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HNudopmanronen aucT 3a 6€30macHOCT
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& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (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 IPOIYKTa : BemecTBo
HaumMeHoBaHMe Ha BEIIECTBOTO : Pyrantel impurity C
Kon Ha mponyxra : 201900032

1.2. UnenTudnuupanu BUAOBE YHOTPe6a HA BeeCTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYEHHE, H BHI0Be yIOTpe6a, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € mpeJHA3HAYCH 3a U3CIICBAHNS, AaHAJIN3H U HAyYHO-00pa30BaTEITHN LIEIIH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Koposus/npasHene Ha koxara, Kareropns 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319

3a meHuA Texet Ha H- m EUH-tipeynpexiennsaTa 3a omacHOCT: BX. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpea
OmnpeziensiHe Ype3 eKCIEPTHO MHEHHUE U II0 CHIIATa Ha JI0Ka3aTeNCTBA.

2.2. EleMeHTH Ha eTHKeTa

Etuxernpane B cborBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noribsiuane.

H315 - [Ipenn3BuKkBa Ipa3HEeHe Ha KOXKATA.
H319 - [Ipenn3BuKBa cCeprO3HO Ipa3HEHE HA OUHTE.
Ipenopsku 3a 6e3omacHoct (CLP) : P301+P312 - ITPU TTOT' JIBIIIAHE: He3a6asHo ce obanere B IEHTBP ITO TOCKUKOJIOT U win
Ha JIeKap TIPU HepasIoJIoKeHHUe.
P352 - M3muiiTe 0OMIHO ChC camyH U BOJA.
ETHKeTHpaHe B CHOTBETCTBHE C: U3KJIIOUCHHS 32 BETPEIIHH ONIAKOBKH, KOTaTo ChIBPKAHUETO He npesuiasa 10 ml
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Pyrantel impurity C

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

He ce n3uckBa €TUKEeTHPaHe

Hsma nammana nomsmanTenHa HHGOpMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTaBKHTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanust B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Pyrantel impurity C - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TeTecHO TerIo)
Skin Irrit. 2, H315
Eye Irrit. 2, H319

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 ounTe ¢ BOja KaTo Mpe/a3Ha MApKa.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa HOMBIHUTETHA 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 mepcoHaJ1, KOHTO He OTrOBapS 32 CIEIHH CJIy4an

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

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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Pyrantel impurity C

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma nammdana nomemanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

padoTKa u ¢

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

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 nomsauTenHa HHGOPMANHs

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
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Pyrantel impurity C

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

8.2.2.3. 3amuTa HA AUXATETHUTE MHbTHIIA

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

8.2.2.4. TepMU4HH ONIACHOCTH

Hsma nammana nomsmanTenHa HHGOPMAIHs

8.2.3. KoHTpoJI Ha eKCIIO3HIHSATA B OKOJIHATA CpeJa

Hsma HanuvHa JOMBIHUTENHA HHOOPMALIUS

PA3JIEJI 9: ®u3uyHu U XUMHYHHU CBOMCTBA

ArperatHo ChCTOSHHE . Teuno

st . He e nHanmmuno
Mupuc : He e HanmuuHO
I'panuuara Ha MupHca : He e HanmuuHO
Touka Ha ToneHe : He e HanmuyHO
Touka Ha 3aMpb3BaHe : He e HanmuyHO
Touka Ha KUIIEHE : He e HanmuyHO
3ananmumoct : He e HanmuyHO
I'pannuy Ha eKCIIO3UBHOCT . He e HanmnyHO
JloiHa rpaHMIIa Ha CKCIUIO3UBHOCT . He e HanmnyHO
T'opHa rpaHuIa Ha KCIUIO3UBHOCT . He e Hann4HO
Temneparypa Ha pa3naraHe : He e HanmuyHO
Temneparypa Ha camo3anajiBaHe : He e Hanmn4HO
Temneparypa Ha pasnagaHe . He e HanmnyHO
pH . He e nanuuno
Buckosurer, kunemaruueH : He e HanmnyHO
PazrBopumoct . He e HanmuyHO
Koedurent Ha pasnpenenenue: n-oktanon/soga (Log  : He e namnuno
Kow)

Haunsirane Ha napure : He e HanmuyHO
Hanstrane na napure npu 50°C . He e Hanuuno
IInsTHOCT . He e nanuuno
OTHOCHTENHA IITBTHOCT . He e nanuuno
OTHOCHTeNHA INTBTHOCT Ha mapute mpu 20°C . He e nanuuno
XapaKTepUCTUKK Ha YaCTHIUTE . He e npunoxumo

9.2.1. Undopmanusi BB BPb3Ka ¢ KJacoBeTe Ha GU3NIHA OIACHOCT

Hsima HaymaHa TOMTBJIHUTETHA I/IHq)OpMaI.II/ISI

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3JIEJI 10: CTaOMJIHOCT U PEAKTHBHOCT

CraOmiieH Ipyu HOPMAJHH YCIIOBHSL.

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

He e u3BectHo.

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Pyrantel impurity C

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

Hsma nipu Hopmansa ynorpe6a. Bukre Pazzgen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaaHe OTACI ONTaCHU U3IIapCHUS.

PA3JIEJI 11: Toxkcunkonoruyna nagopmanus

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCUYHOCT (JepMaiHa)
OcTpa TOKCHYHOCT (BMILIBAHE)

Bpenen npu norasimane.
He ce xnacuduupa
He ce knacuduimpa

Pyrantel impurity C

LD50 opanHo ursx

300 — 2000 mg/kg

KoposzuBHOCT/ipa3sHeHe Ha KoXata
CepHOo3HO yBpEXK/IaHe Ha OUHMTe/Jpa3HEeHe Ha OUHTE
CeHcrOMIM3aLys Ha IUXaTEIHUTE IBTHILA UK KOXKaTa

MyTareHHOCT Ha 3apOIHUIITHATE KJIETKA

Kanneporennocr

TOKCHYHOCT 3a PEHPOAYKLHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH
OpraHu) — eHOKPATHA CKCTIO3ULIUS

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH
OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OmnacHoct IIpy BAUIIBAaHE

Hsima Haymm4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHH

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exomnorus - 00110
OmacHo 3a BoHaTa cpesia, KpaTKOCpouHa (0cTpa)
OmacHo 3a BOHATa cpesia, ABITOCPOYHA (XPOHHIHA)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Ipenn3BuKBa Apa3HEHe Ha KOXKATA.

IIpeans3BUKBa CEPHO3HO APA3HEHE HA OUHTE.

He ce knacudunupa (Jlunceamy gaHHm)

He ce xacu¢uumpa (B3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca M3ITBJIHEHH KPUTEPHUHTE 32
KIIacu(HIIpaHe)

He ce xmacu¢uumpa (B3 ocHOBa Ha HAIMYHUTE JIaHHU HE Ca M3ITBJIHEHH KPUTEPHHTE 32
KIIacu(HIIpaHe)

He ce xacuduumnpa (JIpyru ykasanus: Octpa TOKCHYHOCT)

He ce knacudunupa (Jlunceamy gaHHm)

He ce knacudunupa (Jluncpamy gaHHm)

He ce xnacudunupa (Jluncpamy naHHam)

He npezicraBisBa KOHKPETHA OTACHOCT 33 OKOJIHATA CpeIa.
He ce xmacugpummpa
He ce xmacugpummpa
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Pyrantel impurity C

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

12.7. ipyru He4JIaronpusitTHu edexTu

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma Hanm4Ha JONBIHUTENTHA HHOPMALUS

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHo HAaUMEHOBAaHHUE HA NMPaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPAaHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakopbyHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu MpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJ 15: UudopManusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenupuyHu 32 BENIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpea

15.1.1. Persiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

REACH, Ilpuio:xenue XIV (Cniucbk Ha BelIecTBaTa 3a pa3peniaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criicbk Ha BelecTBaTa 3a pa3pelaBaHe)
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Pyrantel impurity C

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

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnincska Ha REACH ¢ kanauaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/HO 060CHOBAHO ChIJIACHE)

Henpunoxumo.

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

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeIecTBa, KOUTO HapymaBat 030HoBus cioit (Permament EO 1005/2009): Pyrantel impurity C

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeecTBa (Permament EC 2019/1148 3a npemaranero Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

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

He cpabpika BemecTBo(a), BKIOYEHO(1) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BemectBa (Pernament EO 273/2004 0THOCHO MPOU3BOJICTBOTO U ITyCKaHETO
Ha I1a3apa Ha OIIpe/ie/IcHH BEIleCTBa, N3II0I3BaHU 332 HE3aKOHHO IIPOHM3BOJICTBO Ha HAPKOTHYHH HIIU IICHXOTPOITHH BEIeCTBa)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XUMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaimM4YHa TOMBJIHATETHA HHOOPMALUS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

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

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2
H302 Bpenen npu norasinane.

H315 TIpeausBukBa qpa3HeHe Ha KoXKara.

H319 IIpenu3BuKBa CEpPHO3HO Apa3HEHE HA OUHTE.

Skin Irrit. 2 Koposus/npa3nene na xoxata, Kareropus 2

Nudopmarones et 3a 6e3omacuoct (UJ1B), EC

OTKA3 OT OTT'OBOPHOCT HupopmanusTa, chabpskamia ce B To3u NHpopMannoHeH et 3a 0€30IacHOCT, € HOJIydeHa OT H3TOYHUIN, KOUTO CMsTaMe 3a
HaJeXKIHU. Berpeku ToBa, HH(pOpMarusTa ce IpeaocTans 6e3 HUKaKBa TapaHIus, H3pUIHA WM opa30oHpalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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