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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HaumMeHoBaHMe Ha BEIIECTBOTO . Alfuzosin

Kon Ha mponyxra : 201600029

CHHOHUME : Alfuzosin, 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 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
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 : [lormsiane, Baumsane, 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]

Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpraHy — IIOBTapsIla ce ekcrosumus,  H373
Kareropus 2
3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a OacHOCT: BX. paszern 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpea
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacHoct (CLP)

GHS08
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H373 - Moxe na npuYuHY yBpEXIaHe Ha OpraHUTe (ChPACYHO-CHIOBA CHCTEMA) IIPU

HPOIBIDKUTENHA WIIH MOBTAPSIIIA C& EKCITO3HLINS.
Ipenopsku 3a 6e3onacHoct (CLP) : P260 - He BnymBaiite npax.

P314 - Ilpu Hepa3nooKeHUEe MOTHPCETe MEIUIIMHCKH CHBET/IIOMOLI.
Ertnkernpane B CbOTBETCTBHE C: H3KIIIOUCHHUSI 32 BBTPEIIHH OMAKOBKH, KOTaTO ChAbP)KaHHETO He mpesuimasa 10 ml
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HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

IMukrorpamu 3a onacuoct (CLP)

GHS08

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacudukanusi B cbOTBeTCTBHE €
MPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Alfuzosin - <100 STOT RE 2, H373

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

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL
IIppBa MoMoII IpH KOHTAKT C KOXKaTa . /Jla ce oTCTpaHM MakCHMAJIHO Upe3 N30bpCBaHe (C YHCTa U MeKa MONMBAIIA KbPIIa).
H’BpBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa AOMBIHATETHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONO:KAPHU MEPKHU

TToaxoasiu TIOKapoOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oxapu : I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOIAIIH 3a TACEHE HA ITOXKapHu B CbCEACTBO.

PA3EJI 6: Mepku npu aBapMiiHO H3IIyCKaHe

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

ABapuifHu IIaHOBE : Jla ce n30srBa BCAKAKBA M3/IUIIHA CKCIIO3UINUA.
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Alfuzosin

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

6.1.2. 3a IuuaTa, OTTOBOPHH 32 CHEIHH CJIyYan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMALIUS

padoTKa u ¢

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma HanmuaHa gombIHHUTENHA HHPOPMAIUS

Bwx maparpag 1.

8.1.1 HanuoHaITHN rPAHMYHH CTOHHOCTH HA MPO(EeCHOHATHA eKCIO3HINA M OHMOJIOTHYHN FPAHHYHH CTOHHOCTH

Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HAGIIOIeHHE
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3IyXa

Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIHS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Tloaxoasiiy TeXHUYECKU KOHTPOJI:
I{a C€ CbXpaHsABa B z[06pe NPOBETPHUBO ITOMEIIEHUE. OOWKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaT€lIHa BEHTWIAILWs, TaKa U BEHTUJIAlUA Ha 001110TO
TIOMEIICHHUE.

8.2.2. JInuHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE U JIMIETO

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS
8.2.2.2. Ilpeana3BaHe Ha KOKATa

3amMTa HA KOKATA M THAJIOTO:
JlaGoparopHa npecTrika
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Alfuzosin

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

3amuTa Ha pBUeTE:
3aIUTHA PHKABULU

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

Hsma Hanm4Ha JOMBIHUTENTHA HHOPMALUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.3. KoHTpo.1 Ha eKCIno3HIMATA B OKOJIHATA cpela

Hsma Hanmm4Ha JOMBIHUTENTHA HHOPMALIUS

3IEJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XHMHYHHU CBOHCTBA

ArperatHo CbCTOSIHUE

IBsT

BroHien By

Mupuc

I'pannnara Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KUTIEHE

3anammmocT

I'paHHIM Ha eKCIUIO3UBHOCT
JlonHa rpaHuIa Ha €KCIIO3UBHOCT
I'opHa rpaHHIIa HAa €KCIUIO3UBHOCT
Temmneparypa Ha pa3narase
Temmeparypa Ha camo3ariajaBaHe
Temmneparypa Ha pa3nazaHe

pH

pH pastsop

Bucko3uter, KHHEMaTHIEH
PaztBopumoct

KoedurmenT Ha pasnpenesnenue: n-okranoi/soga (Log
Kow)

Hansrane na napute

Hansraune na napute npu 50°C
ITnsTHOCT

OTHOCHTENHA ITBTHOCT
OTHOCUTENHA IUTBTHOCT Ha napute npu 20°C
Pasmep Ha yacTunure

9.2. ipyra undopmanus

TBBpIO BELIECTBO
He e nanmuuno
Ipax.

He e nanmuuno
He e nanmuuno
He e nanmnuno
He e nanmuuno
He e nanmuuno
He e nanmnuno
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanmuuno
He e nanmuuno
He e nanmnuno
He e npunoxumo

Boma: 100 — 1000 g/l

He e nanuuno

He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e npunoxumo
He e nanuuno

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA ONMACHOCT

Hsima Hanmmana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknimoHHA CIIOCOOHOCT

CrabuieH npu HOPMAJTHH YCIOBHSL.

10.2. XuMHu4HA CTA0OMIHOCT

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS

03/04/2023 ([aTa Ha u31aBaHe)

BG (6warapckn)

47



Alfuzosin

NudopmanroneH aucT 3a 6e300acHOCT

B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

He e uszBectHo.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma npu Hopmansa ynorpe6a. Buxre Pazzgen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIA OIaCHU MU3IIAapCHUS.

Octpa ToKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (JiepMaltHa)
OcTpa TOKCHYHOCT (BAUIIBAHE)

KoposuBHocT/npasHeHe Ha Koxara
CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HeHe Ha OUHTe

Cechﬁnnnsaum Ha IUXATCIIHATE IIbTHUIIA WA KOXKaTa

MyTareHHOCT Ha 3aPOAUIIHUTE KICTKH
Kanneporennoct

TokcH4HOCT 3a peNpOAyKIHATA

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI
OpraHu) — eIHOKPATHA CKCIIO3HLIAS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEIeHI
OpraHf) — IOBTaPSIIIA CEe CKCIO3ULIHS
OnacHOCT MpH BAUIIBAaHE

He ce knacuduimpa

He ce knacuduimpa

He ce knacuduipa

He ce knacudunupa (Jluncpamy gaHHm)

He ce xnacudunupa (Jluncpamy naHH")

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHH HE Ca M3IIBIHEHH KPUTEPHHUTE 32
KIIacu(HIIpaHe)

He ce knacudunupa (Jlunceamy gaHHm)

He ce knacudunupa (Jlunceamy gaHHm)

He ce xnacudunupa (Jpyrn ykazanus: CTOO (cneru¢pmiaHa TOKCHIHOCT 32 ONPEeelIeHH OpraHu) —
HOBTapSILA Ce eKCIIO3HIINS)

He ce xnacudunupa ([JanauTe ca yOeauTeIHH, HO HEJOCTATHYHH 3a Ja C€ HAIPaBH KJIacH(pUKAIIs)

Modke 1a NpUYHHY YBPEXKJaHE Ha OpraHuTe (ChPAEYHO-CHI0BA CUCTEMA) [IPH MPOIBIDKUTEIHA HITH
[OBTApSILIA CE CKCITO3UIIHS.

He ce knacudwumupa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca U3MIBIHCHU KPUTEPUUTE 32
KkinacuHIpane)

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3JIEJI 12: Exojsioruuna uHgopMamnus

Ekounorus - 00110
OmnacHo 3a BOJIHATA CpPe/ia, KpaTKocpouHa (ocTpa)
OmnacHo 3a BOJHATA CPEJIa, ABJITOCPOUHA (XPOHMYHA)

He npe/cTaBisiBa KOHKPETHA OMACHOCT 3a OKOJIHATA CpeIa.
He ce xnacuduumpa
He ce xnacu¢uumpa

Hsma HanMvHa TONBITHHUTENHA HHOOPMAIUS

Hsma HanuvHa TONBIHHUTENHA HHPOPMAIIUS

Hsma HanuvHa JOBITHHUTENHA HHOOPMAIUS

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Alfuzosin

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

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 13: O0e3Bpeikaane HA OTHAABIUTE

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian nneHTHGUKAINOHEH HOMEDP

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OMACHOCT MPH TPAHCIOPTHPAHE

He e npunoxxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpela

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

Hsma mombiHuTeTHA HATMYIHA HHOOPMAIIUS

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3ayumeH TpaHCHOpT
He e npunoxumo

He e npunoxumo

PA3JIEJI 15: UH(popmManusi OTHOCHO HOPMATHBHATA ypenda

15.1.1. Persiamentu na EC

REACH IIpuino:xenune XVII (YciioBusi 3a orpanu4yaBaHe)
He ¢urypupa B [punoxenne XVII na REACH
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Alfuzosin

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

REACH, ITpunoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

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

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cimcbka Ha REACH ¢ kanauzaar-BemecTsa

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

Henpunoxumo.

Peranament orHocHo YO3 (EC 2019/1021, YcroiiuuBU OPraHuYHU 3aMbPCUTETHN)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO HapymaBat o3oHoBus cjoii (EC 1005/2009)

He ¢urypupa B cnimcbka ¢ BelecTBa, KOUTO HapymiaBat 030HoBus cioit (Permament EO 1005/2009): Alfuzosin

PernameHnT oTHOCHO mpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIMCHKA ¢ IPeKypcopH Ha B3puBHU BemecTsa (Permament EC 2019/1148 3a npennaranero Ha ma3apa u ynorpebarta Ha
[IPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIFoYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HaproTnuauTe BemecTBa (Permament EO 273/2004 0THOCHO MPOM3BOACTBOTO U IIyCKAHETO
Ha [1a3apa Ha OIPE/ICIICHH BEIECTBa, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHUYHH MIIH IICUXOTPOIHH BEIIECTBA)

15.1.2. HanuoHa HU pa3nopenou

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

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

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

PA3JIEJI 16: Apyra uadopmanus

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

H373 Moske fa MPUYHHE YBPEXKIaHE HA OPTAHUTE MPU MPOIBJDKHTEIHA UITH TIOBTAPSAIIA CC CKCIIO3UIIHS.

STOTRE 2 CreruraHa TOKCHYHOCT 32 ONPE/IeIeHN OpTaHy — MOBTapsIla ce ekcrosuims, Kareropus 2

Nudopmanmonen auct 3a 6esonacuoct (M1J1b), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpkaiia ce B To3u MHbopManmoHeH JucT 3a 6e30MacHOCT, € MOoIy4YeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
Ha/IeKIHH. Bhripexn ToBa, HHpOpManusaTa ce npeocTasst 0¢3 HUKaKBa rapaHIfys, M3pHYHA WIH T0Apa3dupaiia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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