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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Rivaroxaban

Kon Ha mponyxra : 201700651

CHHOHUME : Rivaroxaban, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS 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 CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

OrmacHo 3a BOHATA cpesia — XPOHHYHA OIMACHOCT, KaTeropus 2 H411
3a memHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszuen 16

HebaaronpustHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH e(eKTH 32 3IPaBeTO HA YOBEKAa M 0KOJHATA cpela

OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

Ertukernpane B chorBercrBre ¢ Pernament (EO) Ne 1272/2008 [CLP]

¥

IMukrorpamu 3a omacHoct (CLP)

GHS09
Curnanna gyma (CLP) Do
Ipenynpexnenus 3a onacHoct (CLP) : H411 - TokcuyeH 3a BOOHUTE OPraHU3MH, C JBJITOTPacH ePeKT.
Ipenopsku 3a 6e3onacHoct (CLP) : P273 - [la ce n30srea u3myckaHe B OKOJHATA CPENa.

P391 - Crbepere pasnsToTo.
P501 - CbabpikaHHETO/ChABT J1a Ce M3XBBPIIH B IYHKT 32 ChOMpaHe Ha OMACHU WIIH CIICLHATHA
OTIAbLH, B COTBETCTBUE C MECTHUTE, PETHOHAIIHH, HAIIMOHAIHH W/WJIN MEXIyHAPOIHH
pasnopenou.

ErtnkeTnpane B CbOTBETCTBHE C: H3KIIIOUCHHUSI 32 BETPEIIHH ONAKOBKH, KOTaTo ChAbPKaHUETO He pesumasa 10 ml
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

He ce n3uckBa €TUKEeTHPaHe

Hsma nammana nomsmanTenHa HHGOpMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTaBKHTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanust B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Rivaroxaban - <100 Aquatic Chronic 2, H411

3a memHua Texet Ha H- m EUH-nipenynpexaennsaTa 3a omacHOCT: BiK. paszen 16

He e npunoxumo

EJI 4. Mepku 3a NbpBa NOMOI

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 N30bpcBaHe (C YMCTa M MEKa MONMBAMIA KbpIIa).

H‘LpBa TIOMOIII ITPY KOHTAKT C OUYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasu TI0KapoOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCTPYKHPIPI 3a raceHe Ha IoXxapu : I[a C€ U3MO0JI3BAT CPEACTBA, IMOAXOAAIIHN 3a raCEHE Ha I10XKapHu B CbCEIICTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBaps 32 CIEIHH CJIy4an

ABapuiiHH IITAHOBE : Jla ce n30srBa BCAKAKBa M3/IUIIHA €KCIO3HIIHS.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Rivaroxaban

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

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 7: O6pa6oTka 1 CbXpaHeHHne

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

0J1 HA eKCIO3UIUSATA/IUIHI npeanasHu Cpeacraa

8.1.1 HanuoHaITHU TPAHMYHH CTOHHOCTH HA MPO(eCHOHATHA eKCIO3HINS M OHOJIOrMYHU TPAHUYHHU CTOHHOCTH

Hsima HaymuHa JONMBIHUTEIHA HHPOPMALHS

8.1.2. [IpenopbYNTETHYU MPOLETYPH 32 HAGIIOIeHHE
Hsima HaymuHa JOMBJIHUTENHA HHPOPMALHSL

8.1.3. OGpa3yBart ce 3aMbPCHTEJIH HA Bh3yXa
Hsima HaymuHa JOMBIHUTENHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce chxpansiBa B 100pe npoBeTpuBo nomenieHne. OGUMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMYyKATEIIHA BEHTHJIAIMS, TAKa M BEHTHIALNS Ha OOIIOTO
MOMEIIEHHE.

8.2.2. JImuHuM mpeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYHTE U JHUIETO

Hsima HanmaHa ToBIIHATETHA HHGOPMALIHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa Ha KOKATA H TSJIOTO:
JlaboparopHa nmpecTrika

3ammTa Ha pbIeTe:
3aIUTHA PHKaBUIN

8.2.2.3. 3amuTa HA AMXATEJHATE IBLTHIA

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Rivaroxaban

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

8.2.3. KoHTpoJI Ha eKCIIO3HIHSATA B OKOJIHATA CpeJa

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 9: ®u3u4yHu U XUMUYHHU CBOMCTBA

ArperaTtHo ChCTOSHUE : TBBPIO BEIIECTBO
st . He e Hanmmuno
Mupuc : He e Hanmu4HO
I'panuuara Ha MupHca : He e HanmuuHO
Touka Ha ToneHe : He e HanmuuHO
Touka Ha 3aMpb3BaHe : He e HamuuHO
Touka Ha KUIIEHEe : He e HanmuuHO
3ananmumoct : He e HanmuuHO
I'panuuy Ha eKCIIO3UBHOCT . He e npunoxumo
JloiHa rpaHMIIa Ha EKCIUIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha KCIUIO3UBHOCT . He e npunoxumo
Temneparypa Ha pasiaraHe . He e npunoxumo
Temneparypa Ha camo3anajiBaHe . He e npunoxumo
Temneparypa Ha pa3nagaHe . He e HanmnyHO
pH . He e nanuuno
pH pasrBop : He e HanmuyHO
Buckosurer, kunemaruueH . He e npunoxumo
PasreopumocT : Boma:< 0,19/l
Koedurent Ha pasnpenenenue: n-oktanon/soga (Log  : He e Hamnuno
Kow)

Haunsirane Ha napure . He e HanmuyHO
Hanstrane na napure npu 50°C . He e Hanuuno
IlreTHOCT : He e HanmuyHO
OTHOCHTEIHA TBTHOCT . He e HannyHO
OTHocuTeNHa INTBTHOCT Ha mapute mnpu 20°C . He e npunoxumo
Pasmep Ha yactuuure : He e HanmuyHO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJacoBeTe Ha (GU3HIHA OMACHOCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30MacHOCT

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTaGMJIHOCT U PEAKTHBHOCT

CraOuiteH Ipu HOPMAJIHH YCIOBHSL.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

He e u3BectHO.

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.
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Rivaroxaban

NudopmanroneH aucT 3a 6e300acHOCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACII OIIaCHU U3IIapCHUs.

PA3JEJI 11: Tokcuxo

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCUYHOCT (JepMaiHa)

OcTpa TOKCHYHOCT (BJHIIIBAHE)
KoposusHoct/npa3Hene Ha koxara

CepHo3HO yBpeK/jaHE Ha OUMTE/IpasHEHEe Ha OUHUTE
CeHcuOHMNM3aIMs Ha JUXATETHUTE ITBTHINA WIH KOXKaTa
MyTareHHOCT Ha 3apOJUIIHUATE KIETKNA
Kanneporennoct

TOKCHYHOCT 3a PEHPOAYKLHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEICICHH
OpraHu) — eHOKPATHA CKCTIO3ULIUS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI

rum4yHa HH(l)OpMaIIHH

He ce xnacudunupa (Jluncpamy nanHm)
He ce xnacudunupa (Jlumncsamy naHHN)
He ce xnacudunupa (Jluncsamy nanHm)
He ce knacudunupa (Jluncpauy gaHH")
He ce knacudunupa (Jluncpauy gaHH")
He ce xnacudunupa (Jluncsamy nanHm)
He ce xnacudunupa (Jluncsamy nanHm)
He ce xnacudunupa (Jluncpamy nanHm)
He ce knacudunupa (Jlunceamy qaHHm)

He ce knacudunupa (Jlunceamy gaHHm)

He ce xnacudunupa (Jluncpamy naHHam")

OpraHy) — MOBTapSIIIa C€ EKCIIO3UIUS

OmnacHOCT NP BIWIIBaHE He ce xnacudunupa (Texanuecka HeBB3MOXKHOCT 3a IOJTydaBaHe Ha JaHHN)

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

PA3JIEJI 12: Exonoru4ysa ungopmanus

He nipe/icTaBisiBa KOHKPETHA ONACHOCT 33 OKOJIHATA CPeJIa.

He ce knacu¢puumpa (B3 OCHOBa Ha HAIMYHUTE JIAHHU HE Ca U3IIbIHEHH KPUTEPHUHTE 32
KkinacuHIpane)

TokcuueH 3a BOAHUTE OPraHU3MH, C ABJITOTPacH e(eKT.

Exoiorus - 061110
OmacHo 3a BOIHATa cpefia, KpaTkocpouHa (0cTpa)

OrnacHo 3a BOJHATA CPe/ia, AbIrOCPOUHA (XPOHHYHA)

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Hsma HanuvHa TONBIHHUTENHA HHPOPMAIIUS

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIIUS

©
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Rivaroxaban

Nudopmanronen auct 3a 6€30macHOCT

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

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

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

PA3JIEJI 14: UndopManusi 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. Touno HaMMeHOBaHHe 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 TPAHCIIOPTHUTE JOKYMEHTH

UN 3077 BEHIECTBO, OITACHO 3A

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OKOJIHATA CPEJIA, TBBPIO, H.Y.K,, 9, 1IL, (-) | SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPAaHE
9 9 9

14.4. OnakopbyHa rpyna

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okonHata cpena: Jla

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

OmnacHo 3a okonHara cpena: [la

HsiMa nombiaHHTeTHA HATHYHA HHQOPMAIIHS

14.6. CiequaaHu MpeANa3sHA MePKH 32 MOTPeOHTeIHTe

CyxombTeH TPAHCIIOPT

Kracudukannonen xox (ADR)

Crerranau pasmopentdu (ADR)

Orpanuuenu konuuectsa (ADR)

W3kmrouenu konmyectBa (ADR)

OnakoBbyHHU HHCTpYKIMH (ADR)

Crienmasiiy onakoBb4HM pasnopenou (ADR)

Cwmecenn onakoBku (ADR)

HHcTpyKuuy 3a IPEeHOCHMMH UCTEPHU U KOHTEHHEPH 32
nHacunau ToBapu (ADR)

Creryanau pa3nopenos OTHOCHO IPEHOCHMH IIHUCTEPHU
1 KOHTeliHepH 3a HacuHu ToBapu (ADR)

Konose 3a nuctepuu (ADR)

ITpeBo3HO CPEACTBO 3a IPEBO3 B IIUCTEPHU
Tpaucnoptaa kareropus (ADR)

Creruanau pasnopenou 3a npesosa - Omakosku (ADR)
Creruanau pasnopenou 3a npeBo3 - Hacumno
cectosaue (ADR)

: 5kg

AT
: 3

: V13

: VC1,VvC2

M7
274, 335, 375, 601

El

P002, IBC08, LP02, RO01
PP12, B3

MP10

: T1, BK1, BK2, BK3

. TP33

SGAV, LGBV
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Rivaroxaban

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

Criennaiiay pa3nopeadu 3a mpeBo3 - TOBapeHe, : CVvi1i3
pasroBapBaHe u 00padoTtka (ADR)

Wpnentudukanponen Homep 3a onacHocT (Kemnep No.) @ 90
OpanxeBu Tabenu

Kon 3a TyHennu orpanuyenus (ADR) Do

Tpancnopt no Mope

Crenuanau pasnopenou (IMDG) 1 274, 335, 966, 967, 969
Orpanunuenu konmuectsa (IMDG) . 5kg

Uskimtouenu xonudectsa (IMDG) © El1

OmnakoBbunu uHCTpYKIMH (IMDG) : LP02, PO02
Crenuaniu pasnopendu 3a onakosate (IMDG) : PP12

IBC onakosbunu unctpykuuu (IMDG) . IBCO8

IBC cnieunannu pasnopenou (IMDG) : B3

Wnctpykunu 3a uuctepuu ( IMDG) : BK1, BK2, BK3, T1
Creraniu pasnopenou otocHo ucrepau (IMDG) : TP33

EmS-Ne (IToxxap) . F-A

EmS-Ne (Pa3nuB) © S-F

Kareropust Ha ToBapene ( IMDG) DA

Cxiagupane u oopadotka (IMDG) © SW23

Bb3aymien Tpancnopt

PCA Uzkmouenn komuaectsa (IATA) : El1
PCA OrpannueHr KOJIMYECTBA MBTHUYECKH camonieT 1 & Y956
xapro (IATA)

PCA MaxkcuMaitHO HETHO KOJIMYECTBO 33 OTPaHUICHO : 30kgG
KOJIMYECTBO ITBTHUYECKH camoeT U kapro (IATA)

PCA MHcTpyKIMy 3a OIaKOBaHE MbTHUYECKH camoneT 1 © 956
xapro (IATA)

PCA MaxkcuMaiHO HETHO KOJIMYECTBO IbTHUYECKH : 400kg
camortet u Kapro (IATA)

Wnctpyknun 3a onakosane camo kapro (IATA) © 956
MakcuMaTHO HEeTHO KoirdecTBo caMo kapro (IATA) : 400kg
Crerrranan pasnopenou (IATA) . A97, Al158, A179, A197, A215
ERG xkor (IATA) 9L

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUIIHO CHCTOAHUE CHIJIACHO HHCTPYMEHTH Ha Memyﬂapo;]ﬂaTa MOPCKa opranusanus

He e npunoxxumo

PA3IEJI 15: UHdopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduyanu 3a BeHIeCTBOTO WJIH CMeCTa HOPMAaTHBHA Ypea0a/3aK0HOIATeJICTBO OTHOCHO 0€30MACHOCTTA, 3/IPABETO U OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuio:xenne XVII (YciaoBus 3a orpaHn4aBaHe)
He ¢urypupa B [Ipunoxernne XVII na REACH

REACH, IIpuiaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucpk Ha BemecTBaTa 3a pa3pelaBaHe)
REACH Cnucbk ¢ kanauaar-semiectsa (SVHC)

He ¢urypupa B cnimcska Ha REACH ¢ kanannar-BemecTsa

Peranament PIC (EC 649/2012, IIpeaBapuTesino 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Rivaroxaban

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

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

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

He ¢urypupa B cucbKa ¢ BeIecTBa, KOUTO HapymIaBat 030HoBus cioif (Permament EO 1005/2009): Rivaroxaban

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeecTBa (Pernmament EC 2019/1148 3a npemiaranero Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKoTHYHH BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe Beniecta (Pernament EO 273/2004 0THOCHO MPOU3BOJCTBOTO U ITyCKaHETO
Ha a3apa Ha OIPEJICJICHU BEIIECTBa, U3I0JI3BaHM 32 HE3aKOHHO MPOU3BOJICTBO Ha HAPKOTUYHH WM ICUXOTPOITHH BEILIECTBA)

15.1.2. HauuoHa oM pa3nopeaon
Hsma HaymyHa JOITbJIHUTECIIHA I/IH(l)OpMaLIHSI
15.2. Onenka Ha 6€30MaCHOCT HA XUMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

3AEJI 16: Ipyra ungopmanus

Huaukanus 3a NpoMeHu:
Knacudurunpane Ha BELIECTBOTO UIN CMECTa.

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

Agquatic Chronic 2 OnacHo 3a BOJIHATA CPe/la — XPOHUYHA OIACHOCT, KATeropust 2

H411 TokcuyeH 3a BOXHHTE OPraHU3MH, C ABITOTPacH e(eKT.

Wudopmanuonen et 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusra, chabprkama ce B To3u MHpopMannoHeH iuct 3a 6e3011acHOCT, € ToTy4eHa OT H3TOYHHIH, KOUTO CMsATaMe 3a
HaJeXIHU. Berpeku ToBa, HH(pOpMarusTa ce IpenocTans 6e3 HUKaKBa TapaHIis, H3pUYHA WM MOApa3duparna ce, OTHOCHO HelfHaTa KOPEKTHOCT
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