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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 . Hydroxyzine hydrochloride
XHUMHYECKO HANMEHOBAHHUE . Hydroxyzine hydrochloride
EO Ne 1 218-586-3

CAS Ne 1 2192-20-3

Kon Ha npoxykra 1 201600467

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

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. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

Kaacupuxauus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
ToxcuuHocT 3a penpoaykuusra, Kareropus 2 H361
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH! — €IHOKPaTHa H336

excriosunus, Kareropus 3, HapkoTnaau edextn
3a mbanus Tekcet Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'1Hl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3PaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa
Bpenen npu normsuane. [pennonara ce, 4e yBpexaa OINIOAUTEIHATA CIIOCOOHOCT WM I10/1a. MOsKe J1a IpeIu3BHKa ChHIMBOCT WM CBETOBBPTEK.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue
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Hydroxyzine hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H336 - Moxe 1a mpein3BUKa ChbHIMBOCT HJIH CBETOBBPTEK.
H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He uznon3BaiiTe npeay Aa CTe MpoYean U pa3dpaiy BCHYKH NPEIIa3Hu MEPKH 32
0e30MacHOCT.
P261 - U30sireaiite BAMIIBaHE HA Tpax/MyIeK/Ta3/IuM/H3MapeHus/aepo30Iu.
P264 - Jla ce u3amue pbLeTe 10 JIJAKTUTE U JMIETO CTApATENIHO clie] ynoTpeda.
P270 - [la He ce sine, nmue WK MyIIU Py ynoTpeda Ha MPOayKTa.
P271 - Jla ce u3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MSACTO.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 32 3allUTa Ha CIIyXa.
P301+P312 - ITPU ITOI'JIBIIAHE: Ilpu Hepasnonoxenue ce obagaere 8 LLEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yJIeCHsBAIIA AULIAHETO.
P308+P313 - [1PU siBHa miu mpeAnonaraeMa eKcrno3unust: I10Tbpcete MeANIMHCKH ChBET/IOMOLI.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBP 10 TOKCUKOJIOI'US nnu Ha nekap.
P330 - M3mnakHere ycrara.
P403+P233 - Jla ce chxpansiBa Ha 0Ope MPOBETPHUBO MACTO. CHABT J1a Ce ChXPaHsBa ITBTHO
3aTBOPCH.
P405 - [la ce cpxpaHsiBa 1o KJIr04.
P501 - CbappixkaHHETO/ChIBT 1A CC U3XBBPIIH B IMYHKT 33 ChOMPaHEe Ha OMACHU MU CIICHUATHI
OTHajblH, B ChOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/HJIN MEX/IyHapOIHU
pasnopenou.

Ertukernpane B choTBeTCTBHUE C: M3KIIIOUCHHMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChABPXKAHUETO He npeBumiasa 10 ml.

IMuxrorpamu 3a onacHoct (CLP) :

GHS08

2.3. JIpyru onacHoCcTH

Jlpyra nadopmarys : AKTHBHO BemecTBo (BB (hapManeBTHIHH NPpoxyKTH) (IIcnxoTpomnHo BemecTso).
BHHUMaHHe - BEIIECTBO, KOETO BCE OIIE HE € H3IMHUTAHO HAITBIIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Hydroxyzine hydrochloride CAS Ne: 2192-20-3 <100 Acute Tox. 4 (opanna), H302 (ATE=950
EO Ne: 218-586-3 mg/kg TenxecHo Terio)
Repr. 2, H361
STOT SE 3, H336

3a nmbanud TexceT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. paszjen 16

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IIbPBa MOMOL

H’BpBa mmoMo1g - 061111/1 MEpPKHU . BBB Bcnukn CjIydyan Ha CbMHEHUE, WJIH aKO CUMIITOMUTE IPOABIDKABAT, IIOTHPCETE MEAUIITUHCKA
TIOMO1II.
H’BpBa TIOMOII IpXU BAUIIBAHE . HW3Benere nuiiero Ha 9uCcT BB3AYX U I'O IIOCTABETE B IMMO3UL U, YIICCHABAIA JUIIAHETO. I[a C€ oCTaBH

TIoCTpagaIns a1a CU NOUYNHE. B cnyqaﬁ Ha IpUJIonIaBaHe: HompceTe MCIUIHUHCKHA C'bBeT/HOMOI]_L
H’pra TIOMOII TP KOHTAKT C KOXKaTa : I[a C€ CBaJI 3aMBPCEHOTO 00JIEKIIO U M3JIOKCHUST YJacCThK OT KOXKaTa J1a C€ U3MHUE C MEK CallyH U
BOJa, KaTo CJICIa TOBAa CE€ U3IINIaKHE C TOILIA BOOA.
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Hydroxyzine hydrochloride

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

IIppBa momoIIL NP KOHTAKT C OYUTE : H3mnakHere ¢ Boza, KaTo JbPKUTE OUHUTE MIMPOKO 0TBOpeHH. [ToThpceTe MeqUIIMHCKA TOMOLI, aKO
60JIKaTa, MUTAHETO WIIHM 3a4EPBSIBAHETO MPOABIIKAT.

IIspBa momony npy MOrIbIIAHE : H3znnaksere ycrarta ¢ Boga (caMo ako MOCTpaJaluAT € B ch3HaHue). Huxora He gaBaiite HUIIO mpe3
ycrara Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere 8 LIEHTBP I[10 TOKCUKOJIOI USl/Ha
JeKap.

Hsma HanuvHa ZONBIHUTENHA HHPOPMALIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Toxxoasmy noxaporacHTENHN CPEACTBA : Jla ce m3mon3Bat cpeJcTBa, MOAXOAAIIN 3a FaCEHE Ha MOXKapH B ChCEJCTBO. Bhrieponen auokcus.
Bonen cnpeii. Cyx mpax. Ojnesiio 3a 3aracsiHe Ha OT'bHSI.
Henoxxosmu mmoxkaporacuTelTHi CpeicTBa : Jla He ce n3mon3Ba CHIIHA BOJHA CTPYSI.

OnacHM IPOYKTH Ha pasNajaHe B CIydail Ha moxap . HembiHOTO TopeHe 0cBOOO0K/1aBa ONACceH BHITIEPOICH OKIHC, BEITIEPOCH IBYOKHUC U APYTH TOKCHIHU

Ta30Be. Bh3MOXHO € OTIeIISTHETO Ha TOKCUYHH H3TMIapeHUs.

MHcTpykunuy 3a raceHe Ha Moxapu : Jla He ce [0ommycKa H3mon3BaHaTa B GopbaTa ¢ mojkapa Bo/a Jia 3aMbpPCH OKOJIHATA Cpe/ia.
3amuTa Npy raceHe Ha mnoxap . Jla He ce mpeanpueMa Hameca 0e3 TOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBapuiiHO H3NyCKaHe

OO0y Mepku : Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepconaJi, KOITO He 0TroBaps 3a CHEIIHHU CJaydYan

ABapuitHH TITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JIMAaTa, OTTOBOPHH 32 CICIUHM CJIyYau

3aIIUTHY CpeCTBa : Jla He ce mpeanpreMa Hameca 6e3 MOAXOAIIO 3aIUTHO 000pyABaHe. 3a MoBede HHpOpMaALHs,
BIDKTe paszaen 8: "KoHTpou Ha ekcrio3uiusita/ TMYHU IPEeAa3Hu cpeacTBa’.

I[a ce u3bsrea H3IyCKaHC B OKOJIHATa cpeaa. HpeI[OTBpaTeTC HABJIM3aHCTO B KaHAJIM3alUsATa U B OGH.ICCTBeHI/ITe BOIH.

3a 3agbprKane : IlonmiiTe ¢ HHEPTEH MaTEpHA U MOCTABETE B MOAXO/SIL KOHTEHHED 3a 00e3BpekJaHe Ha OTHAABLIH.
Mero/u 3a MoYKCTBaHE : IlouncTeTe 3aMbpceHUTE TOBBPXHOCTH OOMIHO C Bojia. [104YnCTBaHE ¢ OMILTA HA JETEPrEHT.

Bmxre Pazznen 13 otHocHO nH(bOpMarys 3a 06e3BpekaaHe Ha OTIAIBLHTE.

PA3JIEJI 7: PaGoTa U cbXpaHeHHe

HOH’BJ’IHHTGJ’IHI/I OITaCHOCTH II0 BpEME Ha pa60Ta : I{a HE C¢€ usjarar 6peMeHHP[TC KCHH WM KbpMAYKHUTE.
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Hydroxyzine hydrochloride

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

Ipennasuu Mepku 3a 6e3omacHa paboTa . /Jla ce u30srBa BCsIKAaKBa M3NHUINHA ekcrio3uus. [la ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XUTueHHH MEPKH . Jla He ce sz1e, nMe WK TyIIH OpH yrotTpeda Ha nmpoaykra. Jla He ce n3Hacs 3aMbpCceHO paboTHO

00J1eKI10 N3BBH pabOTHOTO NomenieHue. [la ce U3MUAT phLETe NpeIu MOYUBKUTE U CIIE]T
MPUKIIIOYBaHE Ha padorara.

7.2. YcenoBusi 3a 6e30MaCHO ChbXpPaHsSBaHe, BKIIYNTETHO HECHBMECTHMOCTH

VYcnoBust 3a chXpaHsBaHe : /Jla ce cpxpansiBa Ha 100pe npoBeTpuBO MACTO. ChIBT J1a CE ChXpaHsiBa IUIBTHO 3aTBOPEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepHAIH : Jla ce chXpaHsiBa B OPHTMHATHUTE KOHTCHHEPH.

7.3. Cneuuduuna(u) kpaiina(u) ynorpeda(u)

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

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3HIUSITA/THYHH MPeINa3Hi CPeACTBa

8.1. [TapameTpu HA KOHTPOJI

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaLII/IH

8.2. KoHTpo.1 Ha eKCo3HIMATA

HO)]XO)]HH.( HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 106po mpoBeTpsiBaHe Ha paboTHOTO MsICTO. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTeJIHA BEHTHIAINS, Taka M BEHTUIALHS Ha 00LIOTO
nomenienue. C marepuaina TpsiOBa Ja ce padoTH 1o 1abopaTopHa KAMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

JInuHu npeanasHu cpeacrsa

3amuTa Ha OYMTE U JIMIETO

3ammTa HA OYHTe:

Jla ce HocsiT peanazHu ounia. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3amuTa Ha KOKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMAMLIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopsa npectisika. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXONAIM PhKaBUILM. XUMHYECKH YCTOHUMBH pena3Hu ppraBuiy. (EN 374)

saII(I/ITa Ha [UXaTeJIHUTE MbTHIIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 006pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHM CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSIHUE : TBBpIO BemecTBo
st : Osu1. mo4TH OsI.
BrpHuleH Bug . Kpucranen npax.
MonekynHa Maca 1 447.8 g/mol
Mupuc : He e Hannuno
I'panunara Ha Mupuca . He e mannuno
Touka Ha ToneHe 1 =190°C

Touka Ha 3aMpB3BaHE . He e HannuHo
Touka Ha kunEHe : He e nanuuno
3amanuMocT : He e manuuno
JlonmHa rpaHHIla Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha eKCIIII03UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajaBaHe : He e npunoxxumo
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Hydroxyzine hydrochloride

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

Temmneparypa Ha pa3naraHe : He e Hanuuno
pH <25

pH pastBop : He e HamuunO
Buckosurer, KuHEMaTuueH : He e npunoxumo
PasrBopumocT : Boma: 100 — 1000 g/l
Koeduient na pasmnpeznenenue: n-okranon/soga (Log @ He e nammdno
Kow)

Hansirane na nmapute : He e Hanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCHUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

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

Hsma HanuyHa 1onBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHOOpMALHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

KCHKOJIOIrM4YHa HHq)OpMaHHﬂ

Octpa TOKCHYHOCT (OpajiHa) . BpegeH npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanHu)

Hydroxyzine hydrochloride (2192-20-3)

LD50 opanHo mbx 950 mg/kg (RTECS Ne KK2280000)
KoposusHocT/ipasnene Ha Koxara : He ce xnacudunupa (Jlunceat ganHm)
pH: <2.5
Cepno3HO yBpek/[aHe Ha OUHTE/IpasHEHEe Ha OUNTe : He ce xnacudumupa (JIuncear nanHm)
pH: <2.5
CeHcuOmIM3amys Ha IUXaTeIHUTE IBTUINA WK Koxkata : He ce xacudunupa (Jlumncsar qaHam)
MyTareHHOCT Ha 3apOJULIHUTE KIETKU : He ce xnacudunupa (Jluncsat nanxm)
Kanneporennoct . He ce xnacudunupa (Jlumnceat naHmHm)
TOKCHYHOCT 3a peNpOAyKIHATA : Ilpexnonara ce, ye yBpesk/ia OIUIOANTEIHATA CIIOCOOHOCT MIIM TUIOAA.
CTOO (crennuvHa TOKCHYHOCT 3a ONpPEIETCHI : Mosxe 1a ipe/iu3BHKa CHHIMBOCT MM CBETOBBPTEX.

OpFaHH) — €/IHOKpaTHa €KCIO3UIUA
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Hydroxyzine hydrochloride

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

CTOO (crneuuduvHa TOKCHYHOCT 32 ONPEICICHU . He ce xnacudunupa (Jlunceat nanHmn)
OpraH{) — MOBTapsIa Ce eKCIO3ULHs

OmnacHOCT NP BAUIIBaHE . He ce xnacu¢umpa (JIunceat nanau)

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

PA3 2: Exosiornyna naHgopmanus

OmnacHo 3a BOJHaTa cpea, KpaTkocpodHa (ocTpa) . He ce xnacu¢unupa (Jlurncsar gaHHmn)
OnacHo 3a BOJHATa cpeja, IbIAroCpoYHa (XPOHUYHA) . He ce xnacu¢unupa (Jlurncsar naHHn)

Hydroxyzine hydrochloride (2192-20-3)

YcToiuMBOCT U pasrpaguMocT He ce pasrpaxna 6bp30

Hsima HanmuHa OMIBJIHUTETHA PIH(I)OpMaI.IHﬂ

Hsma nanwyHa nonbiIHUTENHA HHPOPMAIIUSL

Hsima Hanu4Ha qonbiIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

BpekKIaHe HA OTHHAABII

Hsma HanuvHa ZONBIHUTENHA HHPOPMAIIUS

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCTIOPTUPAHETO

B crorBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cucska Ha OOH nnn naenTudgukanuoneH Homep

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HaMMeHOBaHMe HA NpaTKaTa o cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NaCHOCT MPH TPAHCIIOPTHPaHe

He e npunoxxumo He e npunoxxumo He e npunoxumo

25/02/2025 ([lata Ha peqakiusTa) BG (6barapckn) 6/10



Hydroxyzine hydrochloride

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

ADR IMDG IATA

14.4. Onakopb4Ha rpyna

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsma JOITBJIHUTCITHA HAJTUYHA I/IH(l)OpMaI_II/I}I

14.6. CnenuajiHy npeana3sHu MepKH 32 NOTpeduTeuTe

CyxonmbTeH TPaHCIOPT
He e npunoxumo

TpaucnopT no mope
He e npunoxumo

Bb3ayumien Tpancnoprt
He e npunoxumo

14.7. MopckHu TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSTHHE CHIVIACHO HHCTPYMeHTH Ha MeKIyHApOAHATA MOPCKA OPraHU3aLHUs

He e npunoxxumo

PA3JIEJI 15: U opmanusi OTHOCHO HOPMAaTHBHATa ypenaoda

15.1. CnennduyHy 32 BENIeCTBOTO WM CMECTA HOPMATHBHA yPea6a/3aK0HOAATEJICTBO OTHOCHO 0€30MaCHOCTTA, 3[PABeTO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnnchk Ha BeliecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ xanannar-BemecTsa

PeriiaMeHT 0THOCHO BelllecTBa, KOUTO HapymaBaTt 030HoBus ciaoii (EC 1005/2009)

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

PersiameHT 32 M3J1e/MsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBex/aHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHcdepa,

Opokepckara IEfHOCT M TpaH3UTa Ha U3JIEIHs U TEXHOIOTHH C JBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)
He cpappixa BemmecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)
He cpabppika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTiuHuTe BeniecTa (Perimament EO 273/2004 0THOCHO IPOM3BOJCTBOTO M ITYCKAHETO

Ha mma3apa Ha OIpeACIC€HU BEIIECTBA, U3IIOJI3BAHHU 32 HE3aKOHHO MPONU3BOJACTBO HAa HAPKOTUYHU UIIU TICUXOTPOITHN BeHIeCTBa)

15.2. Onenka Ha 0€30NMACHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma Hann4Ha IOMBIHUTENHA HHOPMAIUST
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Hydroxyzine hydrochloride

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

PA3JIEJI 16: Ipyra ungopmanus

HNupnkanus 3a NMPOMEHHU

Pasznen IIpomenen eemMeHT KomenTtapu
JlaTa Ha u3aBaHe IIpomeneno
Jlata Ha pemakuusTa Jlo6aBeno
3amMeHs BepcusiTa OT JobaBeHo
1.1 EO Ne Jlo6aBeno
1.1 CAS Ne Jlo6aBeHo
1.1 CHUHOHMMU IIpemaxunarto
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BeIeCTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeba IIpemaxuarto
2.1 Heb6naronpusiTin QU3HKOXUMHUYHH e(DEKTH K IIpomeneno
HeOaronpusTH e(heKTH 3a 3APaBETO Ha YOBEKa
OKOJIHAaTa cpejia
2.1 Krnacugukauus B ceorBerctre ¢ Pernament (EO) | IIpomeneno
Ne 1272/2008 [CLP]
2.2 Ipenynpexnenus 3a onacuoct (CLP) IIpomeneno
22 Curnanna gyma (CLP) IIpomeneno
2.2 Tpenopsku 3a 6e3onmacHoct (CLP) IIpomeneno
2.3 Jlpyra uudopmarus Jlo6aBeno
4.1 [TppBa nomout - 00IIM MEPKU JobaBeHo
4.1 ITspBa momou1 Npy KOHTAKT € KOKaTa ITpomeneno
4.1 IIppBa nomo1l npu BIUIIBAHE IIpomeneno
4.1 IIppBa nomo1l Npy NOINIbIAHE IIpomeneno
4.1 IIppBa noMoIIL IPKU KOHTAKT C OYUTE IIpomeneno
4.2 Cummnromu/edextu IIpemaxuato
4.2 CuMnToMu/epeKTH ciel MorIblaHe IIpemaxunarto
4.2 Cumrnitomu/eheKTH clies KOHTAKT ¢ KoXKarta IIpemaxnato
4.2 CuMnTomMu/eexTH ciel BAUIIBaHE IIpemaxnarto
4.2 CumMnromu/edeKTu ciey KOHTAKT C OUUTe IIpemaxunaro
43 Jpyro MEAUIIMHCKO CTAHOBHILE WU JICYCHUE IIpemaxuarto
5.1 Henonxonsuy noxaporacuTenHu CpeiCTBa Jlo6aBeno
5.1 TToaxoasmu noxxaporacuTesHi CpecTBa IIpomeneno
52 OmnacHY IPOIYKTH Ha paslasiaHe B cIydail Ha JlobaBeHo
Toxap
52 OnacHOCT OT IoXap IIpemaxuato
53 3amuTa Ipy raceHe Ha IoXKap JobaBeHo
53 MHcTpyKumy 3a raceHe Ha moxapu IIpomeneno
6.1 3aluTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiHu raHoBe IIpomeneno
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Hydroxyzine hydrochloride

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
6.1 O06mu Mepku IIpomeneno
6.2 Ipenma3sHu Mepku 3a oma3BaHe Ha OKoNHaTa cpena | JlobaBeHo
6.3 3a 3aabpKaHe Jlo6aBeHo
6.3 MeTroau 3a moyncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru pasznent (8, 13) JlobaBeHo
7.1 JlOIbITHUTEHY OIIACHOCTH 110 BpeMe Ha pabora IIpomeneno
7.1 IMpenma3au Mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUTHEeHHH MEPKU IIpomeneno
7.2 VcnoBust 3a cbXpaHsBaHE IIpomeneno
7.2 OnakoBbYHU MaTepUaIl Jlob6aBeHo
72 TexHu4YecKH MEPKH ITpemaxunato
7.3 Crenu$uyay KpaifHu yoTpeoun IIpemaxnarto
8.2 3amura Ha IUXATETHUTE ITBTUIA IIpomeneno
8.2 3amura Ha ppleTe IIpomeneno
8.2 3alura Ha OYUTE IIpomeneno
8.2 Tloaxoasii HHKEHEPEeH KOHTPOJI IIpomeneno
8.2 3amura Ha Ko)kara U TAJI0TO ITIpomeneno
9 LBsT Jlob6aBeHo

9 BroHIeH Bug IIpomeneno
9 Touka Ha TOTICHE Jlo6aBeno

9 MornekyiHa Maca JobaBeHo

9 Mupuc IIpemaxnaro
10.1 PeakonHa criocoOHOCT IIpemaxunarto
10.5 HecwpBmecTumu Marepuanu IIpemaxnarto
10.6 OnacHu NPOAYKTH Ha pa3mnagaHe IIpemaxHarto
11.1 ATE CLP (opaina) IIpomeneno
11.1 LD50 opanHo mabx IIpomeneno
12.1 Exonorust - 061110 IIpemaxnarto
13.1 Pernonanuu pasnopenou 3a OTIabIHTE IIpemaxnarto
[I'bnen Texker na H- u EUH-npegynpesxieHnsiTa 3a oacHoOCT:

Acute Tox. 4 (opanHa) Octpa Tokcu4HocT (opanHa), Kareropus 4

H302 Bpenen npu nornsiuaxe.

H336 Moske 1a NpeIM3BUKa CHHIMBOCT UJIM CBETOBBPTEXK.

H361 TIpearmnosara ce, ye yBpex/Ja OIUIOIUTEIIHATA CIIOCOOHOCT WITH TUIOJA.
Repr. 2 Toxcuuanoct 3a penpoxykmusra, Kareropus 2

STOT SE 3 CriennpuyHa TOKCHYHOCT 32 ONPEETICHU OPTaHu — €JHOKpaTHa excro3uius, Kareropus 3, HapKOTU4YHU epeKTn

Mudopmannonen mmct 3a 6ezonacuoct (UJ1B), EC
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Hydroxyzine hydrochloride

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

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3I0JI3BA KATO ChCTaBKa Ha APYTU HPOLYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa [1a CC OKaKe
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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