European Directorate  Direction européenne

e a3l Pantolactone

HNudopmanroneH aucT 3a 6€301macHOCT
of Medicines | du médicament

& 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
HanmMeHnoBaHue Ha BELIECTBOTO . Pantolactone
Kon na nponykra : 202200278

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 : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATEHH IIEITH.
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

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 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]

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusiTHN epeKTH 3a 31paBeTO HA YOBEKA U OKOJIHATA cpeia
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMTukrorpamu 3a omacHoct (CLP)

GHS07
Curnaina gyma (CLP) . Buumanue
Ipenynpexnenus 3a onacuoct (CLP) : H319 - [Ipean3BukBa cepruo3HO Apa3HEHE HA OYHTE.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - 1a ce u3mue pblieTe 10 JAKTHTE H JIMLETO CTAPATENHO Clie]] ynoTpeoa.

P280 - M3non3BaiiTe nmpenna3Hu pbKaBUIN/TIPEAIa3HO 00JIEKII0/IpeIa3Hy OYrIa/Ipeana3Ha Macka

3a JIMIE/TIPe/a3Hy CPEe/ICTBA 32 3allUTa Ha CIIyXa.

P305+P351+P338 - TP KOHTAKT C OUUTE: npomMuBaiiTe BHUIMATEIHO C BOZA B IPOBIDKCHUE

Ha HSKOJIKO MHHYTH. CBaJleTe KOHTaKTHHUTE JICIH, aKO HMa TAaKHBA U JIOKOJKOTO TOBA € BH3MOXKHO.

IpoxbimkeTe ¢ H3IUIAKBAHETO.

P337+P313 - Ilpu npoaB/DKUTETHO IpasHeHe Ha ounte: IloTbpceTe MEANIIMHCKY CHBET/IIOMOLI.
ErtnkeTnpane B CbOTBETCTBHE C: H3KIIIOUCHHSI 32 BBTPEIIHH OMAKOBKH, KOTaTO ChAbP)KaHHETO He mpesuiasa 10 ml
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Pantolactone

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€30IacHOCT
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 % Kaacndukanusi B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Pantolactone - <100 Eye Irrit. 2, H319

3a menHua TexeT Ha H- m EUH-nipenynpexaennsaTa 3a omacHOCT: BiK. pasznen 16

He e npunoxumo

EJI 4. Mepku 3a NbpBa NOMOI

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MEKa MONUBAIa KbpIa).

H‘LpBa TIOMOIII ITPY KOHTAKT C OUYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasu TI0KapoOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

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

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBaps 32 CIEIHH CJIy4an

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

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA I/IH(l)OpMaI.H/IS[

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Pantolactone

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€30IacHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nanmuana gomsnHUTENHA HHOOPMAIIUS

PA3JIEJI 7: O6pa6oTka 1 CbXpaHeHHne

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

0J1 HA eKCIO3UIUSATA/IUIHI npeanasHu Cpeacraa

8.1.1 HanuoHaIHU TPAHMYHH CTOHHOCTH Ha MPO(eCHOHATHA eKCIIO3HINA M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsima HaymuHa JONMBIHUTEIHA HHPOPMALHS

8.1.2. [IpenopbYNTETHYU MPOLETYPH 32 HAGIIOIeHHE
Hsima HaymuHa JOMBJIHUTENHA HHPOPMALHSL

8.1.3. OGpa3yBart ce 3aMbPCHTEJIH HA Bh3yXa
Hsima HaymuHa JONMBIHUTEIHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.5. Perysimpane upe3 o6xBatu (control banding)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansia B 100pe npoBeTpuBo nomenieHne. OGMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMYyKATElIHA BEHTIIALMS, TaKa U BEHTIJIAIMS HA 00IIOTO
MOMEIIEHHE.

8.2.2. JImuHuM mpeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYHTE U JHUIETO

Hsima HanmaHa ToBIIHATETHA HHGOPMALIHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa Ha KOKATA H TSJIOTO:
JlaboparopHa nmpecTrika

3ammTa Ha pbIeTe:
3aIUTHA PHKaBUIN

8.2.2.3. 3amuTa HA AMXATEJHATE IBLTHIA

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Pantolactone

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€30IacHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.3. KoHTpoJI Ha eKCIIO3HIHSATA B OKOJIHATA CpeJa

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 9: ®u3u4yHN U XUMHUYHHU CBOICTBA

ArperaTtHo ChCTOSHUE : TBBPIO BEIIECTBO
st . He e Hanmmuno
Mupuc : He e HamuuHO
I'panuuara Ha MupHca : He e HanmuuHO
Touka Ha ToneHe : He e HanmuuHO
Touka Ha 3aMpb3BaHe : He e HamuuHO
Touka Ha KUIIEHEe : He e HanmuuHO
3ananmumoct : He e HanmuuHO
I'panuuy Ha eKCIIO3UBHOCT . He e npunoxumo
JloiHa rpaHMIIa Ha EKCIUIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha KCIUIO3UBHOCT . He e npunoxumo
Temneparypa Ha pasiaraHe . He e npunoxumo
Temneparypa Ha camMo3anajiBaHe . He e npunoxumo
Temneparypa Ha pa3nagaHe . He e HanmnyHO
pH . He e nanuuno
pH pasrBop : He e HanmuyHO
Buckosurer, kunemaruueH . He e npunoxumo
PasreopumocT : Bopga: 100 — 1000 g/l
Koedurent Ha pasnpenenenue: n-oktanon/soga (Log  : He e Hamnuno
Kow)

Haunsirane Ha napure . He e HanmuyHO
Hanstrane na napure npu 50°C . He e Hanuuno
IlreTHOCT : He e HanmuyHO
OTHOCHTEIHA TBTHOCT . He e HannyHO
OTHocuTeNHa INTBTHOCT Ha mapute mnpu 20°C . He e npunoxumo
Pasmep Ha yactuuure : He e HanmuyHO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJacoBeTe Ha (GU3HIHA OMACHOCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTaGMJIHOCT U PEAKTHBHOCT

CraOuiteH Ipu HOPMAJIHH YCIOBHSL.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

He e u3BectHO.

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.
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Pantolactone

NudopmannoneH aucT 3a 6€30MacHOCT

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

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

PA3JIEJI 11: Toxkcnkonoruyna nagopmManus

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHHUTE JAaHHH HE Ca M3I'BIHCHU KPUTEPHUTE 32

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCUYHOCT (JepMaiHa)
OcTpa TOKCHYHOCT (BJHILIBAHE)

KIIacH(HIIpaHe)
He ce xnacudunupa (Jluncsamy nanHm)
He ce xnacudunupa (Jlumncamy naHHN)

Pantolactone

LD50 opanHO mTBX

> 2000 mg/kg

KoposuBHOCT/ Ipa3HeHe Ha KoXKaTa

Cepuo3HO yBpesK/jaHe Ha OUMTE/IpasHEeHe Ha OUHuTe
CeHcnbuIu3anus Ha AUXaTEIHUTE IBTUILA WIIH KOXKaTa

MyTaFCHHOCT Ha 3apOJUIIIHUTE KJICTKU

He ce xnacudunupa (Bb3 ocHOBa Ha HAMMYHHUTE JAaHHH HE Ca M3IIBIHCHU KPUTEPHUTE 32
KIIacu(HIIpaHe)

Tpenu3BUKBa CEPUO3HO JPa3HEHE Ha OYHTE.

He ce knacudunupa (Jlunceamy gaHHm)

He ce Knacmbmmpa (B’I:S OCHOBA HA HAJIMYHUTC JaHHU HE Ca U3II'BJIHEHU KPUTCPUUTE 3a

KIacHHUIHpaHe)
Kanneporensocr He ce xnacudunupa (Jluncpamy nanHam")
ToxcHuIHOCT 32 pENpONYKIHATA He ce xnacudunupa (Jluncpamy naHHam)
CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEICICHH He ce knacudunupa (Jlunceamy gaHH")
OpraHu) — eIHOKpPATHA CKCTIO3ULIUS
CTOO (cnenuuyHa TOKCHYHOCT 3 OIPEACTICHI He ce knacudunupa (Jlunceamy gaHH")
OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OmnacHOCT NpHU BAWIIIBaHE He ce xnacudunupa (Texanuecka HeBB3MOXKHOCT 3a ITOJTydaBaHe Ha JaHHN)

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 12: Exosnoru4yHa ungopmanus

He npercrapisiBa KOHKPETHA ONACHOCT 3a OKOJIHATA CPEfia.

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH HE Ca M3IIBIHCHH KPHTEPHHTE 33
KIIacu(HIIpaHe)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH HE Ca M3IIBIHCHH KPHTEPHHUTE 33
KIIacuHIIpaHe)

Exomnorus - 00110
OrmacHo 3a BoHaTa cpesia, KpaTKOCpouHa (0cTpa)

OmacHo 3a BOHATa cpesia, IBIrOCpPOYHa (XPOHHIHA)

He ce pa3srpaxma 66p30

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

3

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 5/



Pantolactone

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 npunoxxumo ‘ 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 TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MesKIyHApOHATA MOPCKA OPraHU3alust

He e npunoxumo

PA3IEJ 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UJIW CMECTAa HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IacHOCTTA, 3IPABETO U 0KOJHATA
cpea

15.1.1. Persiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

REACH, IIpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Cricbk Ha BelecTBaTa 3a paspeliaBaHe)
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Pantolactone

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/iHo 000CHOBAHO 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 ciucbKa ¢ BeIlecTBa, KOUTO HapymaBaT 030HoBus cioif (Permament EO 1005/2009): Pantolactone

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

He cpabpika BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C IpeKypcopy Ha B3puBHU BerecTBa (Pernament EC 2019/1148 3a npearanero Ha nasapa u yrnorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

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

He cpappixa BemecTBo(a), BKIIOUEHO(H) B cuchbka ¢ [Ipekypcopu Ha HapkoTnuHHTe BemecTsa (Permament EO 273/2004 0THOCHO IPOM3BOACTBOTO H ITyCKAHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U3M0NI3BaHN 3a HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaon

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

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

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

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

Eye Irrit. 2 Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2

H319 IIpennsBuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

Nudopmarones et 3a 6e3omacuoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT UupopmarnumsTa, Chabpikaiia ce B To3u MHOpMaIMOHEH JIMCT 3a 0€30MacCHOCT, € MOIyYeHa OT U3TOUHHIN, KOUTO CMsTaMe 3a
HaJISKIHU. BhIpeku ToBa, HH(GOpMAIHATA Ce TIPEI0CTaBs Oe3 HUKAaKBa TapaHIlys, H3pHYHA WK TT0pa3oupariia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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