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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HaumMeHoBaHMe Ha BEIIECTBOTO . Prilocaine impurity B
Kon Ha mponyxra : 201800006

CHHOHUME : o-Toluidine hydrochloride

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 . IIpoayKThT € mpeJHA3HAYCH 3a N3CIICBAHNS, AaHAJIN3H U HAYyYHO-00Pa30BaTEITHN LEIIH.
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 u3noinssa : [lormsiane, Baumsane, JlepmanHo

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

sds@edgm.eu - www.edgm.eu

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]

Kanmneporennocr, Kareropns 1B H350
Ocrtpa TokcnuHOCT (MHXaI. ), Kateropus 3 H331
Ocrtpa TokcnuHoCT (opainHa), Kareropus 3 H301
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
OmacHo 3a BOHATA cpesia — OCTpa OMAacHOCT, KaTeropus 1 H400

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edekTH U HedIaronpusiTHU epekTH 3a 3ApaBeTO HA YOBEKA U OKOJIHATA cpeia
OmnpezensiHe Ype3 eKCIEPTHO MHEHHUE U II0 CHIIATa Ha JI0Ka3aTeNCTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP) : I I

GHS06 GHS08 GHS09
Curnaina ngyma (CLP) : OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H350 - Moxe 1a npUYnHY pak.

H331 - TokcuueH npy BAUIIBaHE.
H301 - TokcuueH npyu NOTTBLIAHE.
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Prilocaine impurity B

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

H319 - [Ipenu3BrKBa CEpUO3HO Jpa3HEHE HA OYUTE.
H400 - CuHO TOKCHYeH 3a BOIHUTE OPraHU3MH.

Ipemopbku 3a 6e3omacuoct (CLP) : P202 - He u3non3Baiite npeau aa cTe Npoveiy 1 pa30opaiu BCHYKH MPE/Na3Hi MEPKH 32
0e30MacHOCT.
P280 - M3nomn3BaiiTe mpeAna3Hu O4YMIIa.
P301+P310 - ITPU TTOT'JTBIIIAHE: HezabaBuo ce obanere B LIEHTHP I10 TOKCUKOJIOT U wnun
Ha JIeKap.
P308+P313 - TP siBHa uim npe/onaraema excrno3unus: [IoTepcere MeqUIIMHCKY ChBET/TIOMOIL.
P330 - Msmnakuere ycrara.

ETukeTrpaHe B ChOTBETCTBHUE C: N3KIIIOYEHHS 32 BBTPELIHU ONIAKOBKHU, KOTaTO ChABPKAHUETO He mpesuiiasa 10 ml

S

GHS06 GHS08

IMukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHoCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Prilocaine impurity B - <100 Carc. 1B, H350

Acute Tox. 3 (naxanauuonsa), H331
(ATE=0,5 mg/l/4h)

Acute Tox. 3 (opanna), H301 (ATE=100
mg/kg TeIecHo TerIo)

Eye Irrit. 2, H319

Aquatic Acute 1, H400

3a meHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 32 mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOIIL TIPH BAHUIIBAaHE . Ja ce ocTaBM IIOCTpajaiys Ha YUCT BB3AyX. OCUrypeTe CBEX BB3IYX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL IPH KOHTAKT C KOXKaTa . Ja ce oTCTpaHHM MaKCHMAJIHO Ype3 M30bpCcBaHe (C YICTa M MeKa IONHBalIa Kspra). a ce n3mue
OOMITHO C BOJIa B KOSITO € IPUOABEH JIETEPTreHT.

ITbpBa MOMOIIL IPH KOHTAKT € OYHTE . M3mmakuere ¢ BoJa, KaTO ABPXKUTE OUUTE HIHPOKO OTBOPEHH.

ITepBa MOMOII IIPH MOTITBINAHE . Usnnaknere ycrata. He3abaBHo ce o6anere 8 IEHTBP I1TO TOKCHUKOJIOT Vifl/Ha nexap. Moxe na

6'[:2[6 penopbrYaHO MPOABDKUTEIIHO MEAULITMHCKO HaﬁH}O,Z[eHI/Ie‘

4.2. Haii-chuecTBeHI OCTPH ¥ HACTHIIBALIIM CJIe/I U3BECTCH MEPUOI OT BpeMe CUMIITOMU U e(l)eKTl/l

Cumnromu/edextu : Bb3moxHH ca 3aKbcHENH edeKTH.
Cumnromu/eheKTr ciie]] BAUIIBaHE . Henocrarbunm maHHH.
Cumnromu/eeKTd ciell KOHTaKT C Koxarta . Henocrarbunm maHHH.
Cumnromu/eeKTu ciesl KOHTAKT C OYUTE . Henocrarbunm maHHH.

4.3. Yka3aHue 3a HEOOX0MMOCTTA OT BCAKAKBH HEOTIOKHH MeTHIINHCKH TPHKA U CIIEUATHO JIeYeHn e

HonpceTe MCIULUHCKHA C’LBC’I‘/HOMOIH. Hpﬂ BB3MOKHOCT J1a CC IMOKaXC HACTOAIINA JIUCT, & aKO HC € Ha PA3II0JI0KCHUE, 1a CC MTOKaXXC OMMaKOBKaTa MJIA €TUKCTA.
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Prilocaine impurity B

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 5: IIpoTHBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOraCUTEIHA CPECTBA : Opesyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce uznonspar CpEaCTBA, IMOAXOIAIIM 32 TaCEHE Ha MOXKapu B CHCEACTBO.

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

O6wu Mepku : Jla ce n30srBa npekust KOHTAKT ¢ NpoaykTa. He BaumBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo30iu.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPSI 32 CIELIHH CIy4an

ABapHiiHH IUIAHOBE : Jla ce HOCH TOAXOJIIO MPENA3HO OOIEKII0, PHKABHUIM U 3allIUTHY CPEACTBA 33 OUUTE VM JIHIIETO.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEINHHU CIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGCJICTC C€, 4€ OTHaaABLHUTE Ca c1,6paHn 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMPIﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIEJI 7: O0pa6oTka ¥

JIOIBIIHUTEITHH OMIACHOCTH O BpeMe Ha o0paboTka : Ha motpeGurens na ce 00bpHEe BHUMAHUE 32 PHCKOBETE, €BEHTYaIHO CBBP3aHH C U3IMOJI3BAHETO Ha
HPOJIyKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOHTO € IPe{Ha3HAUCH.

IIpenmas3Hu Mepku 3a Ge3omacHa padoTa . C marepuana TpsiOBa 1a ce paboTn BHEMaTeNHO. J{a ce M30srBa MpeKkust KOHTAKT ¢ npoxykTa. C
MaTepuana TpsioBa Ja ce paboTH moj labopaTopHa KaMUHa, JOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSITA Ha J0OpaTa MPOMHUIIICHA XUTHEHA U IPOLISTYPHTE 32
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IoOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bwx maparpag 1.
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Prilocaine impurity B

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

8.1. IlapameTpH Ha KOHTPOJI

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH

Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE
HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsma Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Hoaxoasimy TeXHHYECKH KOHTPOT:
Jla ce cpXpansBa B JoOpe NPOBETPUBO HoMelleHKe. Jla ce 3MoN3yBa eAMHCTBEHO B CMyKaTelHa KabuHa ¢ uHTerpupad Gpuirsp. BucoxoedexkTuseH Guirsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOITUMBO 3amuTHO obnekino. DIN EN 13034

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3amuTa HA JUXaTeTHUTE NbTHINA:

OrtzensHe Ha mpax: mpotuBomnpaxosa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen nponykT : AHTHaepo3onHa Macka. Hocere quxarenen amapar, ako cte
H3JI0)KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hammana JOIBJIHUTECITHA PIH(bOpMaLII/IS[

PA3IEJI 9: ®u3unyHu 1 XMMUYHH CBOHCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTHo ChCTOSHHUE
st

MornekynHa Maca
Mupuc

I'panmnaTa Ha Mupuca

TBBpIO BEIIECTBO
He e nanmmuno
143,61 g/mol

He e npunoxxumo.
He e nanmmuno

Touka Ha TorneHe 215-217°C
Touka Ha 3aMpb3BaHe He e nanmmuno
Touka Ha KHIIEHEe 242 °C

3anamuMoct

He e nanmnuno

03/04/2023 ([aTa Ha u31aBaHe)

BG (6warapckn)

419



Prilocaine impurity B

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCIIIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temmeparypa Ha pasnagane . He e nanuuno
pH : He e HanmuyHO
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PaztBOpHMOCT . He e nanuuno
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e nammuno
Kow)

Hansarane na mapure . He e nanuuno
Hamnsrane na mapure npu 50°C : He e HanuyHo
IInsTHOCT : He e HanmuyHO
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanus BB BPb3Ka ¢ KJIacoBeTe Ha (PH3UYHA ONACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

TAa0MJIHOCT U PE€AKTUBHOCT

CraOuileH Ipu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU HU3IIapEHUS.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . ToOKCHYeH NIpH MOTTbIIaHe.

OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa

OcTpa TOKCHYHOCT (BIMILIBAHE) : TokcH4YeH NpH BIMIIBAHE.
KoposuBHOCT/ipa3sHeHe Ha KoXkaTta . He ce xnacudunupa (JInncpamy naHHam)
Cepro3HO yBpeKJaHe Ha OUHUTE/IpasHEeHE Ha OUNTE : IlpenusBHKBa CEPHO3HO APA3HEHE HA OUHTE.
CencnbuIu3anus Ha AMXATEIHUTE MBTUIA Wik koxkata . He ce knacuduumpa (JIunceanm gaHH®m)
MyTareHHOCT Ha 3apOHUIITHATE KJICTKU . He ce xnmacuduumpa (JIuncpamm njaHHN)
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Prilocaine impurity B

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

KaHieporentHoct : Moske fa IPHYHHY Pak.
TokcHYHOCT 3a PeNpOTyKIHATA : He ce xmacuduumpa (Jlpyrn ykasanns: OcTpa TOKCHYHOCT)
CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI . He ce xnacudununpa (Jluncpamy gaHH")

OpraHH) — eJHOKpPATHA eKCIO3ULIHS
CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI . He ce xnacudunupa (Jluncpamy gaHH")
OpraHH) — MOBTApSIILA CE eKCIO3ULIHS

OnacHOCT npH BJMIIBAHE . He ce ximacuduumpa (JIuncpaum jaHH)

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 12: Exonnornyna uHpopmManus

Exonorus - 06mo . Omacuu oTamsid. Jla ce M3MON3yBaT MOAXOASAIIM KOHTEHHEPH 3a OTIAIHHUTE MPOTLYKTH.
OrmacHo 3a BoHaTa cpesia, KpaTKOCpoUuHa (0CcTpa) : CHIJIHO TOKCHYEH 33 BOJHUTE OPTaHU3MH.
OmnacHo 3a BOAHATa cpesia, JBITOCPOYHa (XPOHHYHA) : He ce xmacudunupa

Hsma HanmuaHa gonbIHHUTENHA HHOOPMALUS

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEIICTBO (OTl'I'd,I['LI.[PI) : I[a C€ U3XBBPIIH 110 0e30MaceH Ha4YMH B ChOTBETCTBUE C MECTHHTE / HalluOHAJIHU pa3r[ope)16n.

HpeHOp’LKPI 3a 06€3Bpe)KIlaHe Ha npo,uyKTa/ OIlaKkOBKaTa : I[a HE C€ U3XBBPIIAT OTHAABIUTE B KaHAJIU3aIUATA. I/stm;pne're TO3U MaTepHal U HETOBUA
KOmeﬁHep B LICHTHD 3a C’L6P[paHe Ha OnaCHU U CIICUATHUA OTHaAbIIN.

PA3EJI 14: HudopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cincbka Ha OOH nim naenTHUKANHOHEH HOMEP

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPJ10 BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'AHMYHO, H.Y.K.
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Prilocaine impurity B

Nudopmanronen auct 3a 6€30macHOCT

B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nzmenen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

Onucanne Ha TPAHCHOPTHHTE TOKYMEHTH

UN 2811 TOKCMYHO TBBPJIO BEHIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, 11,

OPI'AHUYHO, H.Y K., 6.1, 1II, (E), OTTACHO 3A 111, MARINE ENVIRONMENTALLY HAZARDOUS
OKOJIHATA CPEJIA POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Knac(oBe) Ha OaCHOCT NPH TPAHCHOPTHPaHe
6.1 6.1

6.1
\\

@

e >

6

K

6

14.4. OnakoBb4yHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpe/ia

OnacHo 3a OKoJIHaTa cpena: )Ia

OmacHo 3a okonHaTa cpena: Jla
Mopcku 3ambpeuten: Ha

OrnacHoO 3a OKOJIHATa cpena. }Z[a

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CienuaiHu MpeAna3Hu MEPKH 32 MOTPeOUTETUTE

CyXombTeH TPAHCIOPT

Krnacudukannonen xox (ADR)

Creranau pasnopenou (ADR)

Orpannuenn xomngectsa (ADR)

Wsxitouenu xomdectsa (ADR)

OmnakoBb4HH HHCTPYKIMHU (ADR)

CrelpaiHu onakoBbYHH pasnopendu (ADR)

Cwmecenn onakoBku (ADR)

VHCTpyKINH 32 IPEHOCHMH ITUCTEPHU U KOHTEIHepH 3a
HacurHH ToBapH (ADR)

Crenmansu pasnopeou OTHOCHO MPEHOCHMH IUCTEPHH
" KoHTelHepy 3a HacurHu ToBapn (ADR)

Kopoge 3a uucrepran (ADR)

Crerpaau pasnopenoyu oTHocHO muctepHu (ADR)
ITpeBo3HO CpeCTBO 3a MPEBO3 B IUCTEPHH
Tpaucnoptaa kareropust (ADR)

Crenmanau pasnopenom 3a npeso3 - Hacumao
cecTostHEE (ADR)

Crenmaneu pasnopeou 3a MpeBo3 - TOBapeHe,
pa3roBapBaHe u 00paboTka (ADR)

Crenmaneu pasnopeou 3a MpeBo3 — OTEePaTUBHA
n3uckBanus (ADR)

Vnentndukannoner HoMmep 3a omnacHocT (Kemnep No.)
OpamxeBHr Tabemn

Kon 3a tynennu orpanndenus (ADR)

Tpancnopr no Mmope

Crenmanau pasnopenou (IMDG)
Orpanunuenu konuuectsa (IMDG)
Wzkirouenu konmyectsa (IMDG)
OnakoBbynu uHCcTpyKuuu (IMDG)
IBC onakopwsunu unctpykuuu (IMDG)

. 5kg

T2

274,614

El

P002, IBC08, LP02, RO01
B3

MP10

Tl

TP33

SGAH, L4BH

: TU15, TE19
AT

2

: VC1,VC2, AP7

CV13,Cv28

S9

60

60
2811

223,274
5kg

El

P002
IBC08
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Prilocaine impurity B

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

IBC cnenmannu pasnopentu (IMDG) : B3

Wnctpyxunu 3a nuctepau ( IMDG) Tl

Crienmanau pasnopendu otHocHo nucrepuu (IMDG) : TP33

EmS-Ne (ITosxap) : F-A

EmS-Ne (Pa3nmuB) : S-A

Kateropust Ha ToBapene ( IMDG) DA

Csoticta u Habmozernus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3aywmeH TpaHcnopT

PCA Uzkimouenn konuuectsa (IATA) © El1
PCA OrpanuveHn KOIMYECTBA IbTHUYECKU CAMOJIET 1 1 Y645
kapro (IATA)

PCA MakcuMaiHO HETHO KOJIMUECTBO 32 OrPaHUYEHO . 10kg
KOJIMYECTBO IIbTHUUYECKU camosieT U kapro (IATA)

PCA UHcTtpykimu 3a onakoBaHe MbTHUYECKH camoneT 1 © 670
kapro (IATA)

PCA MaxkcuMaiiHo HETHO KOJIHYECTBO IIbTHHYECKU : 100kg
camouter u kapro (IATA)

Wnctpykunu 3a onakoBane camo kapro (IATA) . 677
MakcuManHO HeTHO KoirndecTBo camo kapro (IATA) : 200kg
Creransiu pasnopentou (IATA) . A3, A5
ERG kox (IATA) T 6L

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeskIyHApOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3EJI 15: UH¢popManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduyanu 32 BeHIECTBOTO WJIH CMeCTa HOPMATHBHA yPea0a/3aK0HO0AaTeICTBO OTHOCHO (e30MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuio:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenne XIV (Cniucbk Ha BellleCTBATA 32 pa3peniaBaHe)

He ¢urypupa B Ipunoxenne XIV sra REACH (Crichk Ha BemecTBara 3a pa3pelniaBaHe)
REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cimcvka Ha REACH ¢ kanauaar-BemecTsa

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

Henpunosxumo.

Persament orHocHo YO3 (EC 2019/1021, YeroituMBM OPraHM4HU 3aMbPCUTE/IN)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B criicbKa ¢ BenecTsa, KOUTO HapyniaBaT 030H0BH: ciioit (Permament EO 1005/2009): Prilocaine impurity B

PersiameHnT oTHOCHO npekypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ TIpeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npenaraneto Ha ma3apa u ynorpebara Ha
IIPeKypCOPH Ha B3pUBHU BEIIECTBA)

PeriiameHT 0THOCHO MpeKypcopHTe Ha HapKOTHYHM BenecTBa (EO 273/2004)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTBa (Pernmament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJICIIeHH BEIECTBA, U3MONI3BaHM 3a HE3aKOHHO POM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIIECTBA)

15.1.2. HanuonajHu pasnopeadu

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Prilocaine impurity B

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

5.2, OueHka HA 0€30MaCHOCT HA XHMHUYHOTO BelIeCTBO HJIM CMeC

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 16: Apyra uadopmanus

[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a 0IacHOCT:

Acute Tox. 3 Ocrtpa TokcuuHocT (nHxain.), Kareropus 3
(MHXaJAMOHHA)

Acute Tox. 3 (opaiHa) Ocrtpa TokcnuHocT (opainna), Kareropus 3

Aquatic Acute 1 OmnacHo 3a BOJHATa cpejia — OCTpa OMACHOCT, KaTteropus 1
Carc. 1B Kanneporennoct, Kareropus 1B

Eye Irrit. 2 CepuosHo yBpexaaHe/npa3HeHe Ha ounte, Kareropus 2
H301 ToKCHYeH MpH MOTTbIIAHE.

H319 IIpenu3BuKBa CEpHO3HO ApA3HEHE HA OYHTE.

H331 ToKCHYeH TIPH BIHIIBAHE.

H350 Moske 1a NPUYHHE paK.

H400 CHITHO TOKCHYEH 32 BOJAHNTE OPTaHU3MH.

Wupopmarmonen nuct 3a 6e3onacHoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusra, chabpikama ce B To3u MHpopMannoHeH iuct 3a 6e3011acHOCT, € IoTydeHa OT H3TOYHHIH, KOUTO CMsATaMe 3a
HaIeKIHU. Bbrpexu ToBa, HHpoOpManusTa ce MpefocTasst 0e3 HUKaKBa rapaHIus, H3pUYHA WIN O0Apa30upalna ce, OTHOCHO HelfHaTa KOPEKTHOCT
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