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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMeHoBaH¥e Ha BELIECTBOTO . Prilocaine
XUMHYECKO HANMEHOBaHHE : Prilocaine
Kon na npoxykra : 201600752

1.2. UneHTHUIMPAHH BUIOBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
CrernupuaHa TOKCHIHOCT 32 ONPeIe]IeHH OPTaH! — €JHOKPAaTHA SKCIO3HIIHS, H336

Kareropust 3, HapKOTHYHM epeKTH
OnacHo 3a BoJIHaTa cpejia — XpOHWYHA ONAcHOCT, KaTeropus 3 H412
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMPl‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTEJICTBA.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO05 GHS07
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H318 - IIpenu3BuKBa CEPHO3HO YBPEKJAHE HA OUHTE.
H336 - Mosxe 1a mpeu3BUKa CHHINBOCT HIIH CBETOBBPTEX.
H412 - Bpenen 3a BOTHUTE OPraHU3MH, C JBITOTPaeH ePeKT.
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Prilocaine

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U30srBaiite BIUIIBaHE HA Mpax.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIMLETO CTAPATEIHO ClIe/l ynoTpeda.
P270 - la He ce sae, nue Wiy My nNpy ynotpebda Ha NpOayKTa.
P271 - la ce u3mom3Ba caMmo Ha OTKPUTO WIIM Ha J0OpE IPOBETPUBO MSICTO.
P273 - Jla ce n30sirBa u3nyckaHe B OKOJIHATa Cpeja.
P280 - U3nomn3Baiite npeanasHu phKaBHUIH/IPEINA3HO 0OIEKIO/MPEAna3Hi OUnia/Ipena3Ha Macka
3a JIHLe/IPeINa3Hu CPeCTBA 3a 3alIUTa Ha CIIyXa.
P301+P312 - [IPU [TOTJTBILIAHE: npu Hepasnonoxenue ce odanere 8 IEHTHP 1O
TOKCHKOJIOT' M unu Ha nexap.
P304+P340 - [TPU BAMNIIIBAHE: M3Benere aMUETO Ha YUCT Bb3AYX U I'O IOCTABETE B IMO3UIIHA,
yIIeCHsIBAIIA THIIAHETO.
P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIHO C BOAA B MPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBaieTe KOHTAKTHHUTE JICIH, aKO HMa TAKHBA U JTOKOJIKOTO TOBA € Bh3MOXHO.
[poabikere ¢ U3MIAKBAHETO.
P310 - Heza6agHo ce o6anere B LIEHTBP I10 TOKCUKOJIOI' U nu Ha nekap.
P312 - I1pu Hepasznonoxenue ce odazere B IEHTHP [10 TOKCHUKOJIOT' YIS unu Ha nexap.
P330 - M3nnakuere ycrara.
P403+P233 - Jla ce chxpansiBa Ha 100pe TPOBETPHBO MsACTO. CHABT Aa Ce ChXPAHsABA ILTBTHO
3aTBOPEH.
P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CboapprkaHueTo/chabT Aa CC U3XBBPIIH B MYHKT 33 CHOMPAHE HA OMACHU MU CIICHUATHI
OTIaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HALIMOHATHH /WM MEKIYyHAPOIHI
pasnopenou.

ETuketHpaHe B CbOTBETCTBHE C: H3KITIOUCHHUS 32 BHTPELIHH OIIAKOBKH, KOTaTo ChAbPKAHUETO He mpeBuniaBa 10 ml

Iuxrorpamu 3a onacuoct (CLP) :

g

GHS05

2.3. JIpyru onacHoCTH

Hsma HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/IH

PA3J/IEJI 3: CbcTaB/mH(popManus 3a CbCTABKHUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Prilocaine - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TerxecHo Terio)
Eye Dam. 1, H318
STOT SE 3, H336
Aquatic Chronic 3, H412

3a nennus Teker Ha H- u EUH-nipenynpexaeHusta 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOL

H‘pra moMo1f - 061111/1 MEpKHU . HesabaBHo Jla CC€ U3MHE 30HaTa Ha KOHTAKT C TOJIEMH KOJIWYECTBA BOJA.
H'I)pBa TIoMOII IpyU BAUIIBAHE : )Ia C€ OCTaBHU ITOCTpaAaINs HAa YUCT BB3AYX. OCI/Il"ypeTG CBCXK BBb3/1yX Ha 3aCE€rHaTOTO JIULEC.
Heotnoxan MeTUITMHCKH TPUKHU U CIIEHUAIHO JICYEHUE, aKO € HeO6X0)I[HMO.
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Prilocaine

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

IIspBa momomy IpH KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MaKCHMAJHO 4pe3 H30bpcBaHe (C 4MCTa M MEeKa MonuBama Kbppia). Jla ce namue
OOHITHO ¢ BOJa B KOATO € mpubaBeH aeteprent. [la ce n3Iuiaksa ¢ XJaaka Boja B IPOIbDKeHHE Ha 15
MHHYTH. AKO Ipa3HEHeTO Ha KO)KaTa MPOABIDKABa, 1a Ce HAaIPaBH KOHCY/ITALHS C JIeKap.

IIppBa momoIIL NP KOHTAKT C OYHUTE : H3nnakHere ¢ Bozia, KaTo IbPKUTE OYHUTE IIMPOKO OTBOPeHH. CBajeTe KOHTAKTHUTE JICIIH, aKO HMa
TaKMBa U JOKOJIKOTO TOBA € Bb3MOXXHO. [Ipob/KeTe ¢ H3ILUIaKBaHETO. AKO APA3HEHETO MPOIBIIKH,
KOHCYNTHpaiiTe ce ¢ 0(hTaaIMOIIOr.

IIspBa oMol npy NorbIaHe . Msmnakhere ycrara. Jla He ce npeu3BHKBa MoBpsbiane. Crieluanto 1eKapcko HabIIoACHHE.

Cumnromu/edextu . Ilpenu3BukBa u3rapsiHus.

Cumnromu/eeKTd ciel BAUIIBAHE : Hemocrarpunu nanuu. Moxe [a mpeAn3BHKa 3aIbXBaHe, YCCIIAHE 32 TEXKECT B I'bPIHUTE, Jpa3sHEHE
Ha T'BPJIOTO U KalUIHIA.

Cumnromu/edeKT ciell KOHTAKT ¢ KoXKaTa . Hemocratpunu nanuu. 3auepBsBaHus, O0IKa.

Cumnromu/eeKTH ciies] KOHTAKT C OYUTE . Henocratpunu nanuu. 3auepBsBaHus, O0IKa.

Cumnromu/edeKTd cie/l MorIblaHe : W3rapsiHus Ha CTOMANIHO-YpEeBHUTE NUraBuiH. CHMITOMHTE MOTaT Ja ObIaT 3aMaiBaHus,

I"J'IaBOGOJII/IC, raacHe u 3ary6a Ha KOOpAnWHaIUs.

TloTspcere MeauuuHcky chBet/momont. IIpn BE3MOMKHOCT J1a ce MOKaXe HACTOSIHS JIUCT, a aKO HE € Ha Pa3IoJI0KEHHE, J1a Ce MOKaXe ONaKOBKAaTa MM €THKETA.
AxrtuBarop. dapMaleBTHYEH MPOIYKT.

TToaxosmm TI0KapOTaCcUTCIIHU CPEACTBA . Opesyio 3a 3aracsiHe Ha Or'bHSL.

OmacHOCT OT HoXap : Bmx maparpad 2.2. Puck ot o6pa3zyBaHe Ha TOKCHYHHU ¥ KOPO3HBHH Ta30Be.

I/IHCpr'KIII/IPI 3a raCCHE Ha MOXKapu : Jla ce u3nona3Bar CpeacTBa, MOAXOIAIIH 32 TaCCHE Ha IT0Xaphu B CbCEICTBO.

O6mu MepKu : Jla ce n30srBa MpeKkust KOHTAKT ¢ MpoaykTa. He BaumBaiite

pax/MmyIek/ras/ M/ u3napeHus/acpo30u.

6.1.1. 3a nepcoHaJ1, KOITO He OTrOBaps 32 CIIELIHHU CJIy4Yan

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHFI

6.1.2. 3a 1nuaTa, OTTOBOPHH 32 CHICIHHU CJay4Yan

3aluTHU CpeacTBa . Bmkre Pasznmen 8.

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

MeTo/u 3a HouHCTBaHE : Yb0enere ce, 4e oTHabLNUTE ca ChOPAHU U CE ChbXPAHABAT HA CUTYPHO MscTo. [Touncrere
crapatento. C matepuaina TpsbBa Ja ce pabotu BHUMaTenHO. BsB BojgHa cpena: Kopo3usen 3a
o4nuTe, IUXaTeIHATa CHCTEMA M KOXKaTa.

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ
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Prilocaine

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

JIOITBJIHUTEIHY ONACHOCTH 110 BpeMe Ha 00paboTka : Ha norpeburens 1a ce 00bpHe BHUMaHHE 32 PUCKOBETE, CBCHTYAIIHO CBbP3aHHU C U3MOI3BAHETO HA
HPOJYKTa 3a APYTH LIeIH, Pa3INYHHU OT TE3H, 3a KOMTO € NpeHa3Ha4deH. BbB BosHa cpena:
Kopo3suBeH 3a ounte, AuXaTenHaTa CHCTEMA U KOXara.

Ipennasuu mepku 3a Ge3omnacHa pabora : C marepuana TpsiOBa 1a ce paboTu BHUMATENHO. Jla ce M30srBa MpeKust KOHTAKT C IPOAYKTa.
XHUrueHHH MEPKU : Jla ce paboTH B ChOTBETCTBHE C U3UCKBAHUATA HA J0OpATa MPOMHUIIICHA XMTUCHA U HPOLICIYPUTE 32
6e30MacHOCT.

7.2. YciioBusi 3a 6€301aCHO CbXpaHABaHe, BKINYUTEJITHO HCCbBMECTUMOCTH

TexHuuecku MEpKH : )_'[a C€ crasBaT NPUIOKUMUTE pa3n0pez[614.
Vcnosus 3a CbXpaHsABaHE : )_'[a C€ CbXpaHsABa O KJIOY.

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Bwx maparpag 1.

PA3/IEJI 8: KoHTpoOJI Ha eKCIIO3UIUATA/TUYHHN MPeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

8.1.1 HanmoHnaHM rpaHNYHH CTOHHOCTH HA NMPO(eCHOHATHA eKCIIO3HINS ¥ OMOJIOTHYHH TPAHUYHH CTOHHOCTH
Hsima Hanu4Ha JONBIHUTENIHA HHPOPMALHSL

8.1.2. Ilpenopb4HTeJHH NPOLEIYPH 32 HAOI0JeHHe

HsiMa HanuYHA JONBIHATENHA HH(OPMAIHS

8.1.3. OGpasyBar ce 3aMbPCHTE/IM HA Bb3yXa

Hsima Hanu4Ha JOIBIHUTENIHA HHPOPMALUSL

8.1.4. DNEL u PNEC

Hsima Hanmana JOITBJIHUTECITHA I/[H(IJOPMELLIPI}I

8.1.5. Peryaupane upe3 o6xBatu (control banding)

Hsima HanuyHa JOMBIHUTEIHA HH(bOpMa].H/IH

8.2. KoHTpo.1 Ha eKCIO3HIMATA
8.2.1. Iloaxoasil MHKEHEPEeH KOHTPOJI

IMoaxoasiuy MHKEHEPEH KOHTPOJI:
Jla ce cpxpaHsBa B 10Ope MPOBETPUBO HOMeIeHHe. J{a ce H3MoN3yBa eIMHCTBEHO B CMyKaTelIHa KaOUHA ¢ HHTerpupad GuiTsp. BucokoedekrnseH Gpuiatsp 3a
gactuiy (HEPA ¢untsp).

8.2.2. JIn4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa Ha OYHTE U JTUILETO

3ammTa HA OYHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. 3amuTa HA KOKaTa

3ammuTa Ha KOXKaTa U TAJIOTO:
Jla ce n3non3zyBa XUMHUYECKH yCTOHUMBO 3amuTHO 00aekno. DIN EN 13034

3ammuTa Ha pbIETe:
XUMHYeCKH YCTOHYHBY Npena3Hu pbkasumu. ISO 374-1

8.2.2.3. 3amuTa Ha AUXATEJTHUTE MbTHIA

3ammTa Ha JUXaTeTHHTE IbTHINA:
OrtaensiHe Ha npax: mpotuBonpaxoBa Macka ¢ Gpuintsp P3. DIN EN 140 & 149. Teuen npoxykT : AuTHaepo3onHa Macka. Hocere auxareneH amapar, ako cTe
U3JI0)KEHHU Ha Iapy/IIpaxoBe/aepo30iIH
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Prilocaine

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

8.2.2.4. TepMHYHH OTIACHOCTH

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHFI

8.2.3. KOHTpOJI Ha eKCNIO3HIUATA HA OKOJHATA cpeaa

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 9: ®u3nyHH 1 XUMAYHHI CBOCTBA

ArperatHo ChCTOSTHUE : TBBPIO BEIIECTBO
LBt . He e HanuuHO
BroHIIEH BUT . IIpax.

Mupuc : He e npunoxumo.
I'panunara Ha mupuca : He e Hanuuno
Touka Ha TOTIEHE . He e HanuuHO
Touka Ha 3aMpb3BaHe . He e HanuuHO
Touka Ha KUTIEHE . He e HannuHO
3anaguMoct . He e HanuuHO
I'paHMIM HAa EKCIUIO3HBHOCT : He e npunoxumo
JlonHa rpaHHIa Ha €KCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHHMIia Ha €KCIUIO3UBHOCT : He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmeparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmneparypa Ha pa3naraHe : He e nanuuno
pH . He e Hannuno
pH pasrBop : He e Hannuno
Buckosuter, kKuHeMaTHIeH . He e npunoxumo
PaztBopuMocT : Boma: 1-10 g/l
Koeduiment Ha pasnpenenenue: n-okranon/soga (Log @ He e Hanmuuno
Kow)

Hansrane Ha napure . He e HannuHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IIneTHOCT . He e HanuuHO
OTHOCHTENHA IUTBTHOCT : He e nanuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure . He e HannuHO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (PU3HYHA ONACHOCT

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

9.2.2. JIpyru XapaKkTepuCcTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBJIHUTEHA I/IHq)OpMaI.IHﬂ

PA3IEJI 10: Cta0M/IHOCT U PeaKTHBHOCT

CrabuiieH nmpy HOPMAJTHU YCIIOBHS.

Hsima Hanu4Ha qonbIHUTENHA HHOOpMALHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuuHa TOMBJIHUTETHA PIH(I)OpMaI.II/Iﬂ
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Prilocaine

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma mpu HopmanHa ynotpe6a. Brokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTACJIA OIIaCHU U3NapECHU.

H4YHA HHpOpMAaLUs

Ocrpa TOKCHYHOCT (OpasHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)

Bpenen npu norireiiate.
He ce xnacudunmpa (Jluncsamy naHam)
He ce xnacudunmpa (Jluncsamy naHam)

Prilocaine

LDS50 opanHo mrbx

> 300 — <2000 mg/kg mporuo3Ha cToiHOCT

KoposusHoct/apasHeHe Ha Koxara
Cepro3HO yBpeKJaHe Ha OYHTE/IpasHEeHE Ha OUNTE
CeHcnOMIM3anus Ha AUXATEITHATE TBTUIIA WITH KOXKATa

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU

Kanneporennocr

TOKCHYHOCT 3a peNpOAyKIHATa

CTOO (cnenn¢uyHa TOKCHYHOCT 3a ONpPeIeTCHI
OpraHy) — eIHOKPAaTHA eKCIIO3UIUS

CTOO (cneuuduyHa TOKCHYHOCT 3a ONPE/ICIICHN
OpraHu) — MOBTApPSIIA C& EKCTIO3UIHS

OnacHocT IpU BAUIIIBAHE

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

PA3EJI 1 0JIOTMYHA UH(pOpMaLUs

Exkonorus - o010
OmnacHo 3a BoHaTa cpejia, KpaTkocpoyHa (ocTpa)

OnacHo 3a BOJHaTa cpe€la, AbJIrocpoIHa (XpOHPI‘IHa)

Hsima HanmuHa TOMIBIIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onBIHUTENHA HHPOPMAIIUSL

Hsima Hanu4Ha nonbIHUTENHA HHDOpMATHS

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

He ce knacudunupa (Jluncpauy faHH)

Ipenn3BUKBa CEPHO3HO YBPEXKIAHE HA OUHUTE.

He ce xnacugunupa (JIuncpanm naHHN)

He ce knacu¢urmpa (Bp3 ocHOBa Ha HATHYHHUTE JaHHU HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KIacupHIEpane)

He ce knacu¢uuupa (Heybenurennu naHuum)

He ce xnacudunupa (Heybeantenun naHam)

Moxe na TIpEIN3BUKa CHHIIMBOCT UJIU CBETOBBPTEXK.

He ce xnacudunupa (Jluncsamu nannm)

He ce knacu¢uimpa (TexHndecka HeBb3MOXXHOCT 32 MOJTy4aBaHE Ha JaHHH)

OmnacHu oTHabLy. [la ce H3Mon3yBat MOAXOIIH KOHTEHHEPH 38 OTIAHUTE TIPOLYKTH.
He ce knacuguuupa (B3 0cHOBa Ha HATMYHUTE JaHHU HE Ca H3IIBIHEHH KPUTSPHHUTE 32
KIacupuIpane)

Bpenen 3a BOIHHUTE OPraHU3MH, € ABITOTPACH SEKT.
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Prilocaine

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

MecTHO 3aKOHOIATEICTBO (OTHaI[’bI.IPI) : I{a C€ U3XBBPJH 110 6e30IMaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATIHH pa3nope;[6n.

PA3JEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cmucbka Ha OOH nian naenTudgukanuoHeH HoMmep

He e npunoxxumo He e npunoxxumo He e npunoxxumo

14.2. TouHo HanMeHOBaHNe HA MPaTKaTa 1o cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NaCHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsima gonbiHUTENTHA HaNMYHA HHGOOPMATHS

CyxonmbTeH TPaHCIOPT

He e npunoxumo

Tpancnopt no Mope
He e npunoxumo

Bb3ayuied Tpancnopr

He e npunoxumo

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0THOCHO HOPMATHBHATA

15.1.1. Pernamentn Ha EC

REACH Ilpuio:xenne XVII (YciaoBusi 3a orpaHnyapaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, IIpunoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3peliaBaHe)
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Prilocaine

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

REACH Cnucbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcskxa vHa REACH ¢ kanmunar-emectsa

Pernament PIC (EC 649/2012, IIpenBaputeiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.

PerjiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cnimchKa ¢ BELIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima Hanmaaa JOITBJIHUTCITHA I/[H(i)OpMaI_II/IH

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima HanmdHa AOMIBIHUTETHA I/IH(bOpMaI_II/ISI

PA3JIEJI 16: Ipyra undgopmanus

Muaukanus 3a IpoMeHH

Paznen IIpomeHeH eneMeHT Ipomsina Komentapn
IMprunHa 3a nurca Ha KiIacupuKarus Jlo6aBeHO
3amMeHs BepcusaTa OT Jlob6aBeHo
Jata Ha pemaxknusiTa JlobaBeno

2.1 Knacudukanus B ceorBerctBre ¢ Permament (EO) | IIpomeneno
Ne 1272/2008 [CLP]

2.2 Ipenopsku 3a 6e3omacuoct (CLP) IIpomeneHo

2.2 Ipenynpexaenust 3a onacxoct (CLP) IIpomeneHo

2.2 Curnanna gyma (CLP) IIpomeneHo

2.2 TTukrorpamu 3a onacuoct (CLP) IIpomeneno

4.1 ITspBa nomoms - 00U MEepKU JlobaBeHo

4.1 IIppBa nomo1 npu BIUIIBaHE Jlo6aBeno

4.1 II'ppBa noMo1Il IPH MOTITbIAHE Jlo6aBeno

4.1 IIppBa mOMoOIIL TP KOHTAKT € KOXKaTa IIpomeneHo

4.1 ITspBa nomour Ipy KOHTAKT C OYHTE ITpomeneno

4.2 CumMnroMu/eeKTH ciel MorTbIaHe JlobaBeHo

4.2 Cumnromu/edextu JlobaBeHo

4.2 Cumnromu/e(eKT cie] KOHTAKT C OYUTE JloGaBeHo

4.2 Cumnromu/eexTd ciell BAUIIBaHE Jlo6aBeno

4.2 CumnTomMu/eexTH ciell KOHTAKT ¢ KoXKaTa JlobaBeno

43 Jlpyro MeIUIHCKO CTAaHOBUIIE WU JCUCHUE Jlo6aBeHO
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Prilocaine

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT IIpomsina Komenrapn
52 OmnacHOCT OT IoXKap ITpomeneHo
6.1 3anmTHE cpeacTBa Jo6aBeno
6.1 OO0 Mepku JlobaBeHo
6.3 MeTroau 3a moyncTBaHe JloGaBeHo
7.1 JIOI'bIIHUTENHY ONACHOCTH 110 BPEME Ha Jlo6aBeHo
obpaboTka

7.1 Ipenma3uu Mepku 3a Ge3omnacHa paboTa JlobaBeno
7.1 XUrHeHHH MepKI JlobaBeHo
72 TexHu4ecK: MEpKH JlobaBeHo
7.2 VYcnoBust 3a chXpaHsIBaHe Jlo6aseno
8.2 3alura Ha JUXaTeaTHUTE IIbTUIIA JloGaBeno
8.2 3aluTa Ha OYUTe Jlo6aBeHo
8.2 3amuTa Ha pbIEeTe ITpomeHeHO
8.2 Ioaxoasi nHKEHEPEH KOHTPOIL IIpomeneHo
8.2 3armra Ha KOKaTa U TSIIOTO IIpomeneHo
9.1 Mupuc Jlo6aBeno
11.1 IpuurHa 3a Junca Ha KiacupHUKaLus JloGaBeHo
11.1 LD50 opanHo mabx JlobaBeHo
11.1 TIpuunHa 3a naumnca Ha Kiacu(UKaIus Jlob6aBeHo
11.1 ATE CLP (opanna) JlobaBeHo
12.1 Exonorus - 00110 IIpomeneHo
13.1 MecTHO 3aKOHOATENCTBO (OTHAIBIIN) JloGaBeHo

II'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanHa)

Ocrtpa TokcnuHOCT (opainHa), Kareropus 4

Aquatic Chronic 3 OmacHo 3a BogHATa cpefia — XPOHHYHA OIMACHOCT, KaTeropus 3

Eye Dam. 1 Cepro3Ho yBpexaane/apasHene na ounte, Kareropust 1

H302 Bpenen npu nornsluaxe.

H318 IIpenn3BukBa cepro3HO yBPEXkKIaHE HA OUUTE.

H336 Moske 1a NpeM3BUKa CHHIMBOCT UM CBETOBBPTEXK.

H412 BpeneH 3a BOQHUTE OPTaHU3MH, C IBITOTPAcH eeKT.

STOT SE 3 Crernududyaa TOKCHYHOCT 32 ONpeJieIeHH OpTaHd — eAHOKpaTHA eKcro3uius, Karteropus 3, HapkoTHIHH eheKTH

Wudopmanmonen muct 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxkaiia ce B To3u MHopMaIoneH JucT 3a 6€30MacHOCT, € MOJy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a
HaJeK/HU. Bbopeku ToBa, HHpOpMaIMsITa ce MpeocTaBs 0e3 HUKAaKBa rapaHIns, H3pUYHA WK MOpa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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