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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 . Felodipine
Kon Ha mponyxra : 201600375

1.2. UnenTudnuupanu BUAOBE YHOTPe6a HA BeeCTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYEHHE, H BHI0Be yIOTpe6a, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € mpeJHA3HAYCH 3a U3CIICBAHNS, AaHAJIN3H U HAyYHO-00pa30BaTEITHN LIEIIH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT

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

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302

ToxcuuHoOCT 32 penpoaykimsaTa, Kareropus 2 H361

Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpraHy — IOBTapsIa ce ekcrosuus,  H373

Kareropus 2

OmacHo 3a BOHATA cpefia — OCTpa OMAacHOCT, KaTeropus 1 H400 (M=10)
OrmacHo 3a BOAHATA cpefia — XPOHMYHA OIIACHOCT, KaTeropus 1 H410 (M=10)

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

Hebnaronpusitau pusnkoxumMnyHmn edexTH U HedIaronpusTHU edeKTH 3a 31PaBeTO HA YOBEKA U OKOJIHATA cpeJa
OmnpezensiHe Ype3 eKCIEPTHO MHEHHUE U II0 CHIIATa Ha JI0Ka3aTeNCTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP) : I I

GHS07 GHS08 GHS09
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H361 - Ipenmomnara ce, 4e yBpexkaa OIUIOUTENHATA CIIOCOOHOCT WITH IIIOAA.
H373 - Moxe [1a puuMHH YBpeXKAaHE Ha OPraHKUTE IIPH IPOIBIDKUTENHA HITH TTOBTapSIIa ce
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Felodipine

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

EKCTIO3UIHSL.
H410 - CuitHO TOKCHYEH 3a BOJHUTE OPTAaHU3MH, C ABJITOTPACH EEKT.
Ipenopsku 3a 6e3omacHoct (CLP) : P201 - TIpeaun ynotpeba ce cHabeTe ChC CHICNUATHA HHCTPYKIIMH.
P202 - He n3nomn3Baiite npeau ia cTe Ipodely U pa3opain BCHUIKHU MPEIIa3Hu MEPKH 3a
0e30MacHOCT.
P260 - He paumiBaiiTe npax, u3napeHus.
P264 - [Ta ce u3mue pbleTe 10 JaKTUTE U JIMIETO CTApaTeNIHO Ciel yrnoTpeoa.
P270 - Jla He ce sime, mue WM ITyIIN IpH yIoTpeba Ha MPOIyKTa.
P273 - [Ta ce n30srea usnyckaHe B OKOJIHATa Cpejia.
P280 - M3non3BaiiTe nmpeana3Hy phKaBUIN/IPEANa3HO 00JIEKIO/IPeIIa3Hy OUmIa/IIpeAna3Ha Macka
3a JIHIE/TIpeNa3Hu CPECTBA 3a 3aIIUTa Ha CIIyXa.
P301+P312 - ITPU ITOTJIBIIIAHE: npu Hepasnonoxenue ce obanere B LIEHTHP T10
TOKCHUKOJIOT S nnu Ha nekap.
P314 - IIpu Hepa3nonoxeHue NOTEPCeTe MEIUIIMHCKH CHBET/IIOMOLI.
P330 - Mzmnakuere ycrara.
P391 - Crbepere paznaroto.
P405 - Ta ce cbxpaHsiBa MO KJIFOY.
P501 - CpabpkaHHETO/CHIBT J]a C€ M3XBBPIH B IyHKT 3a CHOMpaHe Ha OMACHH MU CIICIIMATHH
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PErHOHAIIHH, HALIMOHAIHU W/WIIA MEX/yHApOIHH
pasnopenou.
ETHKeTHpaHe B CHOTBETCTBHUE C: M3KJIIOUCHHS 3a BBTPEILHH ONAKOBKH, KOraTo ChABPXKAHHETO He mpepumiasa 10 ml
IMTukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. Ipyru onacHoCTH

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Kaacupukauusi B cbOTBeTCTBHE €
MPOAYKTA Peranament (EQ) Ne 1272/2008 [CLP]
Felodipine - <100 Acute Tox. 4 (opanua), H302 (ATE=1050
mg/kg TeIecHo TerIo)
Repr. 2, H361

STOT RE 2, H373
Aquatic Acute 1, H400 (M=10)
Agquatic Chronic 1, H410 (M=10)

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOIL

ITspBa momo1 IpH KOHTAKT € KOXKaTa : Jla ce oTcTpaHH MaKCHMAIHO Upe3 H30bpCcBaHe (C UMCTa H MeKa IONUBaIa KbpIa).
ITspBa moMoI IpH KOHTAKT C OUHUTE . M3smmakaeTe ounTe ¢ BOAa KaTo IpeANa3Ha MIpKa.

4.2. Haii-chIecTBEHH OCTPH U HACTBHIBAIIY CJIe/l U3BECTEH MEePHo/l OT BpeMe CHMIITOMH 1 e eKTH

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Felodipine

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 5: IIpoTHBONOXAPHA MEPKHU

Tonxonsmm TI0KapOoracuTe/IHU CPEACTBa : Opesyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCpr'KI.II/II/I 3a racCHe Ha NoXapu . I[a C€ U3M0JI3BAT CPEACTBA, IOAXOIAIIN 3a TACEHE Ha IOXKapHu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3MyCKAHE

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CJIy4an

ABapuiinu njaHoBe : Jla ce n30srBa BCSIKaKBa M3JIMIIHA €KCIIO3HIHS.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEIHHU CIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuaHa gombIHHUTENHA HHPOPMALUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

3JEJI 7: OdpadoTka u

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Bux naparpad 1.

8.1.1 HanoHa/IHU rPAaHUYHH CTOMHOCTH HA NMPOo(eCHOHAIHA eKCIIO3HIUSI U OMOJOTHYHH TPAHUYHH CTOHHOCTH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.2. IlpenopbunTETHH NPOILIEYPH 32 HAGII0IEHHE

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Felodipine

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

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsima HanuuHa JOBIHUTEIHA I/IH(I)OpMaLlI/ISI

8.1.4. DNEL u PNEC

Hsma HammuHa JOI'bJIHUTECIIHA I/IH(l)OpMaI_II/ISI

8.1.5. Perysupane upe3 o6xBatu (control banding)
Hsma Hain4Ha AOIBIHUTENIHA HHPOPMALUL

8.2. KoHTpo.1 Ha eKcno3uusiTa

8.2.1. Ioaxoasil TEXHUYECKH KOHTPOJI

IMoaxoasimg TeXHUYECKH KOHTPOJI:
I[a C€ CbXpaHsABa B z[o6pe TIPOBETPUBO NOMEIIECHHUE. OOUKHOBEHO CE U3MCKBAT KAaKTO MECTHA CMYKaT€JIHa BEHTUJIAalMs, TaKa 1 BEHTUJIalUA Ha 06].LIOTO
IIOMEUICHHUE.

8.2.2. JInuHM npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYHUTE U JHUIETO

HsiMa HaJM4HA JAOIBIHUTENHA HHPOPMALHSL
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa Ha KOKATA H TAJIOTO:
JlaGoparopHa npectuiika

3amuTa Ha pbleTe:

3auMTHA PHKABHULN

8.2.2.3. 3amuTa Ha JUXaTeJHUTE MHTUIIA

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

8.2.3. KoHTpoJ1 Ha eKCIIO3MIHSITA B OKOJIHATA Cpela

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

3JEJI 9: ®u3uyHN U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HanuuHo
BroHIeH By : Ilpax.

Mupuc © He e Hannuno
I'panunara Ha Mupuca © He e Hannuno
Touka Ha TorneHe © He e Hannuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KUIIEHEe © He e Hannuno
3ananmumoct © He e Hannuno
I'paHuIyM Ha EKCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3iaraHe . He e npunoxumo
Temneparypa Ha camo3anajiBaHe . He e npunoxumo
Temneparypa Ha pa3nagane . He e nammmano
pH . He e nHamnuno
pH pasrBop : He e nanuuno
Brucko3uTer, KHHEMaTHYEH . He e npunoxumo
PasrBopumocT : Boma:<0,1¢/l
Koedunment Ha pasnpenenenue: n-okranon/soga (Log  : He e nammuno
Kow)

Hansrane na napute : He e nanuuno
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Felodipine

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

Hansrane na mapure npu 50°C : He e HanmuyuO
IInsTHOCT : He e Hanuyno
OTHOCHTENHA ITBTHOCT . He e nanuano
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha wactunure : He e Hanuyno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

JIEJI 10: Ctaduan

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

He e uszBectHo.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIs OITaCHU U3IIapCHUs.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKcHYHOCT (OpaiHa) . Bpenen npu normsmane.
OcTpa TOKCHYHOCT (iepMaiHa) : He ce xnmacudunupa (JInrcpamy naHHw)
OcTpa TOKCHYHOCT (BIHILIBAHE) . He ce xnmacudunupa (JInrcpamy naHHm)
Felodipine
LD50 opanHo murex 1050 mg/kg
KoposzuBHOCT/ipa3sHeHe Ha KoXkaTta . He ce xnmacudunupa (JInrcpamy naHHw)
CepHo3HO yBpexJaHe Ha OUNTe/ApasHEeHe Ha OUHTE . He ce xnacudunmpa (JInmcamy naHHN)
CencrbmIn3alys Ha IUXATEHATE TBTUIIA WK Kokata © He ce knacuduuupa (JIuncsamm qaHam)
MyTareHHOCT Ha 3apOJHUIIHUTE KIETKU . He ce xmacudunupa (JInmcsamy naHHm)
Kanneporennoct . He ce xnmacudunupa (JInmcsamy naHHm)
TOKCHYHOCT 32 PEHPOAYKIIHATA : Ilpenmnonara ce, ue yBpex/ia OIUIOANUTEIHATA CIOCOOHOCT HJIH IUIOAA.
CTOO (crienn(puyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xnacudunupa (JInncpamy naHHm)

OpraHn) — eJJHOKPATHA EKCTIO3HIINS
CTOO (crenuprdHa TOKCHYHOCT 3a OMPEICTCHH : Morke na MpUYMHY YBpeXKJaHe HAa OPTAHUTE IPH IPOJBIDKUTEIHA WM IOBTAPSIIA €€ eKCIO3HIIHS.
OpraHy) — MOBTapSIIA CE eKCIIO3UIUL

OmnacHOCT IIpHU BAUIIIBAaHE . He ce xiacuduuupa (TexHnuecka HEBB3MOKHOCT 3a MOTy4aBaHE Ha JAHHMN)
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Felodipine

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

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 12: Exonornyna nHpopmManus

Exomnorus - 061mo : He npencrasiisiBa KOHKPETHA OIIACHOCT 3a OKOJIHATA CPeJa.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . CHIJIHO TOKCHYEH 33 BOJHUTE OPTaHU3MH.
OmacHo 3a BOJHATa CPe/a, AbIrOCPOYHA (XPOHHYHA) . CHJIHO TOKCHYEH 32 BOJHHUTE OPTaHU3MH, C ABITOTPACH eEeKT.
Felodipine
LC50 - Pu6wu [1] 0,05 mg/l (96h, rainbow trout)
NOEC xporndna pubn 0,008 mg/1 (7 nan fathead minnow)

Hsma HanmaHa gombIHHUTENHA HHOOPMAIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

Hsima HaymuHa TOMTBIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKANNOHEH HOMED

UN 3077 UN 3077 UN 3077

14.2. TouHo HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

BEIUIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPIO, H.Y K. SUBSTANCE, SOLID, N.O.S.

Omnucanmne Ha TPAHCNOPTHUTE TOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, HV.K,, 9,11, (-) | SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, 1l
POLLUTANT
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Felodipine

Nudopmanronen auct 3a 6€30macHOCT

B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

ADR IMDG IATA
14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAaHE
9 9 9

14.4. OnakoBbYHA rpyna

14.5. OmacHocTH 32 OKOJHATA cpea

OnacHo 3a okosHata cpena: Jla

OmnacHo 3a okoiHaTa cpeja: Jla
Mopcku 3ambpeuten: Ha

OmnacHo 3a okonHata cpena: [la

Hsma JOIIBJIHUTCITHA HAJIMIHA I/IHd)OpMaLII/Iﬂ

14.6. CnienyuaaHu mpeana3sHu MepKy 3a MOTpednTe

CyxonbTeH TPAHCIIOPT

Krnacudukannonen xox (ADR)

Creranau pasnopenou (ADR)

Orpannuenn xomnuectsa (ADR)

Usxirouenn xomdectsa (ADR)

OmnakoBb4HH HHCTPYKIMHU (ADR)

CrerpaHu onakoBbYHH pasnopenou (ADR)

Cwmecenn onakoBku (ADR)

VHCTpyKIUH 3a IPEHOCUMH [IUCTEPHU U KOHTEIHepH 3a
HacunHH ToBapH (ADR)

Creraisu pa3nopenoy OTHOCHO IIPEHOCUMH LIUCTEPHU
1 KOHTeliHepH 3a HacuHY ToBapu (ADR)

Konose 3a nucreprau (ADR)

ITpeBo3HO CpeCTBO 3a MPEBO3 B IUCTEPHH
Tpaucnoptaa kareropust (ADR)

Crerpaan pasnopenou 3a npeBosa - OnakoBku (ADR)
Crenmanau pasnopenom 3a npeso3 - Hacumao
cectostHEE (ADR)

Crenmaney pasnopeou 3a mpeBo3 - TOBapeHe,
pa3roBapBaHe u 00padoTka (ADR)
Vnentndukannoner Homep 3a omnacHocT (Kemnep No.)
OpamxeBHr Tabenn

Kon 3a Tynennu orpannyenus (ADR)

Tpancnoprt no Mope

Crenmanau pasnopenou (IMDG)

Orpannuenu konudectsa (IMDG)

Wzkirouenu konmmuectsa (IMDG)

OnakoBbynu uHCTpyKuuu (IMDG)
Crienmansu pasnopendu 3a onakosane (IMDG)
IBC onakopwunu unctpykiuu (IMDG)

IBC cneunanuu pasnopenou (IMDG)
Wucrpykunu 3a uucrepuu ( IMDG)
Crienmanau pasnopendou otHocHO nucrepuu (IMDG)
EmS-Ne (TToxxap)

EmS-Ne (Pa3muB)

Kareropus na toBapene ( IMDG)

Cknanupane u oopadorka (IMDG)

. 5kg

AT
3

: V13

. VC1,VC2

uTe

M7
274, 335, 375, 601

El

P002, IBC08, LP02, RO01
PP12, B3

MP10

: T1, BK1, BK2, BK3

: TP33

SGAV, LGBV

Cvi13

90

90
3077

274, 335, 966, 967, 969
5kg

El

LP02, P002

PP12

IBC0O8

B3

BK1, BK2, BK3, T1

. TP33

F-A
S-F

A

SwW23
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Felodipine

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

Bb3aywmeH TpaHcnopT

PCA Uzkimouenn konuuectsa (IATA) © El1
PCA OrpaHu4eHd KOJIU4ecTBa MbTHUYECKH CAMOJIET U T Y956
kapro (IATA)

PCA MaxkcuMaiiHo HETHO KOJIHYECTBO 33 OrPaHUYCHO . 30kgG
KOJIMYECTBO MbTHUYECKH camoneT U kapro (IATA)

PCA UHctpykimy 3a onakoBaHe MbTHUYECKH camoniet 1 © 956
kapro (IATA)

PCA MaxkcuMaiiHo HETHO KOJIMYECTBO ITbTHHYECKU . 400kg
camorter u kapro (IATA)

WncTpykunu 3a onakoBane camo kapro (IATA) : 956
MakcuMatHO HEeTHO KonuecTBo camo kapro (IATA) . 400kg
Cnenuansau pasnopenou (IATA) . A97, Al158, A179, A197, A215
ERG kon (IATA) © 9L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeKIyHAPOHATA MOPCKA OPraHU3alust

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. CneunduyaHu 32 BeHIeCTBOTO HJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATeJICTBO OTHOCHO (€30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuaosxenne XVII (YcaoBus 3a orpaHn4aBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

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

He ¢urypupa B [Ipunoxenune XIV na REACH (Crichk Ha BeliecTBaTa 3a pasperiaBaHe)
REACH Chnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B crimceka Ha REACH ¢ kangunar-emiectsa

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

Henpunoxumo.

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMbPCHTEIIH)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTBa, KOUTO HapymaBaT 030HoBH: cioit (Permament EO 1005/2009): Felodipine

PeriiameHT OTHOCHO mpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a mpemnaraneto Ha ma3apa u ynorpebara Ha
HPEKYPCOpH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Permament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, M3MO0NI3BaHN 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHIHH HITH TICHXOTPOITHH BEIECTBA)

15.1.2. HanuoHaHu pa3nopendu
Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS
15.2. Onenka Ha 0€30MacCHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS

PA3JIEJI 16: Apyra uadopmanus

Wnaukanusi 3a IPOMeHH :
Kracugumnupane Ha BEIIECTBOTO WM CMECTA.
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Felodipine

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

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

Acute Tox. 4 (opaiHa) Ocrtpa TokcnutocT (opaina), Kareropus 4

Aquatic Acute 1 OrnacHO 3a BOJHATA Cpejia — OCTPa OMACHOCT, KaTeropus 1

Aquatic Chronic 1 OracHo 3a BOJHATA Cpe/ia — XPOHUYHA ONACHOCT, KaTteropus 1

H302 Bpenen npu normeiane.

H361 TIpeamnonara ce, ue yBpex/a OIIOAUTEIHATA CHOCOOHOCT WITH TUIOJIA.

H373 Mosxe Ja IPUYMHH YBPEXKAaHe Ha OPraHUTe IPH MPOJIBIDKUTENIHA HIIH MOBTAPSIILA CE SKCIIO3HIINSL.
H400 CHITHO TOKCHYEH 32 BOJHUTE OPTraHH3MH.

H410 CHITHO TOKCHYEH 33 BOJHUTE OPTaHH3MH, C IBJITOTPACH e(EKT.

Repr. 2 TokcuyHocT 3a penpoaykuusta, Kareropus 2

STOTRE 2 CrrennduyHa TOKCHYHOCT 3 ONPEJIETIeHN OpraHy — NOBTapsIa ce ekcrosuius, Kareropus 2

Nudopmanmonet juct 3a 6e3onacuoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT HMudopmanusra, cbappkamia ce B To3u VH(pOpMaImoHeH JIHCT 3a 0€3011acHOCT, € IOIyYeHa OT H3TOYHUIH, KOUTO CMsTaMe 3a
HaIeKIHU. Belpexn ToBa, HHpopManysTa ce npefocTaBs 0e3 HUKaKBa rapaHIys, N3pHIHA MM IT0pa30oupaia ce, OTHOCHO HefHaTa KOPEKTHOCT
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