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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 : Ursodoxicoltaurine impurity A
XHUMHYECKO HANMEHOBAHHUE . Ursodeoxycholic acid

Kon na npoxykra 1202300493

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]

Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a meinnus Teker Ha H- m EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

HeﬁnaronpuﬂTHu ¢M3HKOXP[MM‘IHM ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa
OnpegenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTEJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H315 - IIpexu3BukBa Apa3HeHe Ha KOXKATa.

H319 - [Ipean3BuKBa CEpHO3HO JPa3HEHE HA OYHTE.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - Jla ce m3Mue phlieTe 10 JaKTHTE H JIMLETO CTAPATEeNHO Clie]] yrnoTpeoa.
P280 - M3non3Baiite npeanasHu pbKaBUIH/IPENa3HO 00IEKIIO/IpeAna3Hy OuniIa/Ipea3Ha Macka
3a JIMLe.
P302+P352 - [IPU KOHTAKT C KOXATA: 3muiite o6niHoO ¢ Boza.
P305+P351+P338 - [IPU KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIHO C BOJA B IPOABIDKCHHE
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Ursodoxicoltaurine impurity A

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

Ha HIKOJIKO MUHYTH. CBajeTe KOHTAaKTHUTE JIEIH, aKO NMa TaKHBa U JOKOIKOTO TOBA € Bb3MOXKHO.
TIpoxbinkeTe ¢ U3MIaKBaHETO.
P321 - Cnenuanusupano nedenue (BX. JOIBIHUTENIHA HHCTPYKIUS 32 IbPBA IIOMOII HA TO3H
€THKET).
P332+P313 - [Ipu mosiBa Ha KOKHO ApasHeHe: [loThpceTe MeTUIMHCKN CHBET/IIOMOILII.
P337+P313 - [Ipu npoabDKATEIHO Apa3HeHe Ha oynTe: [10ThpceTe MEIUIMHCKH CHBET/IOMOLI.
P362+P364 - Caiere 3aMbPCEHOTO 0OJICKIIO U TO H3MIEpETe MPEaH MOBTOPHA yIoTpeda.
ErtukeTHpaHe B ChOTBETCTBHUE C: H3KIIIOUCHHUS 3a BBTPCIIHH ONAKOBKH, KOraTo ChAbPXKAHUETO He npeBuiiasa 10 ml
He ce u3nuckBa eTHKeTHPaHE

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTaBKUTE

HanmenoBanne HNnentnduxarop Ha % Knacnpukanusi B CbOTBETCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Ursodeoxycholic acid - <100 Skin Irrit. 2, H315
Eye Irrit. 2, H319

3a mennus Teker Ha H- 1 EUH-nipenynpexaenusta 3a onacHOCT: BX. paszjen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa oMo1I{

H’LpBa TIoMoLI IIPY KOHTAKT C KO)KaTa : I{a C€ OTCTPaHU MaKCUMAJIHO 4Ype3 H36'prBaHe (C YUCTa U MCKa IIonuBalia m;pna).

H’LpBa TIOMOLI ITPU KOHTAKT C OUUTE : M3makHeTe ounTe C BOjAa KaTo npeanasHa Mspka.

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onbNIHUTENHA HHOOPMAIIUSL

PA3JIEJI S: IIpoTHBONOXKAPHH MEPKH

Tlomxomsmy noXKaporacCHTENHN CPEACTBA 1 Opesinto 3a 3aracsiHe Ha OTBHS.

OmnacHOCT OT moXap : Bmx maparpad 2.2.

I/IHC’I‘pyKLII/IPl 3a racCHE Ha MOXapu N I[a C€ U3MN0JI3BaT CPEACTBA, NOAXOAAIIHN 3a raCEHE Ha IM0XKapu B CbCEACTBO.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
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PA3JIEJI 6: Mepku npu aBapuiiHoO u3

6.1.1. 3a nepcoHaJ1, KOITO He OTrOBapsl 32 CIIELIHHU CJIy4Yan

ABapuiitHH IITaHOBE : Jla ce n30srBa BCAKAKBA M3JUIITHA €KCIIO3UIINS.

6.1.2. 3a MuuaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsma HanuvHa 1ONBIHUTETHA HHPOPMAIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

PA3JIEJI 7: Pa6oTa u cbXpaHeHuUe

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

JI HA EKCH03HHHHT3/J]H‘[HH npeanmasH Cpeacrea

Bumx maparpad 1.

8.1.1 HanMoHaJHH rPAHUYHYU CTOHHOCTH HA NMPOPECHOHATHA eKCIO3UIUs U OHOJOrMYHN TPAHUYHH CTOHHOCTH

Hsma HanwyHa HOoMBIHHUTENHA HHPOPMAIIUSL

8.1.2. TIpenopb4YUTEIHN MPOLEAYPH 32 HAGIIO/IEeHHE
Hsima Hanmuna nonbiHuTeNHA HHGOPMALIHS

8.1.3. O6pasyBar ce 3aMbPCUTEJIM HA Bb3/1yXa
Hsma nanuyna goneiHUTENHA HHOOPMAIIUSL

8.1.4. DNEL u PNEC

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

8.1.5. Peryimpane upe3 o6xsatu (control banding)

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

8.2.1. Tloaxoasiiy MH:KEHEPEeH KOHTPOJI

Tlogxoasiuy HHKEHEPEH KOHTPOJI:
Jla ce cpxpansiBa B 100pe mpoBeTpuBo nomeinenie. OGHKHOBEHO ce M3MCKBAT KAKTO MECTHA CMyKATeHA BEHTUIALNS, TAKA U BEHTHJIALMS Ha 00II0TO
MOMEIIEHHUE.
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Ursodoxicoltaurine impurity A

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

8.2.2. JIM4HM npena3sHu cpecTBa

8.2.2.1. 3ammTa Ha OYMTE H JHIIETO

HsiMa HaiM4Ha JOIBIHUTENHA HHPOPMALHS
8.2.2.2. 3ammuTa HA KOKaTa

3amMTa HA KOKATA M TAJI0TO:
JlaGopartopHa mpecTHiIKa

3ammuTa Ha pbUeTe:

3aIUTHA PHKaBULU

8.2.2.3. 3amuTa Ha AUXaTEeJHUTE MbTHIA

Hsma HanuyHa 10MbIHUTENTHA HHOPMALUS

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2.3. KoHTpOJI Ha eKCIO3HIUATA HA OKOJIHATA cpeaa

Hsma HannyHa nombIHUTENTHA HHOPMALUS

3JIEJI 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PM3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : TBBpIO BELIECTBO
IBsar . He e HannuHO
BbHIIEH BUJT . Ilpax.

Mupuc : He e HannuHo
I'panunara Ha Mupuca : He e Hannuno
Touka Ha ToreHe : He e Hannuno
Touka Ha 3aMpb3BaHe . He e Hannuno
Touka Ha KUIIeHe : He e Hanuuno
3ananumoct . He e Hannuno
I'paHuLM HA EKCIUIO3UBHOCT . He e npunoxumo
JloiHa TpaHMIIa Ha KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
ITnamHua TemnepaTypa : He e npunoxumo
Temneparypa Ha camo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hamuno
pH : He e Hannuno
pH pasrBop : He e Hannuno
Bucko3uTer, KHHEMaTHYECH : He e npunoxxumo
PastBOpuMOCT : Boma: <0,1 g/l
KoedurmenT Ha pasnpenesienue: n-okranoi/soga (Log  : He e HanuuHO
Kow)

Hansrane Ha napure : He e Hannuno
Hansrane na napute npu 50°C : He e Hannuno
ITnbTHOCT : He e Hannuno
OTHOCHTEIHA IITBTHOCT : He e Hamnuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiure : He e Hanuuno
9.2. Ipyra ungopmanus

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KjIacoBeTe Ha GU3UYHA ONIACHOCT

Hsma HannyHa nombiHUTETHA HHOPMALUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmaHa JOIIBJIHUTEITHA I/[H(bOpMaLII/IFI
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10: CTaOMJIHOCT M PEAKTHBHOCT

CrabuiIeH npy HOPMAJIHU YCIIOBHS.

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

He e u3BectHo.

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nipur Hopmanua ynorpe6a. Brkre Pazmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIS ONACHU H3MAPCHUS.

PA3JIEJI 11: Toxcukosiornuna nugopmanus

OcTpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCUYHOCT (BIMIIBAHE)
KoposusHocT/ipasHeHe Ha KoxaTa

CepHo3HO yBpeXKAaHe Ha OUHTEe/Ipa3HeHe Ha OUHTe
CCHCH6I/UII/I3alII/I5{ Ha TUXaTCJIHUTE ITbTUIA UIIW KOXKaTa

MyTareHHOCT Ha 3apOJULIHUTE KIETKU

KaHI.IepOI‘CHHOCT

TOKCHYHOCT 33 pelpOAyKLHsATA

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN
OpraHu) — €HOKpATHA EKCIIO3HLIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONpPE/ICIICHN
OpraHu) — MOBTaPSIIIa Ce EKCITO3UITUS

OmnacHOCT IIpU BAUIIBaHE

Hsima HanmuuHa TOMBJIHUTETHA PlH(l)OpMaI.II/Iﬂ

Exonorus - o010

OnacHo 3a BOJIHATa cpejia, KpaTkocpouHa (ocTpa)
OmnacHo 3a BOJHATA CpPe/Jia, ABJIr0CPOYHa (XPOHUYHA)
He ce pasrpaxa 6bp30

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

He ce xnacudunupa

He ce knacuduumpa

He ce xnacuduumpa

IpenusBUKBa Apa3HEHE Ha KOXKATa.

Ipenn3BUKBa CEPHO3HO Apa3HEHE Ha OUHTE.

He ce xnacu¢unupa (JIuncsamy nanHm)

He ce xnacu¢umnupa (Bs3 ocHOBa Ha HATMYHUTE NaHHH HE Ca U3I'BIHCHU KPUTECPHUTE 32
KIacuHIIpaHe)

He ce xnacu¢urmpa (Bb3 ocHOBa Ha HATHYHUTE JaHHU HE Ca U3ITBIHCHU KPUTEPHUTE 3a
KIacupHIEpaHe)

He ce xnacuduunpa (Jluncamu naHHu)

He ce xnacu¢unupa (Jluncsamy naHHm)

He ce xnacudunupa (Jluncsamu nanam)

He ce xnacudunupa (Jluncpamy naHH")

JIEJI 12: Exosioruuna nndgopmanus

He npercrasisiBa KOHKPETHA ONACHOCT 3a OKOJIHATA CPEJia.
He ce knacudunupa
He ce knacudunmpa
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: OGe3Bpexaane Ha OTHAAbLIUTE

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

He e mpunoxumo He e mpunoxumo He e npunoxumo

14.2. TouHo HaUMeHOBaHHE HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Kitac(oBe) Ha onacHOCT NPH TPAHCIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHoCTH 32 OKOJIHATA cpeaa

He e npunoxxumo He e npunoxxumo He e npunoxxumo

Hsima nombiiHHTEIHA HANTMYHA I/IH(bOpMaI.IPIﬂ

CyxonmbTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bb3ayumeH TpaHcnopT
He e npunoxumo

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn na EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3periaBaHe)

REACH Cnucbk ¢ kanauaar-seugecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

Pernament PIC (EC 649/2012, IIpenBapute1Ho 000CHOBAHO ChIVIacHe)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTE/IN)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapywmasat 030HoBus cjoii (EC 1005/2009)

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

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C IIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha nma3apa u ynorpebara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PeriameHT 0THOCHO MpeKypCOpHTe HA HApKOTHYHH BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpE/ICICHH BEIECTBA, U3MO0I3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICUXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA HH(I)OpMaLIPI}I

15.2. OneHka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- u EUH-npegynpeskaenusiTa 3a oacHocT:

Eye Irrit. 2 Cepro3HO yBpexaaHe/apa3HeHe Ha ounte, Kareropus 2
H315 IIpenu3BuKBa Ipa3sHEHE HA KOKaTa.

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OUHUTE.

Skin Irrit. 2 Koposust/npa3uene na xoxara, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MH(GopMaIoHeH JIMCT 3a 6€30MaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, nHpOpManusITa ce IpeaocTaBs 6e3 HUKaKBa TapaHIus, H3pUYHA WK HOoApa3dupalia ce, OTHOCHO HelHAaTa KOPEKTHOCT
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