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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Ursodeoxycholic acid

Kox Ha mpoaykra : 201601008

CHHOHUMH : Ursodeoxycholic acid, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpanunuenus 3a ynorpeba . Jla ne ce usnonssa : [Tornbuiane, Bauisane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Koposus/npa3nene Ha koxxara, Kateropus 2 H315
CepHo3HO yBpexgaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebuaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna gyma (CLP) . Buumanue
Ipenynpexnenus 3a onacuoct (CLP) : H315 - [Ipenu3BukBa qpa3HeHe Ha KOXKara.

H319 - [Ipeau3BuKBa Cepro3HO Opa3HEHE Ha OUHTE.
Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3amue phleTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIeA yrnoTpeba.
P280 - N3non3Baiite npeanasHu prKaBUL/IPEANA3HO 00IEKIO/IPeNa3Hi OYnIa/Ipe/na3Ha Macka
3a JIMIIE.
P302+P352 - [IP KOHTAKT C KOXATA: W3Muiite 0GMIHO € BOJA.
P305+P351+P338 - [IPU KOHTAKT C OUUTE: npomuBaiiTe BHUMATEIHO € BOJA B IPOABIIKCHIE
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Ursodeoxycholic acid

HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Ha HAKOJIKO MUHYTHU. CBajneTe KOHTaKTHHUTE JICIIH, aKO UMa TaKHUBa H JOKOIKOTO TOBA € BH3MOXKHO.
IIpoxbikeTe ¢ U3MIaKBaHETO.
P321 - Crienmanusupano jedene (BK. JOMBIHUTEIHA HHCTPYKITHS 32 IIbPBa MMOMOII] Ha TO3H
eTHUKET).
P332+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe: [loTbpceTe MEeAUIMHCKH CHBET/IIOMOLI.
P337+P313 - IIpu npoabIKUTENHO Apa3HeHe Ha ounTe: IloThpceTe MEAUIMHCKH CHBET/IIOMOLIL.
P362+P364 - Canere 3aMBbpPCEHOTO OOJIEKIIO U IO U3IIEpETe IIPEAU IOBTOPHA yHOTpeoa.
ETuxernpane B CbOTBETCTBHE C: H3KIIIOUCHUS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChIbPKaHUeTO He Ipesuniasa 10 ml
He ce u3nckBa eTHKeTHPaHe

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

PA3JIEJI 3: CneraB/mH(poOpManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kuaacudukauus B cboTBETCTBHE C
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Ursodeoxycholic acid - <100 Skin Irrit. 2, H315
Eye Irrit. 2, H319

3a mpauus TekeT Ha H- 1 EUH-npenynpexneHusaTa 3a OHacHOCT: BXK. pa3fen 16

He e npunoxumo

EJI 4: Mepku 3a nbpBa NOMOII{

H’LpBa TIOMOII MPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaH!U MAaKCUMaJIHO 4YpE3 Pl36’prBaHe (C 4rcCTa 1 MCKa ImomnuBama K’Lpl’[a)‘

H’pra TIOMOII MTPU KOHTAKT C OUYUTE . M3nmakHeTe O4YMTE C BO/A KAaTO npearnasna Msapka.

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/DI

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxopsum TI0KapOTaCcUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmacHOCT OT HoXxap : Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a racCHe Ha I1oXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CBCEIACTBO.
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Ursodeoxycholic acid

HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 6: Mepku n1py aBapUiHO M3IIyCKAaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsi 32 CIIEIIHH CJIyYan

ABaprIHH IJIaHOBE . I{a ce u30srBa BCSIKAaKBa U3JIMIIHA CKCIIO3ULIHA.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsima Hanu4Ha qOnbIHUTENHA UHYOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

PA3JIEJI 7: O0pa0oTKa B cCbXpaHeHUe

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3J/IEJI 8: KoHTpPOJI HAa eKCIO3MIIUATA/JINYHYU NPeANa3sHu CpeacTBa

8.1.1 HanMoHAa/IHH rPAHUYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS ¥ OHOJOTHYHH FPAHUYHH CTOHOCTH

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAOTIOIEHUE
Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3yXa
Hsma nannuna nonsiHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsima Hanu4Ha qONMBIHUTENHA HHOOPMAIHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.2.1. Iloxxoasil TEXHUYECKH KOHTPOJ

Tloaxoasing TeXHUYECKH KOHTPOJI:
,Z[a C€ CbXpaHsBa B z[o6pe IIPOBETPUBO ITOMELICHUE. OOWKHOBEHO CEe N3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlMsA, TaKa U BEHTHJIAlU Ha 00110TO
TIOMEUICHHUE.
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Ursodeoxycholic acid

NudopmanroneH aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.2.2. JIM4HM npeana3sHu cpeIcTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

HsiMa HannyHa JOMBIHUTETHA HHOOPMALHS
8.2.2.2. Tlpeana3BaHe Ha KoOKaTa

3amMTa HA KOKATA M TAJ0TO:
JlaGoparopHa mpecTtHika

3ammuTa Ha pBLeTe:

3aluTHY PbKAaBULIU

8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

Hsima Hanmana JOIIBJIHUTEITHA I/IHq)OpMaIII/ISI

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

8.2.3. KoHTpo1 Ha eKCNo3uIMsITa B OKOJIHATA cpea

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

PA3JEJI 9: ®u3nynu 1 XMMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PM3UYHN M XMMHYHH CBOHCTBA

ArperaTtHo cbCTOSHHE : TBBpIO BELIECTBO
st : He e Hanuuno
BroHIIEH BUI : Ilpax.

Mupuc : He e nanuuno
I'panunaTa Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KuIIEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHnnyM Ha €KCIIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha €KCIITIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
Temneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uter, KUHEMaTHYEH : He e npunoxumo
Pa3tBOpHMOCT : Boma:<0.19/l
Koedumuent Ha pasnpenenenue: n-okranon/soga (Log  : He e Hamuuao
Kow)

Hansrane na napure : He e nanuuno
Hamnsrane na mapure mnpu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTENHA IITBTHOCT : He e Hammano
OtHocHuTeNHa ITBTHOCT Ha mapute mnpu 20°C : He e npunoxumo
Pa3mep Ha wactuiure . He e manmuuno

9.2. ipyra undopmaunus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe Ha (pU3n4yHa onacHoCcT

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IaCHOCT

Hsima Hammana JOIIBJIHUTCITHA I/IHd)OpMaIII/ISI
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Ursodeoxycholic acid

HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

JIEJI 10: CTa0MJIHOCT U PEaKTHUBHOCT

CrabuieH Ipy HOPMAJHH YCIOBUSL.

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

He e uszBectHo.

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma npu Hopmainna ynorpe6a. Brokre Pasnen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACJIsI OITAaCHU U3IIapEeHUs.

PA3IEJ 11: THYHA HHpopManus

Octpa TOKCHYHOCT (OpaiHa) : He ce xnacudummpa

OcTpa TOKCHYHOCT (IepMaiHa) : He ce xmacudumupa

OcTpa TOKCHYHOCT (BAMIIBAHE) . He ce kmacudummpa

KoposzuBHocT/mpa3Hene Ha Koxkata . Ilpenu3BukBa Ipa3HEHe Ha KOXKATa.

Cepro3HO yBpeK/jaHe Ha O4MTe/IpasHeHe Ha OYNTE . Ilpenu3BuKBa cepruO3HO Jpa3HEHE Ha OYUTE.

CeHcnbuIM3anys Ha JUXaTeJIHUTE TbTUIA WK koxkata . He ce ximacuduuupa (JInncpanm naHHn)

MyTaFCHHOCT Ha 3apOIUIITHUTE KIICTKU . Hece K)Iacn(bnunpa (BT)S OCHOBA Ha HAJIWMYHUTEC JaHHU HE Ca U3IIBJIHCHU KPUTCPUUTE 3a
KIacHHIIpaHe)

KaHIIepOFeHHOCT . Hece K)Iacn(bnunpa (BT)S OCHOBA Ha HAIUMYHUTEC JaHHU HE Ca U3IIBJIHCHU KPUTCPUUTE 3a
KIacHHIIpaHe)

TOKCHYHOCT 3a penpoAyKIUATA : He ce xmacudumupa (JIuncsamu qaHamN)

CTOO (creunduvHa TOKCHIHOCT 32 ONPEACICHI : He ce xnacudumpa (Jluncpanm qaHam)

OpraHu) — eJIHOKPATHA EKCIIO3UIIUS
CTOO (cneunduyHa TOKCHIHOCT 32 OIPEACICHU  He ce knacudummpa (JIunceamm qaHHmN)
OpraH{) — IOBTapsIIIA CE SKCIO3UIMS

OmacHOCT IpH BAUIIIBaHE : He ce xnacudummpa (JIunceamm jaHam)

Hsawma manmuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

Exomnorust - 06110 . He mpexcraBisiBa KOHKpETHA OTIACHOCT 32 OKOJIHATA CPEJia.
OmnacHo 3a BOJHATa cpeja, KpaTkocpodHa (ocTpa) : He ce knacudunupa
OrnacHo 3a BOJHATa cpelia, IbIr0CpoYHa (XpOHUYHA) : He ce knacudunupa

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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Ursodeoxycholic acid

HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JOnBIHUTENHA UHDOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

PA3IEJI 13: O0e3BpeskiaHe HA OTHAAbLUTE

Hsma nanuyHa noneiHuTeNHAa HHGOPMAUSL

PA3IEJI 14: UadopManusa 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cncbka Ha OOH niu uaeHTHPUKATHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.3. Kinac(oBe) Ha OMAaCHOCT MPH TPAHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.4. OnakoBb4YHa rpyna

He e npunoxxumo ‘ He e npunoxxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA Cpena

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsma nonbiHUTENHA HaNMYHA UHHOPMAIIHS

CyxonbTeH TPAHCHIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bob3gymien Tpancnopr
He e npunoxxumo

He e npunoxumo
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Ursodeoxycholic acid

NudopmanroneH aucT 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. CnenuduyHu 32 BeNIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKOHOAATEICTBO OTHOCHO (€30MaCHOCTTA, 31PABETO H OKOJHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH

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

He ¢urypupa B IIpunoxenne XIV na REACH (Criucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIACHE)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YceToluuBY OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He durypupa B cuchKa ¢ BeIIecTBa, KOUTO HapymaBaT 030H0BuUs cioi (Permament EO 1005/2009): Ursodeoxycholic acid

PersiaMeHT 0THOCHO NpeKypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpabpika BemecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Pernmament EC 2019/1148 3a npeaaranero Ha masapa u ynorpe6ara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewecTBa (EO 273/2004)

He cpabpaxa BemecTBo(a), BKIIOUEHO(H) B cIUChKa ¢ [Ipexypcopu Ha HapkoTuuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha T1a3apa Ha OIIpeJIe]ICHH BEIeCTBa, H3MI0I3BaHHU 32 HE3aKOHHO IIPOM3BOCTBO HAa HAPKOTUYHH MM IICHXOTPOIIHH BEIIECTBA)

15.1.2. HaumonaHu pasnopenou

Hsima Hanu4yHa ZOMBIHUTEIHA HH(bOpMaL[I/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElecTBO WM CMeC

Hsima Hanu4yHa JOMBIHUTEIIHA HH(bOpMaL[I/IH

PA3/IEJI 16: Apyra unadgopmanus

II'bnen Texer na H- 1 EUH-npenynpeskieHusiTa 3a oacHoCT:

Eye Irrit. 2 Cepuo3Ho yBpexaaHe/apa3HeHe Ha ounte, Kareropus 2
H315 TIpean3BuKBa apa3HEHE HA KOXKaTa.

H319 IIpenu3BUKBa CEpHO3HO IPa3HEHE HA OYHTE.

Skin Irrit. 2 Koposus/npa3Hene Ha koxara, Kareropust 2

Nudopmannonen et 3a 6esonachoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, chirbpikaiia ce B To3u MH(pOpMaIMOHEH JIMCT 3a 6€30MaCHOCT, € MOTyYeHa OT U3TOUHUIH, KOUTO CMsTaMe 3a
HaJexIHU. Beripeku ToBa, mHpOpManusTa ce npeaocrans 63 HUKaKBa rapaHIys, U3pUYHA WM opa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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