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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Celiprolol hydrochloride

XHUMHYECKO HANMEHOBAHHUE 1 3-[3-acetyl-4-[3-(tert-butylamino)-2-hydroxypropoxy]phenyl]-1,1-diethylurea hydrochloride
Kon na npoxykra : 201600176

1.2. UneHTHUIMPAHH BUIOBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

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

OnacHo 3a BoJIHaTa cpejia — XpOHWYHA ONAcHOCT, KaTeropus 3 H412
3a meinnus Teker Ha H- 1 EUH-npeaynpexaeHusTa 3a onacHoOCT: BX. pazjen 16

HeﬁnaronpuﬂTHu ¢M3HKOXP[MM‘IHM ed)elc"m ) /| HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBECKA U OKOJIHATa cpeaa
OnpegenﬂHe Ype3 CKCICPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTCJICTBA.
2.2. EneMeHnTH HA €THKETA

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

Curnanna gyma (CLP) Do
Ipenynpexnenus 3a onacHocT (CLP) : H412 - BpeneH 3a BOIHUTE OPraHU3MH, C JBJITOTPaeH eeKT.
Ipenopsku 3a 6e3omacHocT (CLP) : P273 - Jla ce u30srBa H3MycKkaHe B OKOJIHATA CPEZa.

P501 - Cbabp:kaHHETO/CHIBT JIa CE M3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU WU CTICIIHATHI
OTITA/IBIH, B CHOTBETCTBHE C MECTHUTE, PETHOHAITHH, HAIIMOHAHH H/WIH MEKITyHAPOIHI
pasnopenou.

ETukeTHpane B ChOTBETCTBHUE C: H3KITIOUEHUS 38 BHTPENIHH OIIAKOBKH, KOTATO ChIbP)KAHUETO He mpeBumiasa 10 ml

He ce u3uCKBa eTHKETHPAHE

2.3. JIpyru onacHoCTH

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST
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Celiprolol hydrochloride

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

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTABKUTE

HaunmeHnoBanne HMnentnduxarop Ha % Knacndukanusi B cbOTBeTCTBHE €

NPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
3-[3-acetyl-4-[3-(tert-butylamino)-2- - <100 Aquatic Chronic 3, H412
hydroxypropoxy]phenyl]-1,1-diethylurea hydrochloride

3a mpauus TekeT Ha H- n EUH-npenynpesxaeHusaTa 3a OacHOCT: BXK. pa3jen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa i

H’BpBa TOMOLIL MPU KOHTAKT C KOXKaTa : I{a C€ OTCTPaHU MAaKCUMAJIHO 4YpE3 HSG’LpCBaHe (C YUCTa 1 MCKa IIoIMUBalia K'Bpl'[a).
H’BpBa TIOMOII ITPU KOHTAKT C OYUTE . M3nuakHeTe oyuTe C BOAA KaTO npeanasHa Mspka.

Hsima HanmuHa JOMIBJIHUTEIHA Hthopmaum

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

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxonsmm TI02KapOraCuTEIHA CPEICTBA . Opesyio 3a 3aracsiHe Ha OI'bHSL.

OmacHOCT 0T TmoXxap : Bwx maparpag 2.2.

I/IHCpr'K].II/IPI 3a raCCHE Ha MOXKapu N I[a C€ U3MI0JI3BAT CPEACTBA, MOAXOAAIIH 32 TACCHE Ha IMOXKapu B CbCEICTBO.

EJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1.1. 3a nepcoHaJ1, KOiTO He OTrOBaps 32 CIIELIHHU CJIy4Yan

ABapHﬁHH TTAaHOBE : I{a ce n30srBa BCSIKAKBa M3JIHMIITHA SKCIIO3UIIUSL.

6.1.2. 3a MMnaTa, OTTOBOPHH 32 CNICIIHH CJIy4an

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

Hsima HanmuHa OMIBJIHUTETHA Hthopmaum

14/04/2023 ([lata Ha penakiusTa) BG (6barapckn) 2/8



Celiprolol hydrochloride

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 7: O6pa6oTKa H Cb)

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Bmx maparpag 1.

PA3JIEJI 8: KoHTpoJ Ha eKCIO3UIMATA/JINYHH NPeANa3HN CPeACTBA

8.1.1 HanoHAa/IHU rPAHUYHH CTOH{HOCTH HA NPO(eCHOHAIHA eKCIO3UIHS i OHOJIOTHYHH TPAHHYHHU CTOHHOCTH

Hsima HanmuHa nonbiHUTENHA HHGOPMALHS

8.1.2. IIpenopbyuTeTHH NPOLEAYPH 32 HAGJIIOIEHHE
Hsma nanwyHa 1oMBIHUTENHA HHOOPMAIIUSL

8.1.3. OGpa3yBat ce 3aMBbPCHTE/IH HA Bb3AyXa
Hsima HanmuHa nonmbiHUTENHA MHGOPMALHS

8.1.4. DNEL u PNEC

Hsma nanwyHa gonbnHUTENHA HHOOPMAIIUSL

8.1.5. Peryaupane upe3 o6xBatu (control banding)

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

8.2.1. IToaxoasiul TeXHHYECKH KOHTPOJI

IMoaxoasiy TeXHMYECKH KOHTPOJI:
/Jla ce cpxpansiBa B JJoOpe npoBeTprBo noMemieHre. OOMKHOBEHO ce M3MCKBAT KAaKTO MECTHA CMyKaTellHA BEHTHIAIMSA, TAKa M BEHTHJIAINS Ha 00IIOTO
MOMEILEHHE.

8.2.2. JInuHHu Npeana3Hu cPeACcTBa

8.2.2.1. 3amuTa HA 0YHTE H JHIETO

Hsima HanmuHa nonbiHuTENHA HHGOPMALHS
8.2.2.2. [Ipeana3BaHe Ha KoOKaTa

3amuTa Ha KOXKATa M TAJIOTO:
JlaboparopHa npecTuika

3amuTa Ha pbLeTe:
3amuTHA PHKABUIIN

8.2.2.3. 3amuTa Ha AUXATEJHUTE IbTHIA
Hsma HanuyHa 1onBIHHTENHA HHPOPMAIIUST
8.2.2.4. TepMHYHH ONIACHOCTH

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

8.2.3. KoHTpo./1 Ha eKCIO3HIMATA B OKOJIHATA Cpeja

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ
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Celiprolol hydrochloride

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

PA3IEJI 9: ®u3u4yHN 1 XUMHUYHU CBOMCTBA

ArperatHo CbCTOSTHHE : TBBPAO BELIECTBO
st . He e nanuuno
BroHIIeH BUL . Ilpax.

Mupuc : He e Hanu4HO
I'panunara Ha mupuca : He e Hanu4HO
Touka Ha TOTIEHE . He e nanmuuno
Touka Ha 3aMpb3BaHe . He e nanmuuno
Touka Ha KUTICHE . He e nanmuuno
3anaauMoct . He e nanmuuno
I'panui Ha EKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha KCIIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe : He e nanuuno
pH : He e Hannuno
pH pasrBop . He e Hannuno
Buckosuter, kuHeMaTHIeH . He e npunoxumo
PazrBopumocT : Bogma: 100 — 1000 g/l
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log @ He e nanmuuno
Kow)

Hansrane Ha napure . He e HamnuHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IInpTHOCT . He e HannuHO
OTHOCHTENHA ITBTHOCT . He e nanuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTunure . He e HannuHO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacOBeTe HA (PU3HYHA ONACHOCT

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBIIHUTEIHA HH(I)OpMaHHﬂ

PA3IEJI 10: Cta0HIHOCT U PeaKTHBHOCT

CrabuieH npy HOPMAJTHU YCIIOBHS.

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

He e u3BectHO.

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma mpu HopmanHa ynotpe6a. Buokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TO4YKaTa Ha pasrpaxaaHe OTACJIA OIaCHU U3NapCHUs.

o
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Celiprolol hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT
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PA3JIEJI 11: ToxkcukonoruyHa uHGopManus

11.1. Undopmanus 3a KJIacoBeTe HA ONMACHOCT, onpeneaeHu B Perimament (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpanHa) : He ce xnacu¢uimpa (Bp3 0cHOBa Ha HATMYHHUTE AAHHH HE Ca U3MBIHCHH KPUTEPHUTE 38
KIacupHIEpaHe)

OcTpa TOKCUYHOCT (iepMaiHa) : He ce xnacudumpa (Jluncsaum 1anum)

OcTpa TOKCUYHOCT (BIUILIBAHE) : He ce knacudumpa (JIluncsaum ganun)

3-[3-acetyl-4-[3-(tert-butylamino)-2-hydroxypropoxy|phenyl]-1,1-diethylurea hydrochloride

LD50 opanHo mrex > 2000 mg/kg
KoposuBHocT/ Ipa3HeHe Ha KoKarta . He ce knacudunupa (Jluncpamm 1aHnHmn)
Cepro3HO yBpeskJ[aHe Ha OUHTE/Ipa3sHEHEe Ha OUNTe : He ce xnacudumupa (JIunceamy naHHN)
CeHcuOmIM3aIys Ha AUXaTeIHATE IBTHINA WK Koxkata : He ce xnacudunnpa (JInmncsamy naHam)
MyTareHHOCT Ha 3apOJUIIHHTE KICTKH . He ce xnacudumupa (JIuncsamm fanan)
KanueporenHoct . He ce knacudunupa (JIuncpamm 1aHnH#")
TOKCHYHOCT 3a PENPOAYKIUATA : He ce xnacudummpa (Jluncpaum ganum)
CTOO (crnennduyHa TOKCHYHOCT 32 OIPEICICHU : He ce xnacu¢umpa (JIuncsamm 1anun)

OpraHH) — eJHOKpPATHA eKCIIO3H LIS
CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEIeHN : He ce xnacudumupa (Jlunceamm fanan)
OpraHn) — IOBTapsIIIa CE& EKCIO3U IS

OmnacHOCT NI BAUIIBAaHE . He ce xnacudmuimpa (TexHnuecka HeBB3MOXKHOCT 3a IIOTy4YaBaHE HA JaHHH)

11.2. Undopmanust 3a Ipyra ONacHOCTH

Hsma HannyHa nombiHUTETHA HHOPMALUS

PA3JIEJI 12: Exojiornyna nHpopmManust

12.1. Tokcu4YHOCT

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) : He ce knacu¢uimpa (Bp3 0cHOBa Ha HATMYHHUTE AAHHH HE Ca U3MBIHCHH KPUTEPHUTE 38
KIacupHIEpaHe)
OnacHo 3a BOJHATa cpefia, IbIAroCpoYHa (XPOHUYHA) : BpeneH 3a BomHUTE OPraHU3MH, C IBIATOTPAcH e(PeKT.
3-[3-acetyl-4-[3-(tert-butylamino)-2-hydroxypropoxy|phenyl]-1,1-diethylurea hydrochloride
LCS50 - Pubu [1] > 100 mg/1 (96h, Brachydanio rerio ( puba 3e6pa )) (EEC 92/69, C.1)
EC50 - Pakoo6pasuu [1] 25 mg/1 (48h, Daphnia magna (Boxna 6561xa)) (EEC 92/69, C.2)
ErC50 Bomopaciu 66,5 mg/1 (72h, Selenastrum capricornutum) (EEC 92/69, C.3)
NOEC xponnyHa BoJopaciu 12,5 mg/1 (72h, Selenastrum capricornutum) (EEC 92/69, C.3)

12.2. YcTOHYMBOCT M pa3srpagiuMoct

Hsima HanmaHa JOITBJIHUTECITHA MH(i)OpMaLII/ISI

12.3. BuoakymyJiMpania crnocooHoOCT

Hsma Hanmuuna JOITBJIHUTCITHA P[H(l)OpMElLIPI}I

12.4. IlpeHocumocT B OYBaTA

Hsma Hanu4Ha IOMBIHUTETHA HHOPMALUSI

12.5. Pe3yararu ot ounenkara Ha PBT u vPvB

Hsma HannyHa nombiHUTETHA HHOPMALUS

12.6. CBoiicTBa, HapymaBamy GyHKOIHHTE HA eHAOKPHHHATA CHCTEMa

HsiMa Hanu4yHa JOMBJIHATENHA HHQOpMALHS
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Celiprolol hydrochloride

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

Hsima HanmMuHa OMIBJIHUTEIHA HH(‘I)OpMaI.IPIﬂ

PA3JEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cmucbka Ha OOH nian naenTudgukanuoHeH HoMmep

He e npunoxxumo He e npunoxxumo He e npunoxxumo

14.2. TouHo HanMeHOBaHNe HA MPaTKaTa 1o cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NaCHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsima gonbiHUTENTHA HaNMYHA HHGOOPMATHS

CyxonmbTeH TPaHCIOPT

He e npunoxumo

Tpancnopt no Mope
He e npunoxumo

Bb3ayuied Tpancnopr

He e npunoxumo

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0THOCHO HOPMATHBHATA

15.1.1. Pernamentn Ha EC

REACH Ilpuio:xenne XVII (YciaoBusi 3a orpaHnyapaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, IIpunoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3peliaBaHe)
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Celiprolol hydrochloride

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

REACH Cnucbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcskxa vHa REACH ¢ kanmunar-emectsa

Pernament PIC (EC 649/2012, IIpenBaputeiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

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

Henpunoxumo.

PerjiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cnimchKa ¢ BELIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima Hanmaaa JOITBJIHUTCITHA I/[H(i)OpMaI_II/IH

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima HanmdHa AOMIBIHUTETHA I/IH(bOpMaI_II/ISI

PA3JIEJI 16: Ipyra undgopmanus

Muaukanus 3a IpoMeHH

Paznen IIpomeHeH eneMeHT Ipomsina Komentapn
3amMeHs BepcusTa OT JlobaBeno
Jlata Ha peakiusTa Jlo6aBeHO
IMprunna 3a sunca Ha KIacH(HKAIUSL JlobaBeno

1.1 HaumenoBanue IIpomeneHo

1.1 CHHOHUMH IIpemaxnato

2.1 Krnacudukauus B crorBerctue ¢ Pernmament (EO) | IIpomeneno

Ne 1272/2008 [CLP]

2.2 IMpenopsku 3a 6e3omacHoct (CLP) ITpomeneno
22 Ipenynpexnenus 3a onacuoct (CLP) IIpomeneHo
11.1 IMprunna 3a sunca Ha KIacHHUKAIUSL IIpomeneHo
12.1 Exounorus - 00110 JlobGaBeHo
12.1 NOEC xpoHHYHa BOJIOPACIH Jlo6aBeno
12.1 ErC50 Bonopacnu JlobaBeHo
12.1 ECS50 - Pakoo6pasau [1] Jlo6aBeHo
12.1 LC50 - Pubm [1] JlobaBeHo
12.1 IMprunna 3a sunca Ha KIacH(HUKAIUST IIpomeneHo

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

Aquatic Chronic 3 OnacHo 3a BoJIHaTa cpejia — XPOHUYHA ONAcHOCT, KaTeropus 3

H412 BpezeH 3a BOXHHTE OpraHU3MH, C ABITOTPACH e(EKT.

14/04/2023 ([daTa Ha pepakuusra) BG (6barapckn) 7/8



Celiprolol hydrochloride

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

Nudopmarmonen suct 3a 6e3onacuoct (UJ1B), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusara, cbabpikama ce B To3u MubopManuoHeH auct 3a 6e30macHOCT, € HOIy4eHa OT H3TOYHUIH, KOUTO CMATaMe 3a

HaJCKIHU. BLHPCKI/I TOBA, ml(})opmaunma Ce npeaocTassa 0e3 HUKaKBa rapaHuys, u3puiHa Ui HO,E(pél'SGHpilIﬂél CC, OTHOCHO HelHaTa KOPEKTHOCT
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