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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 : Nebivolol

Kon Ha mponyxra : 201800015

CHHOHUME : Nebivolol, 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 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
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 : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT
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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
OmacHo 3a BOHATa cpesia — XPOHHYHA OIACHOCT, KaTeropus 4 H413
3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpea
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noribsiuane.
H413 - Moyke 1a IpHYMHU JBJITOTPaeH BpeeH eeKT 3a BOJHUTE OPraHH3MH.
Ipenopsku 3a 6e3onacHoct (CLP) : P264 - 1a ce u3mue pblieTe 10 JAKTHTE H JIMLETO CTAPaTENIHO Clie]] ynoTpeoa.

P270 - Jla He ce siie, ue WM ML OpH yotpeba Ha MpOIyKTa.

P273 - Jla ce n304rBa n3mmyckaHne B OKOJHATa cpefa.

P301+P312 - ITPU ITOT'JIBIIAHE: npu Hepa3nonoxeHue ce 00aneTe Ha JIeKap.
P330 - Usmiakuere ycrara.
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HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P501 - CbabpikaHHETO/ChABT Ja CE U3XBBPIIM B IYHKT 38 CbOMpaHe Ha OMACHU HIIH CIIeLUaTHN
OTIaJbIM, B CbOTBETCTBHE C MECTHHUTE, PETHOHAITHH, HAIJMOHAIHH 1/UIN MEKIyHAPOIHI
pasnopenou.

EtnkeTnpane B ChOTBETCTBHUE C: M3KIIOUCHHS 3a BBTPEIIHH ONAKOBKH, KOraTo ChABPKAaHHETO He Tpepumasa 10 ml

He ce u3uckBa eTukeTupaHe

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTAaBKHTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Nebivolol - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TenecHo Terio)
Agquatic Chronic 4, H413

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

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL

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

H‘I:pBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONO:KAPHU MEPKHU

TToaxomasu TIOKapOoTaCUTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT HoXap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a raceHe Ha oxapu : I[a C€ U3M0JI3BAT CPEACTBA, IMOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CbCEIICTBO.

PA3EJI 6: Mepku nIpu aBapHiiHO ¥ CKaHe

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

ABapuifHu IIaHOBE : Jla ce n30srBa BCAKAKBA M3/IUIIHA CKCIIO3UINUS.
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Nebivolol

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

6.1.2. 3a IunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMALIUS

padoTKa u ¢

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Bwx maparpag 1.

JI HA €KCII

8.1.1 HanuoHaIHN TPAHMYHH CTOHHOCTH HAa MPO(eCHOHATHA eKCIIO3HINA M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HAGIIOIeHHE
Hsima HammuHa gombiHNTeIHA HHOOPMALHS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3IyXa

Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Tloaxoasiiy TeXHUYECKU KOHTPOJI:
I{a C€ CbXpaHsABa B z[06pe NPOBETPHUBO ITOMEIIEHUE. OOWKHOBEHO C€ N3UCKBAT KAKTO MECTHA CMyKaTe€JIHa BEHTWIALMs, TaKa U BEHTUJIallU Ha OGH.IOTO
TIOMEIICHHUE.

8.2.2. JInuHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE U JIMIETO

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS
8.2.2.2. Ilpeana3BaHe Ha KOKATa

3amMTa HA KOKATA M THAJIOTO:
JlaGoparopHa npecTrika

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 317



Nebivolol

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

3amuTa Ha pBUeTE:
3aIUTHA PHKABULU

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

Hsma HanmmvHa JOIBIHUTENHA UHOPMAIIUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.3. KoHTpo.1 Ha eKCIno3HIMATA B OKOJIHATA cpela

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

3IEJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHMTE (PU3HYHM U XUMHYHH CBOICTBA

ArperatHo CbCTOSIHUE : TeBpno BemecTBoO
IBsT : He e HammuHO
BrHieH Bug . Kpucranen npax.
Mupuc . He e manmuuno
I'pannnara Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e nannuno
Touka Ha KUTIEHE : He e HamnmuHO
3anammmocT . He e Hanmmuno
I'panuiy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3naraHe : He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e nannuno
pH : He e HamnmuHO
pH pastsop . He e manmuuno
Bucko3uter, KHHEMaTHIEH : He e npunoxumo
PaztBopumoct : He e HanmuHo
Koeduruent Ha pasnpenernenue: n-okranoi/soga (Log  : He e namuano
Kow)

Hansraune na mapute : He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnbTHOCT © He e Hannuno
OTHOCHUTENHA IUTBTHOCT : He e Hannuno
OTHOCUTENHA 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 ONMACHOCT

Hsima Hanmmana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknimoHHA CIIOCOOHOCT

CrabuieH npu HOPMAJTHH YCIOBHS.

10.2. XuMHu4HA CTA0OMIHOCT

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Nebivolol

NudopmanroneH aucT 3a 6e300acHOCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

He e uszBectHo.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma npu Hopmansa ynorpe6a. Brkre Paznen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIA OIaCHU MU3IIAapCHUS.

OcTtpa ToKCHYHOCT (OpaJHa)
OcTpa TOKCHYHOCT (JiepMaltHa)
OcTpa TOKCHYHOCT (BAUIIBAHE)

Bpenen npu morisaHe.

He ce knacuduimpa
He ce knacuduipa

Nebivolol

LD50 opanHo ursx

300 — 2000 mg/kg

KoposuBHocT/ipa3Hene Ha KOXkaTa

CepHO3HO yBpeXJaHe Ha OUMTE/APa3HEHE HA OUUTE
CeHcuOWIM3alMs Ha JUXATSTHUTE IBTHIIA HIIH KOXKAaTa
MyTareHHOCT Ha 3apOAUIIHUTE KIETKH
Kanneporennoct

TOKCHYHOCT 32 PEIPOAYKIIHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEICICHH
OpraHu) — eIHOKpPAaTHA EKCITO3ULIUS

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

OmnacHocT pu BAUIIBAHE

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3JIEJI 12: Exosioruuna uHgopMamnus

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

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsma HamuvHa TOMBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa JOBITHHUTENHA HHOOPMAIUS

Hsma HanuvHa JOBITHHUTENHA HHOOPMAIUS

He ce knacuduimpa
He ce knacuduimpa
He ce xnacudumpa
He ce xnacudmmpa
He ce knacuduimpa
He ce knacudmuimpa

He ce knacuduimpa

He ce xmacugpummpa

He ce xmacugpummpa

He TpeacTaBisiBa KOHKPETHA OMACHOCT 3a OKOJIHATa Cpeaa.

He ce xnacudpuumpa

Mosxke na TIPUYUHUA OBJITOTPACH BPECACH e(l)eKT 3a BOOHUTC OPTaHU3MH.
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Nebivolol

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 13: O0e3Bpeikaane HA OTHAABIUTE

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cvorBercTBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian nneHTHGUKAINOHEH HOMEDP

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OACHOCT MPH TPAHCIOPTHPaHe

He e npunoxxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpela

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

Hsma nombiHuTeTHA HATMYIHA HHOPMAIIHS

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3ayumeH TpaHCHOpT
He e npunoxumo

He e npunoxumo

PA3JIEJI 15: UH(popmManusi OTHOCHO HOPMATHBHATA ypenda

15.1.1. Persiamentu na EC

REACH Ipuiosxenne XVII (YcioBusi 3a orpann4yaBaHe)
He ¢urypupa B [punoxenne XVII na REACH
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Nebivolol

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

REACH, ITpunoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cnmcska Ha REACH ¢ kanannat-BemecTsa

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

Henpunoxumo.

Peranament orHocHo YO3 (EC 2019/1021, YcroiiuuBU OPraHuYHU 3aMbPCUTETHN)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o3oHoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbka ¢ BelecTBa, KOUTO HapymiaBat 030HoBus cioit (Permament EO 1005/2009): Nebivolol

PernameHnT oTHOCHO mpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ TIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npeanaranero Ha ma3apa u ynorpebaTa Ha
[IPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemmecTBo(a), BKIIFoYeHO(H) B ciuchbka ¢ [pexypcopu Ha HaproTnuauTe Bemiecta (Permament EO 273/2004 0THOCHO MPOU3BOACTBOTO U IIyCKAHETO
Ha [1a3apa Ha OIPE/ICIICHH BEIECTBa, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHUYHH MIIH IICUXOTPOIHH BEIIECTBA)

15.1.2. HanuoHa HU pa3nopenou

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BelIeCTBO HJIH CMeC

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

PA3JIEJI 16: Apyra uadopmanus

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

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

Aquatic Chronic 4 OrmacHo 3a BOJIHATA CPeJla — XPOHUYHA OMACHOCT, Kateropust 4

H302 Bpenen npu nornsinase.

H413 Mooxe 1a MPUYHHH JTBJITOTPAcH BPEeH epeKT 3a BOTHUTE OPTaHU3MH.

Nudopmarrones juct 3a 6e3omacuoct (UJI1B), EC

OTKA3 OT OTTOBOPHOCT UupopmarumsTa, Chabpkaiia ce B To3u MH(pOpMaIOHEH JHCT 3a 0€30MaCHOCT, € MOJyueHa OT W3TOYHHIIN, KOUTO CMsTaMe 3a
HaJISKIHU. Bhrpeku ToBa, HH(OpMAIHATA Ce TIPEI0CTaBs Oe3 HUKAaKBa TapaHIlys, M3pHYHA WK TT0pa3dupariia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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