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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa : Cmec
HanmeHoBaHue Ha MpOyKTa : Bisoprolol for peak identification
Kon na npoxykra 1202300443

1.2. UneHTHUIMPAHH BU/I0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeoa : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATIN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BEIECTBOTO/CMECTa : Camo 3a npodecroHanHa ynorpeda
OyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KOUTo He ce NPenopbLYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHUS JIHCT 32 6€30NaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO WJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainna), Kareropus 4 H302
TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2 H361
CrernupuaHa TOKCHIHOCT 32 ONpee]IeHH OpraHy — IIOBTapsIia ce ekcrosums,  H373
Kareropus 2

3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpnﬂTHu (l)l/l3l/lKOXPlM]/l‘lHl/l eq)eKTl/l H HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

OnpenenﬂHe Ype3 CKCIECPTHO MHCHUE U IO CHJIaTa HAa IOKA3aTCJICTBA.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue
Coabpxa : Bisoprolol fumarate
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H361 - IIpeamonara ce, 4e yBpexa OIUIOJUTEIHATA CIIOCOOHOCT MU TITO/A.
H373 - Mo>xe 1a NpUYMHE YBpeXkJaHe Ha OPraHUTe IPH IPOIBIDKUTEIIHA WIN OBTapsIIIa ce
EKCIIO3UIIHSL.
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Bisoprolol for peak identification

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

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He uznon3BaiiTe npeay Aa CTe MpoYeau U pa3dpaii BCHYKH NPeIa3Hu MEPKH 32
0e30MacHOCT.
P260 - He BaumBaiite mpax/myIex/ra3/InM/u3napeHs/acpo30i.
P264 - Jla ce u3mue pbLeTe 10 JIAKTUTE U JIMLETO CTApATENIHO clie] ynoTpeda.
P270 - [la He ce siae, nmue WK MyIId Opy ynoTpeda Ha MPOoayKTa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/mpeana3Ha Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3aIlUTa Ha CIyXa.
P301+P312 - [TPU ITIOT'JIBIIAHE: npu Hepasnoinoxenue ce obanere B LIEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P314 - Ilpu Hepa3monoKeHNe MOThPCETe MEAUIIMHCKH CHBET/TOMOLIL.
P330 - M3mnakHere ycrara.
P405 - Jla ce cbxpaHsiBa 1oJ KJIroy.
P501 - CpappxkaHHETO/ChIBT 1A CC U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

EtukeTHpaHe B ChOTBETCTBHUE C: U3KIIIOUCHHS 32 BBTPELIHH ONAKOBKH, KOraTo ChAbPXKAHUETO He npeBuiiasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08
OmnacHu ChCTaBKU : Bisoprolol fumarate

2.3. JIpyru onacHoOCTH

He cpabpxa PBT/vPvB Bemectsa > 0.1%, onenenn B cbotBercTre ¢ [Tpunoxenune XIII va Pernmament REACH

CMecTa He ChAbpIKa BellecTBo(a), BKIIIOYCHO(H) B CIIUCHKA, U3TOTBEH B choTBEeTCTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a mpurtexaBaHeTo Ha CBOICTBA,
HapylaBany QyHKIMHTE HAa CHOOKPHHHATA CHCTEMa, WK 32 KOCTO/KOUTO HE € YCTAaHOBEHO, Y€ UMa(T) CBOWCTBA, HapyIIaBald (yHKINUTE Ha CHIOKPHHHATA
CHCTEMa, B CbOTBETCTBHE ¢ KpuTepuute, onpenenenu B Jlenerupan Pernament (EC) 2017/2100 na Komucusita nnu Pernament (EC) 2018/605 na Komucusita B
KOHIICHTpALHsl, paBHa WX No-BUcoka ot 0,1 TernoseH %.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

He e npunoxumo

3.2. Cmecn
HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
NMPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]

Bisoprolol fumarate - >95- <100 Acute Tox. 4 (opanna), H302 (ATE=940

mg/kg TenecHo TerIo)

Repr. 2, H361

STOT RE 2, H373
(E)-N-propan-2-yl-3-[4-(2-propan-2- - >0,01- <1 Acute Tox. 4 (opanna), H302 (ATE=500
yloxyethoxymethyl)phenoxy]prop-2-en-1-amine mg/kg TelxecHo Terio)

Repr. 2, H361

STOT RE 2, H373

3a mpauus TekeT Ha H- n EUH-npenynpexeHusaTa 3a OacHOCT: BXK. pa3jen 16

PA3IEJI 4: Mepku 3a mbpBa oMo

4.1. Onucanue Ha MEPKHTe 32 IbPBa OMOIL

ITepBa moMo1 pY KOHTAKT € KOXKATa : Jla ce oTCTpaHH MaKCHMAJHO 4pe3 H30bpcBaHe (C 4MCTa H MeKa MONUBAIIA KbPIa).
[TspBa moMo1I IPU KOHTAKT C OYUTE : M3mnakseTe ounTe ¢ BOZa KaTo IpeANa3Ha MApKa.
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Bisoprolol for peak identification

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

PA3JIEJI 5: IIpotu

TToaxosm TI0KapOTracUTECIIHU CPEACTBA : OI[CSUIO 3a 3aracsH€ Ha OI'bHA.

OmnacHOCT OT 1oXap : Bwx maparpad 2.2.

HHCTPYKIIPIPI 3a raceHe Ha Ioxapu . Jla C€ U3M0JI3BAaT CPEACTBA, IIOAXOIAIIN 32 TaCEHE Ha I10Kapu B CbCEIACTBO.

INYCKaHe

6.1.1. 3a mepcoHaJ, KOHTO He OTTOBAPS 32 CIICLIHH CJIy4aH

ABapHﬁHPI TIJTaHOBE : Ila ce n30srBa BCSIKAaKBa M3JIMIIHA CKCIIO3U LU,

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHICUIHH CJIy4Yan

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOTBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

PA3JIEJI 7: PaGoTa u cbXpaHeHue

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.IPIﬂ

Hsima HanmmuHa JOMIBJIHUTETHA I/IHq)OpMaHHﬂ

Bwx maparpad 1.

PA3J/IEJI 8: KoHTPOJI HAa eKCIO3MIIUATA/JINYHYU NPeINa3ZHu cpeacTBa

8.1.1 HannoHAa/IHU rPAHUYHH CTOH{HOCTH Ha NPO(eCHOHAIHA eKCIO3UIHA H OHOJIOTHYHH FPAHHYHHU CTOHHOCTH

Hsima HanmuHa JOMIBJIHUTEIHA HthopMaum
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Bisoprolol for peak identification

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

8.1.2. IlpenopbYHTeIHH NPOLEIYPH 32 HA0I0JeHHe

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

8.1.3. O6pasyBar ce 3aMbPCHTEJIM HA Bb3/1yXa

Hsma HannyHa nombiHUTETHA HHOPMALUS

8.1.4. DNEL u PNEC

Hsima HaiM4Ha JOIBIHATEIHA HHOpMALHS

8.1.5. Perympane upe3 o6xBatu (control banding)
HsiMa Hanu4Ha JOMBIHUTENIHA HHPOPMALHSL

8.2. KoHTpo. Ha ekcno3uuusATa

8.2.1. IToaxoasiy MH:KEHepPeH KOHTPOJI

TMoaxoasiug HHKEHEPEeH KOHTPOJI:
I[a C€ CbXpaHsABa B I[06p€ IIPOBETPUBO IIOMCLICHUE. OOWKHOBEHO CE U3UCKBAT KaKTO MECTHA CMyKaT€JIHa BEHTUIIAlMs, TaKa U BEHTUJIALU Ha 00110TO
TIOMEUICHHUE.

8.2.2. JIn4HM npeana3Hu cpeacTBa

8.2.2.1. 3ammuTa HA OYHTE W JIUIETO

HsiMa HanndHa OMBIHATETHA HHOOPMALIHS
8.2.2.2. 3ammTa Ha Ko}KaTa

3amuMTa Ha KOKATA H TAJI0TO:
JlaGopaTopHa npectuika

3amura Ha pbUeTe:

3auuTHA PHKABUIIN

8.2.2.3. 3amura HA AUXATEJHHTE IIbTHINA

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

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMAIUST

8.2.3. KoHTpOJI Ha eKCNIO3HIUATA HA 0KOJHATA cpela

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/Iﬂ

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOHCTBA

9.1. MudopmManusi OTHOCHO OCHOBHUTE (PU3HYHN U XMMHYHHU CBOICTBA

ATperaTtHo ChCTOSHHE : TBBpIO BemEeCTBO
LBsar . He e HannuHO
Mupuc : He e manuuno
I'pannuaTa Ha Mupuca : He e manuuno
Touka Ha TorIeHE . He e HannuHo
Touka Ha 3aMpb3BaHe . He e HannuHo
Touka Ha KHIICHE . He e HannuHo
3amaaumoct . He e HannuHo
I'panuuM Ha €KCIUIO3UBHOCT . He e npunoxumo
JlomnHa rpaHuIa Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpanuLa Ha EKCIIIO3UBHOCT : He e npunoxumo
[Inamua temneparypa : He e npunoxumo
Temmeparypa Ha camo3arajiBaHe : He e npmioxxumo
Temmneparypa Ha pazinaraHe . He e HannuHO
pH . He e nanuuno
pH pasrBop : He e nanuuno
Buckosuter, knHeMaTHYeH : He e npmioxxumo
Pa3zrBopumocT . He e HannuHO
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Bisoprolol for peak identification

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

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KiIacoBeTe HAa GU3NYHA ONIACHOCT

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XapaKTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBJIHUTETHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

CrabuiieH npy HOPMAJTHU YCIIOBHS.

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

He e u3zBecTHO.

Hsima Hanu4Ha qOnbIHUTENHA HHOOpMALHS

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTAC/IA OITaCHU U3NapCHUA.

CHUKOJIOTHYHA HHq)OpMaHHﬂ

Octpa TOKCHYHOCT (OpajiHa) . Bpegen npu noribiiase.

OcTtpa TOKCHYHOCT (IepMaliHa) . He ce knacu¢unupa (B3 0cHOBa Ha HATMYHUTE JAHHU HE Ca H3IBIHECHH KPUTSPHHUTE 32
KIacupHIEpaHe)

OcTpa TOKCHYHOCT (BAHILBAHE) . He ce knacu¢unupa (B3 0CHOBa Ha HANTMYHUTE JaHHU HE CA H3IBIHECHH KPUTSPHHUTE 32
KkIacupHIEpaHe)

Bisoprolol for peak identification

ATE CLP (opanna) 946,626 mg/kg TenecHo Terio

Bisoprolol fumarate

LD50 opanHo mrex | 940 mg/kg RTECS Ne
KoposusHoct/apa3uene Ha Koxarta : He ce xmacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE CA U3IIBIHEHU KPUTCPUHTE 3a
KIacuHIIpaHe)

Bisoprolol fumarate

pH |6—7(50g/1)
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Bisoprolol for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Cepuro3HO yBpeXKJaHe Ha OYMTE/IPa3HEHE HA OYHUTE

He ce kinacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHU HE Ca M3IBIHCHHU KPUTCPHUHTE 32
Kiacuuypane)

Bisoprolol fumarate

pH

67 (50 g/l

CeHcnOMIM3anusa Ha AUXATEITHATE IBTUIIA WK KOXKaTa

MyTareHHOCT Ha 3apOJHUIIHUTE KIECTKH

Kanneporensoct

ToKCHYHOCT 32 PENPOLYKIHATA

CTOO (cnenuduyHa TOKCHYHOCT 3a ONpPEICICHN
OpraHu) — €IHOKPATHA EKCIIO3HIIUS

CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHH
OpraHu) — IOBTaPsIIIA CE CKCIO3ULU

He ce knacuguuupa (B3 0CHOBa Ha HATMYHUTE JAaHHU HE Ca M3IBIHCHHU KPUTCPHUHTE 32
KIacuuuypane)

He ce knacu¢uuupa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE ca U3MBIHCHH KPUTECPHUTE 32
KJIacupHIEpaHe)

He ce knacu¢unupa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca U3I'BIHCHU KPUTEPHUTE 32
KIacupHIIpaHe)

INpenmnonara ce, e yBpesk/1a OMIOANUTEIHATA CIIOCOOHOCT MIIH TIIIOAA.

He ce knacuguumpa (B3 0CHOBa Ha HATMYHUTE JAHHU HE Ca M3IBIHCHHU KPUTCPHHUTE 32
KJIacudupane)

Moske 1a IpHYMHU yBpEKAaHe Ha OPraHUTE NPU MPOIABIDKUTEIHA UM IIOBTAPAINA CE €KCIIO3UIIUS.

(E)-N-propan-2-yl-3-[4-(2-propan-2-yloxyethoxymethyl)phenoxy|prop-2-en-1-amine

CTOO (cmenuduyHa TOKCHYHOCT 33 OIPEIEICHH OPTaHH)
— MOBTAapSIMIA CE& EKCIIO3UIIUS

Moxe Jla MpUYINHA YBPEKAAHE HA OPTAHUTE IIPU MPOABIDKUTEIIHA WIIN MMOBTAPIIA C€ EKCIIO3ULIUS.

Bisoprolol fumarate

CTOO (crennduyHa TOKCHYHOCT 32 OIPEIEICHN OPraHy)
— MOBTAPSIILA CE SKCIIO3ULUS

Moxe na TIpUYHHU YBPEKIaHE HA OPraHUTE IIPU NPOABIDKUTEIHA WIHN ITOBTApsIIa C€ CKCIIO3UIHA.

OrmnacHocT TIpU BAUIIBAHE

11.2. Uadopmanust 32 APYrH ONACHOCTH

Hsma HannyHa 10MbIHUTENTHA HHOPMALUS

He ce Knacnd)nunpa (TeXHH‘IeCKa HEBB3MOKHOCT 3a ITOJIyJYaBaHE Ha HaHHI/I)

3AEJI 12: Exonoruuna undopmanus

12.1. TokcHYHOCT

Exomnorus - 00110
OnacHo 3a BOJHATa cpefa, KpaTkocpouHa (ocTpa)

OmnacHo 3a BOJHATa cpefa, IbIAroCpoYHa (XPOHUYHA)
He ce pasrpaxxna 6bp30

12.2. YCTOHYHMBOCT H Pa3rpaHMoOCT

HsiMa HannuHa JOMBJIHUTENHA HHOpMALHS

12.3. Buoakymy.JIMpaIna cnocooHocT

Hsima HanuaHa JIOITBJIHUTEITHA I/IH(i)OpMaLIPIﬂ

12.4. [lpeHocuMocT B MOYBATA

Hsima Hanmanaa JIOITBJIHUTEITHA I/[HdpopMaI.II/I}I

12.5. Pe3yaratu ot ouenkara Ha PBT u vPvB

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OpMaI_II/ISI

He npezcTaBisiBa KOHKPETHA ONACHOCT 33 OKOJIHATA CPea.

He ce knacuguuupa (B3 0cHOBa Ha HATMYHUTE JAHHU HE Ca U3IBIHCHU KPUTCPHUHUTE 32
KIacuuIpane)

He ce xnacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHU HE Ca U3IBIHCHU KPUTCPHUHUTE 32
KIacuuIpane)

12.6. CBojicTBa, HapymIapamu (PyHKIHHTE HA €HAOKPUHHATA CHCTEMA

Hsima Hanmana JOITBJIHUTCITHA HH(I]OpMaI_II/ISI

12.7. Ipyru He01aronpusitTHu egeKTH

Hsma HanuyHa n0mbIHUTETHA HHOPMALUST
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Bisoprolol for peak identification

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

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXBIN

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

PA3JIEJI 14: UH¢dopMmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH nin naeHTHGUKATUOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHMEe HA MPaTKaTa no cnucbka Ha OOH

He e nmpunoxumo He e nmpunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e mpunoxumo He e mpunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo

Hsma JOITBJIHUTCITHA HAJTUIHA I/IH(l)OpMaI_IPU{

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpe0uTeuTe

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopt no Mope
He e npunoxxumo

Bb3aywen TpancnopT
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHNE CHIJIACHO MHCTPYMEHTH Ha MesKIyHapOoIHATa MOPCKAa OPraHu3alus

He e npunoxumo

PA3JIEJI 15: Un¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WJIH CMECTAa HOPMATHBHA ypen6a/3aKOHOIATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO U OKOJHATA
cpexa

15.1.1. Pernnamentn na EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He cpappixa BemecTBo(a), BritodeHo(n) B [Ipmnoxenne XVII na REACH (YcnoBus 3a orpaHudaBane)

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peliaBane)

He cpappika BemectBo(a), BmoyeHo(u) B [punoxenne XIV Ha REACH (Cniuchk Ha BelecTBaTa 3a pa3peliaBaHe)
REACH Cnucbk ¢ kanauaar-seugecrsa (SVHC)

He cpappixa BemecTBo(a), BKItodeHo(n) B ciucbka Ha REACH ¢ xannunar-seniecTsa

Pernament PIC (EC 649/2012, IIpenBapute1Ho 000CHOBAHO ChIVIacHe)

Henpunoxumo.
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Bisoprolol for peak identification

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

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunosxumo.

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

He cpabpika BemecTBo(a), BKIIOYEHO(HM) B CIIMCHKA C BELIECTBA, KOMTO HapymaBaT 030HOBHs ciioi (Pernmament EO 1005/2009 oTHOCHO BeliecTBa, KOUTO
HapylIaBaT 030HOBHS CJIOH)

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa 1 ynorpe6ara Ha
MIPEKypCOPH Ha B3PUBHU BEIIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha rasapa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO MPOM3BOICTBO HA HAPKOTUYHH MM IICHXOTPOITHHU BEIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima Hanmana JOITBJIHUTCITHA I/[H(t)OpMaI_II/ISI

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3JIEJI 16: Ipyra undgopmanus

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

Acute Tox. 4 (opanHa) Octpa Tokcu4HocT (opanHa), Kareropus 4

H302 Bpenen npu nornsluaxe.

H361 Ipenmonara ce, 4e yBpexk/1a OIUIOAUTEIHATA CIIOCOOHOCT M TUIOZA.

H373 Moske 1a IpHYNHY YBpeXKIaHe Ha OPraHHUTe IIPU IPOABIDKUTEIHA WK IIOBTAPAIIA C& eKCIIO3HIIHS.
Repr. 2 TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2

STOT RE 2 Creriyaa TOKCHYHOCT 3a ONpe/IeSIeHH OPraHyu — MOBTapsiiia ce ekcrnosuiusi, Kareropus 2

Kaacuduuupane u npoueaypa, H3no/13BaHa 3a MoJIy4aBaHe Ha KJIacH(PUKALUATA 32 cMecH cbriiacHo Persiament (EO) Ne 1272/2008
[CLP]:

Acute Tox. 4 (opanHa) H302 M3uncnutenen meton
Repr. 2 H361 W3unciureneH METOI
STOT RE 2 H373 W3uucaureneH MeTos

Nudopmannonen simer 3a 6ezonacuoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHdopmaroneH juct 3a 6e301acHoCT, € oJy4eHa OT H3TOUYHHULIM, KOUTO CMsTaMe 3a
HaaexKIHU. Bbrpeku ToBa, nHpoOpMaLusTa ce rnpegocraps 03 HUKaKBa rapaHLys, U3pUYHa WM oApa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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