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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 : Nebivolol impurity B

XUMHYECKO HANMEHOBaHHE : (1IRS,1'RS)-2,2'-azanediylbis[ 1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-benzopyran-2-yl]ethan-1-ol]
hydrochloride

Kon na npoxykra : 202100174

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

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

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

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OPraHy — €IHOKPaTHa H370

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

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa
Bpenen npu normsiane. [pennonara ce, 4e yBpexaa OINIOAUTEIHATA CIIOCOOHOCT WM 1U10/a. [IpHumHsBa yBpeK1aHe Ha OpraHuTe.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) : OmacHo
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Nebivolol impurity B

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

Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H370 - [IpuunnsBa yBpexaaHe Ha OpraHuTe (ChbpAEUHO-ChI0BA cUCTEMA) (OpAJIHO).
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He uznon3BaiiTe npeay Aa CTe MpoYean U pa3dpaiy BCHYKH NPEIIa3Hu MEPKH 32
0e30MacHOCT.
P260 - He BaumBaiite mpax/myIex/ra3/InM/u3napeHs/acpo30iI.
P264 - Jla ce u3amue pbLeTe 10 JIJAKTUTE U JMIETO CTApATENIHO clie] ynoTpeda.
P270 - [la He ce sine, nmue WK MyIIU Py ynoTpeda Ha MPOayKTa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULK/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/mpeana3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - ITPU ITOT'JITBLIIAHE: IIpu Hepasnonoxenue ce 00aneTe Ha JIeKap.
P308+P311 - ITPU siBHa wnu npeanonaraema excrnosunus: O6azxere ce 8 LIEHTBP [10
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa miu mpeAnonaraeMa eKcrno3unus: I10Tbpcete MeANIMHCKH ChBET/IOMOLIL.
P321 - Cnenuanu3upano je4yeHue (BxK. IOMbIHUTEIHA HHCTPYKLUS 32 I'bPBa [IOMOIIL HAa TO3H
€THUKET).
P330 - M3mnakHere ycrara.
P405 - [la ce cbxpaHsiBa 1o KJroy.
P501 - CbappixkaHHETO/ChIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHEe HA OMACHU MU CIICLUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIHY H/MIN MEX/ILyHapOIHU
pasnopenou.
Etuketnpane B chOTBeTCTBHUE ¢: M3KiIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChABPXKAaHUETO He npeBurasa 10 ml.
Iuxrorpamu 3a onacuoct (CLP) :

GHS08

2.3. JIpyru onacHoOCTH

Jlpyra napopmarys : BHHMMaHue - BEmECTBO, KOETO BCE OIIE HE € H3IMUTAHO HAITBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
(1RS,1'RS)-2,2"-azanediylbis[ 1-[(2SR)-6-fluoro-3,4- - <100 Acute Tox. 4 (opanna), H302 (ATE=500
dihydro-2H-1-benzopyran-2-yl]ethan-1-ol] hydrochloride mg/kg TenecHo Terio)
Repr. 2, H361
STOT SE 1, H370

3a mbanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIL

IIppBa HOMOIIL - 00K MEPKU . B®B BcHuKH cilyuan Ha CbMHEHHE, WIIM aKO CHMIITOMUTE TPOIBbIDKABAT, IOTHPCETE MEAUIIMHCKA
TIOMOIII.

IIppBa OMOIIL TPU BIUIIIBAHE : H3BezeTe JMIIETO HA YKCT BB3/yX U IO MIOCTABETE B MO3KLMS, YJICCHSBAIIA AuIIaHeTo. [la ce ocTaBu
MOCTpagalyis J1a CU mo4yrHe. B ciyyaii Ha npuiomasane: [ToTbpceTe MEANIIMHCKH CHBET/IOMOIIL.

IIbpBa HOMOIIL TPY KOHTAKT C KOXKAaTa : Jla ce cBay 3aMBPCEHOTO OOJICKIIO U H3JIOKEHUST YUacThK OT KOXKaTa Jia ce H3MHE ¢ MK CallyH U
BOJIa, KaTO CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIppBa HOMOII TPY KOHTAKT C OYUTE . HMzmakHere ¢ BoJa, KaToO JBPXKHUTE OYUTE MIMPOKO OTBOPEeHH. [[0ThpCceTe MEAUIIMHCKA TIOMOIIL, aKO
0oJKaTa, MUTAHETO MJIH 3a4epPBSIBAHETO MPOIBIIKAT.

IIppBa HOMOII IPH TTOTITBIIAHE . HM3makHere ycrara ¢ Bojia (CaMo aKko MOCTPalNIUAT € B Ch3HaHKe). Hukora He AaBaiiTe HUIIO 1pe3
ycTaTa Ha 4oBeK B Oe3ch3Hanue. HeszabaBHo ce obanere B IEHTHP I10 TOKCUKOJIOT USl/Ha
JeKap.
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Nebivolol impurity B

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

IToaxonsum no)aporacuTeNH| CpeICTBa : Jla ce U3Mon3BaT CpeCTBA, MOAXOAAIIM 32 TaCeHe Ha I0KapU B ChCEICTBO. BBIiepoJieH IMOKCH .
Bonen cnpeii. Cyx mpax. Oznesuio 3a 3aracsiHe Ha OT'bHSL.
Henoaxonsmu moxaporacuTesIH! CpeicTBa : Jla He ce n3MoON3Ba CHIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha 11okap : HensiiHOTO TOpeHE 0CBOOOX/1aBa OMIACCH BBIJTIEPOJICH OKHUC, BBIUICPOACH ABYOKHC U APYI'H TOKCUYIHH
TazoBe. Bb3MOXKHO € OTJeNsIHeTO Ha TOKCHYHI H3napeHus.

MHCTPYKIHH 32 TaCeHE Ha IIOKapu : Jla He ce IOIycKa M3ION3BaHaTa B Gopbara ¢ moxapa BoJa Jia 3aMbPCH OKOJIHATA CPEfia.

3amuTa Npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKaHe

OO0y Mepku . Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JIPEXUTE.

3a nepconaJ, KOITO He O0TroBaps 3a CHEIIHU CJaydYan

ABapuiiHH IITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JHUIAaTa, OTTOBOPHH 32 CHEIIHH CJIy4Yau

3aIUTHY CpeCcTBa : Jla He ce mpeanpreMa HaMeca 6e3 MOAXOIAMIO 3al[UTHO 000pyABaHe. 3a moBede HHpOpMaNus,
BiokTe pasznen 8: "KoHTpour Ha ekcrio3uiusita/ TMYHU IPEeAa3Hu cpeacTaa’.

Jla ce u3bsrBa u3myckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIICCTBEHUTE BOH.

3a 3agbppiKane : Tlonwiite ¢ HHEPTEH MaTepUal i MOCTABETE B MOJXO/IAI] KOHTEHHED 3a 00e3BpeKIane Ha OTIAIbIIH.
Mertou 3a MOYKCTBaHE : IlouncTeTe 3aMbpCEHHUTE OBBPXHOCTH OOKIHO C Bojia. [104YnCTBaHE ¢ MOMILTA HA JETEPIEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.

: PaGoTa u chxpaHeHue

JIOITBITHUTEITHY ONIACHOCTH TI0 BpeMe Ha paboTa . Jla He ce n3nmarat GpeMEHHNTE )KEHH HIIH KbPMAuKHTE.

Tpennaszun mepku 3a 6e3omacHa padora : Jla ce m304rBa BCAKAKBA M3NMIITHA eKCIIo3uIHs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEpKN : Jla e ce sze, nmue wim mymm npu yrnorpeba Ha npoaykTa. Jla He ce n3HacsA 3aMBPCEHO PabOTHO

00JICKIIO U3BBH pa60THOT0 TIOMELICHUE. ,Z[a C€ UBMMUAT PBUETE NIPEAU ITOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA paﬁoTaTa.
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Nebivolol impurity B

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

7.2. YcnoBus 3a 6e30MacHO ChbXpaHsBaHe, BKIKYHTEIHO HECHBMECTHMOCTH

VYcnoBus 3a chXpaHsBaHe . /Jla ce cpxpansiBa Ha 100pe nMpoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOpEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . Jla ce chXxpaHsiBa B OpUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuudpuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa A0NMBIHUTEIHA m—[(bopMaum

PA3IEJI 8: KoHTpoJI Ha eKCIIO3ULMATA/JIMYHM NPEANAa3HHU CPecTBa

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCo3uIHUATA

HO)]XO)]ﬂH.l HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 10o6po mpoBeTpsiBaHe Ha paboTHOTO MsIcTO0. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTe/IHA BEHTHIAINS, TaKa M BEHTUIALHS Ha 00LIOTO
nomerenue. C Matepuana TpsOBa a ce paboTH o1 1abopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bh3MOXKHO.

JIMYHH Npena3sHy cpeacTBa

3amMTa HA 0YMTE M JULETO

3amura Ha ouMTe:

Jla ce HocsIT peanazHu ounta. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3amuTa Ha KokKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopua npecrtisika. (EN 13034)

3ammuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBY Npeana3Hu pprasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 06pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTe (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st . He e HannuHo
MonekynHa Maca 1 441.9 g/mol
Mupuc : He e nanuuno
I'panunara Ha Mupuca : He e nanuuno
Touxa Ha ToneHe 1 201-204°C
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha kuneHe : He e nanuuno
3amanuMocT : He e manmuuno
JlonmHa rpaHHIia Ha eKCIIO3UBHOCT : He e npuoxxumo
T'opHa rpanuIa Ha €KCIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajaBaHe : He e npunoxxumo
Temmnepatypa Ha paznaraHe : He e HannuHo
pH : He e HannuHo
pH pastBop : He e HannuHo
Bucko3uter, KuHEMaTuueH : He e npunoxumo
PasztBOpumoct : He e HannuHO
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Nebivolol impurity B

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

Koedunuent Ha pasnpenencuue: n-okranon/soga (Log  : He e HamuHO
Kow)

Hansrane Ha napure : He e HamuunO
Hansirane na napute npu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OtHocuTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunuTe : He e Hanuuno

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHFI

Hswma Hamuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/UI

Hsima Hanu4Ha TONBIHUTENHA HHOpMAIHS

Hsma HanuvHa TOTBITHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 11: ToxkcuxosoruuHa nHgopmanus

Octpa TOKCHYHOCT (OpasHa) : Bpenen npu norieliiae.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jlunceat gaHH")
OcTpa TOKCHYHOCT (BMILBAHE) : He ce knacu¢uupa (Jlunceat nanHm)

(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-benzopyran-2-yl]ethan-1-ol] hydrochloride

LD50 opanso mrbx > 300 — < 2000 mg/kg (pOrHO3Ha CTOMHOCT)
KoposuBHocT/ipasnene Ha Koxara . He ce xnacudunupa (Jluncear naHHmn)
CepHo3HO yBpeXKAaHe Ha OUHTE/Ipa3HEeHe Ha OUHTE . He ce knacudunupa (JIuncsar nanuu)
CeHcHOMIM3aIys Ha IUXaTeIHUTE IBTUINA WK Koxkata : He ce xacudunupa (Jlumncsar qaHamM)
MyTareHHOCT Ha 3aPOJUIIHUTE KIETKA . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHN KPHUTEPUUTE 32
KJIacuuypane)
Kanneporensoct : He ce xnacuduuupa (Heybenurentn nanHn)
TOKCHYHOCT 32 PEHPOAYKIHsITA : Tlpeanonara ce, 4e yBpex/ia OIUIOUTENHATA CIIOCOOHOCT WX IJIOZA.
CTOO (cnenn@uyHa TOKCHYHOCT 3a OIPEICICHA : IlpuunHsBa yBpexaHe Ha OpraHUTe (ChPACYHO-CHIOBA CHCTEMA) (OPAJIHO).

OpraHu) — €JXHOKpaTHA eKCIIO3ULIHS
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEIeHI : He ce xnacudunupa (JIuncsat nanam)
OpraHu) — MOBTAPSIILA CE eKCIIO3ULMS

OmnacHOCT IIpU BAUIIBAaHE : He ce xnacudunupa (Jluncsat nanxm)
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Nebivolol impurity B

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: ExojioruuHa uH@opmanus

OmacHo 3a BoJHaTa cpejia, KpaTkocpoyHa (octpa) : He ce knacu¢umpa (Jlunceat nanxu)
OmnacHo 3a BoJHAaTa cpejia, IbIrocpoyHa (XpoHHYHA) : He ce knacu¢umpa (Jlunceat nanxu)

(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-benzopyran-2-yl]ethan-1-ol] hydrochloride

YcToWIMBOCT U pa3rpaiuMocT He ce pasrpaxmna 0bp30

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

Hswma Hamuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/UI

PA3JIEJI 13: O0e3Bpexaane Ha OTHAAbLIUTE

Hsima Hanu4Ha TONbIHUTENHA HHOpMAIHS

PA3IEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B cwotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKALHOHEH HOMep

He e obexT Ha Hapen6uTe 3a TpaHCIOPT

14.2. Touno HaMMeHOBaHHe HAa MPAaTKaTa Mo cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perynupa

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. OnakoBb4Ha rpyna

He ce perynupa He ce perynupa He ce perynupa

14.5. OmacHoOCTH 32 OKOJIHATA cpeaa

He ce perynupa He ce perynupa He ce perynupa
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Nebivolol impurity B

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

ADR IMDG IATA

Hsma JOITBJIHUTCITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpe0UTeuTe

CyxonmbTeH TPaHCIOPT
He ce perynupa

TpaucnopT no Mmope
He ce perynupa

Bb3ayuien TpaHcnopt
He ce perynupa

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoIHATa MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyHY 32 BENIECTBOTO HJIN CMECTA HOPMATHBHA ypen6a/3aKoHOAATeJICTBO OTHOCHO 6€30NMacHOCTTA, 3[PABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuinoxenue XVII (YciioBusi 3a orpaHuyaBane)
He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelmecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanguaat-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-Bemecrsa

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He durypupa B cucbKa ¢ BeIIeCTBa, KOUTO HapymIaBaT 030HoBus cioii (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeba (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BEBex/IaHe pexkuM Ha OOIIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara ISHHOCT M TPaH3UTa Ha U3/CIHS M TEXHOJIOTHH C [IBOMHA ynoTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEeKypcopH Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

IPEKypCOPH Ha B3PUBHU BEIIECTBA)

PersiaMmeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, N3I0JI3BaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIIECTBA)

15.2. OneHka Ha 0€30IaCHOCT HA XHMHUYHOTO BEeIIECTBO MJIM CMeC

Hsima Hanmana JOITBJIHUTECITHA I/IH(l)OpMaI_II/IH

PA3EJI 16: Ipyra undopmanus

NHaukanms 3a npoMeHn

Paznen IIpomeHeH eneMeHT Komentapu
ERG konx (IATA) IIpemaxuaTo
Cnenuanun pasnopenou (IATA) IIpemaxunaro
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Nebivolol impurity B

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
MakcHMaIHO HETHO KOJINYECTBO CaMO Kapro IIpemaxuato
(IATA)

Muctpykuunn 3a onakoBane camo kapro (IATA) IIpemaxHarto
PCA MaxkcumanHO HETHO KOJIMYECTBO IIpemaxnarto
mbTHUYECKHU camolieT 1 kapro (IATA)

PCA MHcTpyKuuy 3a ONakoBaHe MbTHUYECKH IIpemaxnaro
camoutet u kapro (IATA)

PCA MaxkcumMasiHO HETHO KOJIMYECTBO 32 IIpemaxunato
OrpaHHYEHO KOJMYECTBO IBTHUYECKH CaMOJIEeT U

kapro (IATA)

PCA OrpanuueHnn Konu4ecTBa MbTHUYECKU IIpemaxnarto
camortet u kapro (IATA)

PCA Uzkmouenn konudectsa (IATA) IIpemaxunarto
Etukern 3a onacuoct (IATA) IIpemaxuarto
Touno npeBo3Ho HauMeHoBaHue (IATA) IIpemaxnarto
Touno npeo3Ho HaumeHosanue (IMDG) IIpemaxnarto
Etuxern 3a onacuoct (IMDG) IIpemaxunaro
EmS-Ne (Pa3nus) IIpemaxnaro
EmS-Ne (TToxap) IIpemaxHarto
Orpanunuenu konuuectsa (IMDG) IIpemaxuarto
Cknanupane u oopadorka (IMDG) IIpemaxnaro
Kateropus Ha ToBapene (IMDG) IIpemaxnaro
Crenmiaiau pasnopeoy OTHOCHO IUCTEPHH IIpemaxunato
(IMDG)

Wnctpyxnnu 3a nucrepran (IMDG) IIpemaxnarto
IBC cneunanuu pasnopenou (IMDG) IIpemaxHarto
IBC onakopwunu uncrpykuuu (IMDG) IIpemaxuarto
M3kmouenn xomuuecta (IMDG) IIpemaxnaro
Crenuanuu pasnopenou (IMDG) IIpemaxunarto
CrenmaHyu pasnopeou 3a mpeBo3 - TOBapeHe, IIpemaxunato
pasroBapBane u obpaborka (ADR)

Creranau pasnopenou 3a npeso3 - Hacumao IIpemaxuato
cectosHue (ADR)

Crienmaniiu pa3nopendu 3a npeBo3a - OnakoBKH IIpemaxuarto
(ADR)

Konose 3a nucrepau (ADR) IIpemaxnarto
Crenuaiiu pa3nopeos OTHOCHO IPEHOCUMU IIpemaxnarto
LUCTEPHU M KOHTEHHEPH 3a HACHIIHU TOBAapU

(ADR)

VHCTpyKIMH 33 IPEHOCUMH [IUCTEPHU U ITIpemaxuato
KOHTeltHepH 3a HacumHu ToBapy (ADR)

Cwmecenu onakoBku (ADR) IIpemaxunarto
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Nebivolol impurity B

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
Crenuaray onakoBb4HH pasnopenodu (ADR) IIpemaxnaro
OmnakoBbunn HHCTPYKIHHA (ADR) IIpemaxHarto
IIpeBo3HO CPeACTBO 3a IPEBO3 B LIUCTEPHU IIpemaxuato
3ameHs BepcusTa OT JobaBeHo
Jlara Ha pepakuusara Jlo6aBeno
1.1 HaumenoBanne IIpomeneno
1.2 Orpannuenus 3a ynorpeda IIpomeneno
1.2 Ynorpeba Ha BelecTBOTO/CMecTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeba IIpemaxuarto
2.1 Heb6naronpusiTin QU3HKOXUMUYHH e(DEKTH 1 Ipomeneno
HeOIaronpusTHY e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHAaTa cpejia
2.1 Krnacugukauus B ceorBerctre ¢ Pernament (EO) | IIpomeneno
Ne 1272/2008 [CLP]
2.2 Curnanna gyma (CLP) IIpomeneno
22 IMuxrorpamu 3a onacHoct (CLP) IIpomeneno
2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.2 IIpenopbku 3a 6e3onacHoct (CLP) IIpomeneno
2.3 Jpyra unpopmarys Jlo6aBeno
4.1 TI'ppBa noMoIII - 00IIHM MEPKH Jlo6aBeno
4.1 IIppBa nomo1 pu BIUIIBAHE JobaBeHo
4.1 II'ppBa nOMOII IPH MOTITBILIAHE Jlo6aBeHo
4.1 IIppBa NOMOIIL IPK KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIbpBa nOMOILL IPU KOHTAKT € OYUTE IIpomeneno
5.1 Hemoaxoasiy moxaporacuTesIHu CpeicTBa Jlo6aBeno
5.1 TToaxoasmu noxaporacuTesIHi CpecTBa IIpomeneno
52 OmnacHu IPOIYKTH Ha paslajiaHe B cIydail Ha Jlob6aBeHo
oxap
5.2 OnacHOCT OT moXxap IIpemaxuarto
53 3amuTa Npy raceHe Ha moxap JobaBeHo
53 MHcTpykuum 3a raceHe Ha 1moxapu IIpomeneno
6.1 OO0y Mepku JlobaBeHo
6.1 3alMTHU CpecTBa JlobaBeHo
6.1 ABapuiiHy 11aHoBe IIpomeneno
6.2 TIpeana3Hu Mepky 3a ona3BaHe HA OKONHATa cpeaa | JlobaBeHo
6.3 MeTtoau 3a mouncTBaHe Jlo6aBeno
6.3 3a 3aabpKaHe JlobaBeHo
6.4 Tlo3oBaBaHe Ha apyru pasznen (8, 13) JobaBeHo
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa Jlo6aBeno
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Nebivolol impurity B

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nuauxanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
7.1 XUTrHeHHU MEPKH JlobaBeHo
7.1 JIOI'BJIHUTENTHY ONIACHOCTH T10 BpeMe Ha paboTta JobaBeHo
7.2 VYcnoBust 3a chXpaHsIBaHe JobaBeHo
7.2 OnakoBbYHU MaTepUaIL JobaBeHo
7.3 Crennduynn KpaitHu yrnotpebu IIpemaxunato
8.2 3amuTa Ha JUXaTeTHUTE ITBTHINA Jlo6aBeno
8.2 3ammTa Ha OYUTE Jlo6aBeHo
8.2 3amura Ha phleTe IIpomeneno
8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3aluTa Ha KoKaTa U TSUIOTO IIpomeneno
9 MornekyiHa Maca JlobaBeHo

9 Touka Ha ToneHe JobaBeHo
10.1 PeakionHa ciocOOHOCT IIpemaxnaro
10.3 BB3M0OXKHOCT 32 OIIACHU PEaKLUH IIpemaxuarto
10.5 HecwsBmMecTumu marepuanu IIpemaxnarto
10.6 OnacHu NPOJYKTH Ha pa3nagaHe IIpemaxnarto
11.1 LD50 opanHo miaex JloGaBeno
11.1 ATE CLP (upax, MbIi1a) IIpemaxnaro
11.1 ATE CLP (u3mapeHus) IIpemaxunaro
11.1 ATE CLP (razose) IIpemaxuarto
11.1 ATE CLP (nepmainna) IIpemaxnaro
12.1 Exomnorus - 0010 IIpemaxnaro
14.1 OOH Ne (ADR) IIpemaxunarto
14.1 OOH Ne (IMDG) IIpemaxnarto
14.1 OOH Ne (IATA) IIpemaxHarto
14.2 Touno npeBo3Ho HaumeHoBaHe (ADR) IIpemaxuarto
14.3 Etukerun 3a onacuoct (ADR) IIpemaxnaro
14.3 Kiac (ADR) IIpemaxnarto
14.4 OmnakoBbyHa rpymna (IATA) IIpemaxnarto
14.4 OmnakoBsuHa rpyna (IMDG) IIpemaxunaro
14.4 OnakoBbyHa rpymna (ADR) IIpemaxnarto
14.6 Crienmaniu pasnopendu 3a onakosate (IMDG) IIpemaxnarto
14.6 OnakoBbynu uHCTpykuuu (IMDG) IIpemaxnarto
14.6 Tpancnopraa kareropus (ADR) ITpemaxunato
14.6 Crienmanau pasnopenou (ADR) IIpemaxunarto
14.6 Uskmouenu xonudecrsa (ADR) IIpemaxunaro
14.6 Orpanunuenu konuuectsa (ADR) IIpemaxnarto
14.6 Kon 3a TyHennu orpanudenus (ADR) IIpemaxHarto
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Nebivolol impurity B

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu

14.6 Wnentudukannonen Homep 3a onacHocT (Kemnep | Ipemaxnato
No.)

14.6 Krnacudukanuonen xox (ADR) IIpemaxunaro

IIbaen Texer Ha H- 1 EUH-npenynpexieHusTa 3a 0acHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opaina), Kareropus 4

H302 Bpenen npu nornsiuaxe.

H361 TIpenrmnosara ce, 4ye yBpex/aa OIUIOIUTENIHATA CIIOCOOHOCT WITH TUIOJA.

H370 TIpuunHsBa yBpexaaHe Ha OPraHuTe (ChPIEYHO-CH0BA CHCTEMA) (OPaTHO).

Repr. 2 TokcuyHoCT 3a penpoaykuusaTa, Kareropus 2

STOT SE 1 CreuuyHa TOKCHYHOCT 32 ONpe/IeIeHH OpraHu — eJHOKpaTHa ekcro3uiusi, Kareropus 1

Wndopmarmonen aucr 3a 6e3onacuoct (MJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, chabpikaiia ce B To3u MHpopmaruoHeH auct 3a 6e30macHoCT, € HOoJyYeHa 0T H3TOYHUIIU, KOUTO CMsITaMe 3a
HaaeKAHH. Bbipexkn ToBa, nHGpopManusTa ce npeocTans 0e3 HUKaKBa rapaHLus, H3pUYHA WK oapa3dupalla ce, OTHOCHO HeiHATa KOPEKTHOCT. Y CIIOBUSITA HITH
MeToJuTe 3a paboTa, ChbXpaHEeHHe, yrnoTpeda miu 00e3Bperk1aHe Ha IPOyKTa ca W3BbH HAIINS KOHTPOJ U MOJKE Ja ca U3BbH Hallata KoMreTreHTHocT. [Topaau
Ta3u U JIpyrv NPUUUHU, HUE HE II0eMaMe OTTOBOPHOCT U U3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOHu, ILETH WK Pa3XoM, IPOU3THUYALM OT WK CBbP3aHU
I10 HAKAKbB HAYMH ¢ paboTaTa, CbXpPaHEHHUETO, yroTpedara Hin 00e3BpeskIaHeTo Ha npoaykra. To3n MH(opMannoneH aucT 3a 0€3011acHOCT € U3TOTBEH U TPsiOBa
JIa ce U3I0JI3Ba CaMo 3a TO3H IPOIYKT. AKO MPOAYKTHT CE U3MOJI3BA KATO ChCTaBKa Ha APYTH IPOIYKTH, HATMYHATA HH(OpMaLKs OU MOTJIa 1a ce OKaxe
HenpuiaoxknmMa. Taszu nHopManus ce OCHOBaBa Ha HAIIMTE TEKYIIM MO3HAHMS U € TIPe/IHA3HAYCHA 1a JaJI¢ ONMCAHNUE HA MPOJIYKTa CaMo 3a LEIUTE Ha
3/]paBeora3BaHeTo, 0€30MacHOCTTa U OKosHaTa cpesia. [Topaau ToBa, T He TPsIOBa Jia Ce THIIKYBa KaTO rapaHIus 3a CBOMCTBATA Ha MPOIYKTA.
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