European Directorate  Direction européenne

COUNCIL OF EUROPE - -
edom —smm  Articaine
for the Quality | de laqualité

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HaumMeHoBaHMe Ha BEIIECTBOTO . Articaine

Kon Ha mponyxra : 201600068

CHHOHUME . Articaine, salts, hydrates, isomers and impurities where applicable

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 : TIpomyKThT € mpeqHA3HAYEH 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
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 usnoinssa : [lormsiane, Baumsane, JlepmaiHo

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]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
CrenmdiyHa TOKCHYHOCT 3 OTPE/IETIEHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H336
Kareropust 3, HApKOTHYIHH epeKTH

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

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH e(eKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATa cpeJa

OHpCHeJ'IﬂHC Ype3 CKCIIEPTHO MHCHUE U 110 CHJIaTa Ha JOKA3aTCJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noribsiuane.
H336 - Moyke 1a Ipean3BHKa CHHIMBOCT HIIA CBETOBBPTEXK.
Ipenopsku 3a 6e3omacHoct (CLP) : P261 - V30srBaiiTe BAUIIBAaHE HA IIPax.
P301+P310 - ITPU TIOT'JTBIIIAHE: Heszabasuo ce obanere B IIEHTHP 110 TOKCUKOJIOT U win
Ha JIeKap.
P330 - Usmiakuere ycrara.
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Articaine

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

ETI/IKeTI/l‘paHC B CBOTBETCTBHE C: U3KJIFOUCHUS 32 BBTPCIIHU OITAKOBKH, KOraTO ChbABPKAaHUETO HE IIPEBUIIaBa 10 ml
He ce n3uckBa €TUKEeTHPaHe

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Articaine - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TeTecHO TerIo)
STOT SE 3, H336

3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MeKa MONMBAMIA KbpIa).
IIppBa momoI pu KOHTAKT C OYHUTE : M3mmakHeTe ouuTe ¢ Boja KaTo MpeJa3Ha MApKa.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIHS

TToaxomasu TI0KapoTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKHPIPI 3a raceHe Ha IoXxapu : I[a C€ U3M0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CbCEIICTBO.

€pPKH IIPH aBapu

6.1.1. 3a mepcoHaJ, KOiTO He OTrOBapsi 32 CIEIIHH CJIyYan

ABapuiiHH IIIAHOBE : /Jla ce n30srBa BCAKAKBa M3/IUIIHA €KCIO3HIIHS.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 217



Articaine

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

Hsma nammana nomeimanTenHa HHGOPMAHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

padoTKa u ¢

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

O3UIUSATA/JIUIHA npeamnasHu cp

8.1.1 HanuoHAaTHU rPAHHYHH CTOMHOCTH HA NMPO(eCHOHATHA eKCIIO3HIHA H OHOJIOTHYHI FPAHHYHH CTOHOCTH

Hsima HammuHa nombiHUTeIHA HHGOPMALHS

8.1.2. IlpenopbYNTETHH NPOLETYPH 32 HAGII0OeHHE
Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL n PNEC

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

8.1.5. Perysnupane upe3 ooxBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe npoBeTpuBo nomenieHne. OGMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMYyKATElIHA BEHTIIALMS, TaKa M BEHTHIANUS Ha 001IOTO
MOMEIIEHHE.

8.2.2. JImuHun npeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE W JIHIETO

Hsima HaymuHa TobIHATEIHA HHGOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOXKATA U TSIOTO:
JlaGoparopHa mpecTiika

3auuTa Ha pblETe:
3aIUTHA PHKaBULIN

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 317



Articaine

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

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUs

8.2.3. KoHTpo.1 Ha eKCIO3HIUATA B OKOJHATA cpela

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

31EJ 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHTE (PM3HYHH U XHMHYHHU CBOHCTBA

ArperaTtHo CbCTOSHHE

Bsar

BroHIeH By

Mupuc

I'panunata Ha Mupuca

Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUIEHE

3anaauMoct

I'paHuIy Ha €KCIUIO3UBHOCT

JlonHa rpaHuia Ha eKCIUIO3UBHOCT

T'opHa rpaHHIia Ha €KCIUIO3UBHOCT
Temmepatypa Ha pa3naraHe

Temmeparypa Ha camo3amnaiBaHe
Temmepatypa Ha pa3najgane

pH

pH pasrBop

Bucko3uter, KHHEMaTHYCH

PazrBopumoct

KoedurmenT Ha pasnpenesenue: n-okranoi/soga (Log
Kow)

Koedurment Ha pasnpenesnenune: N-okranoi/Boaa (Log
Pow)

Hansrane na napute

Hansraune na napute npu 50°C

IlreTHOCT

OTHOCHUTEIHA TUITBTHOCT

OTHOCHUTENHA IUTBTHOCT Ha napute npu 20°C
Pasmep Ha yacTunure

9.2. ipyra undopmanus

TBBpIO BelIeCTBO
He e nanuuno
Ipax.

He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanuuno
He e nanuuno
He e nanuuno
He e npunoxumo

Boga: 100 — 1000 g/l

He e nanuuno

<4

He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e npuioxumo
He e nanuuno

9.2.1. Undopmanus BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA OMACHOCT

Hsima Hammana JOIbJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30MacHOCT

Hsima Hanmmana JOIbJIHUTCITHA PIH(bOpMaLII/IS[

T U PEAKTUBHOCT

10.1. PeaknmoHHa cOCOOHOCT

CraOwiIeH npy HOPMATHHU YCIIOBHS.

10.2. XumMu4HA CTAOMIHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[
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Articaine

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

He e uszBectHo.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma npu Hopmansa ynorpe6a. Buxre Pazzgen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIA OIaCHU MU3IIAapCHUS.

Octpa ToKCHYHOCT (OpajHa) : Bpenen npu norieliate.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacuduunpa
OcTpa TOKCHYHOCT (BHILIBAHE) : He ce xnacuduunpa
Articaine
LD50 opainHo rursx 300 — 2000 mg/kg
KoposuBHocT/ipa3Hene Ha KOXkaTa . He ce xnacudunupa (Jluncsamy naHHm)
Cepuo3HO yBpesK/jaHe Ha OUMTE/IpasHEeHe Ha OUHuTe . He ce xnmacuduuupa (JIuncpaum gaHH)
Cencnbunmsanys Ha AUXaTeIHATE MBTUINA Wi koxkata . He ce kmacuduumpa (B3 ocHOBa Ha HAIMYHNTE JAHHU HE Ca M3ITBJIHEHH KPUTEPHHUTE 3a
KIIacu(HIIpaHe)
MyTareHHOCT Ha 3apOAUIIHUTE KIETKH : He ce xnacudunupa (Jlnncpamy nanHm)
Kanneporennoct : He ce xnacudunupa (Jlumncsamy naHH")
TOKCHYHOCT 3a PEHPOAYKLHATA . He ce xnacuduuupa ([pyrn ykasauns: Octpa TOKCHYHOCT)
CTOO (cnenupuyHa TOKCHYHOCT 3a ONPEICICHH : Moske na npeu3BHKa ChHIMBOCT WM CBETOBBPTEK.
OpraHy) — eIHOKpAaTHA eKCIIO3ULIUS
CTOO (crenn@uyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xacuduumpa (Apyru yxazauus: OcTpa TOKCHYHOCT)
OpraHn) — ITOBTaPSIIIA CE EKCIO3UIIHS
OmnacHOCT Npy BJMIIIBaHE : He ce xmacu¢unmpa (B3 ocHOBa Ha HaIMYHUTE JaHHHU HE Ca M3ITBJIHEHH KPUTEPHHTE 32
KIIacuHIIpaHe)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: Exosioruuna uHgopMamnus

Exororust - 0610 . He npencrasnsiBa KOHKpeTHa OIACHOCT 32 OKOJHATA Cpefa.
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumnpa
OmnacHo 3a BoAHATa cpefia, JbITOCPOYHA (XPOHUYHA) : He ce xmacuduumpa

Articaine

LC50 - Pubwm [1] > 10 mg/l

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS
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Articaine

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

Articaine

Koeduiuent Ha pasnpezneneHue: n-okra€osn/sona (Log <4
Pow)

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 13: O0e3Bpe:xaane Ha OTHAABIUTE

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBerctBie ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnincbka Ha OOH nian nneHTHGUKAINOHEH HOMEDP

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe HA MPaTKaTa No cnucbka Ha OOH

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHOPTHPaHe

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpefia

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

Hsma nombiHuTeIHA HATMYIHA HHOOPMAIIUS

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bb3ayumeH TpaHcnopT
He e npunoxumo
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Articaine

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

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoennguyHu 32 BenIeCTBOTO WJIH CMECTAa HOPMATHBHA ypen0a/3aKOHOAATEICTBO OTHOCHO (€30MacHOCTTA, 31PABETO U OKOJTHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, ITpuaoxenue XIV (Ciuchbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B ITIpunoxernne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-Bemectsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PernamMeHT 0THOCHO BelllecTBa, KONTO HApyIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B cricbKa ¢ BelecTa, KOUTO HapymaBaT 030H0BH: cioit (Permament EO 1005/2009): Articaine

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKyPCOpH Ha B3PUBHHU BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKoTHYHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIEIeHH BEIECTBA, H3TO0NI3BaHN 3a HE3aKOHHO MPOM3BO/ICTBO HAa HAPKOTUYHH MM TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HanM4YHa TOMBJIHATENHA HHQOpMALIHS

PA3IEJI 16: Ipyra nungopmanus

II'bnen Texker na H- u EUH-npeaynpesxkaeHusiTa 3a OIacHoOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHoCT (opainHa), Kareropus 4

H302 Bpenen npu morsiane.

H336 Moske a pequ3BHUKa CHHINBOCT HITH CBETOBBPTEK.

STOT SE 3 Crernu¢uaHa TOKCHYHOCT 32 OHPEEIeHN OPTraHy — eAHOKpaTHA excro3uius, Kateropus 3, HApKOTHYHH e(heKTH

Wudopmanmonen auct 3a 6esonacuoct (MUJ1B), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHpOpMaIMOHeH JUCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaIeKIHH. Bhrpexn ToBa, HHQOpManusaTa ce mpeocTasst 0e3 HUKAaKBa rapaHIlisl, H3pHUYHA WM O/pa30upaiia ce, OTHOCHO HefHaTa KOPEKTHOCT
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