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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa : Cmec
HanmeHoBaHue Ha MpOyKTa : Prilocaine for peak identification
Kon na npoxykra : 202400099

1.2. UneHTHUIMPAHH BU/I0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeoa : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATIN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BEIECTBOTO/CMECTa : Camo 3a npodecroHanHa ynorpeda
OyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KOUTo He ce NPenopbLYBAT

OrpannueHns 3a ynorpeda . Jla ne ce uznonssa : [lornmemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHUS 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. Knacuduuupane Ha BelecTBOTO WJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainna), Kareropus 4 H302
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
CrerupuaHa TOKCHIHOCT 3 ONPeIeTIeHH OPTaH! — €JHOKPAaTHA SKCIO3HIIHS, H336

Kareropust 3, HApKOTHYHU ePeKTH
OnacHo 3a BoJIHaTa cpejia — XpOHWYHA ONAcHOCT, KaTeropus 3 H412
3a meanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMM‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTu 34 3PaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
OnpenenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha 1OKAa3aTCJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

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

H318 - IIpenu3BuKBa CEPHO3HO YBPEKIAHE HA OUHTE.
H336 - Mosxe na mpeu3BUKa CHHINBOCT HIIH CBETOBBPTEX.
H412 - Bpenen 3a BOTHUTE OPraHU3MH, C JBITOTPaeH ePeKT.
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Prilocaine for peak identification

HH(I)OpMaHI/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U30srBaiite BIUIIBaHEe HAa Mpax/MyIleK/Ta3/IuM/n3napeHus/aepo30im.
P264 - Jla ce u3amue pbLeTe 10 JIAKTUTE U JIMIETO CTApATENIHO clie]] yrnoTpeda.
P270 - [la e ce siae, mue WM MyIId Opy ynoTpeda Ha MpoayKTa.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MSACTO.
P273 - Jla ce n30srea usnyckaHe B OKOJIHATa CPeaa.
P280 - M3non3BaiiTe npeana3sHu pbKaBULU/IPEANA3HO 00IEKIO/MPeana3Hu OYmiIa/mpenasHa Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - [TPU ITOT'JTBIIAHE: IIpu nepasnonoxenue ce odanere B LIEHTHP I10
TOKCHKOJIOT M unu Ha nexap.
P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMS,
yJIECHsBAIIA AULIAHETO.
P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIHO C BOAA B MPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bh3MOKHO.
IIpoabmxkeTe ¢ U3MIaKBaHETO.
P310 - He3a6aBHo ce o6azmere B UIEHTHP [10 TOKCUKOJIOI' M4 wim Ha ekap.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBHP 10 TOKCUKOJIOI'US nnu Ha nekap.
P330 - UsmnakHere ycrara.
P403+P233 - Jla ce chxpansiBa Ha 100Ope MPOBETPHUBO MACTO. CHABT J1a Ce ChXPaHsBa ITBTHO
3aTBOPCH.
P405 - [la ce cbxpaHsiBa 1o KJIr04.
P501 - CpappixaHHETO/ChIBT 1A CC U3XBBPIIH B IYHKT 33 ChOMPaHEe HA OMACHU MU CIICHUATHI
OTHajblH, B ChOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/MJIN MEXIyHapOIHU
pasnopenou.

ETukerrpane B CbOTBETCTBHE C: M3KITIOUSHHS 32 BETPEIIHH OMIAKOBKH, KOTaTO ChbPKAHUETO He mpeBumana 10 ml.

Iuxrorpamu 3a onacuoct (CLP)

3

GHS05
OnacHu ChCTaBKH . Prilocaine

2.3. Ipyr" onacHOCTH

He cvappxa PBT w/nun vPvB Bemectsa > 0,1%, onenenu B crotBercTBUEe ¢ REACH, Ilpnnoxenne XIII
CMecTa He ChbpiKa BellecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, H3roTBeH B choTBeTcTBHE ¢ WwieH 59(1) or REACH, 3a npure)xaBaHe Ha CBOWCTBA, HApYyLIaBaLU
(yHKIMHTE HA SHIOKPHHHATA CHCTEMA WM € YCTAHOBEHO, Ye BELIECTBOTO(Ta) He € MICHTU(UIMPAHO KaTO NPUTEkKABALIO CBOWCTBA, HAapyIIaBaly (yHKIUHTE Ha

€HJJOKpHHHATa CHCTeMa B CHOTBETCTBUE C KpuTepuute, onpenenenu B Jlenerupan Pernament (EC) 2017/2100 na Komucusra wiu B Pernament (EC) 2018/605 na
KowmucHsaTa B KOHLIEHTpalKs, paBHa Ha WK no-rossMa ot 0,1 %

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.1. BemecTBa

He e npunoxumo

3.2. Cmecn

HaumenoBanue HMnenTndguxarop Ha % Kiacudukauus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]

Prilocaine CAS Ne: 721-50-6 99 - 100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 211-957-0 mg/kg TeIeCcHO Tero)

Eye Dam. 1, H318
STOT SE 3, H336
Aquatic Chronic 3, H412

3a meauus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a OIAaCHOCT: BXK. pa3jen 16
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Prilocaine for peak identification

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

3EJI 4: Mepku 3a mbpBa NOMOIIY

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

ITspBa momou - 001 MEpKH : HesabaBHo na ce n3Mue 30HaTa HA KOHTAKT C FOJEMHU KOJIHYECTBA BOJA.

ITspBa oMol Ipy BAUIIBAHE : Ilpemecrere nmocTpajanus Ha YUCT Bb3ayX. OCHIypeTe CBEX Bb3/lyX Ha 3aCETHATOTO JIMLIE.
HeoT105KH1 MEANIMHCKY TPIXKH U CHELHAIHO JICYEHNE, aKo € He0OX0I1MO.

[IbpBa HOMOILL IPY KOHTAKT € KOXKATa : Jla ce oTCTpaHH MaKCHMAIHO Ype3 H30bpCcBaHe (C YMCTa H MeKa MonuBaia Kbpma). Jla ce u3mue
0OHIIHO ¢ BOJa B KOATO ¢ mpubaBeH aeTeprenT. [la ce n3Iiaksa ¢ XJIaaka BoJa B IPOAbDKeHHE Ha 15
MUHYTH. AKO JIpa3HEHETO Ha KO)KaTa MPOAbIKaBa, []a c¢ HAallpaBU KOHCYJITALHs C JeKap.

ITbpBa oMo IPH KOHTAKT C OYUTE : Usmiakserte ¢ BoJa, KaTo ABbPKUTE OUUTE IIUPOKO OTBOpeHH. CBaleTe KOHTAKTHUTE JICIIH, aKO UMa
TaKMBa U JOKOJIKOTO TOBA € Bb3MOXHO. [IpoJbiiKeTe ¢ U3ILIIaKBaHETO. AKO APA3HEHETO MPOIBIIKH,
KOHCYNTHpaiiTe ce ¢ 0(hTaIMOIOT.

ITbpBa MOMOII PH MOTTBINAHE : Usnnakuere ycrara. Jla He ce mpean3BukBa nopbiuane. CHennaiHo JICKapcKo HaOII0ICHHE.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

Cumntomu/edextn . Ilpenu3BukBa M3rapsHus.

Cumntomu/e)ekTH Clies BAUIIBaHE : HenocraTbunu nanau. Moxe 1a Npen3BHKa 3aJbXBaHE, YCEIIAaHE 32 TEKECT B IbPAHTE, APa3HEHE
Ha I'bPJIOTO U KAIIUTHIIA.

CumnToMu/e(heKT Cliei KOHTAKT ¢ KoXkKarta : HenocraTbunu n1annu. 3auepBsiBanHus, OONKa.

CumntoMu/eheKTn Cliei KOHTAKT C OYNTe : HenocraTbunu nannu. 3auepBsiBanHus, OONKa.

CumnToMu/eheKTn ClIes NOrTbIIaHe : WsrapsiHus Ha cTOMaIIHO-4peBHHUTE JuraBUiH. CUMITOMHTE MOTaT ja ObJaT 3aMaiiBaHus,

FHaBOGOJ'II/Ie, raacHe u 3ary6a Ha KoopAuHaNus.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIMHCKH TPUKHU U CNICLIMATHO JIeYeHUe

Ho‘r’f,pceTe MCIUIHUHCKHU C'I:BCT/HOMOI]_L HpH BB3MOKHOCT [1a C€ ITOKaXXE€ HACTOAIINA JIUCT, @ aKO HE € Ha Pa3II0JI0KEHUE, 1a CE TIOKaXKE OITaKOBKaTa MJIM €TUKETA.
AKTPIBaTOp. d)apMaueB'mqu TIPOAYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoOKap

TToaxomsiu TI0KapOracuTEIIHA CPECTBA : OI[CiUIO 3a 3aracsgH¢ Ha OI'bHA.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIM CMECTa

OmacHOCT OT TmoXxap : Bmx maparpad 2.2. Puck ot o6pa3yBaHe Ha TOKCHYHH X KOPO3UBHH Ta30Be.

5.3. CbBeTH 32 O’KAPHUKApHUTE

WHCTpyKUHUH 3a TaceHe Ha MOXKapu : Jla ce U3MON3BAT CPEACTBA, TIOXO/ISIIH 38 TACCHE HA MOKAPU B CHCE/ICTBO.

PA3JIEJI 6: Mepku npu aBpapuiiHO H3IIyCKAaHe

6.1. JInuHM MpeANa3HU MePKH, MPEANAa3HU CPeICTBA H MPOLeTyPH NPH CHEIIHH CIyq9an

OO0y Mepku : Jla ce u30sirBa mpeKust KOHTAKT ¢ MpoaykTa. He BaumBaiite
npax/myIex/ra3/anM/u3napeHus/aepo30iH.

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

Hsima Hanmana JOIIBJIHUTCITHA I/[H(i)OpMaI_II/IH

6.1.2. 3a MuaTa, OTTOBOPHM 32 CIICIIHH CIy4Yan

3aluTHU CpeacTBa . Bwxkre Pasnen 8.

6.2. l'[pezmasml MEPKH 32 OlIa3BaHE HA OKOJIHATA cpeaa

Hsima HanuyHa AONBIHUTEIHA m—[(bopMaum
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Prilocaine for peak identification

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

MerTo/u 3a HOYUCTBAHE : Vbenere ce, 4e OTNAIBUUTE ca ChOpaHH U ce ChbXPaHABAT HA CUTYpHO MscTo. [Touncrere
crapatento. C matepuaina TpsbBa Ja ce pabot BHUMaTeaHO. BbB BojgHa cpena: Koposusen 3a
o4uTe, JUXaTeIHaTa CUCTEMa M KOXKarTa.

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3JIEJI 7: PaGoTa u cbXpaHeHue

EOH’LHHI/ITCHHH OITaCHOCTH I10 BpEME Ha 06p360TKa : Ha HOTpCﬁPITCJ'Iﬂ Jace 06’1:])1—[6 BHHUMaHHEC 3a pPUCKOBETC, €CBCHTYAJIHO CBBP3aHU C U3II0JI3BAHETO HA
TIpOAYKTaA 3a APYTr'U LEIH, pa3iIM4HU OT TE3H, 3a KOUTO € IIPEAHA3HAYCH. BbB BosiHa cpena:
K0p03HBCH 3a OYMTE, JUXaTejiHaTa CUCTEMA U KOXKaTa.

Tlpennasuu mMepku 3a Ge3onacHa padbora : C marepuaia TpsioBa 1a ce paboTu BHUMAaTeHO. [la ce n30srsa Mpekust KOHTAKT C MPOJYKTa.
XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMATA Ha 0OpaTa MPOMHUIIIICHA XUTHEHA U HPOLEypUTE 32
6e30MacHOCT.

TexHU4ecKkr MEPKH : Jla ce cria3BaT HPHIIOKHUMHUTE Pa3OpeOn.
VYcnoBus 3a CbXpaHsBaHe : Jla ce cpXpaHsBa 0[] KJII04.

Bmx maparpad 1.

PA3JIEJI 8: KoHTpoa Ha eKCcNO3MIMATA/JIMYHU NPEeANa3HHU €

8.1.1 HanmoHaIHU rPAHHYHH CTOHOCTH Ha NPO(eCHOHATHA eKCIO3UIHA ¥ OHOJIOTHYHY TPAHUYHHU CTOHOCTH

Hsima HanmMuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

8.1.2. IIpenopb4uTEeTHH NPOLEAYPH 32 HAOIIOIEHUE

Hsima Hann4aHa nonsaHuTeNHA HHGOPMALHS

8.1.3. 3ambpcuTed HA Bb3/1yXa, 00pa3yBaHHU 110 BpeMe Ha IpeJNUCcaHATA YIOTpeda
Hsma nannana nonmbsiHUTENHA HHOPMALHS

8.1.4. DNEL u PNEC

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIUS

8.1.5. Peryaimpane upe3 o6xBatu (control banding)

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

8.2.1. Tloaxoasii MH:KEHEPEeH KOHTPOJI

Toaxoasiuy MH:KEHEPEH KOHTPOJI:
Jla ce cbxpaHsiBa B 100pe IMPOBETPUBO MoMeleHue. Jla ce n3nonsyBa eMMHCTBEHO B CMyKaTellHa KaOuHa ¢ HHTerpupad GuiaTep. BucokoedekTusen Gpuirbp 3a
gactunu (HEPA ¢untep).

8.2.2. JIuunu npeanasHu cpecTBa
8.2.2.1. 3amuTa HA OYHTE U JTHIETO

3ammuTa Ha ouMTE:
IIpennasuu ounna. DIN EN 166
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Prilocaine for peak identification

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

8.2.2.2. 3ammTa Ha Ko}KaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce u3non3yBa XUMHYECKH YCTOIYKBO 3amiuTHO obnekito. DIN EN 13034

3ammuTa Ha pbLeTe:
XUMHUYeCKH YCTONYHBY Npena3Hu pbkasunu. [SO 374-1
8.2.2.3. 3amuTa HA AUXATEJHHTE IbTHINA

3amuTa Ha AMXATEJHUTE IIBTHINA:
OtnensHe Ha npax: npotuBonpaxosa Macka ¢ Guirbp P3. DIN EN 140 & 149. Teuen nponykr : AHTHaepo3osiHa Macka. Hocere nuxareneH amapar, ako cte
U3II0)KEHHU Ha TapHu/IpaxoBe/aepo30iIu

8.2.2.4. TepMHYHHU ONIACHOCTH

Hsima Hammaaa JOIIBJIHUTECITHA I/[H(t)OpMaI_II/ISI

8.2.3. KoHTpoJ Ha eKCIO3HIUATA HA OKOJHATA cpeaa

HsiMa Hann4yHa JOMBIHATENTHA HHQOpMALHS

PA3IEJI 9: ®u3nynu 1 XMMMYHHM CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PU3UYHN M XMMHYHH CBOHCTBA

ArperaTtHo ChCTOSTHUE : TBBPIO BELIECTBO
LBsar . He e HanuuHO
Mupuc . He e npunoxxumo.
I'panuuara Ha Mupuca : He e Hannuno
Touka Ha TONEHE . He e HanuuHO
Touka Ha 3aMpb3BaHe . He e HanuuHO
Touka Ha KUTICHE . He e HamnuHO
3anaguMoct . He e HannuHO
I'paHHIM Ha EKCIIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA EKCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepatypa . He e npunoxumo
Temmneparypa Ha camo3amajiBaHe : He e npunoxumo
Temmeparypa Ha pa3iaraHe . He e HanuuHo
pH : He e Hanuuno
pH pasrBop : He e Hanuuno
Bucko3uTer, KHHEMaTHUEH . He e npunoxumo
PazrBopumoct . He e HannuHO
KoeduimenT Ha pasnpenesnenue: n-okranoi/sona (Log  : He e HanuuHO
Kow)

Hansrane na napure . He e HanuuHo
Hansrane na napute npu 50°C : He e Hanuuno
IlrpTHOCT . He e HannuHO
OTHOCHUTEIHA TUIBTHOCT . He e HannuHO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTuiure . He e HamuunO
9.2. Ipyra unpopmanus

9.2.1. Unpopmanus BbB BPb3Ka ¢ KJIacoBeTe HAa GU3MYHA ONACHOCT

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6e301acHOCT

Hsima Hanmanaa JOIIBJIHUTECITHA I/[H(i)OpMaI_II/ISI

T U PEAKTUBHOCT

10.1. PeakninoHHa CIIOCOOHOCT

CrabuieH pu HOPMAaIHH YCIOBHSL.
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Prilocaine for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

10.2. XuMHuYHA CTA0OMIHOCT

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

10.3. Bb3M0:KHOCT 32 ONIACHH PeaKIuH

HsiMa HannyHa JOMBIHATENHA HHOpMALHS

10.4. YcnoBusi, KouTo TpsidBa 1a ce H30SArBaT

Hsima HanmaHa JOITBJIHUTECITHA I/IH(i)OpMaHI/IH

10.5. HecbBMeCcTUMH MaTEpUAIH

Hsima npu HopManHa ynorpe6a. Biokre Pasnen 7.

10.6. OnacHu NPOAYKTH HA pa3najaHe

HpI/I 3arpsiBaHe€ M0 TOYKaTa Ha pasdrpaxxaaHe OTACIIS OIIaCHU U3IIapCHUS.

3AEJI 11: Toxkcukoaoru4sa nHgpopmManus

11.1. Uudopmanus 3a KJacoBeTe Ha OACHOCT, onpeneeHu B Peraamvent (EO) Ne 1272/2008

OcTpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHUYHOCT (BIHUILIBAHE)

Bpe/eH npu norasLaHe.

He ce xnacu¢uuupa (B3 0CHOBa Ha HATMYHUTE JAHHU HE Ca 3IBIHCHHU KPUTCPHUHUTE 32
KJIacudupane)

He ce knacuguuupa (B3 0CHOBa Ha HATMYHNTE JAHHU HE Ca M3IBIHCHHU KPUTCPHHTE 32
KJIacuduIpane)

Prilocaine for peak identification

ATE CLP (opanHa)

‘ 501.002 mg/kg TenecHo Terio

Prilocaine (721-50-6)

LD50 opasiHo mibx

‘ > 300 — < 2000 mg/kg nmporuo3Ha cTOHHOCT

KOpOSMBHOCT/I[paBHCHC Ha KoXara

Cepuro3HO yBpeXK/JaHe Ha OYMTE/IPa3HEHE HA OUHMTE

CeHcnOMIM3anus Ha AUXATEITHUTE IBTUIIA UITH KOXKaTa

MyTareHHOCT Ha 3apOJHIIHUTE KICTKH

Kanneporensoct

ToKCHYHOCT 3a penpoyKIusaTa

CTOO (cnenuduyHa TOKCHYHOCT 32 ONpPE/ICIICHN
OpraHu) — €IHOKPATHA EKCIIO3HIIUS

He ce xnacu¢unupa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH HE ca U3I'BIHCHU KPUTEPHUTE 32
KJIacu(pHIpaHe)

ITpenu3BUKBa CEPHO3HO YBpEXkKIaHE HA OUHTE.

He ce knacuguuupa (B3 0CHOBa Ha HATMYHUTE JAHHU HE Ca M3IBIHCHHU KPUTCPHUHUTE 32
KJacuuupane)

He ce knacu¢uuupa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE ca U3MBIHCHU KPUTECPHUTE 32
KJIacupHIIpaHe)

He ce knacu¢unupa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE Ca U3II'BIHCHU KPUTEPHUTE 32
KJIacupHIIpaHe)

He ce xnacu¢umupa (Bb3 ocHOBa Ha HAIMYHHUTE JAHHH HE Ca M3IIBIHCHU KPUTEPHUTE 32
KIacuHIIpaHe)

Moxe na MPEaAN3BUKa CbHIIMBOCT WJIA CBECTOBBPTEK.

Prilocaine (721-50-6)

CTOO (cennduyHa TOKCHIHOCT 33 OIPEIEICHN OPraHy)
— eJHOKpATHA CKCIIO3HIHS

Moxe Ja Mpe€aAu3BUKa CbHJINBOCT WU CBETOBBPTEK.

CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEICICHU
OpraHn) — IOBTaPSIIIA CC CKCIO3ULIN

OnacHOCT NpH BAMIIBAHE

11.2. Undopmanus 3a APYrH ONACHOCTH

HsiMa Hann4yHa JOMBJIHUTENHA HHQOpMALHS

He ce xnacuduuupa (B3 0CHOBa Ha HATMYHUTE JAHHHU HE Ca M3IIBIHCHHU KPUTCPUHTE 32
KJIacuuIupane)
He ce knacuduuupa (B3 0cHOBa Ha HATMYHUTE JAHHU HE Ca U3IBIHCHHU KPUTCPHUHUTE 32
Kiacuuupane)
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Prilocaine for peak identification

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

PA3JIEJI 12: ExonornyHa uH(popManus

Exouorust - 0610 : Omnacuu otnaasi. Jla ce U3Mos3yBaT MOAXO/ISIIN KOHTeHHEePH 3a OTIaAHNTE MPOLYKTH.

OmnacHo 3a BOjiHATa Cpejia, KpaTkocpouHa (0cTpa) . He ce knacu¢uumpa (Bp3 ocHOBa Ha HANMYHHTE JAHHU HE Ca U3IBIHEHH KPUTEPHUTE 32
KIacupHIEpanHe)

OrnacHo 3a BOJIHATA CPefia, ABJITOCPOYHA (XPOHHYHA) . BpezeH 3a BoIHHTE OPraHU3MH, C IBITOTPACH e(EKT.

He ce pasrpasia 6bp30

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IHﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMAIHS

Hsma HanuvHa HOTBIHUTETHA HHPOPMAIIUS

: 13: ObGe3Bpexnane HA OTHAXbLUUTE

Pernonanuu pa3nopez[614 3a OTHAABIUTE N I[a C€ U3XBBPJIHU 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATTHU pa3r10pe;[61/1.

PA3IEJI 14: UndopManusi OTHOCHO TPAHCTIOPTUPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naenTudgukannoneH Homep

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. TouHo HaMMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e mpunoxumo He e mpunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo He e npunoxumo He e npunoxumo

Hsawma JOITBJIHUTCITHA HAJTUIHA PIH(i)OpMaI.II/ISI
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Prilocaine for peak identification

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpancnopT no mope
He e npunoxumo

Bb3aymien Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn na EC

REACH Ilpuaosxenne XVII (YciaoBus 3a orpaHnyapaHe)

He cpappixa BemecTBo(a), BKimodeHo(u) B [Ipunoxenne XVII na REACH (YcnoBus 3a orpaHndaBane)

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

He cpappixa BemecTBo(a), BitodeHo(n) B [Ipunoxenne XIV va REACH (Cnmcbk Ha BenecTBara 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He cpappika BemectBo(a), BKinoyeHo(1) B cniuckka Ha REACH ¢ kanaunar-BeriecTsa

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

Henpunoxumo.

Pernament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPrannyHu 3aMbPCHTEIHN)

Henpunoxxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjoii (EC 1005/2009)

He cpappixa BemmecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C BEIIECTBA, KOUTO HapymaBaT 030HOBUA cioi (Permament EO 1005/2009 oTHOCHO BelecTBa, KOMUTO
HapyIIaBaT 030HOBHSI CJIOIT)

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIFOYCHO(H) B CIIUCHKA C IPEKypcopH Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
MPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMmeHT 0THOCHO NpeKypcopuTe HAa HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe Bemectsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, N3I0JI3BaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIIECTBA)

15.1.2. Hauuonauu paznopenoun

HsiMa Hann4dHa JOMBIHATENHA HHQOPMALIHS

15.2. OneHka Ha 0€30IACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa JOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra ungopmanus

I[I'bnen Texker Ha H- u EUH-npenynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanHa) Octpa Tokcu4HoCT (OpanHa), Kareropus 4

Aquatic Chronic 3 OmacHo 3a BogHATa cpefia — XPOHHYHA OIAaCHOCT, KaTeropus 3
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Prilocaine for peak identification

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

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0lacHOCT:

Eye Dam. 1 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 1

H302 Bpenen npu nornsiane.

H318 IIpenu3BuKBa CEpHO3HO yBpEe)KJaHE Ha OUUTE.

H336 Moske J1a peAn3BUKa ChbHIMBOCT MM CBETOBBPTEXK.

H412 Bpezen 3a BOZHHTE OPraHU3MH, C ABITOTPACH S(EKT.

STOT SE 3 CrenuduyHa TOKCHYHOCT 32 ONpeeTICHH OpraHy — eHOKpaTHa ekcro3uims, Kareropus 3, HapkoTHYHH eheKTH

Kaacuduuupane u npoueaypa, H3no/13BaHa 32 M0JIy4aBaHe HA KJIACH(UKALUATA 32 cMecH cbriiacHo Persament (EO) Ne 1272/2008
[CLP]:

Acute Tox. 4 (opanHa) H302 M3uucnurenex meron
Eye Dam. 1 H318 W3unciuresieH METOI
STOT SE 3 H336 W3unciurenieH METOI
Aquatic Chronic 3 H412 W3unciureneH METoI

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, Chabpkaiia ce B To3u MHGOpMaIMOHEH JIUCT 3a 0€30IIaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJICKIHU. BhIipeku ToBa, HHQOpMAIHATA Ce IPEIOCTaBs Oe3 HUKaKBa TapaHIus, H3pHYHA WM T0pa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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