOHEH JIMCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOUHHIN, KOUTO CMsITaMe 3a
HaJISKIHU. BhIpeku ToBa, HH(OpMaIHsATa Ce TIPeI0CTaBs Oe3 HUKAaKBa TapaHIlys, M3pHYHA WK TT0Ipa3duparia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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