COUNCIL OF EUROPE . . . . .
e * Digoxin for peak identification

European Directorate | Direction européenne
for the Quality | delaqualité

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE L'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3naBane: 22/04/2026 Bepcus: 1.0

PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Digoxin for peak identification
XHUMHYECKO HANMEHOBaHHUE : Digoxin

EO Ne 1 244-068-1

CAS Ne 1 20830-75-5

Kon Ha npoxykra : 202600328

1.2. UneHTHUIMPAHH BU/I0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYeCKH U3NUTBAHUS U AaHAITH3U
Camo 3a npoecronanHa ynorpeba

ODyHKIMS WK KaTeTOpys Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

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

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

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 UJIH CMeCTa

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

EHIOKpHHEH HapyLIUTEN 110 OTHOIIEHHE HA 37IpaBETO HA YOBEKA, EUH381
Kareropus 2

Octpa Toxcn4HOCT (opanHa), Kateropus 2 H300
OcTpa TOKCHYHOCT (MHXaJallMOHHA: TIpaxX, Mbria), Kareropus 2 H330
Kanneporennoct, Kateropus 2 H351

CrenmdiyHa TOKCHYHOCT 3a ONPEJieNIeHN Oprany — noprapsima ce  H372
excnozunus, Kareropus 1

OnacHo 3a BOJHaTa cpejja — OCTpa ONACHOCT, KaTteropus 1 H400
OmacHo 3a BOJHATa cpesia — XpOHUYHA OIIACHOCT, KaTeropus 1 H410

3a nmbanus Texcet Ha H- n EUH-npenynpeskennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHn q)l/l3l/lKOXPlMPl‘lHl/l eq)eKTPl H HeﬁJ’laFOl’lpl/lﬂTHl/l eq)eKTl/l 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

CMmbpTOHOCEH ITpH Hornbmane. CMbPTOHOCEH IpH BauIBaHe. CHIHO TOKCHYEH 32 BOAHHTE OpPraHU3MU, C ABIroTpaeH edekt. [Ipenmnonara ce, 4e MpUIHHSBA PAK.
IMpuuuHsBa yBpeskaHe Ha OpPraHUTE MOCPEICTBOM MPOIBIDKUTEIHA WU IOBTAPSIIIA €€ eKCIO3HIIHS.
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Digoxin for peak identification

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

2.2. EleMeHTH HAa €THKETA

ETnkerupane B cboTBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

S ¥

IMTukrorpamu 3a onacHoct (CLP)

GHS06 GHSO08 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : EUH381 - BeposiTHO MpuuMHsBa HapyIIeHHEe Ha (DYHKIIMUTE Ha CHAOKPUHHATA CHCTEMa IIPH XOpa.

H300+H330 - CMBpTOHOCEH IPH IOTIIBINAHE WITH IIPY BIUIIBAHE.
H351 - IIpeamnonara ce, 4e NPUYMHABA PaK.
H372 - IlpuunnsBa yBpexkaaHe Ha OPraHUTe (ChPACYHO-CHA0BA CHCTEMa) II0OCPEICTBOM
MPOABIDKUTETHA MIIH ITOBTAPSINA CE eKCIIO3UITHS.
H410 - CuiiHO TOKCHYEH 33 BOIHUTE OPIaHU3MH, C IBITOTPAcH e(EeKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P201 - IIpenn ynotpeba ce cHabAETe ChC CHEIMATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a cTe IPOYESIH U pa3dpaiy BCHUKH IIPeANa3HH MEPKH 3a
Oe3omacHoCT.
P260 - He aumBaiiTe mpax/Imymex/ras/auM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rpa KOHTAKT 10 BpeMe Ha OPEMEHHOCT M IIPH KbPMEHE.
P264 - Jla ce m3mue pbueTe 10 TaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - Jla He ce sne, Mye WK IIyIIX OpH YHOTpeOa Ha IPOIYKTa.
P271 - Jla ce u3mon3Ba caMo Ha OTKPHUTO WIIH Ha JOOpe IPOBETPUBO MSCTO.
P273 - Jla ce u304rBa U3IycKkaHe B OKOJIHATA Cpeia.
P280 - M3non3BaiiTe npeana3sHu pbKaBULU/IPENa3HO 00ICKIO/MPena3Hi OYrIa/Ipea3Ha Macka
3a JHIe/IpeAna3H CPEeCTBa 32 3alIUTa Ha CIyXa.
P284 - Hocete cpencTsa 3a 3amuTa Ha AUXAaTEIHUTE IBTUINA.
P301+P310 - [TPU ITIOT' JIBIIIAHE: HezabaBHo ce obaneTe Ha nekap.
P304+P340 - [TPU BAWNIIBAHE: M3Benere MUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIINS,
yIIeCHSBAIIA JUIIAHETO.
P310 - HezabasHo ce obanere B LIEHTHP [TO TOKCUKOJIOI' A nnu Ha nekap.
P314 - TIpu Hepa3noiI0KeHNE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P320 - Criemna HyX/a OT CHEUUATM3UPAHO JEeYSHHUE (BXK. JOBIHUTEIHA MHCTPYKIIMS 33 TbPBa
MIOMOII Ha TO3U €TUKET).
P321 - Cnenpanu3upano je4yeHue (BXK. TOMBbIHUTEIHA HHCTPYKIUS 32 IIbPBa IOMOIIL Ha TO3H
€THKET).
P330 - UsmnakHere ycrara.
P391 - Cpbepere pazasToro.
P403+P233 - [la ce cpxpaHsBa Ha 100pe MpoBeTpUBO MACTO. CHIBT Ja Ce ChXPaHsBa ILIBTHO
3aTBOPECH.
P405 - Jla ce cpxpaHsiBa 1o KIr0Y.
P501 - CbappxaHHETO/ChABT Aa CE U3XBBPIIH B IIyHKT 3a ChOMpPaHE Ha ONACHH WU CIECLHATHU
OTIaABLY, B ChOTBETCTBUE C MECTHUTE, PETHOHAIHY, HAIIMOHAIHY H/UIH MEKIyHApOJHU
pasnopenou.

E'l‘l/ll\‘(}’l'l/lp‘dllc B ChOTBeTCTBHE ¢: U3K/II0ueHus 3a BBTPCUIHU ONIAKOBKH, KOraT0 CbAbP’KAHUETO HE NPEeBUIIIaABAa 10 ml.

ok

GHS06 GHS08

IMTukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHocTH

BemecTBOTO € BKIIOUEHO B CIIMCHKA, H3TOTBEH B CHOTBETCTBHE ¢ WwieH 59, maparpad 1 or REACH, 3a nputexaBaHe Ha CBOWMCTBa, HapyIIaBaly (pyHKIMATE HA
€HJOKPHHHATA CHCTEMa, WIH € UISHTU(QUIMPAHO KaTO IPUTEKABAIIO CBOMCTBA, HapyIIaBaly (yHKIUUTE Ha CHIOKPUHHATA CHUCTEMA, B CbOTBETCTBHE C
Kkputepunte, onpenenenu B Jenerupan Permament (EC) 2017/2100 na Komucusra umu 8 Permament (EC) 2018/605 na Komucusta
Jpyra uadopmarys : AKTHBHO BemecTBO (BB (hapMalleBTHIHH IPOLYKTH).

BHuMaHHe - BEIECTBO, KOETO BCE OIIE HE € U3MUTAHO HAIIBIIHO.
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Digoxin for peak identification

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentundukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]

Digoxin CAS Ne: 20830-75-5 <100 ED HH 2, EUH381

BEIECTBO, UACHTH(HIIMPAHO KaTo MpUTexapaio cBoiictea | EO Ne: 244-068-1 Acute Tox. 2 (opanna), H300 (ATE=28,27

Ila HapymaBa (yHKIMHTE Ha €HJOKPHHHATA CUCTEMa mg/kg)

Acute Tox. 2 (MHXaNalMOHHA: NIpax, MbIIa),
H330 (ATE=0,05 mg/1/4h)

Carc. 2, H351

STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410

3a mennus TekeT Ha H- 1 EUH-npenynpexxaenusita 3a onacHOCT: BX. pazaen 16

PA3J/IEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

[TspBa momo - 001N MEPKU : BbB BcuukH ciyyan Ha CbMHEHHE, WM aKO CHMITTOMHUTE MPOABIDKABAT, OTHPCETE MEIHIIMHCKA
TTOMOIII.

[TspBa oMo NpH BAHIIBAHE : U3Bezmere AMIeTO HA YHCT BB3YX U IO OCTABETE B MO3MIIMS, YIIECHsBAIlA AULIaHeTo. [la ce octaBu
noctpaganus aa cu nounne. Heza6asuo ce o6anere B IEHTBP [10 TOKCUKOJIOI MSl/Ha nekap.

ITppBa oMo IPH KOHTAKT € KOXKaTa : Jla ce cBaiy 3aMBPCEHOTO OOJIEKIIO U U3IOKEHUSIT YUACTBK OT KOJKATa J1a Ce H3MHE C MK CalyH i
BOJIa, KaTO CJIE/l TOBA CE M3IIAKHE C TOILIA BOJA.

[TpBa moMoLI IPY KOHTAKT C OYHUTE : W3miakuere ¢ Boa, KaTo ABPIKUTE OYUTE MIUPOKO OTBOPEHH. [loThpceTe MeUIMHCKa TOMOL, aKO
6onkata, MUTAHETO MM 3aUePBSIBAHETO MPOIBIDKAT.

[TpBa mOMoOLI IPU MOTJTBIIAHE : M3mnakuere ycrara ¢ Boja (caMo ako MOCTpagajusiT ¢ B Cb3HaHue). Hukora He qaBaiiTe HUIIO Hpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce obanere B LIEHTHP I10 TOKCHUKOJIOT USl/Ha
nieKap.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIU CJIel U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

CI/IMHTOMI/I/CQ)CKTI/I CJIed BAUIIBAHE : CMT:pTOHOCCH TIpy BAUIIBAHE.
CI/IMHTOMI/I/CQ)CKTI/I CJIE IorJIbIIaHe : CMT:pTOHOCCH TIpA NOIIBIIAHE.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIMHCKH T'PUKHA U CNICLIMATHO JIeYeHHUe

Hsima HanmaHa JIOITBJIHUTECITHA I/[H(bOpMaI.II/IFI

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3non3Bat cpecTBa, MOAXOMSIIN 3a FACCHE Ha [IOXKapH B ChCEICTBO. BhIiepoeH AHOKCH .
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
HermoaxoIsIiu moxaporacuTelIHA CpeCTBa : Jla He ce U3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

OnacHu IIPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1oXxap : HemwmHOTO TOpCHE oc13060>1<,ua13a OITaCE€H BBIJICPOICH OKHUC, BBIVICPOACH ABYOKHUC U IPYTU TOKCUIHU
razoBe. Bp3MOXKHO € OTAENSIHETO Ha TOKCHYHU U3IIapCHUA.

5.3. CbBeTH 32 NOKAPHUKAPHUTE

WHCTpyKUHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa HU3MoJI3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpremMa HaMmeca 63 MOAXOISIIO 3alUTHO 000pyIBaHE. ABTOHOMEH U W30JIMPALL]
amapar 3a AuxarteiHa 3anmTa. [IbiHa 3amura Ha TSII0TO.
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Digoxin for peak identification

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

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

OGH.II/I MEPKH N I[a ce u30srBa KOHTAKT C KoOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He O0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CPeACTBA : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3AMTHO 060pyaBaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha eKCro3uLusaTa/ TMYHU Mpena3Hu cpeacTsa’.

I[a ce u3bsrsa H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U ITIOCTABETE B ITOAXOIAILL KOHTeﬁHep 3a oGe3Bpe)K.uaHe Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCCHUTE IIOBBPXHOCTH 0OHITHO ¢ Boza. [TouncTBane ¢ momiira Ha JACTEPIeHT.

Bikre Pasnen 13 orHocHO nH(pOpMarus 32 06e3BpexkIaHe Ha OTIANbLUTE.

JIOITBJTHUTEITHY ONIACHOCTH 10 BpeMe Ha paboTa : Jla He ce m3naraT OpeMEHHUTE YKEHU I KbPMAUIKUTE.

TIpennaszuu Mepku 3a 6e3omacHa pabora : Jla ce n30srea BCIKaKkBa M3JIMIIHA eKCIIo3uLus. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrueHHn MEPKH . Jla He ce siae, MHe WIK MyIIH IpH ynoTpeba Ha npoaykra. Jla He ce H3Hacsl 3aMBbPCEHO pabOTHO

00JIEKII0 N3BBH pabOTHOTO MoMenieHue. [la ce U3MUAT phLETe NPeIu OYUBKUTE H CIIE]T
IPHUKIIOYBaHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHEe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MsicTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILUTHHA U IPSIKA CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAaIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

J1 HA EKCHO3llllllﬂTa/JIll‘lHH npeanmasHu Cpeacrea

Hsima HanmMuHa OMIBJIHUTEHA PlHd)OpMaI.IHﬂ

TMoaxoasiy HHKEHEPEH KOHTPOJI

IMoaxoasm HH:KeHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMYKaTEIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa a ce paboTH Mo 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrea

3ammTa HA OYHTE U JIUIETO

3ammuTa Ha ouMTe:
[la ce HOCsT npennasuu oura. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Digoxin for peak identification

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

3ammTa Ha Ko}KaTa

3ammMTa Ha KOKaTa U TAJIOTO:
Jla ce HOCH mOAXOAIIO HpenasHo obieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmiika. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONUMBY npenasau pbkasuny. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa HA AMXATEJHATE IIBTHINA:
B ciyuaii Ha 0O6pa3yBane Ha IIpax [1a ce H3MOJI3Ba anapar 3a quiuane ¢ Guarsp: P3

PA3JIEJI 9: ®u3nyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (M3UYHN M XMMHYHH CBOICTBA

ATpEraTHo ChCTOSHHUE : TeBpmo BemecTBo

LBat . Osu1. moutH Osi1. Besnseren.
BrbHuieH Bua Ipax. Kpucramu.
MonekyiHa Maca 780,9 g/mol

Mupuc

I'panunuaTa Ha MUpHUca

Touka Ha TONEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUIIEHE

3anajauMoct

JlonHa rpaHuLa Ha €KCIIO3UBHOCT
T'opHa rpaHHMIIa HA EKCIUIO3UBHOCT
[Tnamua TeMnepaTypa
Temmeparypa Ha camo3amajiBaHe
Temmneparypa Ha pa3iaraHe

pH

pH pasrBop

Bucko3uTeT, KHHEMaTHUEH

He e nannuno
He e nanmuno

230 — 265 °C (pasnarase)

He e nanuuHo
He e nanuuno
He e nanuuxo
He e npunoxxumo
He e npunoxumo
He e npunoxxumo
He e npunoxxumo
He e nanuuHo
He e nanuuno
He e nanuuno
He e npunoxumo

PastBOpuMOCT : Boma: <0,1 g/l
Koedunument Ha pasnpenenenue: n-okranon/soga (Log  : He e nammuno
Kow)

Hansrane na napure : He e nannuno
Hansrane na napute npu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTEIHA ITBTHOCT : He e naymuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha gacTuiure . He e Hanuuno
9.2. Ipyra uagopmanus

Hsima Hanmaaa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 10: CTaOMIHOCT U PpeaKTHBHOCT

10.1. PeakunoHnHa crnocooHocT

Hsama nannuna JOIIbJIHUTCIIHA I/IH(IJOPM&LII/I}I

10.2. XuMu4HA CTA0OMITHOCT

Hsima Hanu4Ha IOMBJIHUTENTHA HHPOPMAIUST

10.3. Bb3MOKHOCT 32 ONACHH PeaKIUH

Hsma HannyHa nombiHUTETHA HHOPMALUS

10.4. YcioBusi, KONTO TPsIOBA /1a ce H30ATBAT

HsiMa Hann4yHa JOMBJIHATENTHA HHQOPMALHS
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Digoxin for peak identification

HudopmarmoneH aucT 3a 6€300acHOCT

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

10.5. HecrBMecTHMH MaTepHAIN
HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS
10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGoOpManus

11.1. Madopmanus 3a K1acoBeTe HA ONACHOCT, onpeaeieHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMIIBAHE)

CMBPTOHOCEH MPH HOTITbIIAHE.
He ce knacu¢unupa (Jlunceat nanHu)
BuuuBane: npax, Mbria: CMbPTOHOCEH IIPH BAUIIBAHE.

Digoxin (20830-75-5)

LD50 opanHo mibx

28,27 mg/kg (RTECS Ne IH6125000

LC50 BaumBane - [Tnbx (IIpax/mbria)

> 0,05 —<0,5 mg/l/4h

KOpOSMBHOCT/I[pBBHeHC Ha KoXara

Cepuro3HO yBpeXKJaHe HAa OYMTE/IPa3HEHE HA OUHMTE

CeHcnOMIM3anus Ha AUXATEITHATE IBTUIIA WK KOXKaTa

MyTaI‘eHHOCT Ha 3apOJUIIHUTE KJICTKH

KaHHepOTeHHOCT

He ce xnacu¢unupa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca U3IIBIHEHH KPUTEPHUTE 32
KIacH(pHIIpaHe)

He ce xnacudumupa (Heybenurennu nannm)

He ce knacudunmpa (Jluncsar nanxu)

He ce xnacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHEHH KPUTEPUUTE 3
KJIacupHIIpaHe)

Ipennonara ce, ue NIPUUNHABA PaK.

Digoxin (20830-75-5)

IARC rpyna

2B - Moxe 1a Objie KaHIEPOTeHEeH 3a Y0BeKa

TOKCHYHOCT 32 PENPOAyKIHATA

CTOO (crnenuduyHa TOKCHYHOCT 32 OMPEICIICHN
OpraHu) — eIHOKPATHA EKCITO3UIIUS

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEICICHN
OpraH¥) — MOBTaPSIIIa C€ EKCIIO3UIIHSI

OnacHOCT NpH BAMIIBAHE

11.2. Uadopmanust 3a Ipyrad ONACHOCTH

He ce knacuduimpa (Bb3 ocHOBa Ha HaIMYHKUTE NaHHH, HE Ca H3IIBIHEHH KPUTSPHUTE 32
KJIacHpHIIpaHe)

He ce xnacu¢unupa (Jluncsat nanHm)

IMpruunsaBa yBpeskaHe Ha OpraHUuTe (ChPACYHO-CHIOBA CHCTEMA) IOCPEACTBOM IIPOIBIDKUTEIHA
WU TIOBTAPSIA CE EKCTIO3UIHS.

He ce knacudunupa (Jluncsar nanxu)

CaoiicTBa, HApYmIaBaIy (PYHKIHHTE HA eHIOKPHHHATA CHCTEMA

HeﬁHaI‘OHpI/IﬂTHH TIOCJIEANIIN 3a 34PaBETO, MPUINHCHU

OT cBOIicTBa, HapynIaBamy GYHKIMHATE Ha
€HJIOKpHHHATA CHCTEMA

IIma eHOKpHHEH MEXaHH3bM HA JeiicTBHE, T.¢. IPOMEHs (QYHKIHUATA/(QyHKINATE Ha €HIOKPHHHATA
cucTeMa

PA3/IEJI 12: ExojiornyHa uH(popManus

12.1. ToxkcuuHOCT

OmacHo 3a BogHATa cpesia, KpaTKOCPOUHa (0CTpa)
OmacHo 3a BogHATa cpefia, JBITOCPOUYHa (XPOHHYHA)

CHITHO TOKCHYCH 32 BOJHUTE OPTaHH3MH.
CHITHO TOKCHYCH 32 BOJHUTE OPTaHU3MH, C JBITOTPAcH e(eKT.

Digoxin (20830-75-5)

LC50 - Pu6u [1]

0,25 mg/1 (96 4aca, Poecilia reticulata (I'yna)) (merox OECD 203)

ECS50 - Pakoo6pa3au [1]

24 mg/l (KonuenTpamus Ha Hacumane) (24 gaca, Daphnia magna (Boxua 651xa)) (merog OECD
202)

EC50 72h - Bogopaciu [1]

> 10 mg/1 (72 4aca, Selenastrum capricornutum (3enenu Bogopaciu)) (merox OECD 201)

NOEC xpoHn4Ha BOJOPACIH

0,1 mg/1 (72 gaca, Desmodesmus subspicatus (3enenu Bogopacin)) (meroq OECD 201)
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Digoxin for peak identification

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

Digoxin (20830-75-5)

YcToiuMBOCT U pa3srpaiuMocT | He ce pasrpaxna 65p30

Hsima Hanu4Ha TONbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBITHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

He6nar0r[p1/mTHn NOCJICAMIIN 3a OKOJIHATa cpenaa, . BermmectBoto € PIZ[eHTPI(l)I/H.II/IpaHO KaTo npuTe)KaBamo CBOﬁCTBa, HapyumaBaiu (I)yHKI.IPI]/ITC Ha
NPUIUHEHU OT CBOﬁCTBa, HapyuaBamu (byHKI.IPI]/ITC Ha CHIOKpHUHHATa CUCTEMA, HO HAMA HAJIMYHU JONBJIHUTCIHNA JaHHA (BPI)KTC pasaen 23)
CHAOKPHUHHATA CUCTEMA

Hsima HanmuHa JOMIBJIHUTETHA HH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHAIbUUTE

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

PA3IEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBe ¢ ADR /IMDG / IATA
ADR IMDG TATA

14.1. Homep no cnucbka Ha OOH win naeHTHGUKALOHEH HOMEP

UN 2811 UN 2811 UN 2811

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

TOKCUYHO TBBP/IO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'AHMYHO, H.V K.

Onucanune Ha TPAHCHOPTHUTE JOKYMEHTH

UN 2811 TOKCUYHO TBBPJO BEIIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, II,
OPI'AHUYHO, H.V K., 6.1, 11, (D/E), OIITACHO II, MARINE ENVIRONMENTALLY HAZARDOUS
3A OKOJIHATA CPEJJA POLLUTANT/ENVIRONMENTALLY
HAZARDOUS

14.3. Kiac(oBe) Ha 0IaCHOCT IIPH TPAHCHIOPTHPAaHe

6.1 6.1 6.1

14.4. OnakoBb4Ha rpyna

1I I 1I
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Digoxin for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

ADR

IMDG

IATA

14.5. OnacHocTH 32 0KOJIHATA cpeJa

OmacHo 3a okonHata cpeaa: la

OmacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-A

OmacHo 3a okonHata cpeaa: la

HsiMa mompiHHTeIHA HAMHYHA HHQOpMALHS

14.6. Cnenma,THu npeana3Hu MePKH 3a MOTpPedUTe/INTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Crniennanuu pasnopendou (ADR)

Orpannuenu konmuectsa (ADR)

Wzkimouenu konmuectsa (ADR)

OnakoBbuHU uHCTpyKLIUK (ADR)

CriennaiHy onakoBb4HU pasznopenou (ADR)

Cwmecenu onakoBku (ADR)

VIHCTpyKIMH 32 IPEHOCHMH [IUCTEPHU U KOHTEHHEepH 3a
HacumHu ToBapu (ADR)

CnenyanHu pa3nopeoy OTHOCHO IPEHOCUMH LIUCTEPHU
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

Cneruansu pasnopenou oTHocHo uuctepau (ADR)
IIpeBO3HO CPEACTBO 3a MPEBO3 B LIUCTEPHU
TpancnoprHa kareropus (ADR)

CriennanHu pasnopenou 3a npesosa - Onakosku (ADR)
CrienaHy pasnopeou 3a IpeBo3 - TOBapeHe,
pa3roBapBane 1 oopaboTka (ADR)

CreruanHu pa3nopenou 3a IpeBo3 — ONEPaTHBHH
n3uckBanus (ADR)

Wnentudukannoner Homep 3a onacHocT (Kemiuep No.)
OpamxeBHu Tabenn

Kon 3a TyHenHu orpanudenus (ADR)

TpancnopT no mope

Crniennanuu pasnopenou (IMDG)
Orpannuenu konmuectsa (IMDG)
W3kirouenu konmyecta (IMDG)
OnakoBbunM MHCTpYKIMH (IMDG)
IBC onakosbunn nacrpykuun (IMDG)
IBC cnenmnannu pasnopendu (IMDG)
Wncrpyknun 3a iucreprn ( IMDG)
Cneruanuu pasnopenou otHocHo uucrepad (IMDG)
Kareropust Ha ToBapene ( IMDG)
Cgoiictpa 1 Habmoxenus (IMDGQG)

Bb3aymeH TpaHcnopT

PCA Uzkmouenn xonuuectsa (IATA)

PCA OrpannueHu KoJMuecTBa MbTHUYECKH CaMOJIET U
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3@ OTPaHUYEHO
KOJIMYECTBO IIbTHUUYECKU camoneT U kapro (IATA)

PCA MucTpykiuy 3a 0OakoBaHe MTHUUECKH CaAMOJIET U
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO ITbTHUYECKH
camoutet u kapro (IATA)

T2
274,614
500g

E4

P002, IBCO8
B4

MP10

T3

TP33

SGAH, L4BH
TU15, TE19
AT

2

: V11

CV13,CV28

S9, S19

60

60
2811

D/E

274
500 g
E4
P002
IBCO8
B21, B4
T3
TP33

B

Toxic if swallowed, by skin contact or by inhalation.

E4
Y644

1kg
669

25kg
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Digoxin for peak identification

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

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) 1 676
MakcumaaHo HeTHO KosmuecTBo camo kapro (IATA) : 100kg
Crennanuu pasnopendu (IATA) 1 A3,AS
ERG xox (IATA) : 6L

14.7. Mopckd TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSIHHE CHIJIACHO HHCTPYMEHTH Ha MeKIyHAPOAHATA MOPCKA OPraHU3aUst

He e npunoxxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMAaTHBHATa ypenoda

15.1. Cl'le[[l/l(l)ldlll-ll/l 3a BEeIECTBOTO UJIK CMECTAa HOPMATHBHA ypenﬁa/salcono;[aTechTBo OTHOCHO 6e30nacH0cTTa, 3APaBE€TO U OKOJIHATA

cpena
Pernamentn na EC

REACH, lIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuniaoxenue XIV (Cnuchbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Crnncbk Ha BeliecTBaTa 3a pa3periaBaHe)

REACH, Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncbka Ha REACH ¢ kananaaT-BenecTsa

PeriaMeHT 0THOCHO BellleCcTBAa, KOUTO HAPYLIABAT 030HOBHUS cJoii (2024/590)

He ¢urypupa B cucbka ¢ BelecTBa, KOMTO Hapymasat 030HoBus cioit (Permament EO 2024/590)

Pernament (EC) Ha CbBeTa 32 KOHTPOJI HA U3/1eJIHS C IBOIHA ynoTpeda

He ¢urypupa B PETJTIAMEHTA HA CBBETA (EC) 3a koHTpoI Ha U3Je1us ¢ JBOHHA yrnoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeulectBa (EC 2019/1148)

He ¢urypupa B cnucbka ¢ npekypcopu Ha B3puBHH Betuectsa (EC)

Per;1aMeHT 0THOCHO peKypCOpPHTE HA HAapKOTHYHM BemecTBa (EO 273/2004)
He ¢urypupa B cimucbka ¢ Ipekypcopu Ha HapkoTHIHE Bemecta (EC)

15.2. Onenka Ha 6€30IMACHOCT HA XHMHYHOTO BEIIECTBO MJIM CMeC

Hsma HannyHa nombiHUTETHA HHOPMALUS

3AEJI 16: Ipyra nagopmanus

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a ONacHOCT:

Acute Tox. 2 Ocrpa TOKCHYHOCT (MHXaJalMOHHA: IIpax, Mbria), Kateropus 2

(MHXaJIalMOHHA: TIpax,

MBIJIa)

Acute Tox. 2 (opanHa) Octpa Tokcu4HOCT (opanHa), Kateropus 2

Aquatic Acute 1 OmacHo 3a BOAHATA cpesia — OCTPa OMACHOCT, KaTeropus 1

Aquatic Chronic 1 OnacHo 3a BoJJHaTa cpejia — XPOHUYHA OMACHOCT, KaTeropus 1

Carc. 2 Kanueporennoct, Kareropus 2

EDHH 2 EHnnokprHEH HapylmMTen 1o OTHOLIEHUE Ha 37]paBeTo Ha YoBeka, Kareropus 2
STOTRE 1 CrenndiyHa TOKCHYHOCT 3a ONPE/IENICHN OpraHy — MOBTapsIla ce ekcrosuims, Kareropus 1
EUH381 BeposTHO nprunHsiBa HapylIeHNe Ha (yHKIMUTE HA €HJA0KPHHHATA CHCTEMa IIPU XOpa.
H300 CMBPTOHOCEH NP HOTITBIIAHE.

H330 CMBPTOHOCEH NPH BIMIIBAHE.

H351 IIpenmnonara ce, ye NPUYUHABA PAK.
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Digoxin for peak identification

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

I'baen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHoOCT:

H372 [MprunHsiBa yBpexIaHe Ha OPraHUTe (ChPICYHO-CH0BA CHCTEMA) IIOCPEACTBOM MPOABIDKUTEITHA HITH TIOBTAPSIIIA CE SKCIIO3ULIHS.
H400 CHITHO TOKCHYEH 32 BOJHUTE OPTaHU3MH.
H410 CHUITHO TOKCHYCH 32 BOJHUTE OPTaHU3MH, C IBITOTPacH e(eKT.

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHopMaImoneH JncT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMsITaMe 3a
HajekKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3PHYHA WK [0/ipa30uparia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WIIH
MeTozauTe 3a paboTa, ChXpaHeHHe, yIoTpeda Wik 00e3BpexkIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE J1a ca U3BBH Halata KomrneTeHTHOCT. [Topanu
Ta3u ¥ APYTH IPUYHHHA, HUE HE TOEeMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, MICTH HJIM Pa3XO/H, IPOU3THYAIN OT WX CBBP3aHN
110 HSKaKbB HAYMH C pab0TaTa, ChXPAHCHHETO, yIoTpeOaTa Win 00e3BpekIaHeTo Ha mpoaykra. To3n MHdopmarmoneH anct 3a 6€30macHOCT € H3TOTBEH U TpsiOBa
Ja ce M3II0JI3Ba CaMo 3a TO3H MPOAYKT. AKO IPOIYKTHT CC M3II0JI3BA KATO ChCTaBKa HA APYTU HPOAYKTH, HATHYHATA HH(pOpPMAIMs OM MOTTIa [1a CC OKaKe
Henpmiokuma. Ta3u HHpOpMALMs ce OCHOBABA HA HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA Ja ajic ONMCAHHE Ha MPOIYKTa CaMo 3a LEINTE Ha
3[paBeona3BaHeTo, 0e30IIaCHOCTTa H OKOIHATa cpera. [lopaau ToBa, Ts He TPsIOBa [ ce THIKYBa KaTO FapaHIMs 32 CBOHCTBATA HA MPOMYKTA.
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