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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Olodaterol impurity C

XHUMHYECKO HANMEHOBAHHUE 1 6-hydroxy-8-[(1R)-2-hydroxy-1-[[ 1-(4-methoxyphenyl)-2-methylpropan-2- yllamino]ethyl]-2H-1,4-
benzoxazin-3(4H)-one

CAS Ne 1 3013645-21-8

Kon Ha npoxykra : 202200248

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTnduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BemecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WM KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT
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1.4. TenedoneH HOMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupane Ha BemecTBOTO WJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CreruuaHa TOKCHIHOCT 3 ONpeJIe]IeHH OPraHy — IOBTapsIia ce ekcrnosuims,  H372

Kareropus 1
3a meanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a OacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMH'lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa HAa IOKA3aTCJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : OmnacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norisliase.

H319 - IIpenu3BuKBa CEpHO3HO Apa3HEHE Ha OUUTE.
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H372 - [IpuunHsBa yBpexXaaHe Ha OPraHuTe (Chplie) NOCPEICTBOM MPOABIDKUTEIHA WM MTOBTapsILa
ce eKCro3uuus (IIpH BAUILBAHE).

Ipenopbku 3a 6e3omacuoct (CLP) : P260 - He BaumBaiite mpax/mymniex/ra3/ ium/u3mapeHust/aepo30ii.
P264 - Jla ce u3mue pbLeTe 10 JIAKTUTE U JIMLETO CTAPATENIHO clie]] ynoTpeda.
P270 - [la e ce sine, mue WM MyIId Opy ynoTpeda Ha MpoayKTa.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPEeANa3Hy OYIIa/Ipeana3Ha Macka
3a JIMIE/TPEAIa3HU CPEACTBA 3a 3allUTa Ha CIyXa.
P301+P312 - [TPU ITOT'JTBIIAHE: IIpu nepasnonoxenue ce odanere B LIEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P305+P351+P338 - [IP1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO C BOAA B MPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIM, aKO NMa TAKHBA U JOKOJIIKOTO TOBA € Bh3MOKHO.
Ipoabkere ¢ U3MIAKBAHETO.
P314 - Ilpu Hepa3monoKeHne MOThbpPceTe MEAUIIMHCKH ChBET/MTOMOLI.
P330 - UsmiakHere ycrara.
P337+P313 - Ilpu mpoABDKUTEIHO ApasHeHe Ha ounte: [loThbpcere MeJUIIMHCKH CHBET/TIOMOII.
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)

GHS08

2.3. JIpyru onacHoOCTH
Hsima HanuaHa JOITBJIHUTCITHA m—x(i)opMamm

PA3JEJI 3: CbcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemectBa

HaumenoBanue HNnentudguxarop Ha % Kaacuduxanus B cbOTBETCTBHE C

MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]

6-hydroxy-8-[(1R)-2-hydroxy-1-[[1-(4-methoxyphenyl)-2- | CAS Ne: 3013645-21-8 <100 Acute Tox. 4 (opanna), H302 (ATE=500
methylpropan-2- ylJamino]ethyl]-2H-1,4-benzoxazin- mg/kg TexecHo Terio)

3(4H)-one Eye Irrit. 2, H319

STOT RE 1, H372

3a meinnus Teker Ha H- u EUH-nipenynpexaenusta 3a onacHoOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3J/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

ITbpBa MOMOLL 1IPH BAHIIBAHE . TIpemecTeTe mocTpanamus Ha YUCT Bb3AyX. OCHIypeTe CBEX BB3IYX Ha 3aCErHATOTO JIHIIE.

ITbpBa MOMOLL PH KOHTAKT € KOXKaTa : Jla ce OTCTpaHM MaKCHMAaJIHO Ype3 N30bpcBaHe (C 4ICTa M MeKa IONHBaNia kspra). a ce n3mue
OOMITHO C BOJIA B KOSATO € IIPUOABEH AETEPTreHT.

ITbpBa MOMOLI IPH KOHTAKT € OYHTE . V3mmaksere ¢ BoJa, KaTo IBbPIKUTE OUUTE IIMPOKO OTBOPCHH.

ITbpBa MOMOLLL IIPH MOTITBIAHE : Mznmaksere ycrata. Moxke 1a GbJie MPENOPBYaHO NPOABIKUTENHO METHIIMHCKO HAaOII0ICHHE.

4.2. Hajli-chbIecTBeH! OCTPM M HACTBIIBALIHU CJIe/I U3BECTEH NEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

CumMnromu/edextu : Bb3MoxHH ca 3aKbCHENH eeKTH.
CumMnromu/edeKxTu ciel| BAUIIBaHE : Henocrarpunu naHHH.
CumMnromu/edeKTu ciely KOHTAKT ¢ KoxKaTa : Henocrarpunu naHHu.
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Cumnromu/eeKTH ciie/] KOHTAKT C OYUTE . Hemocrarbunu naHHH.

HonpceTe MCIUIUHCKHA ChBET/ IIoMOo1II. HpPI BB3MOXKHOCT [1a C€ MMOKaXXE HACTOALIUSA JIMCT, 4 aKO HE € Ha PA3IOJIOKEHHUE, a CC NMOKAXKE OIMaKOBKaTa WJIA €TUKETA.

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

TToaxosum TIOKapOTraCcUTECIIHU CPEACTBA : Opesuno 3a 3aracsiHe Ha OI'bHS.

OmnacHOCT OT 1moXap : Bwx nmaparpad 2.2.

I/IHCprKI.II/[I/I 3a racCHE Ha IoOXKapu : I[a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 3a raCCHE Ha I10KapHu B CbCECTBO.

PA3IEJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

O6mm Mepkn : Jla ce n30srBa NpeKkus KOHTAKT ¢ MpoxykTa. He BaumBaiite

Tpax/IyIeK/ra3/ ImM/u3napeHns/aepo30iu.

6.1.1. 3a mepcoHa, KOHTO He OTTOBAPS 32 CIIELIHH CJIy4aH

ABapHﬁHH TIJTaHOBE : I{a C€ HOCH MOAXOJAIIO NPEANAa3sHO 06J'ICKJIO, PBKAaBULU U 3AIIUTHU CPEACTBA 34 OUNUTE UJIH JIULETO.

6.1.2. 3a iMnaTa, OTrOBOPHM 32 CIIELIHH CJIy4Yan

Hsima HanmM4Ha TOMBIHUTENHA HHDOpMALHS

Hsma HanuvHa TOTBITHUTENHA HHOOPMAIIHS

Mertozau 3a MoYKCTBaHE : VY6enere ce, 4e OTHAABLUATE Ca CHOPAHHU U CE ChXPAHABAT HAa CUTYPHO MsicTo. [louncrere

ctaparenHo. [la ce u3amMue HechbOUpaeMusi OCTAaThK ¢ : Pa3TBOp OT HATPHEB XUIOXJIOPUT.

Hsma HanuvHa 1ONBIHUTENHA HHPOPMAIIUS

JIOITBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpe6Guresns na ce 00bpHe BHUMaHHE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHHU C U3MOJI3BAHETO Ha
MPOJYKTA 3a JAPYTH LIEIIH, PA3JIMYHHU OT TE3H, 38 KOUTO € IPeIHa3HAYCH.

Tpeanasuu mepku 3a Ge3onacHa padbora : C marepuaia TpsioBa 1a ce paboTu BHUMatesHo. [la ce u30srea npekust KOHTaKT ¢ npoxaykra. C
Marepuaia TpsAbBa Ja ce paboTH Mo JabopaTopHa KaMHHa, JTOKOJIKOTO TOBA € Bb3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C H3MCKBAHUATA Ha J0OpaTa MPOMHIIICHA XMTHEHa U POLIEypUTE 38
6E30MacHOCT.

TexHUYEeCKH MEpKH : Jla ce cra3Bat npuIOXUMHUTE Pa3nopenou.
Ycnosus 3a chXpaHsBaHe : Jla ce chxpaHsBa 1oz K.

Bwx maparpad 1.

06/06/2024 ([daTa Ha n3taBaHe) BG (6barapckn) 3/8



Olodaterol impurity C

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

PA3J/IEJI 8: KoHTpPOJI HAa eKCIIO3MIUATA/THYHH NPeINAa3HU CPEeACTBA

8.1. [IapameTpn Ha KOHTPO.JI
8.1.1 HanmoHaJIHH rPAHUYHU CTOHHOCTH HA MPO(ECHOHAIHA eKCIO3ULUS ¥ OMOJIOTHYHY IPAHMYHM CTOHHOCTH
Hsma Hanmuuna JOITbJIHUTCIIHA I/IH(bOpMaLII/I}I

8.1.2. IIpenopb4uTEeIHH NPOLEAYPH 32 HAOIIOACHUE

HsiMa Hann4yHa JOMBJIHATETHA HHQOpMALHS

8.1.3. 3ambpcuTeH HA Bb3yXa, 00pa3yBaHH 110 BpeMe Ha NpeAnucaHaTa ynorpeda

Hsima Hanmana JOITBJIHUTCITHA HH(I)OpMaLIPI}I

8.1.4. DNEL u PNEC

Hsima HanuyHa AONBIHUTEIHA HH(bOpMa].IPIH

8.1.5. Pery.impane upe3 o6xsatu (control banding)

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/IH

8.2. KoHTpo.1 Ha ekCo3uIHUATA

8.2.1. Tloaxoasiiy MH:KEHEPEeH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce cpxpaHsiBa B 100pe MPOBETPUBO MOMeEIIeHHE. J]a ce H3MoN3yBa eIMHCTBEHO B CMyKaTellHa KabuHa ¢ nHTerpupan Guitep. BucokoedekrnBen Gpuarsp 3a
yactuuy (HEPA ¢untsp).

8.2.2. JIM4HM npenasHu cpecTBa
8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

3amuTa Ha ouMTe:
Ipennasuu oumna. DIN EN 166

8.2.2.2. 3ammuTa HA KoKaTa

3ammTa Ha KOXKATa M TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnekito. DIN EN 13034

3ammTa Ha pbueTe:
XuMHUYECKH yCTONUMBH Npena3Hu pbkasuiy. ISO 374-1
8.2.2.3. BammTa Ha IUXaTEJHUTE NHTHIIA

3amuTa Ha AMXATEJIHATE TbTHINA:
OtaensHe Ha npax: npotuBonpaxosa Macka ¢ puintep P3. DIN EN 140 & 149. Teuen npoxykt : AHTHaepo3onHa Macka. Hocere nuxareneH anapar, ako cTe
U3JI0’KECHU Ha Mapu/IpaxoBe/aepo30IIH

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma Hanu4Ha IOMBJIHUTETHA HHPOPMAIUST

8.2.3. KoHTpOJI Ha eKCIO3HLHUATA HA 0KOJHATA cpela

Hsma HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOHCTBA

9.1. MudopmManusi OTHOCHO OCHOBHUTE (PU3HYHN U XHMHYHHU CBOICTBA

ATperatHo CbCTOSTHUE

IBsT

Mupuc

I'pannuaTa Ha Mupuca
Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe
Touka Ha KUIIEHE
3ananruMocT

I'pannuyM Ha €KCIUIO3UBHOCT

TBBprO BEECTBO
He e naymuno
He e npunoxumo.
He e naymuno
He e naymmuno
He e naymmuno
He e naymuno
He e naymmuno
He e npunoxumo
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JlonHa rpaHHIa Ha eKCIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajiBaHe : He e npunoxumo
Temneparypa Ha pa3yaraHe : He e Hanuyno
pH : He e Hanuuno
pH pastBop : He e HamuyHO
Buckosurer, kunemaruueH : He e npunoxumo
PastBOpuUMOCT : He e nanuuno
Koeduient na pasnpepenenue: n-okranon/soga (Log @ He e namudno
Kow)

Hansrane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e HanmuuHO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

9.2.1. Unpopmanusi BB BPb3Ka ¢ KiIacoBeTe HA GU3NYHA ONIACHOCT

Hsima Hanu4Ha qonbiIHUTENHA HHDOpMALHS

9.2.2. JIpyru XapaKTepUCTHKH 32 0€30MacHOCT

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

CrabuiieH Ipu HOPMATHH YCIIOBHSL.

Hsima HanmmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHDOpMATHS

Hsima nipu Hopmansa ynorpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpak1aHe OTACJIA OIIaCHU U3NapCHUA.

PA3JIEJI 11: HYHA nHopManus

Octpa TOKCHYHOCT (OpasiHa) . Bpenen npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (Jlunceat nanxu)
Octpa TOKCHYHOCT (BMILBAHE) : He ce knacu¢uumpa (Jlunceat nanxu)

6-hydroxy-8-[(1R)-2-hydroxy-1-[[1-(4-methoxyphenyl)-2-methylpropan-2- yl]amino]ethyl]-2H-1,4-benzoxazin-3(4H)-one (3013645-21-
8)

LDS50 opanHo mrbx 300 —2000

KoposuBHoCT/ipa3sHeHe Ha Koxara : He ce xnacu¢uupa (JIunceat nanau)
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Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUNTe : IlpenusBuKBa cCepHO3HO Ipa3HEHE HA OUUTE.

CeHcnbunM3anys Ha IMXaTelHUTE MbTUINA K Koxkata  : He ce kimacuduuupa (JIuncsat naHam)

MyTareHHOCT Ha 3apOJIUIITHATE KJICTKA : He ce xmacudumupa (JIuncear nanHm)

Kanneporennocr . He ce xnacu¢mumpa (JIuncsat nanxm)

TOKCHYHOCT 3a PenpoOAyKIHUATA : He ce xnacudunupa (JIunceat nanam)

CTOO (crienuduvHa TOKCHYHOCT 32 ONPEICICHH . He ce xnacudunupa (Jlunceat nanHmn)

OpraHu) — €HOKPATHA CKCTIO3ULIUS

CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONPEACICHI : IlpnuuHsBa yBpexaaHe Ha OpraHute (Chple) HOCPEACTBOM MPOABIKUTEIIHA HITH TIOBTapsIIIa ce
OpraHu) — IOBTapsIIIa Ce eKCIO3ULHs eKCro3unys (TIpH BJHILBAHE).

OnacHOCT NpH BJNIIIBaHE : He ce xkmacudumpa (Texandecka HeBB3MOXKHOCT 3a IIOJTy4aBaHe HA JaHHMN)

Hsma nanuyna gonbiHUTENHA HHOOPMAIIUSL

PA3EJI 12: ExonornyHa uH(popManus

Exomnorus - 06mmo : Omnacuu otnaxsiy. [la ce U3MOA3yBaT HOAXOMAIIN KOHTCHHEPH 3a OTHAJHUTE IPOTYKTH.
OmnacHo 3a BOJHATa cpeaa, KpaTKkocpodHa (0cTpa) : He ce xnacu¢unupa (Jluncsar naHamn)

OmnacHo 3a BOJHATa cpefia, IbIAr0CpoYHa (XPOHUYHA) : He ce xnacu¢uuupa (Jluncsar naHamn)

He ce pasrpaxmaa 0bp30

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsima HaymMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa OMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa OMIBIIHUTETHA HH(I)OpMaHHﬂ

Hsma nanwyna qonbiHUTENHA HHPOPMAIIUSL

PA3JIEJI 13: O0e3Bpexaane Ha OTHAAbLIUTE

Pernonanuu pasnopendu 3a oTmaabIuTe : Jla ce u3xBBpH 10 Oe30MaceH HAYHH B CHOTBETCTBHE C MECTHUTE / HAIIMOHAIHH Pa3openOu.

PA3JIEJI 14: Un¢opManusa OTHOCHO TPAHCIIOPT

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cniucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

He e mpunoxumo He e mpunoxumo He e nmpunoxumo
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ADR IMDG IATA

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT NP TPAHCIIOPTHPaHe

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeja

He e mpunoxumo He e mpunoxumo | He e nmpunoxumo

Hsma nombaHUTEIHA HATMYHA HHGOpMaIUs

14.6. CnennaTHu MpeANa3HA MEPKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt mo Mope
He e npunoxumo

Bb3ayuied Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouﬂaTa MOPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CienpvuHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPe0a/3aK0H0IATE/ICTBO OTHOCHO G€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH IIpuaosxenne XVII (YciaoBus 3a orpaHnyapaHe)

He durypupa B [Ipunoxenne XVII na REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

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

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

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

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIN)
Henpunoxumo.

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

He ¢urypupa B cucbKa ¢ BelecTBa, KOMTO HapyaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npeKypcopHuTe Ha B3puBHH BeectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHHU BemecTBa (Permament EC 2019/1148 3a mpeanaranero Ha ma3apa u ynorpebarta Ha

IIPEKypCOPH Ha B3PUBHU BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe HAa HapKoTH4YHH BemecTBa (EO 273/2004)

He cpappixa BewecTBo(a), BKIIIOYeHO(H) B ciucbka ¢ IIpexypcopu Ha HapkoTnunuTe Bemectsa (Pernament EO 273/2004 0THOCHO IPOM3BOICTBOTO M ITyCKAHETO
Ha ra3apa Ha OIpEJIeIeHH BEIECTBA, U3IM0JI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIECTBA)
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Olodaterol impurity C

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

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JIOITBJIHUTEITHA I/IH(bOpMaI.IPIﬂ

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BeIIECTBO MJIM CMeC

Hsima Hanmana JOIIBJIHUTCITHA I/IH(bOpMaI_II/IH

PA3IEJI 16: Ipyra ungopmanus

II'bnen Texker na H- u EUH-npegynpeskaennsiTa 3a oIacHOCT:

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

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

H302 Bpenen npu nornsiuaxe.

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OYUTE.

H372 IMprunnsBa yBpe)kaaHe Ha OpraHUTE MIOCPEICTBOM IIPOIBIDKUTENIHA WM OBTAPSIIA C€ eKCIIO3HIIHS.
STOTRE 1 Creriyaa TOKCHYHOCT 32 OMpe/ieJIieHH OPraHy — IIOBTapsia ce ekcrosuims, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpkaiia ce B To3u MHdopMaroneH uct 3a 6e30MacHOCT, € MOJIy4eHa OT H3TOYHUIIN, KOUTO CMSTaMe 3a
HaaeK/IHU. BbIpeku ToBa, HHpOpMaIMsITa ce MpeocTaBs 0e3 HUKAKBa rapaHIus, H3pUYHA WK MOpa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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