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e/ r g m Etodolac impurity H

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepcwus: 1.0

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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HaumMeHoBaHMe Ha BEIIECTBOTO : Etodolac impurity H
EO unnexc Ne © 603-196-00-1

EO Ne : 431-020-1

CAS Ne : 41340-36-7

Kox Ha mpoaykra : 201601049

1.2. MnenTuduuupaHn BUI0Be YNOTPeda HA BelIECTBOTO WJIM CMeCTa, KOUTO Ca OT 3HAa4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Nnpenopb4YBaTt

1.2.1. UnenTnunupanu ynorpeou

OcHoOBHa KaTeropus Ha yrnorpeba . TIponykThT € npeJHa3HA4YCH 32 H3CIICABAHMS, AHATH3H 1 HAYYHO-00Pa30BATEITHH LISIH.
Vnorpeba Ha BelecTBOTO/CMecTa : Camo 3a npodecroHaIHa ynorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba ;. JlaGopaTopHH XMMHUKAII

1.2.2. Ynorpeou, KOMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noin3sa : [lornsinane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHUS 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. TesiedoHeH HOMEP NPH CHELIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +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 ToxcnuHocT (opainHa), Kareropus 4 H302
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTaHy — IOBTapsIia ce ekcrosumms,  H373
Kateropus 2

OrmacHo 3a BOHATa cpesia — XPOHHYHA OIMACHOCT, KaTeropus 2 H411
3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

HebaaronpustHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH eeKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATa cpeJa

OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

1

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

H373 - Moxe 1a NpUYHHM YBpEeXK/JaHe Ha OPTaHNTE IPU MPOJIBIDKUTENHA WIN MOBTApSAIIA Ce
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Etodolac impurity H

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

eKCIIO3HLNSL.
H411 - ToxcuueH 3a BOJHUTE OPTaHU3MH, C JBITOTPacH ePeKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P260 - He BanmiBaiite mpax.
P314 - TIpu HepasnonokeHue MOThPCeTe MEAULUHCKH CHBET/TIOMOLI.
ETI/IKeTI/l‘paHC B CBOTBETCTBHUE C: U3KIIFOYCHUS 3a BBTPCIIHU OITAKOBKH, KOraTO ChbABPKAHUETO HE IIPEBUIIaBa 10 ml
IMukrorpamu 3a onacHoct (CLP) :

GHS08

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTAaBKHTE

HaunmeHnoBanune Hnentnduxarop Ha % Kaacudukanust B cboTBeTCTBHE €
NPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Etodolac impurity H CAS Ne: 41340-36-7 <100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 431-020-1 mg/kg TenecHo Terio)
EO nnzexc Ne: 603-196-00-1 STOT RE 2, H373
Agquatic Chronic 2, H411

3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa MOMOIL

H’LpBa TOMOII IMTPH KOHTAKT C KOXKaTa : I[a C€ OTCTpaHU MaKCUMaJIHO Ype3 I/I36'prBaHe (C YHUCTa U MEKa IonuBalia K’Lpl'[a).

H’LpBa TOMOII IMTPH KOHTAKT C OUUTE : W3miakaere ounte ¢ Boja KaTto npeanasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

Tlomxopsmu noskaporacUTENHN CPEACTBA 1 Ogmesio 3a 3aracsHe Ha OTbHS.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oXxapu : I[a C€ U3MI0JI3BAT CPEACTBA, IIOAXOAAINHU 3a raCeHE Ha I10XKapH B CbCEIICTBO.
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Etodolac impurity H

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

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIELIHH CIyYaH

ABapPIﬁHH IIJTAaHOBE . I[a ce u30srBa BCSIKaKBa M3JIMIIIHA CKCIIO3U LU

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nanmuana gomsnHUTENHA HHPOPMAIUST

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bwx maparpag 1.

PA3JIEJI 8: KoHTpo.1 Ha eKCNO3NIMATA/JIMYHU NPeANa3sHU CPeICcTBa

8.1.1 HanMoHAaIHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS U GHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbunTeTHN MPOIEYPH 32 HAOTI0CHHE
Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.3. OGpa3yBaT ce 3aMbpPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

8.2.1. Iloaxoasiu TeXHUYECKH KOHTPOJI

Tloaxoasiy TEXHHYEeCKH KOHTPOJI:
Jla ce cpxpansBa B 100pe npoBeTpuBo nomenieHne. OOGMKHOBEHO ce M3MCKBAT KAKTO MECTHA CMYyKAaTeJIHA BEHTIJIALMS, Taka M BEHTHIANUs Ha 00II0TO
MOMEIICHHUE.

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 3/8



Etodolac impurity H

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

8.2.2. JIM4UHH Npeana3Hu CpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JHIETO

HsiMa HaimM4uHa TOMBJIHUTENHA HHQOpMALHS
8.2.2.2. Ilpeana3BaHe HA KOKaTa

3amMTa HA KOKATA M TAJIOTO:
JlaGoparopHa npectuiika

3ammTa Ha pouere:
33.IJ_H/ITHI/I PBKaBUIA

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

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

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaimM4YHa TOMBJIHATETHA HHQOPMALIHS

3AEJI 9: ®u3uyHu 1 XUMHUYHU CBOMCTBA

9.1. Undopmanusi 0THOCHO OCHOBHHUTE (PM3MYHHM H XHMHYHH CBOHCTBA

ATperaTHo CbCTOSTHUE : TBBpHO BELIECTBO
IBsT : He e HammuHO
BrHieH Bug : IIpax.

Mupuc . He e manmuuno
I'panunara Ha Mupuca . He e manmuuno
Touka Ha TOIIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e HammuHO
Touka Ha KUTIEHE : He e HamnmuHO
3anajrumMocT : He e Hanu4no
I'panuIy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanua Ha EKCITIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3arnanBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e HanmuHo
pH . He e HanmuHo
pH pastsop . He e manmuuno
Bucko3uter, KHuHEMaTHYEH : He e npunoxumo
PastBopumoct . He e HanmuHo
KoedummenT Ha pa3npenenenne: n-okranoi/soga (Log . He e HanmuHo
Kow)

Hansrane na napute . He e HanmuHo
Hansrane ra mapute npu 50°C . He e manmuuno
IIreTHOCT . He e HanmuHo
OTHOCHUTENHA IUTBTHOCT . He e HanmuHo
OTHOCHTEINHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiure : He e nanuuno

9.2. Ipyra undopmaunus

9.2.1. Undopmanus BbB BPb3Ka ¢ KJacoBeTe HA (PU3HYHA OIIACHOCT

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

9.2.2. Jpyru XapaKkTepHuCTHKH 32 6e30macHoCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[
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Etodolac impurity H

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JEJI 10: CTa0HJIHOCT H PEaKTUBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nanmdana nomeianTenHa HHGOPMAIHS

He e uszBectHo.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma npu HopmanHa yrnotpe6a. Buokre Pasnern 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIA OaCHU M3IIApCHUS.

PA3JIEJI 11: TokcukoaoruaHa uHgopmanusi

Ocrtpa ToKCHYHOCT (OpaiHa) . Bpenen npu normsmane.
OcTpa TOKCHYHOCT (JiepMaiIHa) : He ce xacudunmnpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmnpa
KoposzuBHOCT/ipa3sHeHe Ha KoXarta : He ce xacudunmnpa
CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HEeHe Ha OUHTE . He ce xmacudunupa
Cencubunusanys Ha AMXaTeIHUTE MBTULIA Wik KoxkaTa  ©  He ce kiacudpuumpa
MyTareHHOCT Ha 3aPOHIIHUTE KICTKU : He ce xmacuduumpa
Kanneporennoct : He ce xmacuduumpa
TokcHYHOCT 3a PENpOAYKIHATA : He ce xmacugpummpa
CTOO (crenu¢pudHa TOKCHYHOCT 3a ONPEICTICHH : He ce xmacuduunpa

Opl"aHI/I) — €HOKpAaTHa CKCIIO3UIINA
CTOO (CHCLIPI(l)I/I‘{Ha TOKCHAYHOCT 3a OIPEACTICHA : Moxe na TIPUYUHA YBPEKAAHEC HA OPTAHUTE NPU MPOABJDKATEIIHA WX MOBTAPAIIA CC CKCIIO3UIINA.
Opl"aHI/I) — IOBTapsIa C€ EKCIIO3ULAA

OnacHOCT NpH BMIIIBAHE : He ce xmacuduumpa

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exouorus - 06110 : He npezacrasiisiBa KOHKpETHA OMACHOCT 32 OKOJIHATA Cpe/a.
OmacHo 3a BoIHaTa cpesia, KpaTKocpoyHa (0cTpa) . He ce xnmacudunmpa

OrnacHo 3a BOIHATA CPE/ia, ABITOCPOYHA (XPOHHYHA) : ToxcH4eH 3a BOAHUTE OPraHU3MH, C ABJITOTPACH eeKT.

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS
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Etodolac impurity H

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

12.4. TIpeHOCUMOCT B IOYBATA

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

12.5. Pesyararu ot onenkara Ha PBT u vPvB

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

12.6. CBoiicTBa, HapymaBamy (pyHKIHUTE HA €HOKPHHHATA CHCTEMA

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

12.7. ipyru He4aronpusitTHu edexTu

Hsima HanmuuHa JOMBIHUTEIHA I/IH(i)OpMaLII/ISI

PA3JIEJI 13: OGe3BpexkaaHe HA OTHATBLUHTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHABIH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

PA3JIEJI 14: UudopManysi 0OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH win naeHTHGUKALTOHEH HOMeEP
UN 3077 UN 3077 UN 3077

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa Mo ciucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPJIO, H.V K.

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

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

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 3077 BELLIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPJIO, HY K., 9, 1II, (E) | SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Knac(oBe) Ha omacHOCT NPH TPAHCIIOPTHPaHe
9 9 9

14.4. OnakoBb4YHa rpyna

14.5. OnacHocTH 3a OKOJIHATA cpefia

OnacHo 3a okosHata cpena: Jla

OnacHo 3a okosHaTa cpena: Ja
Mopcku 3ambpenten: Ha

OnacHo 3a okosiHara cpena: [la

Hsima ombiHUTENHA HAJIMYHA I/IH(i)OpMaLII/IF[

14.6. CnienquaJ/iHy Npeana3’Hu MEPKH 32 MOTPeduTeInTe

CyXonmbTeH TPAHCIOPT

Krnacugukannonen xox (ADR) M7
Creruanau pasnopenou (ADR) 1 274,335, 601, 375
Orpannuenu xonmmuecta (ADR) : 5kg
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Etodolac impurity H

Nudopmanronen auct 3a 6€30macHOCT

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

Wskimouenn xommdectsa (ADR)

OmnakoBbunu HHCTPYKIMHU (ADR)

CreraiHu onakoBsYHH pasnopenou (ADR)

Cwmecenn onakoBku (ADR)

WHCTpyKIuH 32 IPEHOCHMH ITUCTEPHU U KOHTEIHepH 3a
HacunHu ToBapH (ADR)

Creranau pa3nope 0y OTHOCHO IPEHOCUMU LIUCTEPHU
1 KOHTeliHepH 3a HacuHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPEACTBO 3a IPEBO3 B IIUCTEPHU
Tpaucnopraa kareropust (ADR)

Creranau pasnopenou 3a npesosa - Onakosku (ADR)
Creranau pasnopenou 3a npesos - Hacumxo
cecTosHEE (ADR)

Creranau pa3nopeoy 3a IpeBo3 - TOBapeHe,
pastoBapBaHe u 00paboTtka (ADR)
Wnentudukanponex Homep 3a onacHocT (Kemiiep No.)
OpamxeBu Tabenn

Kop 3a tynennu orpanudenus (ADR)

TpaHcnopt no Mmope

Crennannu pasnopenou (IMDG)

Orpanunuenu konmuectsa (IMDG)

W3kmouenu konnyectsa (IMDG)

OnakoBbynu uHCTpYyKUMK (IMDG)
Crienmansu pasnopendu 3a onakosane (IMDG)
IBC onakorbunu unctpykunu (IMDG)

IBC cnieunanuu pasnopenou (IMDG)
Wucrpykuunu 3a uucrepuu ( IMDG)
Crienmaniu pasnopenou otHocHo uucrepuu (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kareropus na toBapene ( IMDG)

MFAG-No

Bb3aymen Tpancnopt

PCA Uzkmouenn xonmmaectsa (IATA)

PCA OrpaHuueHn Kolu4ecTBa MbTHUYECKH CaMOJIET U
xapro (IATA)

PCA MaxkcumaitHo HETHO KOJIMYECTBO 32 OTPaHUYEHO
KOJIMYECTBO IMBTHUUYECKH camoeT U kapro (IATA)
PCA UHcTpyKImy 3a OnakoBaHe ITbTHUYECKH CaMOJIeT 1
xapro (IATA)

PCA MaxkcuMaiHo HETHO KOJIMYECTBO TbTHUYECKH
camorret u kapro (IATA)

WucTpykuuu 3a onakoBase camo kapro (IATA)
MakcuMaTHO HETHO KoiandecTBo camo kapro (IATA)
Cnenmanan pasnopenou (IATA)

ERG kon (IATA)

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MEXKIyHAPOHATA MOPCKA OPraHU3anusl

He e npunoxumo

AT

El

P002, IBC08, LP02, R001
PP12, B3

MP10

T1, BK1, BK2

TP33

SGAV, LGBV
3

V13

VC1, VvC2

Cv13

90

90
3077

274, 335, 966, 967
5 kg

El

P002, LP0O2

PP12

IBCO8

B3

T1, BK1, BK2, BK3
TP33

F-A

S-F

A

171

El
Y956

30kgG
956
400kg
956
400kg

A97, A158, A179, A197
9L
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Etodolac impurity H

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

15.1. CoenuguyHu 3a BenIeCTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0OHOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJTHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, IIpunoxenne XIV (Cnucbk Ha BellecTBaTa 3a pa3peliaBane)

He ¢urypupa B ITpunoxernne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

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

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapywmasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B criuchka ¢ BeLIeCTBa, KOUTO Hapymasat 030HoBus cioit (Pernmament EO 1005/2009): Etodolac impurity H

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HAPKOTH4YHH BewlecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIEIeHH BEIECTBA, U3MO0NI3BAHN 3a HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUYHH TN TICHXOTPOITHH BEILECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3EJI 16: Ipyra nngopmanus

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHoCT (opainHa), Kareropus 4

Aquatic Chronic 2 OracHo 3a BOJHATA Cpejia — XPOHUYHA OITACHOCT, KaTeropust 2

H302 Bpenen npu morsiane.

H373 Moxe 1a IPUYMHK YBPEXKIaHEe HAa OPTaHUTE TP NPOJABIDKUTEIHA WM TTOBTAPSIA CE EKCIIO3HIIHSL.
H411 Tokcu4eH 3a BOAHUTE OPraHU3MH, C ABITOTPacH e(eKT.

STOTRE 2 CrrennidHa TOKCHYHOCT 3a ONPEJIETIeHN OpTaHy — MOBTapsIa ce ekcrosuiws, Kareropus 2

Nudopmarmonen et 3a 6e3omacuoct (MJIB), EC

OTKA3 OT OTT'OBOPHOCT HupopmanusTa, cbabpikamia ce B To3u MHpopMamoHeH et 3a 6e3011acHOCT, € MoTydeHa OT H3TOYHHIH, KOUTO CMsATaMe 3a
HaJeKIHH. Bbrpexn ToBa, HHpopManusTa ce mperocTaBs 0e3 HUKaKBa rapaHilis, U3pHYHa WK IT0pa30oupalia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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