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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 : Bisoprolol for system suitability
XHUMHYECKO HANMEHOBAHHUE : Bisoprolol fumarate

CAS Ne 1 104344-23-2

Kon na npoxykra : 201600111

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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Bisoprolol for system suitability

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 - [IpuuunHsBa yBpexaaHe Ha OPraHuTe (CbpACYHO-ChOBA CHCTEMA).

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCUUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P260 - He BaumBaiite npax/myuex/ra3/ ium/u3napeHust/acpo30ii.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIULETO CTAPATEIHO ClIe/ ynoTpeba.
P270 - la He ce sae, nue Wiy My npy ynorpeba Ha IpoayKTa.
P280 - U3nomn3Baiite npeana3nu pbKaBHUIH/IPEINa3Ho 0OIEKIO/MPeAna3Hi Ounia/mpena3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - ITPU ITOT'JIBLLIAHE: Ilpu Hepasnonoxenue ce obagaere 8 LLEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P308+P311 - [1PU siBra nnu npeamnonaraema ekcrosuuusi: O6anere ce B UEHTHP 110
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa niu npeamnonaraemMa ekcro3uuust: [loTbpcere MEAUIMHCKH ChBET/TTIOMOLI.
P321 - Cneunanusupano jeyeHue (BxkK. AOMbJIHUTEIHA MHCTPYKIMS 3a IIbPBa MIOMOLI Ha TO3U
€THUKET).
P330 - M3nnakuere ycrara.
P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CboapprkaHueTo/chabT Aa CC U3XBBPIIH B MYHKT 33 CHOMPAHE HA OMACHU MU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/HIN MEXIyHapOIHU
pasnopenou.

Ertuketnpane B chOTBeTCTBHUE ¢: M3KiIIOUCHHMS 32 BBTPEIIHM ONAKOBKH, KOraTo ChABPXKAaHUETO He npeBurasa 10 ml.

Iuxrorpamu 3a onacuoct (CLP) :

GHS08

2.3. JIpyru onacHoCTH

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

PA3J/IEJI 3: CbcTaB/mH(popManus 3a CbCTABKHUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Bisoprolol fumarate CAS Ne: 104344-23-2 <100 Acute Tox. 4 (opanna), H302 (ATE=940
mg/kg TerxecHo Terio)
Repr. 2, H361
STOT SE 1, H370

3a meinnus Teker Ha H- u EUH-nipenynpexaenusta 3a onacHOCT: BX. paszjen 16

PA3JIEJI 4: Mepku 3a nbpBa oMo1{

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIIL

l'hana MTOMOII - 00T MEPKHU . BbB BcHuku CJIy4au Ha CbMHCHHE, WJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEUIIMHCKA
oMol

l'hana oMol Ipyu BAUIIBAHE . N3Bexere nHMLETO HA YHCT BB3AYX U I'0 [IOCTABETE B MO3ULIMA, YJIICCHABAIA AUIIAHETO. I[a C€ OCTaBH
TocTpajanusd 1a CU IOYHHE. B Cﬂy‘laﬁ Ha IpujonIaBaHe: Honpce’re MEIUIMHCKH ChBET/TIOMOIIL.

H‘BpBa TIOMOII IIPY KOHTAKT C KOXKaTa : lla C€ CBaJIM 3aMBbPCEHOTO 00JICKIIO U U3JIOKCHUSAT Y4acThBK OT KOXKaTa Jja ¢€ U3MHUE C MCK CallyH U

BOJla, KaTo CJICI TOBa C€ U3IIJIaKHE C TOILIa BOAA.
H'BpBa TIOMOII IIPY KOHTAKT C OUUTE . Msmnakuere ¢ BOJ1a, KaTO ABPIKUTE OUUTE HIMPOKO OTBOPCHHU. HompceTe MCIUIWHCKaA IMTOMOII], aKO
60m<aTa, MHUI'aHETO WJIH 3a4€PBSABAHETO IIPOABIIKAT.
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Bisoprolol for system suitability

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

IIspBa momon npy MOrIbIAHE : M3zmnaksere ycrarta ¢ BoAa (caMo ako MOCTpaJaluAT € B ch3HaHHUe). Hukora He qaBaiite HUIIO mpe3
ycrara Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere 8 LIEHTBP [10 TOKCUKOJIOI USl/Ha
JeKap.

Hsma HanuvHa HONBIHUTETHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

PA3JIEJI 5: [IpoTuBONOXKAPHU MEPKH

TTonxonsum TI0KapOTaCUTCIIHU CPEACTBA : I{a C€ U3M0J3BaT CPEACTBA, IIOAXOAAIINHN 3a raCEHE Ha I10KapHu B CbCEACTBO. B’LFJ'IBPO,I[CH JUOKCHUI.

Bonen cnpeii. Cyx nmpax. Ojnesiio 3a 3aracsHe Ha OT'bHS.
Henoaxonsmu moxaporacuTelIH! CpeIcTBa : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSI.

OrnacHu IIPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha I1oxkap . HemwiHOTO TOpeHE 003060)!(,11&]33 OIIace€H BBITICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U APYT'd TOKCUIHHU
Ta30Be. Bp3MOXKHO € OTIe/ISTHETO Ha TOKCUYHH H3napeHus.

MHcTpyKunu 3a raceHe Ha Mokapu : Jla He ce [ommycKa n3mon3BaHaTa B 6opbaTa ¢ mojkapa BoJa J1a 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 TOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [IbIHa 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBaj

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

3a nepconaJi, KOITO He 0TroBaps 3a CHEIIHHU CJIydYan

ABapuiiHH IITaHOBE : Jla ce oTCcTpaHM HEHYKHHUS TIEPCOHAIL.

3a JHUIaTa, OTTOBOPHH 32 CHEIIHH CJIyYau

3aIIUTHY CpeCTBa : Jla He ce mpeAnpreMa HaMeca 6e3 IMOAXOIAMIO 3al[UTHO 000pyABaHe. 3a moBeue HHpOpMaNus,
BiDkTe paszaen 8: "KoHTpou Ha ekcrio3uiusita/ TMYHHU IPEeAa3Hu cpeacTaa’.

I[a ce u30srea H3IyCKAaHC B OKOJIHATa cpeaa. HpeI[OTBpaTeTC HABJIM3aHCTO B KaHAJIM3alUUsiATa U B O6H.I€CTBeHI/ITe BOIH.

3a 3agbprKane : TlonmiiTe ¢ HHEPTEH MaTEPHA U MIOCTABETE B MOAXO/ISIL KOHTEHHED 3a 00e3BpexkJaHe Ha OTHAABLIH.
Mertou 3a OYKCTBaHE : IlouncTeTe 3aMbpCEHHUTE TIOBBPXHOCTH OOKMIHO C Bojia. [109YMCTBAaHE ¢ MOMILTA HA IETEPIEHT.

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

PA3JIEJI 7: Pa6oTa U Chb>

JIOITBITHUTEITHY ONIACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3naratr GpeMEHHNTE XKEHH HIIN KbPMAuKHTE.
Tpennasun mepku 3a 6e3omacHa padora : Jla ce m304rBa BCAKAKBA M3NMIITHA eKCIIo3uIus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
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Bisoprolol for system suitability

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

XHUrueHHH MEpKU : Jla He ce sze, Mue WM IMylx Opy ynoTpeba Ha NpoaykTa. Jla He ce H3HaCs 3aMBPCEHO PabOTHO
00JIeKII0 U3BBH PabOTHOTO MoMelieHue. Jla ce U3MUST PBLETE MPEIN HOYUBKUTE U CIEN
MPUKIIIOYBaHE Ha padorara.

7.2. YcoBus 3a 6e30MacHO ChbXpPaHsBaHe, BKJIKYHTEIHO HECHbBMECTHMOCTH

VYcnoBust 3a chXpaHsBaHe : /Jla ce cpxpansiBa Ha 100pe npoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOpEH. Jla ce
a3 OT TOIUIMHA U IPsIKa CTbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . /Jla ce chXpaHsiBa B OPUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuuduuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa AOMBIHUTEIHA m—x(bopMamm

PA3J/IEJI 8: KoHTPOJI Ha eKCIIO3HIUSITA/THYHH MPeINa3Hi CPeACTBa

8.1. [TapameTpun Ha KOHTPO.JI

Hsima HanuyHa AOMBIHUTEIHA P[H(bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCIo3uIMATA

HO)]XO)]HH.( HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 1o6po mpoBeTpsiBaHe Ha paboTHOTO MscTO0. OOMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMyKaTeJIHA BEHTHIAINS, Taka  BEHTUIALHS Ha 00LIOTO
nomenienue. C marepuaia TpsOBa J1a ce padoTH 1o 1abopaTopHa KAMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HAa 0YMTE M JUIETO

3amuTa HA OYHTe:

Ja ce HocsT peanazHu ounia. [IpeanasHu ounna cbe crpannyHa 3ammra. (EN 166)
3amuTa Ha KokKaTa

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

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH YCTOHUMBH pena3Hu ppkasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 0Opa3yBaHe 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
IBsar : Osu1. mo4TH OsI.
BrbHiieH Bug . Kpucranen npax.
MonekyinHa Maca 1 766.96 g/mol
Mupuc : He e mannuno
I'pannnara Ha Mupuca : He e nannuno
Touka Ha ToneHe : 100-103 °C
Touka Ha 3aMpB3BaHE . He e mannuno
Touka Ha kunEHE : He e nanuuno
3amanuMocT : He e manuuno
JlonHa rpaHHIIa Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha €KCIIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmnepatypa Ha camo3anajaBaHe : He e npunoxxumo
Temnepatypa Ha paznaraHe : He e HannuHO
pH 1 6-7(50¢g/)
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Bisoprolol for system suitability

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

pH pastBop : He e Hanuuno
Buckosurer, kuHemaTHIeH : He e npunoxumo
PastBOpuMOCT : Boma: > 1000 g/
Koedunuent na pasnpenencuue: n-okranon/soga (Log  : He e HamnuHO
Kow)

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

Hsima HanmuHa JOMIBJIHUTETHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

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

Hsma HanwyHa 1OoMBIHHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHOOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

PA3JIEJ 11: T

CHUKOJIOTHYHA HHq)OpMaHHﬂ

Octpa TOKCHYHOCT (OpajiHa) . Bpegen npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacuduupa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanHu)

Bisoprolol fumarate (104344-23-2)

LD50 opanto mrbx 940 mg/kg (RTECS Ne: UB8390000)

KoposusHocT/ipasnene Ha Koxara . He ce xnacudunupa (Jlunceat nanHm)
pH: 6 —7 (50 g/)

CepHo3HO yBpeXKAaHe Ha OUHTEe/Ipa3HeHe Ha OUHTe . He ce knacudunupa (B3 0cHOBA Ha HATMYHUTE JaHHH, HE Ca U3ITBJIHEHH KPHTEPUHTE 32
KJIacupHIIpaHe)
pH: 6 —7 (50 g/1)

CeHcnbuIM3anys Ha JUXaTeIHATE IBTULIA WK Koxkata  : He ce kiacuguumpa (JIuncear 1aHam)

MyTareHHOCT Ha 3aPOJUIIHUTE KIETKN . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHCHU KPHUTEPUUTE 32
KJIacudupane)

Kanueporennoct : He ce knacuduumpa (Bb3 ocHOBa Ha HATMYHHTE JAHHH, HE Ca M3IIBIHECHH KPUTEPHHUTE 32
KIacupHIEpaHe)

TOKCHYHOCT 32 PeHPOAYKIHsITA : Tlpexanonara ce, 4e yBpex/ia OIUIOAUTEIHATA CIIOCOOHOCT WX IIJIOZA.
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Bisoprolol for system suitability

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

CTOO (crenuprdHa TOKCHYHOCT 3a OIPEICTICHI : IlpnuunsBa yBpexxaaHe Ha OPraHHUTE (ChPAEYHO-CHA0BA CHCTEMA).
OpraHy) — eIHOKPAaTHA eKCIIO3ULIUS

CTOO (crnenuduyHa TOKCHYHOCT 3a ONPEICIeHN . He ce xnacudunupa (Jlunceat nanHmn)

OpraHu) — MOBTapsIa Ce eKCIO3ULIHs

OmnacHOCT NP BAUIIIBaHE : He ce xnacu¢uupa (JIunceat nanau)

Hsawma Hammyaa JOITBJIHUTECITHA I/IH(i)OpMaLIPISI

PA3 1 0JI0TMYHA HHpOpPMaLHs

OmnacHo 3a BOJHATa cpea, KpaTkocpodHa (ocTpa) : He ce xnacu¢unupa (Jlurncsar naHHmn)
OmnacHo 3a BOJHATa cpejia, IbIAroCpoYHa (XPOHUYHA) : He ce xnacu¢unupa (Jlurcear naHHmn)

Bisoprolol fumarate (104344-23-2)

YcToiuMBOCT U pasrpaauMocT He ce pasrpaxna 6bp30

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

Hsma nanuyHa qonbiIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qONbIHUTENHA HHOOpMALHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABIUTE
Hsama Hannuna JOITbJIHUTCIHA HH(bOpMaHHﬂ

PA3IEJI 14: UndopManusi OTHOCHO TPAHCTIOPTHPAHETO

B crorBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucska Ha OOH nnn naenTudgukanuoHneH Homep

He e obexT Ha HapenOuTe 3a TpaHCIOPT

14.2. TouHo HaMMeHOBaHMe HA NpaTKaTa o cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perynupa

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCIIOPTHPaHe

He ce perymnupa He ce perynupa He ce perymnupa
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Bisoprolol for system suitability

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

ADR IMDG IATA

14.4. Onakopb4Ha rpyna

He ce perynupa | He ce perynupa | He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He ce perynupa | He ce perynupa | He ce perynupa

Hsma JOITBJIHUTCITHA HAJTUYHA I/IH(l)OpMaI_II/I}I

14.6. CnenuajiHy npeana3sHu MepKH 32 NOTpeduTeuTe

CyxonmbTeH TPaHCIOPT
He ce perymupa

TpaucnopT no mope
He ce perynupa

Bb3ayumien Tpancnoprt
He ce perynupa

14.7. MopckHu TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSTHHE CHIVIACHO HHCTPYMeHTH Ha MeKIyHApOAHATA MOPCKA OPraHU3aLHUs

He e npunoxxumo

PA3JIEJI 15: U opmanusi OTHOCHO HOPMAaTHBHATa ypenaoda

15.1. CnennduyHy 32 BENIeCTBOTO WM CMECTA HOPMATHBHA yPea6a/3aK0HOAATEJICTBO OTHOCHO 0€30MaCHOCTTA, 3[PABeTO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnnchk Ha BeliecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ xanannar-BemecTsa

PeriiaMeHT 0THOCHO BelllecTBa, KOUTO HapymaBaTt 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BelecTBa, KOUTO HapyuiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 32 M3J1e/MsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBex/aHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHcdepa,

Opokepckara IEfHOCT M TpaH3UTa Ha U3JIEIHs U TEXHOIOTHH C JBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)
He cpappixa BemmecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)
He cpabppika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTiuHuTe BeniecTa (Perimament EO 273/2004 0THOCHO IPOM3BOJCTBOTO M ITYCKAHETO

Ha mma3apa Ha OIpeACIC€HU BEIIECTBA, U3IIOJI3BAHHU 32 HE3aKOHHO MPONU3BOJACTBO HAa HAPKOTUYHU UIIU TICUXOTPOITHN BeHIeCTBa)

15.2. Onenka Ha 0€30NMACHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma Hann4Ha IOMBIHUTENHA HHOPMAIUST

02/07/2025 ([daTa Ha pefakuusra) BG (6barapckn) 7/8



Bisoprolol for system suitability

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

JIEJI 16: /Ipyra nadopmanus

HNuaukanms 3a NMPOMEHHU

Paznen IIpomeHeH eneMeHT KomenTapn
3ameHs BepcHsATa OT IIpomeneno
JlaTa Ha pefakIusITa IIpomeneno
2.1 Knacudukarus B cborBerctBre ¢ Pernament (EO) | [Ipomeneno

Ne 1272/2008 [CLP]

2.1 Heb6naronpusitTiu QU3HKOXUMUYHH e(HEKTH K IIpomeneno
HeOaronpusTHH e()eKTH 3a 3APaBETO Ha YOBEKA
OKOJIHATa cpefa

2.2 Ipenynpexaenus 3a onacxoct (CLP) IIpomeneno
2.2 Curnanna gyma (CLP) IIpomeneno
2.2 TIpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
9 Touka Ha TOTICHE JobaBeHo
9 MonekyiaHa Maca JobaBeHo
9 st Jlo6aBeHo
9 BroHIieH By Jlo6aBeHo
11.1 LD50 opanHO meX IIpomeneno

IIbaen Teker Ha H- 1 EUH-npenynpexieHnsTa 3a 0NacHOCT:

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

H302 Bpenen npu nornsluaxe.

H361 Ipenmoinara ce, 4e yBpex/1a OIUIOAUTEIHATA CIIOCOOHOCT I TUIOZA.

H370 TIpuunHsBa yBpeKaaHe Ha OPraHUTe (ChPJICYHO-CHIOBA CUCTEMA).

Repr. 2 Toxcuuanoct 3a penpoxykmusra, Kareropus 2

STOT SE 1 Creriyaa TOKCHIHOCT 32 OMpe/IeJIeHH OPraHd — eJHOKpaTHa excro3uimsi, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJ1b), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpkaiia ce B To3u MHdopMaroneH uct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsITaMe 3a
HafeKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK MO/pa3oupalia ce, OTHOCHO HeHAaTa KOPEKTHOCT. Y CIIOBHATA N
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda Uil 00e3BpexIaHe Ha IPOAyKTa ca H3BBH HAIIKS KOHTPOJ U MOXKE J1a ca U3BBH Hallata komneTeHTHocT. [Topaau
Tasu U APYTU NPUYHHU, HUC HE TIOEMaMe OTTOBOPHOCT U U3PHYHO CE OTKAa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM Pa3XO/IH, IPOU3TUYAILH OT WIH CBbP3aHH
0 HAKAKbB HAYMH C paboTaTa, ChbXpPAaHEHUETO, yIoTpedaTa uian 00e3BpexIaHeTo Ha npoaykTa. To3u MHpopMannoHeH JIMCT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H MPOAYKT. AKO MPOJAYKTHT Ce H3II0JI3BA KATO ChCTaBKa Ha APYTU MPOAYKTH, HATHYHATA HH(pOPMAIHs OU MOTTIa []a ce OKaxKe
Henpuiokuma. Ta3u HHpopMaIMst ce OCHOBaBa Ha HAIIMTE TEKYI[M MO3HAHKS U € NPEAHA3HAYCHA JIa []ajiec ONMCAHKE Ha MPOYKTa CaMo 3a LIEJINTE Ha
3[]paBeora3BaHeTo, 0e30I1aCHOCTTa M OKOJIHATa cpena. [lopanau ToBa, Ts1 He TPsOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATA HA MPOIYKTA.
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