COUNCIL OF EUROPE

Procaine hydrochloride

Emv;;rg;zg;g;f; Bconpéee NHpopMaLmoHeH JIMCT 3a 6e30MacHOCT
e damet  CONSEIL DE LEUROPE B ChOTBETCTBHE ¢ Permament REACH (EO) 1907/2006, usvenen ¢ Pernament (EC) 2020/378

Jlara Ha u3naBane: 03/04/2023 Jlata Ha pepaxuusita: 22/01/2025 3amens Bepcusra ot: 03/04/2023 Bepcewus: 2.0

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

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO : Procaine hydrochloride
XUMHYECKO HAaHMEHOBAHHE : Procaine hydrochloride
EO Ne 1 200-077-2

CAS Ne 1 51-05-8

Kopx Ha nponykra : 201600757

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edqm.eu, www.edgm.eu

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

PA3JIEJI 2: OnucaHue HA OMACHOCTHTE

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

Ocrtpa TokcnuHocT (opainHa), Kareropus 3 H301

Kosxna cencnbmmmzanus, Kareropus 1 H317

3a meianus Teket Ha H- n EUH-npenynpeskieHusTa 3a OIacCHOCT: BXK. pa3nen 16

He0naronpuaTay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela

Toxcuuen npu nornpiane. Moxe Ja IPUYUHY aleprHYHA KOXKHA PEaKIHs.

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

ok

ITuxrorpamu 3a onacuoct (CLP)

GHS06
Curnanna nyma (CLP) : Omacuo
Tpenynpexnenus 3a omacaoct (CLP) : H301 - ToxcudeH 1py IOTTbIIAHE.

H317 - Moxe ja IpUYUHY allepruyHa KOXKHA PeaKIus.
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Procaine hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U36siraiite BAMIIBaHE HA Mpax/MyIIeK/Ta3/IuM/H3MapeHHs/aepo30IIu.
P264 - Jla ce u3amue pbLeTe 10 JIAKTUTE U JIMIETO CTApATENIHO clie]] yrnoTpeda.
P270 - [la e ce siae, mue WM MyIId Opy ynoTpeda Ha MpoayKTa.
P272 - Jla He ce u3Hacs 3aMbpCceHO pabOTHO OOJIEKIIO U3BBH PAOOTHOTO OMELICHHE.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Mpeana3Ha Macka
3a JIMLE/TIPEAIa3HN CPEACTBA 32 3aIUTa Ha CIyXa.
P301+P310 - [TPU ITIOT'JTBIIIAHE: HezabaBHo ce obanere Ha nekap.
P302+P352 - [TIPU KOHTAKT C KOXATA: V3muiite 00WIHO € Boza.
P321 - Cnenuanusupano je4eHue (BxK. IOMBbIHUTEIHA HHCTPYKLUS 32 IIbPBa IOMOIIL HAa TO3H
€THKET).
P330 - M3mnakHere ycrara.
P333+P313 - [Ipu mosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxkaTa: [loTbpcere MeTUIMHCKU
CHBET/MOMOLII.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETE NpeIy OBTOPHA yroTpeda.
P405 - Jla ce cbxpaHsiBa 1o KJIroy.
P501 - CbappixaHHETO/CHIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.
ETukernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChAbPKAHUETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS06

2.3. JIpyru onacHoOCTH

Jlpyra nadopmanys : AKTHBHO BelecTBO (BbB (hapMalleBTHIHH IPOILYKTH).
BHuMaHMe - BELIECTBO, KOETO BCE OLLE HE € U3MUTaHO HAIIBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Procaine hydrochloride CAS Ne: 51-05-8 <100 Acute Tox. 3 (opanna), H301 (ATE=200
EO Ne: 200-077-2 mg/kg TenecHo Terio)
Skin Sens. 1, H317

3a mennus Teker Ha H- m EUH-npenynpexaeHusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

ITspBa nomont - 00N MEepKU : BbB Bcuuku ciyuan Ha CbMHEHHE, WM aKO CHMIITOMUTE POIBIDKABAT, HOTHPCETE MEUIIMHCKA
TIOMOIII.

ITepBa oMo IPH BUIIBaHE : M3Bezmere IMIETO Ha YHCT BB3yX U IO IIOCTaBeTE B IO3MIIMS, YIIECHIBaIA AUNIaHeTo. [la ce octaBu
MOCTpaalyis J1a CU mo4yrHe. B ciyuaii Ha npusomasane: [IoThpceTe MEANIIMHCKH CHBET/IOMOIIL.

IIbpBa noMoIL IPY KOHTAKT € KOXKaTa : Cazere 3aMBpCEHOTO 001eKI0. M3MuiiTe BHUMATEIHO U OOHMIIHO ChC CallyH U Boja. AKO
CHMIITOMHUTE IIPOJBIDKABAT, J1a Ce IIOBUKA JIeKap.

ITspBa oMo IIPH KOHTAKT C OYHTE : M3makuere ¢ BoJa, KaTo ABPIKUTE OYUTE MIMPOKO OTBOPEHH. [loThpceTe MeUIMHCKa IOMOL, aKO
0oJkaTa, MUTaHETO WU 3aUePBSIBAHETO IIPOJBIDKAT.

ITspBa mOMOI IPX MOTJTBIIAHE . M3makuere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycraTa Ha 4oBeK B Oe3ch3HaHue. HesabaBHo ce obanere B IEHTBP I10 TOKCUKOJIOT Usl/Ha
JeKap.

4.2. Haji-cb11eCTBEHH OCTPH M HACTBIIBAILM CJ1e]l H3BECTeH epHo/l 0T BpeMe CHMITOMH U edeKTH

CumMnromu/edeKTu ciely KOHTAKT ¢ KoxKaTa : Mooxe 1a IpHYMHY aJlepTHIHA KOXKHA PEaKIHs.
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Procaine hydrochloride

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

Tloxxozsmy noxaporacHTeNHN CPEACTBA : Jla ce u3nonsBat cpecTBa, MOAXOAALIM 3a FACEHE HA MOXKapH B ChCEJACTBO. BbriepoeH auokcus.
Bopnen cnpeii. Cyx npax. Oneso 3a 3aracsiHe Ha OI'bHsL.
Henonxonsimy moxaporacuTelIH| CpeICTBa : Jla He ce n3Mon3Ba CUIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasrnaJaHe B cnyl{aﬁ Ha 11oxxap : HenwiHoTO TOpeHE OCBOGO)KI[aBa OITaCE€H BBITICPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTd TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNsIHEeTO Ha TOKCHYHHI H3MapeHus.

HHCTPYKHP[PI 3a racCHE Ha IoOXKapu : I{a HE C€ I0ITyCKa H3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BOJa J1a 3aMbpPCH OKOJIHaTa cpea.
SammTa IIpHU rac€He Ha I10XKap : I{a HE c€ IIpearpueMa Hameca 0e3 NOAXOAIIO 3alIUTHO o6opyz[BaHe. ABTOHOMEH U H30JIMpant
arnapar 3a 1uXaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3EJI 6: Mepku npu aBapuiiHO U3MyCKaHe

OO0 Mepku . Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepcoHaJ1, KOITO He 0TrOBAps 32 CHEIUIHHU CIIy4an

ABapuitHH IJTaHOBE : Jla ce oTCTpaHM HEHYKHHUS IEPCOHAI.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3auuTHU CpecTBa . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alMTHO 000pyABaHe. 3a oBeye HHMOopMarws,
BroKTe paszgen §: "KoHTpol Ha eKCIIo3uIuATa/ TUYHH [IPeJIIa3Hu cpejcTBa.

Jla ce n30sTBa U3MIycKaHe B OKOIHATA cpefa. [IpenoTBpaTeTe HABIM3aHETO B KAHAIM3AIMATA U B OOIIECTBEHUTE BOJH.

3a 3aabpiKaHe : Tlonwmiire ¢ HHEPTEH MaTEpUa M MOCTABETE B MOJAXO/IAII KOHTEHHED 32 00e3BPEKIaHe Ha OTIIAIbIIH.
MerTou 3a OYKCTBaHE : Tlouncrere 3aMbpCeHUTE MOBBPXHOCTH OOMITHO ¢ Boza. [lourcTBane ¢ MOMIITA Ha JETEPreHT.

Bmxre Pazznen 13 otHocHO nHbopMarus 3a 06e3BpekaaHe Ha OTIAIbLHTE.

: PadoTa u cbxpaHeHnue

Tpenmnasun mepku 3a 6e3omacHa padboTa : Jla ce n304rBa BCAKAKBA M3IMIITHA eKcro3uus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKN : Jla He ce sze, mue WM Mymm npy ynotpeba Ha npoaykTa. la He ce M3HACsA 3aMBPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NIPEAU NOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA pa60TaTa.

VYcenosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsBa Ha z[06pe TIPOBETPUBO MSCTO. C'I:Z['bT Jla c€ CbXpaHsBa IUIBTHO 3aTBOPCH. ,Z[a ce
T1a3u OT TOIUIMHA U IIpsIKa CIbHYCBA CBETJIMHA.
OnakoBbYHH Marepuain : I{a C€ CbXpaHsABa B OPUT'HHAIIHUTE KOHTCfIHepH.
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Procaine hydrochloride

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

7.3. Cnennduyna(n) kpaiina(u) ynorpeda(m)

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3J/IEJI 8: KoHTPOJI Ha eKCIIO3MIUSITA/THYHH PeINa3HH CPEeACTBa

8.1. [TapameTpH Ha KOHTPO.JI
Hsma nanuyna JOII'bJIHUTEITHA I/IH(bOpMaLII/Iﬂ

8.2. KoHTpo.1 Ha eKCNO3NIUATA

Tloaxoasiuy MHKEHEPeH KOHTPOJ

IMoaxoasii HHKeHEPEH KOHTPOJI:

Jla ce ocurypu 1o6po mpoBeTpsiBaHe Ha paboTHOTO MACTO. OOHMKHOBEHO Ce M3UCKBAT KAKTO MECTHA CMyKaTelIHA BEHTHIANNS, TaKa M BEHTUIALHS Ha OOIIOTO

nomenienue. C marepuaia TpsiOBa qa ce padoTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.
JInYHH npeana3sHu cpeacTBa

3amuTa HA OYUTE H JIUIETO

3ammuTa Ha ouMTe:

[la ce HOCsT npemnasHu ouma. [Ipeanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KoOKaTa

3amuTa Ha KOXKATA H TSJIOTO:
Jla ce Hocu nmoaxosIo npennasHo obaekio. Jlaboparopua ynorpeba : JlabopatopHa npecruinka. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCSAT MOAXONAIIM PhKAaBUIM. XUMHYECKH yCTOHUMBH penna3nu pprrasuiy. (EN 374)
3amuTa Ha AMXATEJHUTE IIBTHINA

3amuTa Ha AMXATETHATE MBTHINA:
B ciryuait Ha 0Opa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a Jumane ¢ Guiarsp: P3

PA3JIEJI 9: ®u3uyHA U XUMMHYHHU CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELWIECTBO
st : 1oYTH Osut. OsiI.
BroHien Bung . Kpucranen mpax.
MonekyaHa Maca 1 272.77 g/mol
Mupuc : He e nanuuno
I'pannnara Ha Mupuca . He e nanuuno
Touka Ha ToreHe 1 =155°C

Touka Ha 3aMpB3BaHE . He e HannmuHO
Touka Ha KUIICHE . He e HannuHo
3anmanuMocT : He e nanuuno
JlonHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIia Ha €KCILIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3narane : He e nanuuno
pH 1 5-6.5(0.1 M)
pH pastBop : He e nanuuno
Buckosuter, KuHEMaTuueH : He e npunoxumo
PasTBOpUMOCT : Boma:>1g/l
Koeduuuenr Ha pasnpenenenue: n-okrason/Boga (Log  : He e HanuuHO
Kow)

Hansrane na napute : He e nanuuno
Hansraune na napute mpu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITFTHOCT : He e Hanmuuno
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Procaine hydrochloride

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

OtHocuTeNnHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure . He e nanmnuno

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0M/IHOCT U PEAKTHBHOCT

Hsima HanmMuHa JOMIBJIHUTEIHA PlHCl)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onbNIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nonMbIHUTENHA HHOpMATHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

KCHKOJIOr'M4YHa HH(l)OpMaIIHﬂ

Octpa TOKCHYHOCT (OpanHa) : ToxcuyeH npu MmoripLaHe.
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacudunupa (Jluncear nanHm)
OcTpa TOKCHYHOCT (BMILIBAHE) . He ce xnacudunupa (Jlunceat nanHm)

Procaine hydrochloride (51-05-8)

LD50 opanzo mex 200 mg/kg (RTECS Ne DG2275000)
KoposusHocT/mpasnene Ha Koxara . He ce xnacudunupa (Jlumnceat naHmHm)
pH: 5-6.5(0.1 M)
Cepno3HO yBpesk/laHe Ha OUHTE/IpasHEHEe Ha OUNTE : He ce xnacudumupa (JIuncear nanHm)
pH: 5-6.5(0.1 M)
Cencnbunmsanys Ha JUXaTeHATE TBTUIA WM KoxkaTta  : MoxKe J1a NPUYMHM aJlepruyHa KOXKHA PeaKIus.
MyTareHHOCT Ha 3apOJUIIHUTE KIIETKA : He ce xnacu¢unupa (JIurcear naHHmn)
Kanneporensoct . He ce xnacuduuupa (JIuncsat 1aHH#)
TOKCHYHOCT 3a PENPOAYKIUATA . He ce xnacudunupa (Jlunceat nanHmn)
CTOO (cneunduyHa TOKCHYHOCT 32 OIPEICICHN : He ce knacu¢umpa (JIunceat nanxu)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHS
CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEIeHU : He ce xnacudunupa (JIuncsat nanam)
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT I BAUIIBAHE : He ce xnacudunupa (Jluncsat nanxm)

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS
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Procaine hydrochloride

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

PA3JIEJI 12: ExonornyHa uH(popManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (Jluncsat 1aHam)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) . He ce xiacuduuupa (JIuncsar 1aHau)

Procaine hydrochloride (51-05-8)

YCeToW4YMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

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

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

Hswma Hanmmyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/ISI

PA3EJI 14: Uadopmanus 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niau uaeHTHGUKALHOHEH HOMEP

UN 2811 UN 2811 UN 2811

14.2. Touno HaMMeHOBaHHe HA MPAaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPAO BELLIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'’AHMYHO, H.Y K.

Onucanmne Ha TPAHCHOPTHUTE JOKYMEHTH

UN 2811 TOKCMYHO TBBPJIO BEIIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, III
OPI'AHMYHO, H.Y K., 6.1, 1II, (E) 1

14.3. Knac(oBe) Ha omacHOCT NPH TPAHCHOPTHPAHE

6.1 6.1 6.1
&2 &2
6 6
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Procaine hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

ADR IMDG IATA
14.4. Onakopb4Ha rpyna
I 1II I

14.5. OnacHOCTH 32 OKOJIHATA cpea

OmnacHo 3a okoiHaTa cpena: He

OnacHo 3a okosHata cpena: He
Mopcku 3ambpeuten: He
EmS-Ne (IToxap): F-A
EmS-Ne (Pa3nus): S-A

OmnacHo 3a okonHaTa cpena: He

Hsma JOITBJIHUTCITHA HAJTUYHA I/[H(I)OpMaI_II/ISI

14.6. CnenuaiHy npeana3sHu MepKH 32 NOTPe0uTeIuTe

CyxonbTeH TPAHCIOPT

Knacudukaruonen kog (ADR)

Crienmanuu pasnopenou (ADR)

Orpannuenu konuuectsa (ADR)

W3kirouenu konmmyectBa (ADR)

OnakoBbuHH uHCTpyKuuu (ADR)

CrienmanHu onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

MucTtpykuuu 3a NpeHOCUMH LIUCTEPHH U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CrienpanHy pa3nopedy OTHOCHO MPEHOCHMH LIUCTEPHH
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

Crienmaniu pasnopendu oTHocHO nucrepHu (ADR)
ITpeBo3HO CPeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaune (ADR)

Crienpaniu pasnopeadu 3a npeBo3 - TOBapeHe,
pasroBapBane u o0padotka (ADR)

Crienpaiiu pa3nopeadu 3a NpeBo3 — ONEePaTHBHU
nzucksanus (ADR)

Wnentudukanuonen Homep 3a onacHoct (Kemuep No.)
OpamxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR)

TpaucnopT no mope

Crennanuu pasnopenou (IMDG)
Orpannuenu konuuectsa (IMDG)
Wzkirouenu konmyecta (IMDG)
Onakobunu uHcTpykuuu (IMDG)
IBC onakopwsunu unctpykuuu (IMDG)
IBC cneunanuu pasnopendou (IMDG)
Wucerpykuuu 3a nucrepuu ( IMDG)
Crienmaniu pasnopendou otHocHo uucrepuu (IMDG)
Kareropus na toBapene ( IMDG)
[Inamua remneparypa (IMDG)
CgoiictBa 1 Habmoxenus (IMDG)

Bb3ayien TpancnopT

PCA Uzkirouenu konuuecta (IATA)

PCA OrpanuueHu KoJMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

T2

274,614

Skg

El

P002, IBCO8, LP02, RO0O1
B3

MP10

Tl

TP33

SGAH, L4BH
TU1S5, TE19

AT

2
VC1, VC2, AP7

CV13,CV28

S9

60

60
2811

223,274
Skg

El

P002
1BCO8
B3

Tl

TP33

A

Toxic if swallowed, by skin contact or by inhalation.

El
Y645
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Procaine hydrochloride

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

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO . 10kg
KOJIMYECTBO IIbTHUYECKK camoneT u kapro (IATA)

PCA MHcTpyKuuy 3a OnakoBaHe MbTHUYECKH camoneTr 1 : 670
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO ITBTHUYECKH : 100kg
camouet u kapro (IATA)

Wucrpykuun 3a onakoBaHe camo kapro (IATA) 1677
MakcuMaaHo HeTHO KosmuecTBo camo kapro (IATA) : 200kg
Crenmanuu pasnopendu (IATA) 1 A3,AS
ERG xox (IATA) : 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOAHATA MOPCKA OPraHu3alust

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CietpvuHH 32 BEIECTBOTO MJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO G€30NMaCHOCTTA, 3APABETO H OKOJIHATA
cpexa

Pernamentn Ha EC

REACH, Ilpuioxenune XVII (YcaoBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII za REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnncbk Ha BeliecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaart-seurecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BelllecTBa, KOMTO HapymaBat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeLecTBa, KOUTO HapyLaBat 030HoBusI cioii (Permament EO 1005/2009)
PersiameHT 3a M3esMsiTa ¢ ABOiiHa ynorpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maif 2009 roauHa 3a BpBex/IaHe pexkuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckarta AeHOCT M TpaH3UTa Ha U3JEIH U TeXHOIOTHH C JBOWHA yroTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA ¢ IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpe/IeNICHH BEIeCTBa, H3II0I3BaHU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTHYHH MU IICHXOTPOIIHH BEIIECTBA)

15.2. Onenka Ha 0€30MACHOCT HA XHMHYHOTO BeIleCTBO HJIM CMeC

Hsma HanuyHa n0ombiHUTETHA HHOPMALUS

PA3JIEJI 16: Ipyra ungopmanus

HNuanxanus 3a npoMeHn

Pasnen IIpomenen eeMeHT KomenTtapu
3amMeHs BepcusiTa OT JobaBeHo
JlaTa Ha pemaxkuuiTa Jlo6aBeno

1.1 EO Ne Jlo6aBeno

1.1 CAS Ne Jlo6aBeHo

1.1 CHHOHUMU IIpemaxnarto
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Procaine hydrochloride

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
1.1 HaumenoBanne IIpomeneno
1.2 Orpanudenus 3a ynorpeda IIpomeneno
1.2 Ynorpeba Ha BelecTBOTO/cMecTa IIpomeneno
1.2 OcHoOBHa KaTeropus Ha ynorpeba IIpemaxnaro
2.1 Hebnaronpusathu QU3NKOXUMUYHH €EKTH 1 ITpomeneno
HeOIaronpusTHY e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHAaTa cpejia
2.1 Knacudukarus B cborBerctre ¢ Pernament (EO) | Ilpomeneno
Ne 1272/2008 [CLP]
2.2 TIpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.3 Jpyra undopmarms Jlo6aBeno
4.1 IIppBa nomol - 001K MEPKU JlobaBeHo
4.1 ITepBa nomou1 NpH KOHTAKT € KOKaTa ITIpomeneno
4.1 IIppBa nomor npu BIUIIBAHE IIpomeneno
4.1 IIppBa nomo1l Npy NOINIbIAHE IIpomeneno
4.1 IIppBa HOMOII IPKU KOHTAKT C OYUTE IIpomeneno
4.2 Cumnromu/eheKTH ciel| MorabliaHe IIpemaxHarto
4.2 CumnToMu/eeKTH cie/l KOHTAKT C KoXKaTa IIpomeneno
4.2 CumnTomu/eexTH ciell BAUIIBaHE IIpemaxunaro
4.2 CumMnromu/edeKTu ciie]] KOHTaKT C OYUTe IIpemaxnaro
43 Jpyro MeIUIIMHCKO CTAaHOBUIIE MU JICUCHUE IIpemaxuato
5.1 Henoxxonsuy noxaporacuTenHu CPeACTBa Jlo6aBeno
5.1 Toaxoasmu no>kaporacuTesHA CpeCTBa IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3lajiaHe B cilyyaid Ha JlobaBeHo
Toxap
5.2 OnacHocT OT noxap IIpemaxnarto
53 3amuTa npy raceHe Ha Moxap Jlo6aBeHo
53 MucTpyxuuu 3a racene Ha MoXapH IIpomeneno
6.1 3amuTHU cpeacTBa Jlo6aBeno
6.1 ABapuiiHu I1aHOBe Jlob6aBeHo
6.1 061y Mepku ITpomeneno
6.2 IMpennasan MepkH 3a oma3BaHe Ha OKosHaTa cpena | JlobaBeno
6.3 3a 3agpprKane JlobaBeHo
6.3 MeTtoau 3a mouncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JlobaBeHo
7.1 JlobIIHUTEIHU ONIACHOCTH 10 BpeMe Ha paborta IIpemaxnaro
7.1 Ipenma3uu Mepku 3a Ge3omacHa paboTa IIpomeneno
7.1 XUTrHeHHU MEPKHU IIpomeneno
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Procaine hydrochloride

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu

7.2 OnakoBbYHU MaTepUaH JobaBeHo

72 TexHu4ecKkn MEpKH IIpemaxnaro

7.2 VYcnoBus 3a chbXpaHsBaHe IIpomeneno

7.3 Crenuuyay KpaiHu yrnoTpeon IIpemaxuaTo

8.2 3aluTa Ha JUXaTeIHUTE IIbTUIIA IIpomeneno

8.2 3amura Ha phLeTe IIpomeneno

8.2 3amura Ha OUHTE IIpomeneno

8.2 IToaxomsiy MHKEHEPEH KOHTPOI IIpomeneno

8.2 3alura Ha KO)KaTa U TSUIOTO IIpomeneno

9 PasrBopumocT BbB Boaa IIpomeneno

9 Touka Ha TOTIEHE Jlo6aBeHo

9 MonekyiHa Maca JobaBeHo

9 LBsit Jlo6aBeno

9 pH JobaBeHo

9 Mupuc IIpemaxnarto

9 BroHIieH BujL IIpomeneno

10.1 Peakmonna criocoOHOCT IIpemaxunaro

10.5 HecwsBmMecTumu Marepuanu IIpemaxnaro

10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxuato

11.1 ATE CLP (opanna) IIpomeneno

11.1 LDS50 opanHo mabx IIpomeneno

12.1 Exomnorus - 0010 IIpemaxnaro

13.1 IMpenopbku 3a 06e3BpeskIaHe HA IIpemaxnato
MPOJIYKTa/OITaKOBKATa

13.1 Pernonannu pasnopen0u 3a OTHabIHTE IIpemaxnaro

IIbaen Texer Ha H- 1 EUH-npenynpexieHnsTa 3a 01acHOCT:

Acute Tox. 3 (opanHa) Octpa Tokcu4HocT (opanHa), Kareropus 3

H301 ToKCHYEH NpH MOTITbILAHE.

H317 Moske 1a NpHYMHHM alepruyHa KOXKHA PEaKIHs.

Skin Sens. 1 Koxna cencubmmmzanust, Kateropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MH(OopMaIoHeH JIMCT 3a 6€30IaCHOCT, € MOJy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HajeKIHU. Bhopeku ToBa, HHpopMaLMsITa ce IPEA0CcTaBs 0e3 HUKAKBa rapaHLIus, N3pHYHA WK [0/pa30uparia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHSTA WIH
MeToauTe 3a paboTa, ChbXpaHeHHe, yrnoTpeba mik 06e3BpekIaHe Ha MPOILYKTa Ca W3BBH HAIIHS KOHTPOJI M MOJKE [a ca M3BbH HalllaTa KOMIIETEHTHOCT. [lopagu
Ta3u ¥ APYTH IPUYUHH, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOH, LICTH MM Pa3X0/H, IPOU3THYAIIN OT WX CBBP3aHN
110 HAKaKbB HAYMH C paboTaTa, ChXPAHCHHETO, yIoTpeOaTa Win 00e3BpekIaHeTo Ha mpoaykra. To3n MHdopmarmoneH auct 3a 6€301MacHOCT € H3TOTBEH U TpsiOBa
a ce M3II0JI3Ba CaMo 3a TO3H MPOAYKT. AKO IPOIYKTHT CE H3II0I3BA KATO ChCTaBKa HA APYTU HPOIYKTH, HATHYHATA HH(pOpMAIHs OU MOTTIa 1a ce OKaxKe
Henpmiokuma. Ta3u HHpopMAIMst ce OCHOBABA HA HAIIMTE TEKYIIH MO3HAHNS U € NPEAHA3HAYCHA [1a aJic ONMCAHHE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeoNa3BaHeTo, 0e30IIaCHOCTTa M OKOIHATA cpera. [lopaau ToBa, Ts He TPsIOBa [a ce THIKYBa KaTO FapaHIIMs 32 CBOHCTBATA HA MPOMYKTA.
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