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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Prednisolone

Kon Ha mponyxra : 201600749

CHHOHUME : Prednisolone, 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 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
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 : [lormbinane, Baumane, 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
Ocrtpa TokcnuHOCT (nepmainHa), Kareropus 4 H312
Ocrtpa TokcnuHOCT (MHXAN. ), Kateropus 4 H332
Koposust/mpa3Hene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
TokcuaHOCT 3a penpoykimsTa, Kareropus 2 H361d
CrenmdyHa TOKCHYHOCT 32 OTPE/IeTIeHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H335

Kareropust 3, npa3HeHe Ha IUXaTeIHHUTE ITHTAIIA
3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebnaronpusitau ¢pusnkoxumMuyHu edexT U HedIaronpusATHH ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
Onpe)lenﬂHe qpes eKCHepTHO MHEHHUE U 110 CHUJIaTa Ha J0Ka3aTeJICTBA.
2.2. EleMeHTH HA eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHS08
Curnanna gyma (CLP) . BuHuMmanue
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Prednisolone

NudopmanroneHn aucT 3a 6€30macHOCT

B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

Tpenynpexaenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacHoct (CLP)

H302+H312+H332 - Bpenen npu norisiaHe, IpH KOHTAKT ¢ KO)KaTa WIH IIPY BIUIIBAHE.

H315 - IIpenu3BuKBa Apa3HEeHe HA KOXKATA.

H319 - [Ipenu3BuKBa CeprO3HO Apa3HEHE HA OUHTE.

H335 - Moxe 1a npenu3BrKa Ipa3HEHe Ha JUXATSITHUTE TBTHILA.

H361d - IIpeamnonara ce, 4e yBpexaa mwioza.

P201 - IIpexu ynotpeda ce cHabieTe ChC CIENUATHI HHCTPYKIHN.

P202 - He n3nomn3Baiite npeau ia cTe Ipodely U pa3dpain BCHUIKHU MPEIIa3Hu MEPKH 3a
6e30macHoCT.

P261 - 136srBaiiTe BAMIIBaHE Ha IPax/MyLIeK/Ta3/ IMM/H3IapeHNUs/aepO30IIH.

P264 - [Ta ce u3mue pbleTe 1O JAKTUTE H JIMIETO CTApaTeNIHO Clel yrnoTpeoa.

P270 - Jla He ce sime, mue WM Iy IpH yIoTpeba Ha MPOIyKTa.

P271 - [Ta ce u3non3Ba caMo Ha OTKPUTO WJIM Ha 100pe MPOBETPHBO MSCTO.

P280 - M3non3BaiiTe nmpeana3Hy phKaBUII/TIIPEANa3HO 00IEKI0/IPeIIa3Hy OUrIIa/Ipeaa3Ha Macka
3a JIe.

P301+P312 - ITPU ITOT JTBIIIAHE: npu Hepasnonoxenue ce obanere B LIEHTHP T10
TOKCHUKOJIOT S nnu Ha nexap.

P302+P352 - ITP11 KOHTAKT C KOXATA: 13muiite 00MIHO ¢ BOza.

P304+P340 - ITP11 BAUIIIBAHE: M3BezeTe JULIETO Ha YKCT BB3AYyX U IO MIOCTABETE B TO3UIIHS,
yJIeCHsIBAIIA JIUIIAHETO.

P305+P351+P338 - ITP1 KOHTAKT C OUUTE: npomuBaiiTe BHUIMATEIHO C BOZA B IPOJBIDKCHUE
Ha HAKOJKO MUHYTH. CBaere KOHTaKTHHTE JICIIH, aKO UMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IpoxsipKeTe ¢ U3ILUIAKBAHETO.

P308+P313 - ITPU siBHa Wi npemionaraeMa eKcro3unus: I1oTepcere METUIMHCKH CHBET/IIOMOLI.
P312 - Ilpu Hepaznonoxenue ce obanere B LIEHTHP ITO TOKCUKOJIOI' WS nnn Ha nekap.
P321 - Ciennanm3upaHo jgedeHue (BX. JONBIHATEIHA HHCTPYKIHS 33 ITbPBA IIOMOIL] Ha TO3H
€THKET).

P330 - Uzmuiakuere ycrara.

P332+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe: [loTbpceTe MEANIMHCKH ChBET/IIOMOLII.

P337+P313 - IIpu npoxb/DKUTETHO Jpa3sHeHe Ha ounte: IloTbpceTe MEANIIMHCKY CHBET/IIOMOLI.
P362+P364 - Casere 3aMbpCEHOTO 0OJICKIIO U TO M3MEPETe MPEIH MOBTOPHA yroTpeba.
P403+P233 - [Ta ce cpxpaHsiBa Ha 100pe MpoBETPHBO MACTO. CHIBT 1a Ce ChXpaHsIBa IITBTHO
3aTBOPEH.

P405 - Ta ce cbXxpaHsiBa MO KJIFOY.

P501 - CbabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IIYHKT 32 ChOMpaHe Ha OIACHY WM CIICLHAIHN
OTIAABIH, B CHOTBETCTBHE C MECTHHTE, PETMOHAITHH, HALIMOHAIHH /WM MEKIyHAPOIHA
pasmopenou.

ETHKeTﬂpaHe B CbOTBETCTBUE C: U3KIIOUCHHUS 3a BBTPCIIHN ONTaKOBKH, KOIaTO CBhABPIKAHUETO HE IIPEBUILIaBa 10 ml

IMukrorpamu 3a omacHoct (CLP)

2.3. Ipyru onacHoCTH

Hsima Hammana JOIBJIHUTECITHA PIH(pOpMaLII/IH

GHS08
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Prednisolone

I/IH(bOpMaIII/IOHCH JIUCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTAaBKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Prednisolone - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TesecHo Terio)

Acute Tox. 4 (nepmanua), H312 (ATE=1100
mg/kg TesecHo Terio)

Acute Tox. 4 (uuxanauuonHna), H332
(ATE=1,5 mg/l/4h)

Skin Irrit. 2, H315

Eye Irrit. 2, H319

Repr. 2, H361d

STOT SE 3, H335

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

He e npunoxumo

IIppBa momoI pu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MEKa MONMBAMIA KbpIIa).
IIppBa momoI pu KOHTAKT C OYHUTE : M3mmakHeTe o4nTe ¢ BOJa KaTo Mpe/a3Ha MapKa.

Hsma HanmuvHa gombIHHUTENHA HHOOPMALUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIHS

PA3JIEJI 5: IIpoTuBONO:KAPHU MEPKHU

TToaxoasu TI0KapOTaCUTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a raCCHE Ha MOXKapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMOXKapHu B CbCEICTBO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1.1. 3a mepcoHaJ1, KOiiTO He OTrOBapsi 32 CIEIIHHU CJIyYan

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

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA HH(l)OpMaHHH
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Prednisolone

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

Hsma nanmuana gomsnHUTENHA HHOOPMAIIUST

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa JOMBIHUTEIHA HHPOPMAIIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

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

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

8.1.2. IlpenopbYNTETHH NPOLETYPH 32 HAGII0OeHHE
Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.3. OGpa3syBaT ce 3aMbpPCHTEIH 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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Prednisolone

NudopmanroneHn aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (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 ChCTOSHUE . Teepno BemecTBo
Bsar . He e HanuuHO
BroHIeH By : IIpax.

Mupuc : He e Hanuuno
I'panunata Ha Mupuca : He e Hanuuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KuIIEeHe . He e Hanuuno
3anmanumocT . He e Hanuuno
I'paHuIy Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCITIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temneparypa Ha pasnagaHe : He e Hannuno
pH . He e nanuusno
pH pasrBop : He e Hanuuno
Bucko3uter, KuHEMaTu4eH : He e npunoxumo
PaszrBopumoct : Boma: 0,1-14/l
Koeduruent Ha pasnpenernenue: n-okranoi/soga (Log  : He e HamuuHO
Kow)

Hansrane na napute : He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCHUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nanmnuno

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA OMACHOCT

Hsima Hammana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

31EJI 10: CTa0nIHOCT ¥ peaKTUBHOCT

10.1. PeaknmoHHa cOCOOHOCT

CraOwiIeH npy HOPMATHH YCIIOBHS.

10.2. XumMu4HA CTAOMIHOCT

Hsima HanmMuHa JOTTBIHUTEIHA I/IH(i)OpMaLII/IF[

10.3. Bb3MOKHOCT 32 OMACHH PeaKuu

He e u3BectHo.
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Prednisolone

I/IH(bOpMaIII/IOHCH JIUCT 3a 6e3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nipu Hopmansa ynorpe6a. Brkre Pazzgen 7.

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

KoposuBHoCT/ipa3Hene Ha KOXkaTa

CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HEeHe Ha OUHTe
CeHcuOWIn3alMs Ha JUXATETHUTE BTHIIA HIIH KOXKAaTa
MyTareHHOCT Ha 3apOAUIIHUTE KIETKH
Kanneporennoct

TOKCHYHOCT 32 PEIPOAYKIIHATA

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI
OpraHy) — eIXHOKpaTHA eKCIIO3UIIUS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI
OpraHy) — MOBTapSIIa C€ eKCIIO3UIUS

OnacHOCT MpH BAUIIBAaHE

Bpezen npu norisliaHe.
Bpezen npu KOHTAKT ¢ KOXKATa.
Bpezen npu BauIBaHe.

Ipenu3BuKBa Jpa3HEeHE HA KOXKATA.
Tpenu3BUKBa CEPUO3HO JPA3HEHE HA OUHTE.
He ce xnacuduimpa

He ce xnacudmmpa

He ce knacuduimpa

Ipenmonara ce, 4e yBpexa IIOAA.

Moxe na TIpEAU3BHKa IPa3sHEHE Ha JUXATCIIHUTE ITbTUIIA.

He ce xnacudmmpa

He ce knacuduimpa

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 12: Exosioruuna uHgopMamnus

Exonorus - 06mo
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa)
OmnacHo 3a BoAHATa cpefia, IbITOCPOYHA (XPOHUYHA)

He npe/cTaBisiBa KOHKPETHA OMACHOCT 3a OKOJIHATA CpeIa.
He ce xnacuduumpa
He ce xnacuduumpa

Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

Hsma HanuvHa TOIBITHHUTENHA HHPOPMAIUS

Hsma HanMvHa TONBITHHUTENHA HHOOPMAIUS

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIHS
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Prednisolone

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

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH nan upentTugukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHAa rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CienquaaHu mpeAna3sHA MepPKH 32 MOTpeduTeINTE

CyxonmbTeH TPAHCNIOPT
He e npunoxumo

TpauncnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alus

He e npunoxxumo

PA3JIEJI 15: WHpopmManusi 0THOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATEeJCTBO OTHOCHO (€30MACHOCTTA, 3[PABETO H OKOIHATA
cpena

15.1.1. Periiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B Ipunoxenne XVII ra REACH

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

He ¢urypupa B IIpunoxenne XIV na REACH (Criichk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Chucbk ¢ kanauaar-seirectsa (SVHC)

He ¢urypupa B crimcpka Ha REACH ¢ kananmar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Prednisolone

NudopmanroneHn aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

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

Henpunoxumo.

PernameHT 0THOCHO BelllecTBa, KOHTO HApYIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B ciiucbka ¢ BeIecTBa, KOUTO HapymIaBat 030HoBus cioif (Permament EO 1005/2009): Prednisolone

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

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

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

He cpabpika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe Bemecta (Pernmament EO 273/2004 0THOCHO MPOU3BOACTBOTO U ITyCKaHETO
Ha a3apa Ha OIPEJICJICH! BEIIECTBa, U3I0JI3BaHM 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU HJIHM TICUXOTPOITHH BELIECTBA)

15.1.2. HauuoHa oM pa3nopeaon

Hsima HanmMuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Onenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

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

Acute Tox. 4 (nepmaiHa) Ocrtpa TokcHuHOCT (nepmainHa), Kareropus 4

Acute Tox. 4 Ocrtpa TokcuuHOCT (MHXa.), Kareropus 4
(MHXaJAIMOHHA)

Acute Tox. 4 (opanHa) Octpa TokcuuHocT (opanHa), Kateropus 4

Eye Irrit. 2 Cepro3Ho yBpexIaHe/apasHeHe Ha ounte, Kareropus 2
H302 Bpenen npu norasinane.

H312 Bpenen npu KOHTAKT ¢ KokKaTa.

H315 IIpenu3BukBa Ipa3sHEHe HAa KOXKaTa.

H319 IIpenu3BuKBa CEpHO3HO Apa3HEHE HA OUHUTE.

H332 Bpenen npu BauiBane.

H335 Moske fa mpear3BUKa Ipa3HeHe HA AUXATSIHUTE THTHIIA.
H361d Ipenmnonara ce, e yBpekaa mioaa.

Repr. 2 ToxcudHOCT 3a penpoykiusaTa, Kareropns 2

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

STOT SE 3 CrrenniyHa TOKCHYHOCT 3a ONPEJIETIeHN OpraHy — €IHOKpaTHa excrio3unus, Kareropus 3, npa3sHene Ha MXaTENHUTE TBTHINA

Nudopmarones et 3a 6e3omacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHpopManmoneH jucT 3a 6e30MacHoOCT, € MoJy4eHa OT U3TOYHHUIIM, KOUTO CMsATaMe 3a
Ha/IeKIHH. Bhripexkn ToBa, HHOpManusiTa ce npeocTasst 0¢3 HUKaKBa rapaHIfys, U3pHYHA WIH T0Apa3dupaiia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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