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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 hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Olodaterol hydrochloride
CAS Ne 1 869477-96-3

Kon na npoxykra : 202200235

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NACHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CreruuaHa TOKCHIHOCT 32 ONPeJe]IeHH OPraHy — IOBTapsIia ce ekcrnosuims,  H372

Kareropus 1
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMM'lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTEJICTBA.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H319 - [Ipean3BuKBa CEpHO3HO JPa3HEHE HA OYHTE.
H372 - IIpuunnsBa yBpexxIaHe Ha OPraHuTe (ChpIie) HOCPEACTBOM IIPOABIDKHTETHA HIIH IIOBTapsIIa
ce eKCIO3HIHs (IIPH BHIIBAHE).
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Olodaterol hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P260 - He BaumBaiite mpax/mymiex/ra3/ ium/u3mapeHust/aepo30Iii.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIMLETO CTAPATEIHO ClIe/l ynoTpeda.
P270 - la He ce sae, nue Wiy My nNpy ynotpebda Ha NpOayKTa.
P280 - U3nomn3Baiite npeanasHu pbKaBHUIH/IPEINa3HO 0OIEKIO/MPeAna3Hi Ounia/mpe/na3Ha Macka
3a JTHLe/IPeINa3Hu CPeCTBA 3a 3alIUTa Ha CITyXa.
P301+P312 - [IPU [TIOTJIBILIAHE: I1pu Hepaznonoxenue ce obanere 8 LIEHTBP I[1O
TOKCHKOJIOT' M unu Ha nexap.
P305+P351+P338 - [TP KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIHO C BOAA B IPOIBIKCHUE
Ha HAKOJKO MUHYTH. CBaeTe KOHTAKTHHUTE JICIIH, aKO UMa TAKHBA H JOKOJIKOTO TOBA € BH3MOXHO.
[poabkere ¢ U3MIAKBAHETO.
P314 - Ilpu Hepa3monoKeHNe MOThPCETe MEAUIIMHCKH CHBET/TOMOLIL.
P330 - M3mnakHere ycrara.
P337+P313 - Ilpu mpoABDKUTEHO ApasHene Ha ounte: [loThbpcere MeUIIMHCKH CHBET/TIOMOLI.
P501 - CoapprkaHueTo/chabT Aa Ce U3XBBPIIH B MYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTIaabLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHATHH /WM MEKIYHAPOIHI
pasnopenou.

ETukerrpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaToO ChbPKAHUETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

Hsima HanuyHa AONMBIHUTEIHA m—[(bopMaum

PA3JEJI 3: CbcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemecrBa

HaumenoBanue HNnenTuduxarop Ha % Kaacuduxauus B cbOTBETCTBHE C
NMPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Olodaterol hydrochloride CAS Ne: 869477-96-3 <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TexecHo Terio)
Eye Irrit. 2, H319
STOT RE 1, H372

3a meanus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3J/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue Ha MepPKHUTe 32 MbPBA MOMOLI

ITbpBa MOMOLL 1IPH BAHIIBAHE . IlpemecTeTe IOCTpanaus Ha YUCT Bb3ayX. OCHIypeTe CBEX BB3IYX Ha 3aCErHATOTO JIHIIE.

ITbpBa MOMOL IPH KOHTAKT C KOXKaTa : Ja ce OTCTpaHM MaKCHMAaJIHO Ype3 H30bpcBaHe (C 4ICTa M MeKa IONHBaNia kepra). a ce n3mue
OOMITHO C BOJIA B KOSATO € IIPUOABEH NETEPreHT.

ITbpBa MOMOLL TP KOHTAKT € OYHTE . 3miaksere ¢ BoJa, KaTO IbPIKUTE OUUTE LIMPOKO OTBOPEHH.

ITbpBa MOMOLL IIPH MOTITbIAHE : Mznnaksere ycrara. CrienpaaHo Jekapcko HaGmoneHne. Moxke 1a Gbie npernopsyaHo

TIPOABIDKUTECIIHO METUITUHCKO Ha6J'IIOI[eHPIe.

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

CumMnromu/edextn : Bb3MoXHH ca 3aKbCHENH eeKTH.
CuMnromu/edeKTu ciel| BAUIIBaHE : HenocrarpuHu naHHH.
CuMnromu/edeKTu cielf KOHTAaKT ¢ KoxaTa : Henocrarpunu naHHM.
CumMnromu/edeKTu ciiesy KOHTAaKT C OYUTe : Henocrarpunu naHHu.
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Olodaterol hydrochloride

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

Cumnromu/eeKTd cie/l MOrTbIaHe : CumrrroMute Morat 1a ObaT 3amMaiiBaHusI, T1aBo0oIIHE, TaCHE U 3ary0a Ha KOOPIHHALIHS.

TloTbpcere MeanuuHcky chBeT/momont. [Ipn Bb3MOKHOCT Jia Ce MOKaXe HACTOSILHS JIUCT, a aKO HE € Ha Pa3IoJI0kKEHHE, /1a CE MOKaXe ONaKOBKATa MM THKETA.
AxrtuBarop. PapMaleBTHYCH MPOIYKT.

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

TToaxosm TI0KapOTracUTECIIHA CPEACTBA : Opesno 3a 3aracsiHe Ha OI'bHS.

OmnacHOCT OT moXap : Bwx nmaparpad 2.2.

I/IHCprKI.II/[I/I 3a raCcCHEe Ha IOXKapu : I[a C€ M3M0JI3BAaT CPEACTBA, IIOAXOAAIIH 32 raCEHE Ha I10KapHu B CbCEICTBO.

PA3/IEJI 6: Mepku npu aBapuiiHO H3MyCKaHe

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

Ipax/ITymeK/Ta3/auM/U3IapeHus/aepo30IIH.

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

ABapHﬁHH TIJTaHOBE : I{a C€ HOCH NOAXOAAIIO NPEANAa3ZHO 06J'ICKJIO, PBKAaBULH U 3AIIUTHU CPEACTBA 34 OUNUTE UJIH JIULIETO.

6.1.2. 3a iMnaTa, OTrOBOPHM 32 CHIELIHH CJIy4Yan

Hsima Hanu4Ha TOBIHUTENHA HHDOpMAIHS

Hsma HanmuvHa TOTBITHUTENHA HHPOPMAIIHS

Mertozau 3a moYKCTBaHE : VY6enere ce, 4e OTHaABLUUTE Ca CHOPAHHU U CE ChXPAHABAT HAa CUTYPHO MsicTo. [louncrere
craparenHo. Jla ce u3mue HechbOMpaeMus OCTAThK ¢ : Pa3TBOp OT HATPHUEB XUITOXIIOPUT.

Hsma HanuvHa ZOOBIHUTETHA HHPOPMALIUS

: PadoTa u cn)

JIOITBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpebureins na ce 00bpHE BHUMaHHE 33 PUCKOBETE, CBEHTYAIIHO CBBP3aHHU C U3MOJI3BAHETO Ha
[POJYKTA 3a JAPYTH LIEIIH, PA3JIMYHHU OT TE3H, 38 KOUTO € IPeIHa3HAYCH.

Tlpeanasuu mepku 3a Ge3onacHa padboTa : C marepuaia TpsioBa 1a ce paboTu BHUMAatesHo. [la ce u30srea npekust KOHTaKT ¢ npoaykra. C
Marepraia TpsAbBa Ja ce paboTH MoJ JabopaTopHa KaMHHa, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XHUrueHHH MepKU : Jla ce paboTH B CHOTBETCTBHE C H3MCKBAHUATA Ha J0OpaTa MPOMHUIIICHA XMTHEHa U IPOLIEypUTE 3a
6e30MacHOCT.

TexHUYeCKH MEepKH : Jla ce cra3Bat npuIIOKUMHUTE Pa3nopenou.
Ycnosus 3a chXpaHsBaHe : Jla ce chxpaHsBa 1oz Kiou.

Bwx maparpad 1.
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Olodaterol hydrochloride

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

PA3JIEJI 8:

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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Olodaterol hydrochloride

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

JlonHa rpaHHIa Ha eKCIIO3UBHOCT
T'opHa rpanuIa Ha eKCIIO3UBHOCT
IInamua Temnepatypa
Temmeparypa Ha camo3arnajiBaHe
Temneparypa Ha pa3yaraHe

pH

pH pastBop

Buckosurer, kunemaruueH

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

PazrBopumocT Bopma: 10 —33.3 g/l
Koeduiient Ha pasnpezaenenue: n-okranon/soaa (Log He e nanuuno
Kow)

Hansrane Ha mapute He e nanuuno
Hansrane Ha napure npu 50°C

IlnsTHOCT

He e Hanuuno
He e nanuuno
OTHOCHTEIHA IITBTHOCT He e nammuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C

P a3sMEp Ha YaCTHULMTE

He e npunoxumo
He e nanuuno

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.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpak1aHe OTACJIA OIIaCHU U3NapCHUA.

Ocrpa ToKCHYHOCT (OpasHa)
OcTpa TOKCHYHOCT (IepMaiHa)
Octpa TOKCHYHOCT (BMILBAHE)

Bpexen npu norneiiane.
He ce xnacuduuupa (Jluncsar q1aHau)
He ce xnacuduuupa (Jluncsar qaHHu)

Olodaterol hydrochloride (869477-96-3)

LD50 opanHo mbx > 300 — <2000 mg/kg (mporHo3Ha CTOHHOCT)

KoposuBHOCT/ Ipa3HeHe Ha KoKaTta He ce knacuduuupa (Jlunceat nanHmn)

CCPH03H0 YBpEXKAaHE HA ouure/, JAPa3sHCHE HA OYUTE Hpe,HI/BBI/IKBa CEPHO3HO APA3HEHE Ha OYHUTE.
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Olodaterol hydrochloride

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

Cencubunu3anyst Ha AUXaTeIHATE IBTUINA WK Koxkata : He ce knacuduuupa (JIumncsar qaHHm)

MyTareHHOCT Ha 3apOJUIIHUTE KICTKN : He ce xnacudumupa (JIuncear qaHHK)

KanneporenHoct . He ce xnacu¢umpa (JIunceat nanau)

ToKCHYHOCT 3a PENPOAYKIUATA : He ce xnacudunupa (JIuncsat nanam)

CTOO (cnenuduyHa TOKCHYHOCT 33 OIPEIEIeHU : He ce xnacudunupa (Jluncat nanxm)

OpraHH) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (crneuuduvHa TOKCHYHOCT 3a ONPECICHU . IlpuuMHsBa yBpexkJaHe Ha OpraHuTe (ChpIie) MOCPEACTBOM MPOABIKUTEIHA WM MOBTapsIa ce
OpraH{) — MOBTapsIIla Ce eKCIO3ULIHs eKCIo3ULHs (TIPH BJHILIBAHE).

OnacHOCT NpH BINIIBaHE : He ce xnacuduimpa (TexHnuecka HeBb3MOXKHOCT 3a IOJTy4aBaHE HA JaHHM)

Hsima HanmuHa JOMIBIHUTETHA HH(l)OpMaI.IHﬂ

PA3EJI 12: Exojioru4uHa uH@opmanus

Exomorns - o6mio : Omnachu otmaeiu. Jla ce H3M0J3yBar MOAXOSIIN KOHTEHHEPH 3@ OTIIAAHUTE HPOLYKTH.
OmacHo 3a BoJHaTa cpejia, KpaTKOCpouHa (0cTpa) : He ce xnacu¢mummpa (JIuncsat nanxm)
OmnacHo 3a BoJHAaTa cpejia, JBIr0CpPOUYHa (XPOHHYHA) . He ce xnacu¢mumupa (JIuncsat nanxm)

He ce pasrpaxma 6Bp30

Hsima Hanu4Ha TONBIHUTENHA HHDOpMAIHS

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma nanuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IHﬂ

PA3JIEJI 13: O6e3BpexaaHe HA OTHHAIbLIHUTE

Pernonanan pa3r10pen6n 3a OTHAABILUTE . )Ia C€ U3XBBPJIH 110 6e30IaceH HAuYMH B ChOTBETCTBHE C MECTHHTE / HalMOHAJTHU pa3r[ope;16n.

PA3JIEJI 14: Undopmanusi 0OTHOCHO TPAHCTIOPTHPAHETO

B cvotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HAa MPaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo
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Olodaterol hydrochloride

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

ADR IMDG IATA

14.3. Kiac(oBe) Ha OaCHOCT NPH TPAHCHOPTHPAaHe

He e mpunoxumo | He e mpunoxumo | He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 3a 0KOJIHATA cpeAa

He e npunoxxumo He e npunoxumo | He e npunoxumo

Hsima torrbJiHUTEIHA HAJTMYHA HH(bOpMaLIHﬂ

14.6. CnenpaiHu NpeANa3sHH MepPKHU 32 NOTPeOUTeINTe

CyxonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHAapo/iHATa MOPCKA OPraHu3aIus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOpMATHBHATA ypenoda

15.1. CnenuduyHu 32 BelieCTBOTO UM CMeCTa HOPMATHBHA ypea0a/3aK0HOAATEJICTBO OTHOCHO 0€30I1ACHOCTTA, 3IPABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC
REACH Ipuaoxenne XVII (YcaoBus 3a orpaHnyaBaHe)
He ¢urypupa B [lpunoxenne XVII ra REACH

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peniaBane)

He ¢urypupa B IIpunoxenne XIV na REACH (Crmcbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsk ¢ kanguaat-semecrsa (SVHC)

He ¢urypupa B cnncvka Ha REACH ¢ kananaar-BenecTsa

Pernament PIC (EC 649/2012, IIpexBapuTe1HO 060CHOBAHO ChIJiacue)

Henpunoxumo.

Pernament ornocuo YO3 (EC 2019/1021, YcToiiunBH OPranMyHu 3aMbPCHTEIH)
Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBaT 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnuchbKa ¢ BeIIeCTBa, KOUTO HapymIaBaT 030HoBus cioii (Permament EO 1005/2009)
PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha

HPEKYPCOPHU Ha B3PUBHH BEILECTBA)

Per;iaMeHT 0THOCHO MpeKypcOpHTe Ha HAapKOTHYHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha T1a3apa Ha ONpe/IeTIeHH BEIIECTBA, M3MO0NI3BaHM 32 HE3aKOHHO MPOM3BOICTBO HA HAPKOTUYHH MM IICHXOTPOITHH BEIIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH
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Olodaterol hydrochloride

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

15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

I'bnen Texker nHa H- u EUH-npegynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanHa) Octpa Tokcu4HOCT (opanHa), Kateropus 4

Eye Irrit. 2 Cepuo3HO yBpexIane/ipazHene Ha ounrte, Kareropus 2

H302 Bpenen npu nornsiaxe.

H319 IIpean3BuKBa CEpHO3HO Jpa3HEHE HA OUYUTE.

H372 IpuunHsBa yBpexiaHe Ha OPraHUTE IIOCPECTBOM NPOABKHTENHA MM IIOBTAPAIIA CE eKCIIO3HIIMS.
STOTRE 1 CrenndiyHa TOKCHYHOCT 3a ONPE/IENIeHN OpraHy — MOBTapsIla ce excrosuims, Kareropus 1

Wupopmarmonen auct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpikamnia ce B To3u MHpopMauoHeH JucT 3a 6€301acHOCT, € HOJIyYeHa OT H3TOYHUIH, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaIusTa ce IpeaocTaBs 6e3 HUKaKBa TapaHIns, H3pUYHA MM Oo/pa30upalna ce, OTHOCHO HelfHaTa KOPEKTHOCT
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