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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 : Clonidine impurity B
XHUMHYECKO HANMEHOBAHHUE : Acetyl clonidine
Kon na npoxykra : 202300092

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]

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
3a meinnus Teker Ha H- 1 EUH-npeaynpexaeHusTa 3a onacHoOCT: BX. pazjen 16

Heﬁnaronpm]n—m (l)l)lfﬂlKOXPlMM‘lHl/l 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]

IMTukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHocT (CLP) : H302 - Bpenen npu norisliase.
IMpenopsku 3a 6e3omacHoct (CLP) : P264 - Jla ce m3Mue phlieTe 10 JAKTHTE H JIMLETO CTAPATEeNHO Clie]] yrnoTpeoa.

P270 - Ta He ce se, Ue WK MyHIY IPH YHOTpeba Ha IPOIyKTa.

P301+P312 - TIPU ITOTJTBILIAHE: npu Hepasnonoxenue ce odanere 8 ITEHTHP 1O
TOKCHKOJIOT S unu Ha nexap.

P330 - M3mnakuere ycrata.

P501 - ChabpxaHUEeTO/CHIBT A CE U3XBBPIIU B MYHKT 32 ChOMpaHE HA ONMACHU WM CHICIUATHA
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OTIAIbIH, B CbOTBETCTBUE C MECTHUTE, PErHOHAIHY, HAIMOHAIIHU /i MEXITYHapOIHHU
pasnopenou.

EtukeTHpaHe B ChOTBETCTBHUE C: H3KIIIOUCHHMS 3a BBTPEIIHH ONAKOBKH, KOraTo ChAbPXKAHUETO He npesuiiasa 10 ml

He ce u3nckBa eTHKeTHPaHe

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

HanmenoBanne HNnenrnduxarop Ha % Knacndpukanusi B CbOTBETCTBHE €
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Acetyl clonidine - <100 Acute Tox. 4 (opanna), H302 (ATE=315
mg/kg TexecHo Terio)

3a meanus Teker Ha H- 1 EUH-nipenynpexaeHusita 3a onacHOCT: BX. pazaen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa oMo1{

H’LpBa TIoMoul IIPpU KOHTAKT C KO)KaTa : I{a C€ OTCTpaHU MaKCUMAJIHO 4Ype3 H36’prBaHC (C YUCTa U MECKa IonuBalia K’I:pl'[a).
H’LpBa oMol IIPpU KOHTAKT C OUUTE : M3muakHeTe ounTe C BOja KaTo IpeanasHa Mspka.

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

Hsma nanuyHa nonbiIHUTENHA HHOOPMAIIUSL

PA3IEJI S: IIpoTHBONOXKAPHU MEPKH

Iloaxonsmu TI0)KapOTaCUTCIIHA CPEICTBA : Opesiyio 3a 3aracsiHe Ha OT'BHSI.

OnacHoCT OT moXkap : Bwx maparpad 2.2.

I/IHC’I‘pyKLII/IPl 3a raCcCHE Ha MOXKapu N I[a C€ U3MI0JI3BAT CPEACTBA, MOAXOAAIIHN 32 raCCHE Ha IMOXKapu B CbCEACTBO.

PA3EJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

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

ABapHiiHH IITAHOBE : Jla ce n30srBa BCAKAKBA H3JHILIHA CKCIIO3HIIUSL.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEIHHU CIy4Yan

Hsima HaymMuHa OMIBJIHUTETHA PlH(bOpMaHHﬂ
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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(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Bmx maparpad 1.

J1 HA eKCl’lO}lll[llﬂTa/.Tlll‘{HH mnmp

8.1.1 HanuoHaIHU rPAHHYHH CTOHHOCTH HA NPO(eCHOHATHA eKCIO3UIHA ¥ OHOJIOTHYHY FPAHUYHHU CTOHOCTH

Hsma nannana nonmsiHuTENHA MHOOPMAIHS

8.1.2. IIpenopb4uTEeTHH NPOLEAYPH 32 HAOIIOIEHUE
Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

8.1.3. O6pa3yBar ce 3aMbPCUTENIM HA BB3/1yXa

Hsma nannana gonsiHuTENHAa MHOOPMAIHS

8.1.4. DNEL u PNEC

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

8.1.5. Peryinpane upe3 o6xBatu (control banding)

Hsima HanmuHa JOMIBIIHUTETHA HH(I)OpMaHHﬂ

8.2.1. TToaxoasii TEXHUYECKH KOHTPOJI

Toaxoasiuy TEXHUYECKH KOHTPOJI:
Jla ce cbxpaHsiBa B 100pe mpoBeTpuBo nomMenienne. OOMKHOBEHO C€ M3UCKBAT KAKTO MECTHA CMYKAaTEIHA BEHTUJIAIMS, TaKa M BEHTUJIALKS Ha 00II0TO
MOMEIICHHE.

8.2.2. JInuHHU Npeana3Hu cpecTBa

8.2.2.1. 3ammTa HA OYMTE H JHUIIETO

Hsma nannana gonsiiHuTENHA MHGOPMALHS
8.2.2.2. [Ipeana3BaHe Ha KoKaTa

3amuTa Ha KOKATa H TAJIO0TO:
JlaboparopHa mpecTrika

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

8.2.2.3. BamuTa Ha IUXATEJHUTE MHTHIIA

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

8.2.2.4. TepMuYHH ONACHOCTH

HsiMa Hann4dHa QOMBIHATETHA HHOOPMALIHS

8.2.3. KoHTpOJI Ha eKCIIO3HIHUATA B OKOJIHATA cpejia

Hsima HanmaHa JOITBJIHUTECITHA I/[H(bOpMaI_II/I}I

PA3JIEJI 9: ®u3u4YHA U XUMHYHHU CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELWIECTBO
LBsar . He e HanmuHo
Mupuc : He e nanuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha TOnIeHE . He e HannmuHo
Touka Ha 3aMpB3BaHE : He e HannmuHo
Touka Ha KUTICHE . He e HannmuHO
3anmanuMocT : He e nanuuno
I'paHnIM Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHHIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIia Ha €KCILIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3anaaBaHe : He e npunoxumo
Temneparypa Ha pa3iaraHe : He e nanuuno
pH : He e manmuuno
pH pastBop : He e nanuuno
Bucko3uter, KuHEMaTuueH : He e npunoxumo
PastBOpUMOCT : He e nanuuno
Koeduuuenr Ha pasnpenenenue: n-okranon/Boga (Log  : He e HanuuHO
Kow)

Hansrane na napute : He e nanuuno
Hansraune na napute mpu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITFTHOCT : He e manmuuno
OtHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e naauuno
9.2. Ipyra uadopmanus

9.2.1. Undopmanusi BB BpPb3Ka ¢ KiIacoBeTe HAa GU3HYHA ONACHOCT

Hsima HanmaHa JOITBJIHUTECITHA I/[H(bOpMaI_IPI}I

9.2.2. /Ipyru XapakTepuCTHKH 32 6e30MaCHOCT

HsiMa Hann4dHa QOMBIHATENTHA HHQOpMALIHS

31EJI 10: CTa0HJIHOCT U PEAKTHBHOCT

10.1. PeakunoHHa cCOCOOHOCT
CrabuiieH pu HOPMATHH YCIOBHSL.

10.2. XuMHYHA CTAOUITHOCT

Hsma Hanmnuna JOITbJIHUTCIITHA I/IH(bOpMaI.II/IH

10.3. Bb3MOKHOCT 32 ONACHH PeaKIUuu

He e u3BectHo.
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Clonidine impurity B

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsma npu HopmanHa ynotpe6a. Brokxre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TO4YKaTa Ha pasrpaxaaHe OTACJIA OIlaCHU U3IapEeHUs.

PA3JIEJ 11

Ocrpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (epMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)

U4YHA MH(opManus

. BpexeH npu norirpIiaHe.
He ce xmacudunupa (Jluncsamy naHam)
He ce xnacudunupa (JIuncsamy naHam)

Acetyl clonidine

LDS50 opanHo mrbx

315 mg/kg

KoposuBHoCT/ipa3sHeHe Ha Koxarta

CepHO3HO yBpex/JaHe Ha OUHTe/Apa3HeHe Ha OUHTe
CeHcnOMNM3anys Ha JUXATETHUTE TBTHIIA IIH KOXKAaTa
MyTareHHOCT Ha 3aPOAUIIHUTE KICTKA
KanneporenHoct

TOKCHYHOCT 3a PENPOAYKIUATA

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICICHN
OpraHu) — €IHOKpaTHA eKCTIO3UIHS

CTOO (crnenuuyHa TOKCHYHOCT 3a OIPEACTICHI
Opranu) — MOBTAPSIIIa Ce EKCITO3ULIUS

OnacHocT NpyU BAUIIIBAHE

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

PA3JIEJI 12 0JI0TUYHA UHopMaIUA

Ekosorus - 0610

OmacHo 3a BoJHaTa cpejia, KpaTKocpouHa (ocTpa)
OrnacHo 3a BOJIHATA CPefia, ABIrOCPOYHA (XPOHHYHA)
He ce pasrpasia 6bp3o

Hsma nanwyHa HoMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nonbiIHUTENHA HHDOpMATHS

Hsma HanuvHa JOMBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

He ce xnacu¢unupa (Jluncsamy gaHHm)
He ce knacudunupa (JIuncpanm 1aHHHN)
He ce xnacudunupa (Jluncsamu qaHam)
He ce xnacuduuunpa (Jluncsamu q1aHam)
He ce knacudunupa (Jluncpauy faHH)
He ce xacudunupa (JIumncsamy nanam)

He ce knacudunupa (JIuncpanm naHHN)

He ce xmacuduuunpa (Jlumncaiy qaHnm)

He ce xiacuduumpa (TexHHYecKka HEBB3MOXKHOCT 3a MOJTy4YaBaHEe HA JJAHHH)

He NIpeACTaB/IsIBa KOHKPETHA OIMMACHOCT 3a OKOJIHATa Cpeaa.

He ce xnacudunmpa (JIuncsamy naHam)
He ce xmacudunupa (JIumncsamy naHam)
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Clonidine impurity B

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.IPIﬂ

: O0e3BpekaaHe HA OTHAABLIIUTE

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

PA3JEJI 14: UudopManusi OTHOCHO TPAHCII

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH win naeHTHGUKAIOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHHE Ha MpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTUPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpela

He e mpunoxumo | He e mpunoxumo | He e npunoxumo

Hsma nompiaauTeTHA HATMYHA HHOOPMAIIHS

CyXonmbTeH TPAHCIIOPT

He e npunoxumo

TpaHcnopT no Mmope
He e npunoxumo

Bb3aynieH TpancnopT
He e npunoxumo

He e npunoxumo

PA3IEJI 15: UudopMmanusi 0THOCHO HOPMATHBHATA ypeada

15.1.1. PernamenTtn na EC

REACH Ilpuaosxenune XVII (YciaoBus 3a orpaHnyapaHe)

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

REACH, IIpuiaoxenue XIV (Cnuchbk Ha BelecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B Ilpunoxenne XIV sva REACH (Crichk Ha BelecTBara 3a pa3pelniaBaHe)

REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

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

Henpunoxumo.

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

Henpunoxumo.

PersiaMeHT OTHOCHO BellecTBa, KOMTO Hapymasat o3o0HoBus cjoii (EC 1005/2009)

He ¢urypupa B ciuchbKa ¢ BeIeCTBa, KOUTO HapymaBat 030HoBus cioif (Permament EO 1005/2009): Clonidine impurity B

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
MPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIO4YEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Bemecta (Perimament EO 273/2004 0THOCHO ITPOMU3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpe/IeJICHN BEUIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MIIH IICUXOTPOITHH BEILECTBA)

15.1.2. Hauuonauu paznopenoun

HsiMa HannyHa qOMBIHATENTHA HHQOPMALHS

15.2. OneHka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/Iﬂ

PA3EJI 16: Ipyra ungopmanus

II'bnen Texker Ha H- 1 EUH-npegynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHOCT (OpainHa), Kareropus 4

H302 Bpenen npu nornsinaxe.

Nudopmarmonen suct 3a 6e3onacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxkaiia ce B To3u MHopMaIoneH JucT 3a 6e30MacHOCT, € MoJdy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a
Ha/IeXXIHU. Bhripexn ToBa, HHQOpManusTa ce npejocTasst 0e3 HUKAaKBa rapaHIisl, H3pUYHA MM T0pa30upalla ce, OTHOCHO HeifHaTa KOPEKTHOCT
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