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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

dopma Ha IPOYKTa : Cmec
HanmeHoBaHMe Ha IPOYKTa . Felodipine for peak identification
Kon Ha mponyxra : 202200308

1.2. MnenTuduuupann BUI0Be YNOTPeda Ha BeECTBOTO WM CMECTa, KOUTO €a OT 3HA4YeHHe, U BHIOBE YIOTPeda, KOMTO He ce
Nnpenopb4YBar

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATEHH IIEITH.
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
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France
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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]

Octpa ToxcudHoCT (opanHa), Kateropus 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
OrmacHo 3a BOAHATA cpefia — XPOHMYHA OIIACHOCT, KaTeropus 1 H410

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

Hebnaronpusitau pusnkoxumMuyHmn edexTH U HedIaronpusiTHU epeKTH 3a 31paBeTO HA YOBEKA U OKOJIHATA cpeia
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
Cobabpika : Felodipine
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H361 - Ipenmomnara ce, 4e yBpexkaa OIUIOUTENHATA CIIOCOOHOCT WITH IIIOAA.
H373 - Moxe [1a puuMHH YBpeXkKAaHE Ha OPraHUTE IIPH IPOIBIDKUTENHA HITH TTOBTapsIIa ce
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Felodipine for peak identification

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.

IMpenopsku 3a 6e3omacuHoct (CLP) : P201 - Ipenu ynotpeba ce cHabaeTe ChC CHEHATHN HHCTPYKIIUH.
P202 - He n3nomn3Baiite npeau 1a cTe Ipodey U pa3opain BCHUIKU MPEIIa3Hu MEPKH 3a
6e30macHoCT.
P260 - He BaumBaiiTe mpax/mymek/ra3/{uM/u3napeHus/aepo30oIm.
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 - [1a ce n30srea usnyckaHe B OKOJIHATa Cpeja.
P280 - M3nomn3BaiiTe npeana3Hu phKaBUI/IPEAIa3HO 00IeKI0/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 HepasnonokeHue MOThPceTe MEAUIIMHCKH ChBET/IIOMOLLI.
P330 - Mzmnakuere ycrara.
P391 - Crbepere pa3msaroTo.
P405 - Jla ce cpxpaHsiBa MOA KJIIOY.
P501 - CbabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IIYHKT 32 ChOMpaHe Ha OIACHY WM CIICLHAIHN
OTIAAbIH, B CHOTBETCTBHE C MECTHHTE, PETMOHAIIHN, HAIIMOHATHH H/WIIH MEKTyHAPOIHU
pasmopenou.

ETuxernpaHe B CbOTBETCTBHUE C: H3KIIIOUSHUS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChIbP)KaHUETO He npeBumana 10 ml

IMTukrorpamu 3a onacHoct (CLP) :

GHS08
OmnacHy ChCTaBKU . Felodipine

2.3. JIpyru onmacHOCTH

He cvappixa PBT/vPVB Bemectsa > 0.1%, oneHenu B crotBercTBHE ¢ [Iprnoxenne XIII na Permamentr REACH

CwMecTa He ChIIbpiKa BelecTBO(a), BKIIOUYEHO(M) B CIIUCHKA, M3TOTBEH B ChoTBeTCTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a npure:xaBaHETO Ha CBOWCTBA,
HapymaBamy (GyHKIUNTE Ha €HIOKPUHHATA CHCTEMA, MM 32 KOETO/KOUTO HE € YCTaHOBEHO, 4e MMa(T) CBOHCTBA, HapyIaBamy QYHKINNTE Ha €HIOKPUHHATA
CHCTeMa, B ChOTBETCTBHE C KpuTepuute, onpenenenu B [lenerupan Permament (EC) 2017/2100 na Komucnsra wm Permament (EC) 2018/605 na Komucusra B
KOHIIEHTpalysl, paBHa WK 0-BUcoka ot 0,1 Ternosen %.

PA3JIEJI 3: ChcraB/mHpopManus 3a CbCTABKUTE

3.1. BemecrBa

He e npunoxumo

3.2. Cmecu

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NpPOAYKTA Peraament (EQ) Ne 1272/2008 [CLP]

Felodipine - 99,39 Acute Tox. 4 (opanua), H302 (ATE=1050
mg/kg TerecHo Terio)

Repr. 2, H361

STOT RE 2, H373

Aquatic Acute 1, H400 (M=10)

Agquatic Chronic 1, H410 (M=10)

Dimethyl 4-(2,3-dichlorophenyl)-2,6-dimethyl-1,4- - 0,3 Acute Tox. 4 (opanna), H302 (ATE=500 )
dihydropyridine-3,5-dicarboxylate Repr. 2, H361

STOT RE 2, H373

Agquatic Acute 1, H400 (M=10)

Agquatic Chronic 1, H410 (M=10)

3a meanus Teket Ha H- u EUH-npenynpexneHusTa 3a onacHOCT: BX. pa3nen 16
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Felodipine for peak identification

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

PA3JIEJI 4: Mepku 3a NbpBa NOMOIY

ITbpBa MOMOL NP KOHTAKT C KOXKATa 1 Jla ce OTCTpaHH MAaKCHMAIIHO 4pe3 H30bPCBaHe (C YMCTa U MeKa IONHUBAILA KbpIIa).
ITbpBa MOMOLI TIPH KOHTAKT C OUHTE . V3nmakHere ouMTe C BOJA KAaTO IpEATasHa MAPKa.

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3EJI S: IIpoTuBONOKAPHU MEPKH

Tloaxoasuu TI0KapoOTraCuTEIHA CPEACTBA : Opesiy10 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MoXKapu . I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMO0Xapu B CbCEIACTBO.

lepKH MPH ABAPHITHO U3IyCKAHe

6.1.1. 3a mepcoHa, KOWTO He OTTOBApPsI 32 CIEUIHH CJIyYan

ABapPIﬁHH IIJTAaHOBEC . I[a ce u30srBa BCSIKAaKBa M3JIMIIHA CKCIIO3U M.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIHHU CJIy4Yan

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 7: O6pa6oTka M chbXpaHeHHe

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS

Bux nmaparpad 1.
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Felodipine for peak identification

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

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

Hsma HanmmvHa JONBIHUTENTHA HHOpPMALUs

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsima HanmuuHa JOIBIHUTEIHA I/IH(l)OpMaLIHSI

8.1.4. DNEL u PNEC

HsiMa HaJM4YHA JOUBIHUTENHA HHPOPMALHSL

8.1.5. Perysupane upe3 o6xBatu (control banding)
Hsma Hain4yHa AONBIHUTEIHA HHPOPMALUSL

8.2. Kontpo. Ha ekcnio3umusiTa

8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

MMoaxoasing TeXHNYECKH KOHTPOJI.
)Ia C€ CbXpaHsABa B I[06pe NPOBETPUBO ITOMECIICHUE. OOGHKHOBEHO CE€ M3UCKBAT KAKTO MECTHA CMyKaTeJIHa BCHTWIALWs, TaKka U BEHTUJIallUA Ha 06H10T0
TIOMCIICHUE.

8.2.2. JINYHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

HsiMa HaiM4YHa TOMBJIHATENTHA HHDOPMALIUS
8.2.2.2. Tlpeana3BaHe HA KOKaTa

3amuTa HAa KOKATA H TAJIOTO:
JlaGoparopHa npectuiika

3aumMTa Ha pbleTe:

3auuTHE PHKABHULN

8.2.2.3. 3amuTa HA AUXATETHUTE MHbTHIA

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmana JOITBJIHUTECITHA I/IHq)OpMaLII/ISl

8.2.3. KoHTpoJI Ha eKCIIO3MIUSATA B OKOJIHATA Cpela

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

3JAEJI 9: ®u3uyHu U XUMHUYHH CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHTE (PM3HYHH U XHMHIHH CBOHCTBA

ArperaTtHo ChCTOSHHE : TBBpHO BemecTBO
st : He e HannuHO
Mupuc : He e nanuuno
I'panunara Ha Mupuca : He e nanuuno
Touka Ha TOTIEHE : He e HannuHO
Touka Ha 3aMpb3BaHe : He e HannuHO
Touka Ha KUTIEHE : He e HannuHO
3anamuMocTt : He e HannuHO
I'paHHIM Ha EKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHHIIa HAa €KCIUIO3UBHOCT : He e npunoxumo
Temmneparypa Ha pa3narate : He e npunoxumo
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Felodipine for peak identification

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

Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temmneparypa Ha pasnagaHne : He e rammynO
pH . He e nanuuno
pH pastsop . He e nanmuuno
Buckosurer, kuHEMaTuueH : He e npunoxumo
PaztBOpHMOCT . He e nanuuno
Koedwunment Ha pasnpenencuue: n-okranon/soga (Log  : He e nammuno
Kow)

Hanarane na mapure . He e nanuuno
Hansrane na mapure npu 50°C . He e nanuuno
ITneTHOCT . He e nanuuno
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pazmep Ha yactunure . He e nanuuno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapakTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

He e u3zBectHO.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIISI OTaCHU U3IIapCHUS.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . Bpenen npu normsimane.
OcTpa TOKCHYHOCT (IepMaltHa) : He ce xnmacuduumpa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE Ca U3ITBJIHCHH KPUTEPUHTE 3a
KIacuHIHpaHe)
OcTpa TOKCHYHOCT (BAHILIBAHE) . He ce xnmacuduumpa (Bb3 ocHOBa Ha HAJTHYHUTE JAHHH HE Ca U3ITBJIHEHN KPUTEPUUTE 32
KIIacuHIHpaHe)
Felodipine for peak identification
ATE CLP (opanna) 1056,444 mg/kg TenecHo Terio
Felodipine
LD50 opaiHo mrbx 1050 mg/kg
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Felodipine for peak identification

Nudopmanronen auct 3a 6€30macHOCT

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

KoposuBHOCT/Ipa3HeHe Ha KoxKaTa
JlomrbiHuTENHA HHPOPMALHS

Cepro3HO yBpeXKIaHE HA OUUTE/Ipa3HEHE HA OUUTE
CeHCHOMIN3ALMS HA AUXATEHUTE IBTUILA HIH KOXXaTa
MyTareHHOCT Ha 3apOIHIIHUTE KIICTKH
KanueporenHoct

TOKCHYHOCT 3a PEHPOAYKIHUATA

CTOO (cnenuduyHa TOKCHYHOCT 32 ONPEACIICHN
OpraHu) — €JHOKpaTHA €KCIIO3UIS

CTOO (cneunuvHa TOKCHYHOCT 32 OIPEICICHU
OpraHu) — MOBTaPSIIIa CE EKCIIO3ULIUS

He ce xnacudunupa

Bb3 ocHOBa Ha HANMYHATE JaHHU He ca U3IBIHEHN KPUTEPUHTE 3a KIacupuIupane

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE Ca M3IIBIHCHU KPUTEPHUTE 32
KJacupuIupane)

He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHKUTE JAHHH HE Ca U3MBIHCHH KPUTEPHUTE 32
KiIacuHLIHpaHe)

He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE Ca U3MIBJIHCHH KPUTEPHUTE 32
KIacHHILHPaHe)

He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHKUTE JAHHH HE Ca U3MBJIHCHH KPUTEPHUTE 3
KIacHHILHPaHe)

Ipenmonara ce, 4e yBpex/aa OILIOAUTEIHATA CIIOCOOHOCT M ILIOZA.

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE Ca M3II'BIHCHU KPUTEPHUTE 32
KkiacupuIupane)

Moske 1a IpUYMHU YBPEXKIaHe HAa OPraHUTE NIPU MPOABIDKUTEIHA UM IIOBTAPAILA CE €KCIIO3UIIUSL.

Felodipine

CTOO (crennduyHa TOKCHYHOCT 32 OIPEIEICHN OPraHH)
— TOBTApSIIIA CE eKCHO3UIIHSL

Moxe na NIPUYUHHA YBPEXKAAHE HA OPTAaHUTE IPU MPOABJDKUTEIIHA WIH IIOBTapsIIa CE€ CKCIIO3ULUA.

Dimethyl 4-(2,3-dichlorophenyl)-2,6-dimethyl-1,4-dihydropyridine-3,5-dicarboxylate

CTOO (cennduyHa TOKCHYHOCT 32 OIPEIENICHN OPraHH)
— TOBTApSIIIA CE eKCIO3UIMS

Moxe na NPUYUHHA YBPEXKIAHE HA OPTAaHUTE IPU MPOABJDKUTEIIHA WIH IIOBTapsIIa CE€ CKCIIO3ULIUA.

OrmacHocT TIpy BAUIIBAHE

11.2. Mudopmanusi 3a JPyrd ONACHOCTH

Hsima Hanmmana JOI'BJIHUTCITHA I/IH(t)OpMaI_II/IH

He ce knacuduimpa (TexHn4ecka HeBb3MOXKHOCT 3a MOJyYaBaHe Ha JJAHHU)

3AEJI 12: ExonoruyHa undopmanus

12.1. TokcuuHOCT

Exonorus - o010

OnacHo 3a BoJHaTa cpejia, KpaTKocpouHa (0cTpa)
OnacHo 3a BoJJHATa cpejia, IbJAroCpoYHa (XPOHUYHA)
He ce pasrpaxna 0bp30

He npezncTaBisiBa KOHKpeTHA OIACHOCT 3a OKOJHATA Cpefa.
CHITHO TOKCUYEH 33 BOJHUTE OPTaHU3MH.
CHIIHO TOKCHYEH 33 BOJHHUTE OPraHU3MHU, C ABITOTPACH eEeKT.

Felodipine

LC50 - Pu6mu [1]

0,05 mg/l (96h, rainbow trout)

NOEC xponmdHa pubn

0,008 mg/1 (7 mum fathead minnow)

12.2. YeToidYMBOCT H Pa3srpajiuMocT

Hsma HanmyHa qonbiHUTENTHA UHOPMAIUS

12.3. Bnoakymy./Mpania cnocooHocT

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

12.4. TIpeHocUMOCT B IOYBATA

Hsma Hanm4Ha JOMbIHUTETHA HHOOPMALUS

12.5. Pesyaratu ot onenkara Ha PBT u vPvB

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

12.6. CBoiicTBa, HapymaBamy GyHKIHMUTE HA €HOKPHHHATA CHCTEMA

Hsima Hanmuana JOIIBJIHUTCITHA HH(i)OpMaLIHS[
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Felodipine for peak identification

Nudopmanronen auct 3a 6€30macHOCT

B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢

Pernament (EC) 2020/878

12.7. ipyru He4JIaronpusitTHu edexTu

Hsima HanmmaHa qOMBIHATETHA I/IH(l)OpMaI_II/ISI

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma HanmmvHa JONBIHUTETHA UHOPMAIIUS

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA

UN 3077

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep
UN 3077 UN 3077

14.2. TouHo HAaUMEHOBAaHHUE HA NMPaTKaTa no cnucbka Ha OOH

BEIIECTBO, OIIACHO 3A OKOJIHATA
CPEJIA, TBBPJIO, H.Y K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAaHCHOPTHUTE TOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, HY K., 9,1, (-) | SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, 111
POLLUTANT
14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPAaHE
9 9 9

14.4. OnakoBb4yHa rpyna

14.5. OnacHocTH 3a OKOJIHATA cpeaa

OnacHo 3a okonHata cpena: Jla

OmnacHo 3a okonHaTa cpena: Jla
Mopcku 3ambpeuten: la

OmnacHo 3a okosHara cpena: [la

HsiMa nombiaHHTeTHA HATHYHA HHQOpMAITHS

14.6. Cnieyua/iny nNpeana3’Hu MEPKH 32 MOTpeduTeInTe

CyxombTeH TPAHCIIOPT

Kracudukannonen xox (ADR)

Crerrranau pasmnopentou (ADR)

Orpannuenu xonudectsa (ADR)

Wskimouenn xonmdectsa (ADR)

OmnakoBbunn HHCTPYKIMH (ADR)

Creryaniu onakoBs4HH pasnopendu (ADR)

Cwmecenn onakoBkd (ADR)

HHcTpyKuuy 3a IPEeHOCMMH UCTEPHU U KOHTEHHEPH 32
nHacunuu ToBapu (ADR)

Creruaniu pa3nopenos OTHOCHO IPEHOCUMH IHUCTEPHU
1 KOHTelHepH 3a HacuHu ToBapu (ADR)

Konose 3a nuctepuu (ADR)

ITpeBo3HO CPEACTBO 3a MPEBO3 B IIUCTEPHU

M7
. 274, 335, 375, 601
: bkg
El
P002, IBC08, LP02, RO01
PP12, B3
: MP10
: T1, BK1, BK2, BK3

. TP33

. SGAV, LGBV
AT
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Felodipine for peak identification

Nudopmanronen auct 3a 6€30macHOCT

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

Tpaucnoptra kareropust (ADR) : 3
Criennaniau pasnopendu 3a npesosa - Onakosku (ADR) @ V13
Criennaniau pasnopendu 3a npeo3 - HacumnHo : VC1,VC2
cecTosHEE (ADR)

Criennaiiay pa3nopeadu 3a mpeBo3 - TOBapeHe, CVv13
pastoBapBaHe u 00padoTtka (ADR)

Wnentndukanronen Homep 3a onacHocT (Kemiep No.) 90

OpamxeBu Tabenu

Kon 3a TyHennu orpanuyenus (ADR)

TpancnopT no mope
Creruanau paznopenou (IMDG)

274, 335, 966, 967, 969

Orpanunuenu koimuectsa (IMDG) 5 kg
Uskimtouenu konudectsa (IMDG) El
OmnakoBpunu uHCTpYKIWH (IMDG) LP02, PO02
Creranau pasnopendu 3a omakosase (IMDG) PP12
IBC onakosbunu unctpykuuu (IMDG) IBCO8
IBC cnieunasnnu pasnopendu (IMDG) B3
Wnctpykunu 3a uuctepuu ( IMDG) BK1, BK2, BK3, T1
Crennanuu pasnopeabu orHocHo mucrepru (IMDG) TP33
EmS-Ne (IToxap) F-A
EmS-Ne (Paznus) : S-F
Kareropust Ha ToBapene ( IMDG) DA
Cknagupase u obpadorka (IMDG) SW23
Bb3aymien Tpancnopr

PCA Uzkmouenn xomuaectsa (IATA) El
PCA Orpanndesn KOIM4YecTBa MbTHUYECKH CAMOJIET 1 Y956
xapro (IATA)

PCA MaxkcuMaitHO HETHO KOJIMYECTBO 33 OTPaHUICHO 30kgG
KOJIMYECTBO ITBTHUUECKH camoneT U kapro (IATA)

PCA HMHCTpyKIIMH 32 OIaKOBaHE MBTHUYECKH CAMOJIET 1 956
xapro (IATA)

PCA MaxkcuMaiHO HETHO KOJIMYECTBO MbTHUYCCKH 400kg
camorret u kapro (IATA)

Wnctpyknun 3a onakoane camo kapro (IATA) 956
MakcuMaTHO HETHO KoirdecTBo caMo kapro (IATA) 400kg

Crerrraan pasnopenou (IATA)
ERG xkor (IATA)

14.7. MOpCKP[ TPAHCHOPT HA TOBAPU B HACUIIHO CHCTOAHUE CHIJIACHO HHCTPYMEHTH Ha Memnyﬂapozu-laTa MOPCKa OpraHnusanus

He e npunoxxumo

© A97, A158, A179, A197, A215

9L

PA3IEJI 15: UH¢dopManusi 0OTHOCHO HOPMATHBHATA ypenda

15.1. Cl'lellll(l)lfl‘ll-ll/l 3a BEeIIECTBOTO HJIK CMECTAa HOPMATHBHA ypenﬁa/salcononaTechTBo OTHOCHO 6830ﬂaCHOCTTa, 3ApPaBE€TO U OKOJIHATAa

cpena

15.1.1. Peranamentu Ha EC

REACH IIpuio:xenune XVII (YciaoBus 3a orpann4abaHe)

He cpappixa BemecTBo(a), BritoueHo(n) B [Ipunoxenne XVII Ha REACH (YcioBus 3a orpanudyaBane)

REACH, ITpuiaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peuiaBaHe)
He cpappixa BemecTtBo(a), BiioueHo(u) B [Ipunoxenne XIV na REACH (Comchbk Ha BelecTBaTa 3a pa3pelnraBaHe)
REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He cpappixa BemecTBo(a), BKitoueHo(1) B crincbka Ha REACH ¢ kanannar-BenecTsa
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Peraament PIC (EC 649/2012, IIpeaBapuTe/IHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

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

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIMCHKA C BEIIECTBA, KOUTO HapymiaBat 030HoBuUs cioii (Permament EO 1005/2009 oTHOCHO BeliecTBa, KOUTO
HapyIaBaT 030HOBHUSI CJIOH)

PernameHnT oTHOCHO mpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIMCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npennaranero Ha na3apa 1 ynorpebara Ha
[IPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAPKOTHYHHU BemlecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIFOUeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe BemecTBa (Pernament EO 273/2004 0THOCHO MPOU3BOACTBOTO U IIYCKAHETO
Ha 11a3apa Ha OIPEJICIICHH BEIECTBA, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH IICMXOTPOIHH BEILIECTBA)

15.1.2. HanuoHa HU pa3nopenou

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

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

Hsima Hanmmana 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 Acute 1 OmacHo 3a BoIHATa cpefia — 0CTpa OMacHOCT, KaTteropus 1

Aquatic Chronic 1 OracHo 3a BOJ{HATA CPefia — XPOHHYHA ONACHOCT, Kateropus 1

H302 Bpenen npu nornsiuaxe.

H361 IIpenmonara ce, ue yBpesk/1a OIUIOAUTEIHATA CIIOCOOHOCT I IUIOZA.

H373 Moxe 1a IPUYMHK YBPEXKIaHe Ha OPraHUTE TPH NMPOABIDKUTEIHA WIN TOBTAPSINA C€ EKCIIO3ULIUSL.
H400 CHITHO TOKCHYEH 33 BOJHUTE OPTraHH3MH.

H410 CHITHO TOKCHYEH 33 BOJHUTE OPTAHH3MH, C IBITOTPACH ePEKT.

Repr. 2 ToxcudHOCT 3a penpoykiusTa, Kareropns 2

STOTRE 2 CrrennidHa TOKCHYHOCT 3 ONPEJIETIeHN OpraHy — MOBTapsIa ce excriosuius, Kareropus 2

Knacuduuupane u npoueaypa, u3no/I3BaHa 3a mojyyaBaHe Ha KJIacH(pUKAIUATA 32 cMecH cbriiacHo Peraament (EO) Ne 1272/2008
[CLP]:

Acute Tox. 4 (opanHa) H302 W3uucnureneH MeTox
Repr. 2 H361 W3uucnurenen meron
STOTRE 2 H373 W3unciurenied MeTo,
Aquatic Acute 1 H400 W3uucnurenen meron
Aquatic Chronic 1 H410 W3uucnurenen merox

Wudopmanmonen iuct 3a 6esonacuoct (M1J16), EC

OTKA3 OT OTTOBOPHOCT UupopmanusTa, chabpkaiia ce B To3u MHpOpMaMoHeH JUCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOYHHIM, KOUTO CMsATaMe 3a
HaIeKAHH. Beopexu ToBa, HH(pOpManuATa ce MpefocTaBs 0e3 HUKaKBa TapaHIlis, U3pHIHA WK IT0Apa30upaia ce, OTHOCHO HeHHaTa KOPEKTHOCT
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