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eom eyl Hexetidine

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznasane: 03/04/2023 Bepcwsi: 1.0

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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Hexetidine

Kon Ha mponyxra : 201600454

CHHOHUME : Hexetidine, 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 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [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 Strashourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +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 meHuA TexeT Ha H- m EUH-nipeynpexiennsaTa 3a oracHOCT: 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

Etuxernpane B cborBercTBHE ¢ Pernament (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 OUYHTE.

Ipenopsku 3a 6e3omacHoct (CLP) : P280 - M3non3Baiite npeanasHu ovmia.
P301+P312 - ITPU ITOTJIBIIAHE: npu Hepa3nonoxeHue ce 00aneTe Ha JieKap.
P305+P351+P338 - IIP11 KOHTAKT C OUYUTE: [IpomuBaiiTe BHUMATEIIHO C BOJA B IPOBIDKCHHUE
Ha HAKOJIKO MUHYTH. CBajieTe KOHTAKTHHTE JIEIM, aKO IMa TaKUBa U JTOKOJIKOTO TOBA € Bh3MOJKHO.
IIponbimkasaiiTe 1a mpoMuBare.
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Hexetidine

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 nomsmauTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Hexetidine - <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 YICTa M MeKa MONUBAIa KbpIIa).

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

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

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€ U3M0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CbCEIICTBO.

€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 aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA I/IH(l)OpMaHPISI
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I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomemanTenHa HHGOPMAHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

8.1.1 HanuoHAaTHU rPAHHYHH CTOMHOCTH HA NMPO(eCHOHATHA eKCIIO3HIHA H OHOJIOTHYHI FPAHHYHH CTOHOCTH

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIUS

8.1.2. IlpenopbunTeTHH NPONETYPH 32 HAOII0ACHHE

Hsma HanmaHa KobIHHUTENHA HHOOPMALUS

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.4. DNEL n PNEC

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe npoBeTpuBo nomenieHne. OGMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMyKAaTelHa BEHTUIALNS, TAKa U BEHTHJIAIMS Ha 00IIOTO
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 mpecTiika

3auuTa Ha pbUETe:
3aIUTHA PHKaBULIN
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Hexetidine

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

8.2.2.3. 3amuTa HA AUXATETHUTE MHbTHIIA

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

8.2.2.4. TepMU4HH ONIACHOCTH

Hsma nammana nomsmanTenHa HHGOPMAIHs

8.2.3. KoHTpoJI Ha eKCIIO3HIHSATA B OKOJIHATA CpeJa

Hsma HanuvHa JOMBIHUTENHA HHOOPMALIUS

PA3JIEJI 9: ®u3uyHu U XUMHYHHU CBOMCTBA

ArperatHo ChCTOSHHE . Teuno

st . He e nHanmmuno
Mupuc : He e HanmuuHO
I'panuuara Ha MupHca : He e HanmuuHO
Touka Ha ToneHe : He e HanmuyHO
Touka Ha 3aMpb3BaHe : He e HanmuyHO
Touka Ha KUIIEHE : He e HanmuyHO
3ananmumoct : He e HanmuyHO
I'paHuny Ha eKCIIO3UBHOCT . He e HanmnyHO
JloiHa rpaHMIIa Ha CKCIUIO3UBHOCT . He e HanmnyHO
T'opHa rpaHuIa Ha KCIUIO3UBHOCT . He e Hann4HO
Temneparypa Ha pa3naraHe : He e HamuyHO
Temneparypa Ha camo3anajiBaHe : He e Hanmn4HO
Temneparypa Ha pasnagaHe . He e HanmnyHO
pH . He e nanuuno
Buckosurer, kunemaruueH : He e HanmnyHO
PasreopumocT : Boma:0,1-1g/l
Koedurent Ha pasnpenenenue: n-oktanon/soga (Log  : He e namnuno
Kow)

Haunsirane Ha napure : He e HanmuyHO
Hanstrane na napure npu 50°C . He e Hanuuno
IInsTHOCT : He e HanmuyHO
OTHOCHTENHA IITBTHOCT . He e nanuuno
OTHOCHTeNHA INTBTHOCT Ha mapute mpu 20°C . He e nanuuno
XapaKTepUCTUKK Ha YaCTHIUTE . He e npunoxumo

9.2.1. Undopmanusi BB BPb3Ka ¢ KJacoBeTe Ha GU3NIHA OIACHOCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3JIEJI 10: CTaOMJIHOCT U PEAKTHBHOCT

CraOmiieH Ipyu HOPMAJHH YCIIOBHSL.

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

He e u3BectHo.

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma npu Hopmansa ynorpe6a. Brkre Pazzgen 7.

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIapEeHHUS.

PA3JIEJI 11: Toxkcunkonoruyna nagopmanus

OcTpa TOKCHYHOCT (OpaJHa) . Bpenen npu normasmiane.
OcTpa TOKCUYHOCT (JepMaiHa) . He ce xnmacudunupa
OcTpa TOKCHYHOCT (BMILIBAHE) . He ce xnacuduunpa
Hexetidine
LD50 opanto mrbx 300 — 2000 mg/kg
KoposzuBHOCT/ipa3sHeHe Ha KoXata : He ce xnmacudunupa (JInmcsamy naHHN)
Cepro3HO yBpesK/jaHe Ha OUMTE/IpasHEeHe Ha OUHuTe : IlpenusBUKBa CEPHO3HO APa3HEHE HAa OUHTE.
CeHcnbunusanuys Ha AMXaTeIHUTE MBTUIA Wik koxkata  © He ce knacupuuupa (Bs3 0cHOBa Ha HAIMYHNTE JAHHU HE Ca M3IIBJIHCHH KPUTEPUUTE 32
KIacuHUIIpaHe)
MyTareHHOCT Ha 3apOANIIHUTE KIETKH . He ce xnmacudunupa (Jlurcpamy nanHm)
Kanneporennocr : He ce xnacudunupa (Jluncsamy nanHm)
ToxcHuIHOCT 32 pENpPONYKIHATA . He ce xacudunupa (Apyru yxazauus: Octpa TOKCHYHOCT)
CTOO (cnenupuyHa TOKCHYHOCT 3a OINPEICICHH . He ce xnacuduunpa

OpraHu) — eHOKPATHA CKCIIO3ULIUS
CTOO (cnenu¢uyHa TOKCHYHOCT 3a OIPEICICHH . He ce xnacuduunpa
OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OmnacHOCT NP BAWIIIBaHE : He ce xiacudunmnpa

Hsma nammana nomsauTeTHa MHGOPMAIHS

14Ha MHpopManus

Exomnorus - 0610 : He npexncrasisiBa KOHKPETHA OMACHOCT 32 OKOJIHATA CPe/a.
OrmacHo 3a BoHaTa cpesia, KpaTKoCpouHa (0cTpa) : He ce xmacuduumpa
OrnacHo 3a BOIHATA Cpefia, ABIrOCPOYHA (XPOHHYHA) : He ce xmacuduumpa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima Hanmm4Ha HOMBIHATEIHA HHGOPMAIHS

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS

Hsma HanuvHa JOBITHHUTENHA HHOOPMAIUS

3
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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 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 cnucbka Ha OOH niam upenTudukanuoneH 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. CnenuguyHu 32 BeNIeCTBOTO UJIH CMECTAa HOPMATHBHA ypen0a/3aKOHOIATEJICTBO OTHOCHO 0€30MacHOCTTA, 3PABETO U OKOJIHATA
cpea

15.1.1. Persiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

REACH, ITpunoxenue XIV (Ciuchbk 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/iHo 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 ciucbka ¢ BeIllecTBa, KOUTO HapymaBaT 030HoBus cioif (Permament EO 1005/2009): Hexetidine

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 npemiaraneto Ha na3apa 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 BemectBa (Pernament EO 273/2004 0THOCHO MPOU3BOJICTBOTO U ITyCKaHETO
Ha I1a3apa Ha OIIpe/Ie]IeHH BEIeCTBa, H3II0I3BaHNU 32 He3aKOHHO IIPOU3BOJCTBO HA HAPKOTHYHH HJIM IICHXOTPOIIHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

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

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npenynpesxkaeHusiTa 3a OIaCHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoCT (opainHa), Kareropus 4

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2
H302 Bpenen npu norasinane.

H319 IIpenu3BuKBa CEPHO3HO Apa3HEHE HA OYHTE.

Nudopmanmonen auct 3a 6esonacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpkaiia ce B To3u MHpopManmoneH IucT 3a 6e30MacHOCT, € MOoIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
Ha/IeKIHH. Bhripexn ToBa, HHOpManusaTa ce npeocTasst 0¢3 HUKaKBa rapaHI[ys, M3pHYHA MM HOpa3dupalla ce, OTHOCHO HeifHaTa KOPEKTHOCT
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