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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 : Hydroxyzine hydrochloride

Kox Ha mpoaykra : 201600467

CHHOHUMH : Hydroxyzine, 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 € MpeqHA3HAYEH 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

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

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

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

PA3JIEJI 2: Onncanue Ha OACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

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

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
Koxna cencubmmmzanus, Kareropus 1 H317
ToxcuanoCT 3a penpoxykmusara, Kareropus 1A H360

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebuaaronpusitiu pU3NKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpeja
OmnpenelnsiHe upe3 eKCHEepTHO MHEHHE U TI0 CUJIaTa Ha JIOKa3aTesICTRa.

2.2. EneMeHTH Ha eTHKETA

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

IMuxrorpamu 3a onacuoct (CLP)

GHSO07 GHS08
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H302 - Bpeznen npu morislnaHe.

H317 - Moxe 1a OpHYrHA alepriudHa KOXKHA PeaKIus.
H360 - Mosxe 1a yBpeau OIUIOAUTETHATA CIIOCOOHOCT HITH TUTOAIA.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ilpenu ynotpeda ce cHabmeTe ChC CICHUATHI HHCTPYKIIMH.
P202 - He u3momn3Baiite mpeau [a cte MpoYesn U pa3dpain BCHIKH MPEeIa3Hi MEPKH 3a
6e30acHOCT.
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Hydroxyzine hydrochloride

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

P261 - 136srBaiiTe BOUIIBaHE HA paX/IIyNIeK/Ta3/IUM/U3IapeHUs/aepO30IIH.
P264 - [Ta ce u3Mue polieTe 0 JaKTUTE U JIUIETO CTAPATEIHO CIIe/l ynoTpeoa.
P270 - Jla He ce size, mue WK MyIIH IPX yIoTpeOa Ha MPOTYKTa.
P272 - Jla He ce u3Hacs 3aMbPCEHO PaOOTHO OOIEKIIO H3BBH PAOOTHOTO IIOMEIICHHE.
P280 - M3non3Baiite npeanasHu ppKaBULNY/TIPEINA3HO 00IEKIO/IPe a3 i OYmIa/Ipe/a3Ha Macka
3a JIMIE/IpeNa3Hu CPeICTBA 3a 3alIUTa Ha CIIyXa.
P301+P312 - ITPU IIOT'JIBIIAHE: npu Hepa3nonoxenue ce odaxere B [IEHTHP I10
TOKCHKOJIOT' S uinu Ha nekap.
P302+P352 - TP KOHTAKT C KOXXATA: U3muiite 0GMIHO C BOAA.
P308+P313 - [1PU siBHa i mpemnoiaraema ekcro3umust: [loTbpcere MeUIMHCKH CHBET/TIOMOIIL.
P321 - Crienmanusupano jiedene (BK. HOMBIHATENHA HHCTPYKIHS 32 MbPBa MOMOII Ha TO3U
€THKET).
P330 - Uzmnakuere ycrara.
P333+P313 - [pu nosiBa Ha KOXKHO Jpa3HeHe Wi 0OpHB Ha KoxkaTa: [loThpceTe MeTUIIHCKA
CBBET/IIOMOIII.
P362+P364 - Canete 3aMBbpCeHOTO OOJIEKIIO U TO U3MEpPETe MPEAN MOBTOPHA yoTpeda.
P405 - J1a ce cpxpaHsiBa MO/ KITIOY.
P501 - CpabpikaHHETO/CHABT [ CE€ U3XBBPIM B IIYHKT 32 ChOUpaHe Ha OMACHH MM CIIEIHATHA
OTHafbL, B ChOTBETCTBHUE C MECTHHUTE, PETHOHAIHH, HALIMOHAIHY H/HITH MEKyHAPOJHH
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHHMS 38 BBTPELIHN OIIAKOBKH, KOTaTo ChABPKAHUETO He mpeBumasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. Ipyru onacHoCcTH
Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: ChcTaB/mH(popManusi 3a CbCTABKUTE

3.1. BemectBa

HaumeHnoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C

NMPOAYKTA Permament (EQ) Ne 1272/2008 [CLP]

Hydroxyzine hydrochloride - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TelxecHo TerIo)
Skin Sens. 1, H317
Repr. 1A, H360

3a mpauus TekeT Ha H- n EUH-npenynpesxIeHnsaTa 3a OIacHOCT: BX. pasfen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa OMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

[TppBa HOMOLI NIPY BAMIIBAHE : Jla ce oCTaBH MOCTPaAAHs HA YUCT BB3ayX. OCUrypere CBeX Bb3AyX Ha 3aCETHATOTO JIHIIC.

ITppBa oMo IPU KOHTAKT C KOXKATA . Jla ce OTCTpaHH MaKCHMAIHO Ype3 H30bpCcBaHe (C YMCTa M MeKa IonuBaia Kepma). Ja ce m3mue
OOMITHO € BO/Ia B KOSITO € MPUOABEH JIETEPreHT.

[TppBa HOMOIIL IPU KOHTAKT C OYUTE : HW3makuere ¢ Boaa, KaTO ABPIKATE OYUTE IMPOKO OTBOPEHU.

ITspBa HOMOLIL IPU MOTITBIIAHE . Wsmnakuere ycrata. CrenuanHo jiekapcko Habmonenne. Moxe na 6b/ae mpernopbuaHo

MPOIBIDKUTEIIHO MEAUIIMHCKO HAOIIOICHHE.
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Hydroxyzine hydrochloride

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Cumnromu/eextn © Bb3MOXHH ca 3aKbCHENN e)EKTH.

Cumnromu/eeKTH ciie] BAUIIBaHE . HegocraTbunu maHHU.

Cumnromu/eeKTH ciiel] KOHTAKT C KOXKaTa . HemocrarbyHu qaHHM.

Cumnromu/epeKTH clie[] KOHTAKT C OUUTE . HemocrarbyHu JaHHM.

Cumrromu/eeKTH Ciie]] MOrTbIaHe . Cumnromure Morar Ja ObaaT 3aMaliBaHus, II1aBo00INE, TaieHe U 3ary0a Ha KOOPAMHALIUSL.

Tlorspcere MeanuuHCKy chBeT/OMONI. [Ipy BE3MOXKHOCT /1a C€ MOKAKe HACTOSIIMS JINCT, @ aKO HE € Ha PA3IIOI0KECHHE, [a Ce IIOKAKE ONAKOBKATa HIIM €THKETa.
AxrtuBatop. ®PapMaleBTHICH MPOLYKT.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

TToaxopsuu TI0XKapoTaCUTCIIHN CPEACTBA . Opesuto 3a 3aracsiHe Ha OI'bHSI.

OnacHocT OT Hoxap : Bwx naparpad 2.2.

I/IHCT‘pyKHHI/I 3a raceHe Ha IoXxapu . I{a C€ U3M0J13BaT CPEACTBA, IIOAXOAAIIHN 3a rACCHE Ha I10)KapH B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn . Jla ce m30srBa IIpeKnst KOHTAKT ¢ IpoxykTa. He BrumBaiite

TIpax/IyIeK/Ta3/ MM/ U3 IapeHns/aepo30ITi.

6.1.1. 3a mepcoHaJ1, KOTO He OTrOBaps 32 CHEIIHH CJIy4an

ABapHﬁHH IJIAHOBC . I[a C€ HOCH MMOAXOAIIO IPEANasHO 06JICK.TIO, PBKAaBUIH U 3alIMTHUA CPEACTBA 38 OYUTE WJIN JULICTO.

6.1.2. 3a 1MuaTa, OTTOBOPHH 32 CHEIHHU CIyYan

Hsawma mamuunaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

Mertoau 3a nouncTBaHe © Ybenerte ce, ye OTHAaABIKTE Ca CHOPAHU U CE ChXPAHIBAT HA CUTYPHO MsicTo. [Touncrere
craparenHo. Jla ce n3Mue HechbOupaeMus OCTaThK ¢ : Pa3TBOp OT HATPUEB XUIOXIIOPUT.

Hsima Hanu4Ha qONBIHUTENHA HHDOPMAIIHS

EJI 7: O6pa6oTka 1 cbXpaHeHuUe

JIOITBJIHUTEIHY ONIACHOCTH 10 BpeMe Ha 00paboTka : Ha norpeburens qa ce 00bpHE BHUMAaHHE 32 PUCKOBETE, CBEHTYaIHO CBBP3aHHU C H3OI3BAHETO HA
HPOJYKTa 3a APYTH LIEIH, PA3INYHU OT TE3H, 38 KOUTO € IIPeJHa3HAYCH.

Ipeamnasun Mepku 3a 6ezomacHa pabora : C martepuaia TpsioBa na ce paboTu BHuMatenHo. [la ce u30sArsa npekus KOHTAaKT ¢ npoaykra. C
MaTepHaia TpsioBa 1a ce paboTu o 1abopaTtopHa KaMHUHA, JOKOJIKOTO TOBA € BE3MOXKHO.

XHUrueHHH MEpPKU : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMATA HA 100OpaTa MPOMHUIIIICHA XHTUEHA U HPOLEAYPUTE 3a
6e30MacHOCT.
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Hydroxyzine hydrochloride

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

7.2. YcnoBusi 3a 6e301aCHO ChbXpaHsIBaHe, BKJIIYNUTETHO HECHBMECTHMOCTH

TexHuueCKn MEPKH . /Jla ce cia3BaT NPHIOKUMHUTE Pa3IOpeaOH.
YcnoBust 3a cbXpaHsiBaHe : Jla ce cbXpaHsBa MoJ{ KoY.

7.3. Cneunduuna(u) kpaiina(u) ynorpeoa(i)

Bux maparpad 1.

8.1. ITapameTpu HA KOHTPOJI

8.1.1 HanMoHaJHH IPAHUYHHU CTOIHOCTH HA MPOPECHOHATHA eKCIIO3HIUS U GHOJIOTMYHN TPAHUYHHU CTOHHOCTH

HsiMa Hanu4YHA JOIBIHUTENIHA HHGOPMALHS

8.1.2. IIpenopbuMTEIHH NPOLEAYPH 32 HAOII0/IeHUE
Hsma HannuHa 10ombJIHUTETHA MHGOPMALUs

8.1.3. OGpa3yBat ce 3aMBPCHTEIH HA BB3AyXa

HsiMa Hanu4YHA JONIBIHUTENIHA HHGOPMALHS

8.1.4. DNEL u PNEC

Hsma HannuHa 10ombJIHUTETHA MHGOPMALUs

8.1.5. Peryaupane upe3 o6xBartu (control banding)

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2. KoHTpo.1 Ha eKCO3NIUATA

8.2.1. IoxxoAsi TEXHUYECKH KOHTPOJI

Hoxxoasi TeXHHYECKH KOHTPOT:
Jla ce cpxpaHsaBa B 10Ope MPOBETPUBO HMoMeIIeHHe. [la ce H3Mon3yBa eqUHCTBEHO B CMyKaTelIHa kabiHa ¢ HHTerpupal Guitsp. Bucokoedektusen Guarsp 3a
yactuiy (HEPA ¢untep).

8.2.2. JIM4HM npeanasHu cpeIcTBa
8.2.2.1. 3amuTa HA OYMTE U JIMIETO

3ammTa Ha OUHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKATa

3amMTa HA KOKATA M TAJOTO:
Jla ce n3non3yBa XUMHYECKH YCTOiTuMBO 3amuTHO obnekito. DIN EN 13034

3amuTa Ha phIleTe:
XuUMHUYECKH yCTOHUMBH mpenazHu pbkasuiy. 1SO 374-1

8.2.2.3. 3ammTa HA JUXATEJHUTE IIHTHIIA

3ammuTa HA TUXaTeTHHTE ITBTHIIA

OrtaensiHe Ha npax: nmpotuBonpaxoBa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3osiHa Macka. Hocere auxareneH amapar, ako cTe
U3JI0’KEHHU Ha Mapy/TpaxoBe/aepo30u

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanmana JOITBJIHUTEITHA HH(bOpMaHHﬂ

8.2.3. KoHTpo1 Ha eKCNO3UIMSATA B OKOJIHATA cpela

Hsma HanuyHa DOMBJIHUTENTHA HHBOPMALUs
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Hydroxyzine hydrochloride

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

JIEJIL 9: ®u3uyHu U XUMHYHH CBOMCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
LBsT . He e nanuuno
BroHIeH BuI : Ilpax.

Mupuc © He e npunoxumo.
I'panunara Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KunEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHuIM Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonmHa rpaHMIIA HAa eKCITIO3UBHOCT : He e npunoxumo
T'opHa rpaHuna Ha €KCIIIO3UBHOCT © He e npunoxumo
Temneparypa Ha pa3narane © He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno

pH 1 <25

pH pastBop : He e nanuuno
Bucko3urer, KuHeMaTHUCH : He e npunoxxumo
PazrBOpuMOCT : Boga: 100 — 1000 g/l
Koebuiment na pasnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure . He e nanuuno
Hansrane na mapute npu 50°C : He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e nanuuno
OtHocuTenHa IWIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. Uudopmanus BLB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA ONACHOCT

Hsawma manmuunaa JOMBJIHUTCTHA HHq)OpMaIIPISI

9.2.2. JIpyru XapaKTepUCTHKH 32 6€30IaCHOCT

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

JI 10: CTaOMJIHOCT M PeaKTUBHOCT

Cra0uiieH Ipy HOPMAaJIHU YCIOBHSL.

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

Hsawma mamuanaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Hsima HanmuHa JOMIBIHUTEIHA PIH(bOpMaI.II/ISI

Hsma npu HopmanHa ynotpe6a. Buokre Pasnen 7.

Hpn 3arpsiBaHe 10 TOYKAaTa Ha pasrpak1aHe OTJCJIA OITaCHU U3IIapCHUS.
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Hydroxyzine hydrochloride

HNudopmanmoneH aucT 3a 6€30MacHOCT

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

OKCHKO

OcTpa TOKCHYHOCT (OpanHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIAMIIBAHE)

ruyHa uagopmanus

Bpenen npu norisluase.
He ce knacudunupa
He ce knacudunupa

Hydroxyzine hydrochloride

LD50 opanHo mrsx

300 — 2000 mg/kg

KoposuBHocT/ipasuene Ha Koxara

Cepro3HO yBpeK/jaHe Ha O4nTe/JpasHeHe Ha OYnTe

Cencubunu3anys Ha JUXaTeIHUTE MIBTUIA WIH KOXKaTa
MyTareHHOCT Ha 3apOJUILIHUTE KIETKU
Kanneporennocr

TOKCHYHOCT 3a penpoAyKLUHUATA

CTOO (creunduvHa TOKCHIHOCT 32 ONPEICICHH
OpraHu) — eAHOKPATHA EKCHO3UIHUS

CTOO (cneunduyHa TOKCHIHOCT 32 OIPEACICHU
OpraHu) — IOBTapsIIIA CE EKCIO3UIH

OmnacHOCT IpH BANIIIBaHE

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

1YHa MH(opManus

Exomnorus - 00mmo
OmacHo 3a BoJgHATa cpejia, KPaTKocpodHa (0cTpa)
OmacHo 3a BogHATa cpejia, JbITOCPOUHA (XPOHUIHA)

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuuHa JOMBJIHUTETHA I/IH(l)OpMaIII/I}I

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

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

Hsima HanmuHa JOMIBIHUTEIHA PIH(bOpMaI.II/ISI

He ce xnacudunupa (Jluncsamu nanmnm)

pH: <25

He ce xnacuduunpa (JIumncary gaHHm)

pH: <25

Moske 1a MPUYHHE alnepruvHa KOXHA PEeaKius.

He ce knacudunupa

He ce xnacu¢umupa

Mosxe 1a yBpeau OIUIOJUTENHATA CIIOCOOHOCT MIIN [IOA.

He ce xnacuduunpa (Jlumncaruy gaHHm)

He ce xnacudunupa (Jluncsamy naHHm)

He ce xnacu¢umupa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH HE Ca M3ITBIHEHH KPUTEPHUTE 3

KIacuHIIpaHe)

Omnacuu oTagsy. Jla ce H3M0/I3yBaT MOAXOASAIIH KOHTCHHEPH 32 OTIAJHHUTE IPOIYKTH.

He ce knacudummpa
He ce knacudummpa
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Hydroxyzine hydrochloride

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

PA3JIEJI 13: OGe3BpeskaaHe Ha OTHATBIUTE

13.1. MeToau 3a TpeTHPaHe HA OTHAXBIH

MecTHO 3aKOHOJATENCTBO (OTIAIBLIN) : Jla ce u3XBBpIH 10 Oe30maceH HAYMH B COTBETCTBHE C MECTHUTE / HALIMOHAJIHU pa3nopenou.

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cucbka Ha OOH nan naenTudgukannoneH HoMep

He e npunoxumo ‘ He e npunoxumo | He e nmpunoxumo

14.2. Touno HaMMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.4. OnakoBpb4Ha rpyna

He e npunoxumo ‘ He e mpunoxumo ‘ He e nmpunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ’ He e npunoxxumo

Hsima onbyiHUTEIHA HAJTMYHA PIH(bOpMaLlI/IH

14.6. Cnenna;THu Mpena3HA MEPKH 3a MOTPeOUTeINTE

CyXombTeH TPaHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmen TpancnopT
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuvHu 32 BENIECTBOTO WJIH CMECTAa HOPMATHBHA ypen6a/3aKOHOIATEICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH

REACH, IIpunoxenue XIV (Ciuchbk Ha BelecTBaTa 3a paspelniapaHe)

He ¢urypupa B ITpunoxenne XIV sva REACH (Cnmchk Ha BemecTBara 3a pa3peniapaHe)

REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kanaunar-senecTsa

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

Henpunoxumo.
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Hydroxyzine hydrochloride

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

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbPCUTEH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapywaBat 030HoBus caoii (EC 1005/2009)

He ¢urypupa B crimcbka ¢ BemecTsa, KOUTO Hapyiasar o30HoBus cioil (Permament EO 1005/2009): Hydroxyzine hydrochloride

PersiaMeHT OTHOCHO NpeKkypcopuTe Ha B3puBHM BemectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(H) B CIUCHKA ¢ MpeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npeanaraneto Ha na3apa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopUTe HA HAPKOTUYHHU BemecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha [a3apa Ha OIPE/ICIICHH BEIIECTBa, H3MOI3BAHN 32 HE3aKOHHO [IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHH BEIIECTBA)

15.1.2. HanmonaHu pasnopenou

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLlI/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra ungopmanus

II'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a oacHocT:

Acute Tox. 4 (opanma) Ocrtpa TokcuuHOCT (opainHa), Kareropus 4

H302 Bpezen npu moriblaHe.

H317 Moske J1a IPUYUHY aJepruyHa KOXKHA PEeaKIys.

H360 Moske 1a yBpeau OIUIOAUTENIHATA CIIOCOOHOCT WU ILIOJA.
Repr. 1A TokcuuHoCT 3a penpoaykuusaTa, Kareropus 1A

Skin Sens. 1 Koxna cencnbnimzanus, Kareropus 1

Hndopmannonen muct 3a 6ezomacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT UupopmarusTa, chrbpikamia ce B To3u MHOpMaIMOHEH JIUCT 3a 6€30MaCHOCT, € MOIyYeHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeKIHH. Brpeku ToBa, HHpOpMaNusTa ce IpeAoCcTaBs 0e3 HIKaKBa TapaHIis, H3PHYHA WIH I0ogpa30Hpalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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