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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Bupivacaine impurity B

XUMHYECKO HaMEHOBaHHE : N-(2',6'-numernndeHu)-2-nunepuIMHKapOOKCaMUIX U IPOXITOPH
EO unnexc Ne : 616-118-00-6

EO Ne 1 417-950-0

CAS Ne 1 65797-42-4

Kon na npoxykra : 202300407

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UpenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeta : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, AaHATN3H U HAYYHO-00pa30BaTEIHH LEIIH.
VYnorpeba Ha BemecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

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

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
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)

GHSO07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H412 - Bpenen 3a BOTHUTE OPraHU3MH, C JBJITOTPaeH ePeKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - la ce m3Mue phlieTe 10 JaKTHTE H JIMIETO CTAPaTEeNHO Clie]] yroTpeoa.
P270 - a He ce s/e, Ue WK MY IPH YHOTpeba Ha IPOIYKTa.
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P273 - la ce u30sraa nsnyckane B OKOJIHATa Cpefa.
P301+P312 - ITPU ITIOTJIBIIAHE: npu Hepasnonoxenue ce obanere B IEHTBP 10
TOKCHUKOJIOI'S unu Ha nexap.
P330 - U3nnakuere ycrata.
P501 - CpapprxkaHneTo/ChabT Aa Ce U3XBBPIIH B MYHKT 33 CHOMPaHe HA OMACHH WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PCTHOHAIIHY, HALIMOHAHY H/HJIN MEXIyHAPOIHU
pasnopenou.

ErtukeTHpaHe B ChOTBETCTBHUE C: H3KIIIOUCHHUS 3a BBTPCIIHH ONAKOBKH, KOraTo ChAbPXKAHUETO He npeBuiiasa 10 ml

He ce u3nuckBa eTHKeTHPaHE

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTaBKUTE

HanmenoBanne HNnentnduxarop Ha % Knacnpukanusi B CbOTBETCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
N-(2',6'-mumermadenn)-2- CAS Ne: 65797-42-4 <100 Acute Tox. 4 (opanna), H302 (ATE=500
MTHIICPUANHKAPOOKCAMUIXUAPOXIOPHL EO Ne: 417-950-0 mg/kg TeaxecHo Terio)
EO unznekc Ne: 616-118-00-6 Aquatic Chronic 3, H412

3a meinnus Teker Ha H- u EUH-nipenynpexaenusta 3a onacHOCT: BX. paszjen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa oMo

H’LpBa TIOMOLII ITPU KOHTAKT C KOXKaTa : I{a C€ OTCTpaHU MaKCUMAJIHO 4Ype3 H36'prBaHe (C YHUCTa U MEKa IloImrBalia m;pna).

H’LpBa TIOMOLII ITPU KOHTAKT C OUUTE : M3makHeTe ounTe C BOjAa KaTo IpeanasHa Mspka.

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

Hsma nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

PA3JIEJI 5: IIpoTHBONOKAPHU MePKH

Tloaxomsmm moXXaporacuTENHH CPEICTBA : Ogeso 3a 3aracsiHe Ha OT'BHSI.

OmnacHOCT OT moXxap : Bmx maparpad 2.2.

I/IHC’I‘pyKLII/IPl 3a racCHE Ha MOXapu N I[a C€ U3MN0JI3BaT CPEACTBA, NOAXOAAIIHN 3a rAaCEHE Ha IMOXKapu B CbCEACTBO.
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PA3JIEJI 6: Mepku npu aBapuiiHoO u3

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

ABapuiitHH IITaHOBE : Jla ce n30srBa BCAKAKBA M3JUIITHA €KCIIO3UIINS.

6.1.2. 3a MuuaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsma HanuvHa 1ONBIHUTETHA HHPOPMAIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

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

PA3JIEJI 7: O0paboTka u chbXpaHeHHe

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

8.1.1 HanMoHaJHH rPAHUYHYU CTOHHOCTH HA NMPOPECHOHATHA eKCIO3UIUs U OHOJOrMYHN TPAHUYHH CTOHHOCTH
Hsma HanwyHa HOoMBIHHUTENHA HHPOPMAIIUSL

8.1.2. IlpenopbunTeTHH NPOLETYPH 32 HAGII0deHHE

Hsima Hanmuna nonbiHuTeNHA HHGOPMALIHS

8.1.3. O6pasyBar ce 3aMbPCUTEJIM HA Bb3/1yXa

Hsma nanuyna goneiHUTENHA HHOOPMAIIUSL

8.1.4. DNEL u PNEC

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

8.1.5. Peryimpane upe3 o6xsatu (control banding)

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

8.2.1. Tloaxoasin TEXHUYECKH KOHTPOJI

Tloaxoasiuy TEXHHYECKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe mpoBeTpuBo nomeinenie. OGHKHOBEHO ce M3MCKBAT KAKTO MECTHA CMyKATeHA BEHTUIALNS, TAKA U BEHTHJIALMS Ha 00II0TO
MOMEIIEHHUE.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
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8.2.2. JIM4HM npena3sHu cpecTBa

8.2.2.1. 3ammTa Ha OYMTE H JHIIETO

HsiMa HaiM4Ha JOIBIHUTENHA HHPOPMALHS
8.2.2.2. [Ipenna3Bane Ha KoOXkKaTa

3amMTa HA KOKATA M TAJI0TO:
JlaGopartopHa mpecTHiIKa

3ammuTa Ha pbUeTe:

3aIUTHA PHKaBULU

8.2.2.3. 3amuTa Ha AUXaTEeJHUTE MbTHIA

Hsma HanuyHa 10MbIHUTENTHA HHOPMALUS

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2.3. KoHTpO.1 Ha eKCcNno3HIMATA B OKOJIHATA Cpeja

Hsma HannyHa nombIHUTENTHA HHOPMALUS

3JIEJI 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PM3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : TBBpIO BELIECTBO
IBsar . He e HannuHO
Mupuc : He e HannuHo
I'panunara Ha Mupuca : He e HannuHo
Touka Ha ToreHe : He e Hannuno
Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KUIIeHe . He e Hannuno
3ananumoct : He e Hanuuno
I'panuuyM Ha EKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHuna Ha eKCIIO3UBHOCT : He e npunoxumo
ITnamHa TemnepaTypa : He e npunoxumo
Temneparypa Ha camo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hamuno
pH : He e Hannuno
pH pasrBop : He e Hannuno
Bucko3uTeT, KHHEMaTHYEH : He e npunoxumo
PazrBopumoct : He e Hannuno
KoedurmenT Ha pasnpenesienue: n-okranoi/soga (Log  : He e HanuuHO
Kow)

Hansrane Ha napure . He e Hanuuno
Hansrane na napute npu 50°C : He e Hannuno
ITnbTHOCT : He e Hannuno
OTHOCHTEIHA IITBTHOCT : He e Hamuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiure : He e Hannuno
9.2. Ipyra ungopmanus

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KjIacoBeTe HAa GU3NYHA ONIACHOCT

Hsma HanuyHa nombiHUTETHA HHOPMALUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmaHa JIOITIBJIHUTECITHA I/[H(bOpMaLII/IH
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 10: CTa0MiIHOCT U PEAKTHBHOCT

CrabuiIeH npy HOPMAJIHU YCIIOBHS.

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

He e u3BectHo.

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nipur Hopmanua ynorpe6a. Brkre Pazmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIS ONACHU H3MAPCHUS.

PA3JIEJI 11: Toxcukosiornuna nugopmanus

OcTtpa TOKCUYHOCT (OpainHa) : Bpenen npu norieiiae.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jluncpamy naHH")
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncpanum gaHH)

N-(2',6’-numeTniideHNT)-2-NUNepHINHKAPOOKcAMUAXUAPoOXJIopu (65797-42-4)

LD50 opanHo mrex > 300 — <2000 mg/kg (IporHo3Ha CTOHHOCT)
KoposusHoct/npasHene Ha Koxara : He ce xnacudunupa (Jluncsamy nanHam)
Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUnuTe : He ce xnacuduimpa (Jluncpamy gaHHN)
CeHcubMnM3anys Ha JUXaTelHUTE MbTUINA miK koxkata  : He ce kiacuduuupa (JIuncpanm nanHn)
MyTareHHOCT Ha 3apOJIUIITHATE KIECTKA : He ce xmacudumupa (JIuncamy naHemN)
Kanneporennoct : He ce xnacudunupa (Jluncsamy nanHm)
TokcHuuHOCT 32 PEIPOLYKIHATA : He ce xnacudunupa (JInncpaum naHH)
CTOO (crneuuduyHa TOKCHYHOCT 32 ONPECIeHU : He ce xnacudummpa (Jluncsaum ganum)

OpraHu) — eIHOKpPAaTHA EKCITO3ULIUS

CTOO (cnenn@uyHa TOKCHYHOCT 3a OIPEIEICHA . He ce xnacudunupa (Jluncpamy nanHamn)

OpraHy) — HOBTapsILIa Ce SKCIIO3ULHS

OmnacHOCT NpH BANIIBaHE : He ce kmacudumupa (Texandecka HeBB3MOXKHOCT 3a TIOJTy4aBaHe HA JaHHMN)

Hsma Hanu4Ha qOMBIHUTENHA HHOPMAIHS

: ExoJsioruyna nngopmanus

Exosorust - 06110 : He npencrasnsiBa KOHKpeTHa OIACHOCT 3a OKOJHATA CPeJa.
OmnacHo 3a BogHAaTa cpefia, KpaTKOCPOUHa (0CTpa) . He ce xnacuduuupa (Heybenurentn naHHn)

OmacHo 3a BogHATa cpefia, JbITOCPOYHA (XPOHUYHA) : Bpezen 3a BoAHUTE OPraHU3MH, C ABITOTPACH SPEKT.

He ce pasrpaxnaa 6bp3o

N-(2',6’-numeTniIdeHNT)-2-NUNepHINHKAPOOKcAMUAXUApoxJIopu (65797-42-4)

EC50 - Pakoo6pasuu [1] > 10 — <100 mg/] (mporHo3Ha cTOHHOCT)
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOOpMATHS

PA3JIEJI 13: O6e3Bpe:kaaHe Ha OTHAAbLHUTE

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 14: Undopmanysi OTHOCHO TPAHCIIOPTHPAHETO

B crorBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nian uaentudukanuonen Homep

He e mpunoxumo He e mpunoxumo He e npunoxumo

14.2. TouHo HaMMeHOBaHHe HA NMpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha omacHOCT MPH TPAHCHOPTHPAaHe

He e npunoxxumo He e npunoxumo He e npunoxxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo He e npunoxumo He e npunoxumo

Hsima mombiHHTENIHA HANTUYHA HHq)OpMaHHﬂ

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo
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14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHApOHATA MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: UHndopmanusi OTHOCHO HOPpMAaTHBHATAa ypenoda

15.1. CienppvuHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO G€301MaCHOCTTA, 3PABETO H OKOJIHATA
cpena

15.1.1. Pernamentn na EC

REACH Ilpuaosxenne XVII (YciaoBusi 3a orpaHnyapaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3periaBaHe)

REACH Cnucbk ¢ kanauaar-seugecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xanannar-BemecTsa

Pernament PIC (EC 649/2012, IlpenBapuTe/iHO 060CHOBAHO ChIJIACHE)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.

PerjiaMeHT OTHOCHO BellleCTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

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

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IIPeKypcopH Ha B3puBHH BemecTBa (Permament EC 2019/1148 3a npeanaranero Ha ma3apa u ynorpebara Ha
IIPEKypCOPH Ha B3pUBHU BEIIECTBA)

Per;1aMeHT 0THOCHO MpeKypCcOpHTe HA HAPpKOTHYHH BemecTBa (EO 273/2004)

He cpabpixa BewecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe Bemectsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO M ITyCKAHETO
Ha Ia3apa Ha OTpE/ICICHH BEIECTBA, U3IO0NI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEILECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST

15.2. OneHka Ha 0e30MacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsma HanuyHa nombiHUTETHA HHOPMALUSI

PA3JIEJI 16: Ipyra undgopmanus

I'baen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0acHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opainna), Kareropus 4

Aquatic Chronic 3 OnacHo 3a BOJIHATa cpejia — XPOHUYHA OMACHOCT, KaTeropus 3
H302 Bpenen npu norneimane.

H412 BpeneH 3a BoqHUTE OPraHU3MH, C IBITOTPACH e(eKT.

Wudopmanmonen muct 3a 6ezonacHoct (UJ1b), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHdopmaroneH uct 3a 6e30MacHoCT, € MoJdy4eHa OT H3TOYHHIIN, KOUTO CMsTaMe 3a
HajeK/HU. Bbopeku ToBa, HHpOpMALMsITa ce IpeocTaBs 0e3 HUKAKBA rapaHIus, H3pUYHA WX 0/pa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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