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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 : (+)-trans-Paroxetine hydrochloride hemihydrate
Kox Ha mpoaykra 1 202100151

1.2. UnenTuduuupaHu BHI0BE YNIOTPeda HA BEIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0BE yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUOUPAHN YIOTPeOH

OcHOBHA KaTeropusi Ha ynorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, aHAM3H U HAYIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMECTa : Camo 3a mpodecronanHa yrnorpeda
OyYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce uznonssa : [Tornbuiane, Bauisane, [lepmanto

1.3. Iloxpo6Hu 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
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France

T +33(0)388412035 - F +33(0)388412771
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuumupane Ha BeHIECTBOTO WJIH CMeCTa

Kaacupukanus B cborBercTBHE ¢ Permament (EQ) Ne 1272/2008 [CLP]

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
CepHo3HO yBpexJaHe/npa3HeHe Ha ounTe, Kareropus 1 H318
ToxcuuaHoCT 3a penpoxykimsara, Kareropus 2 H361
OmacHo 3a BoJHATa cpesia — XpOHHYHA OIIaCHOCT, KaTeropus 2 H411

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
OmnpezensiHe upe3 eKCHEPTHO MHEHHE ¥ 110 CHJIaTa Ha JJOKA3aTeNCcTRa.

2.2. EneMeHTH Ha eTHKETA

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

IMuxrorpamu 3a onacuoct (CLP) : ' : 'I 'I

GHSO05 GHS07 GHS08 GHS09
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H302 - Bpeznen npu morislnaHe.

H318 - [Ipeau3BrKBa Cepro3HO yBPEKAAaHE HA OUHUTE.
H361 - [Ipeamosnara ce, 4e yBpex/a OILIOJUTEIHATA CIIOCOOHOCT WITH TIOA.
H411 - Tokcu4eH 3a BOJHUTE OPraHU3MH, C IBITOTPAcH e(eKT.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ilpenu ynotpeda ce cHabmeTe ChC CICHUATHI HHCTPYKIIHH.
P202 - He u3non3Baiite mpeau [a cte MpoYesn U pa3dpain BCHIKHU MPEeIIa3Hi MEPKH 32
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(+)-trans-Paroxetine hydrochloride hemihydrate

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

Oe30macHoCT.
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.
P273 - [1a ce n30srBa U3ycKaHe B OKOJIHATA CpeJia.
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' VS unu Ha nekap.
P305+P351+P338 - [IPU KOHTAKT C OUUTE: npomuBaiiTe BHEUMATEIHO € BOJA B IPOIABIIKCHIE
Ha HJKOJKO MUHYTH. CBajieTe KOHTAKTHUTE JICIIHU, aKO HMa TAKUBA U JOKOJIKOTO TOBA € BE3MOXKHO.
IIpoabmkeTe ¢ U3MIAKBAHETO.
P308+P313 - [1PU siBHa i mpemnoiaaraeMa excro3umust: [loTbpceTe MeJUIIMHCKH CHBET/TIOMOIII.
P310 - Heszab6asuo ce obanere 8 LEHTBP I[10 TOKCUKOJIOT' U nnu Ha nekap.
P330 - Uzmnakuere ycrara.
P391 - Csbepere pa3iasroro.
P405 - J1a ce cbxpaHsiBa MO/ KITIOY.
P501 - CpabpikaHHETO/CHABT a CE U3XBBPIH B IIYHKT 32 ChOMpaHe Ha OMACHH WM CIICIHATHA
OTHafbL, B ChOTBETCTBHUE C MECTHHUTE, PETHOHAIHH, HALIMOHATHY H/HITH MEKIyHAPOJHH
pasnopenou.

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

IMukrorpamu 3a omacHoct (CLP)

GHS08 GHS05

2.3. Ipyru onacHocTH

Hsma HanuuHa HOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: ChcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumeHnoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
(+)-trans-Paroxetine hydrochloride hemihydrate - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TelxecHo TerIo)
Eye Dam. 1, H318

Repr. 2, H361

Agquatic Chronic 2, H411

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]

IIppBa nomo1 - 001K MEPKU . He3abaBHO 11a ce M3MHUe 30HATa Ha KOHTAKT C TOJEMH KOJIMYECTBA BOJA.

[TppBa OMOLI IPY BAMIIBAHE : Jla ce 0CTaBH MOCTPAJAHS HA YUCT BB3ayX. OCHUrypeTe CBeXk BB3IyX Ha 3aCETHATOTO JIHIIE.
HeoT1o)KHI METUIMHCKA TPIKA U CIELHAIHO JICYeHHE, aKO € HEOOXO0AUMO.

ITppBa mOMOLI IPY KOHTAKT C KOXKATA . Jla ce OTCTpaHH MaKCHMAIHO Ype3 H30bpCcBaHe (C YiCTa H MEKa IomuBaiia Kepma). Ja ce n3mue
0OMITHO ¢ BO/Ia B KOSITO € mpuOaBeH JeTeprexT. Jla ce n3makea ¢ xJjiajKa BoJia B IPOAbIDKEHHE Ha 15
MHHYTH. AKO Apa3HEHETO Ha KOXKaTa MpOAbIDKABa, [1a Ce HAPABH KOHCYIITALHS C JIeKap.
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(+)-trans-Paroxetine hydrochloride hemihydrate

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

IIppBa oMo mpu KOHTAKT C OUUTE : MzmiakHere ¢ BoJa, KaTo ABPKUTE OYUTE IIUPOKO OTBOpeHH. CBajieTe KOHTAKTHHUTE JICHIN, aKO UMa
TaKHUBa M JJOKOJIKOTO TOBA € BB3MOXKHO. [IpoabimkeTe ¢ M3makBaHeTo. AKO Apa3HEHETO NPOIbIDKH,
KOHCYJITUpAWiTe ce ¢ 0TaIMOIIOT.

IIppBa NOMOIIL NP TOTITBIIAHE . HMzmnakuere ycrara. Jla He ce npen3BUKBa MOBpblaHe. CHeuaiHo Jiekapcko HabmoaeHue. Moxe
J1a ObJIe PEropbYaHO MPOIBIDKUTEIIHO MEIUIIMHCKO HAOJI0ICHHE.

4.2. Hali-chIecTBEHN OCTPH ¥ HACTHIBAIIM CJIe/l H3BECTEH MePHO/] OT BpeMe CHMNTOMH U epeKTH

Cumnromu/epexktu . Ilpean3BukBa u3rapsiHus. Bp3aMoXHH ca 3aKbCHETH ePEeKTH.

Cumnromu/eeKTH ciie] BAUIIBAaHE . Hemocrarpunu nanan. Moxe 1a IpeAn3BHKA 3aIbXBaHE, YCEIIAHe 3a TEXECT B TbPIHTE, JPa3HEHE
Ha TBPIIOTO M KAILIHIIA.

Cumnromu/eeKTy ciiel KOHTAKT ¢ KoXKarta : Henmocrarbuynu nannu. 3auepBsiBanusi, 00JIKa.

Cumnromu/eeKT ciies KOHTAKT C OYUTE © Henmocrarbuynu nannu. 3auepBsiBanusi, 00JIKa.

Cumnromu/eeKTu ciies NOorIbIiaHe . W3rapsiHus Ha CTOMAITHO-YPEBHUTE JIMraBui. CUMITOMUTE MOTaT Jia ObJaT 3aMaiiBaHus,

riaBo0omue, rajgeHe u 3aryda Ha KOOpHHALKsL.

4.3. Yka3zanue 3a HE00X0AUMOCTTA OT BCAKAKBH HEOTJI0KHU MEJUIUHCKHU I'PUKH U CHIEHHATHO JIeYCHHE

IoTbpceTe MEAUIMHCKH ChBET/IOMOIL. [IpH Bh3MOXHOCT J1a ce MOKa)Ke HACTOSINS JIMCT, a aKO HE € Ha Pa3MoJIOKEeHHUE, 11a Ce MOKaXe OMAaKOBKATa M €THKETa.
Axkrusarop. @apmManeBTHUEH IPOTYKT.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. Cpencrsa 3a raceHe Ha moxap

INoaxoasmu noxaporacuTesIHu CpecTBa : Opesuto 3a 3aracsiHe Ha OI'bHSI.

5.2. Ocodenn OIIACHOCTH, KOUTO MPOU3THYAT OT BEeIECTBOTO WM CMeCTa

OnacHOCT OT HoXkap : Bmx nmaparpad 2.2. Puck ot 00pa3yBaHe Ha TOKCHYHH U KOPO3HUBHH I'a30Be.

5.3. CbBeTH 32 MOKapHUKapHTE

I/IHCprKLII/IP[ 3a racCHE Ha IOXapu . I[a C€ U3M0JI3BaT CPEACTBA, IMNOAXOAAIIN 32 FACCHE HA OXKapH B CHCEIACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO H3MyCKaHe

6.1. JInuHM NpeanasHu MEPKH, NPeINa3HA CPEJICTBA U NPOLeAYPH IPH CIICHIHH CJIyYan

O6uwm Mepku : Jla ce u30srBa nIpeKusi KOHTAKT ¢ MpoxykTa. He BaumBaiite
pax/ITymeK/ra3/ AuM/U3napeHus/aepo30IH.

6.1.1. 3a nepconaJl, KOWTO He OTrOBAaPS 3a CHEIIHH CIy4YaH

ABapuiiHu MIaHOBE : Jla ce HOCH TTOJIXOJIAIIO MPENA3HO 00IEKI0, PKABUIM U 3aIIMTHU CPEACTBA 32 OYMTE WU JIHLETO.
6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHELIHH CIIyYaH

3ammTHN cpesicTBa : Bmxre Paznen 8.

6.2. [Ipeama3Hu MepKH 32 ona3BaHe Ha OKOJHATA cpeaa

Hsima Hammana JOITBJIHUTEITHA HH(bOpMaHHﬂ

6.3. MeToan  MaTepuaJIH 32 OTPAHNYABAHE H MOYNCTBAHE

MeToau 32 HOYHCTBaHE : VY6exnere ce, 4e OTHALBIHTE Ca CHOPAHH U CE ChXPAHIBAT HA CUTYPHO MsicTo. [louncrere
craparenHo. C MaTepuana Tps6Ba fa ce paboTu BHEMaTenHO. BbB BogHa cpena: Koposusen 3a
ounTe, IUXaTeIHATa CHCTeMa H Koxkata. /la ce u3Mue HechOHMpaeMust OCTaThK ¢ : Pa3TBOp OT HaTpHEB
XUIOXJIOPUT.

6.4. Ilo3oBaBaHe HA APYTH Pa3ien

Hsima Hanmana JOIIBJIHUTECITHA I/IHd)OpMaIII/ISI
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(+)-trans-Paroxetine hydrochloride hemihydrate

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

3IEJI 7: O0paGoTka u chbXpaHeHue

7.1. llpeana3Hu MepKH 32 Ge30macHa padora

JIOITBJIHUTEIHY ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpeburens qa ce 00bpHE BHUMAHHE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHMU C H3MOI3BAHETO HA
[IPOJYKTa 3a APYTH LIEIH, Pa3INYHH OT TE3H, 38 KOMTO € IpeJHa3Ha4YeH. BbB BogHa cpena:
Kopo3suBeH 3a 04uTe, ANXATEIHATA CHCTEMA U KOXKAaTa.

Ipenna3uu mMepku 3a 6e3omacHa padoTa : C marepuana TpsiOBa 1a ce pabotu BHUMaTeNHO. [la ce u30srBa Mpekust KOHTAaKT ¢ npoaykra. C
Martepuana TpsioBa qa ce paboTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € BB3MOXHO.

XHUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHMATA HA T0OpaTa MPOMHIIUICHA XMTHEHA U IPOLEIYPUTE 3a
6e30macHoOCT.

7.2. YcnoBus 3a 6e30macHO CbXpaHAABaHE, BRKIKNYUTEIHO HECbBMECTUMOCTH

TexXHUYeCKH MEPKH : /Jla ce cra3BaT NpHIOKUMUTE Pa3nopeadH.
VYcnoBust 3a chbXpaHsBaHe . /Jla ce chxpaHsBa MO KIIIOY.

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

Bk maparpad 1.

3/1EJI 8: KoHTpOJI HA eKCIIO3ULMATA/IMYHU NPeINa3Hi CpeicTBa

8.1. [lapameTpH Ha KOHTPOJI

8.1.1 HaumoHaTHH rPAHHYHH CTOHOCTH HAa MPO(eCHOHATHA eKCIO3ULUS H OHOJIOTHYHN FPAHUYHHU CTOHHOCTH
Hsima Hanu4Ha JOMBbIHUTEIHA HHPOPMALHS

8.1.2. [IpenopbYNTETHH NPOLEAYPH 32 HADII0JeHIE

Hsma Hanu4Ha ONbIHUTETHA HHPOPMALHs

8.1.3. O6pa3yBat ce 3aMBPCHTEIH HA BB3AyXa

Hsima Hanu4Ha JOMBbIHUTEIHA HHPOPMALHS

8.1.4. DNEL u PNEC

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/Iﬂ

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsma HanuvHa DOMBJIHUTETHA HHPOPMALUS

8.2. KoHTpO.I HA eKCIO3UIUATA

8.2.1. Ioaxoasi TeXHUYECKH KOHTPOJI

Hoxxoasi TeXHHYECKH KOHTPOT:
Jla ce cpxpaHsBa B 100pe MpOBETPUBO MoMeIeHre. Jla ce u3mon3yBa eqMHCTBEHO B CMyKaTeHa kabiHa ¢ HHTerpupan Guirsp. Bucokoedexrusen Gpuarsp 3a
gactuun (HEPA ¢untep).

8.2.2. JIMYHHU NpeIna3Hu CPeACTBa
8.2.2.1. 3amuTa HA OYMTE U JINIETO

3ammuTa Ha oUHTE:
Ipeanasuu ounna. DIN EN 166

8.2.2.2. TIpeana3BaHe Ha KoKaTa

3aMTa HA KOKATA M TAJOTO:
Jla ce u3noszyBa XUMHUYECKH YCTOHYMBO 3a1uTHO o6iekio. DIN EN 13034

3amuTa Ha pbleTe:
XuUMHUYECKH yCTOHUMBH npenazHu pbkasuiy. SO 374-1

8.2.2.3. 3ammTa HA JUXATEJHUTE IIHTHIIA

3ammuTa HAa UXaTETHHTE IIBTHLIA
OtaensiHe Ha npax: npotuBonpaxosa Macka ¢ Guntsp P3. DIN EN 140 & 149. Teuen npoaykt : AHTHaepo3oinHa Macka. Hocere puxarenen amapar, ako cTe
U3JI0KEHHU Ha Iapy/IpaxoBe/aepo30Ii
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(+)-trans-Paroxetine hydrochloride hemihydrate

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

8.2.2.4. TepMHYHH ONIACHOCTH

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

8.2.3. KoHTpo1 Ha eKCNo3uIMsITa B OKOJIHATA cpela

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

3AEJI 9: ®u3u4YHM U XUMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PpM3UYHM U XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSIHUE : Teepao BemecTBo
st : He e manuuno
Mupuc : He e npunoxumo.
I'panunaTa 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 Hammuano
I'pannuy Ha €KCIIO3UBHOCT : He e npunoxxumo
JlonmHa rpaHMIIA HAa €KCITIO3UBHOCT : He e npunoxxumo
T'opna rpanuiia Ha eKCIIO3UBHOCT : He e npunoxumo
Temmnepartypa Ha pasiarane : He e npunoxumo
Temmneparypa Ha camo3arnajiBaHe : He e npunoxxumo
Temmnepartypa Ha pasnajaHe : He e Hannuno
pH : He e HannuHo
pH pastBop : He e nanuuno
Bucko3uter, KHUHEMAaTHYEH . He e npunoxumo
PasztBOpumocT : He e nanuuno
Koeduuuenr Ha pasnpezneneHue: n-okranon/Boga (Log  : He e manuuHo
Kow)

Hansrane na napure : He e nanuuno
Hamsrane na napute 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. UudopmManusi BbB BPb3Ka ¢ KJacoBeTe HA (GU3MYHA OMACHOCT

Hsima Hanmmana JOITBJIHUTEITHA HH(bOpMaHHﬂ

9.2.2. JIpyru XapaKTepHCTHKH 32 0€301aCHOCT

Hsma HanuuHa DOMbJIHUTENTHA HHBOPMALUs

3EJ 10: CTa0MJIHOCT H PEaKTHBHOCT

10.1. PeaknmoHHA CIIOCOOHOCT
Cra0uiieH Ipy HOPMAJIHU YCIOBHSL.

10.2. XuMHu4HA CTAOMIHOCT

Hsma Hannyna JIOITBJIHUTECIIHA I/IH(l)OpMaLH/[H

10.3. Bb3MOKHOCT 32 ONIACHH PeaKnuu

Hsima Hanmana JOITBJIHUTEITHA PIH(bOpMaLII/ISI

10.4. YcaoBusi, KoNTo TPsidBa /1a ce H305IrBaT

Hsima Hanmana JOITBJIHUTEITHA PIH(bOpMaLII/ISI
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HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

Hsima npu Hopmanua ynorpe6a. Buokre Paznen 7.

Ilpu 3arpsiBane 10 TOYKaTa Ha pasrpakAaHe OTAEIS ONACHU H3MaPCHHS.

TrH4YHa HH(pOpMaIIHﬂ

Ocrpa TokcHYHOCT (OpasHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BAMILIBAHE)
KoposusHoct/npa3HeHe Ha KoxkaTa

CepHO3HO yBpex/IaHe Ha OUHTE/IApa3sHeHe Ha OUUTE
CencuOunm3anys Ha AUXaTeIHUTE IBTUIIA M KOXKaTa
MyTareHHOCT Ha 3apOJMIIHUTE KIETKU
Kanneporennoct

TOKCHYHOCT 3a penpoayKIusITa

CTOO (cnenn¢puyHa TOKCHIHOCT 32 OTIPEJIEIeHH
OpraHu) — eIHOKPaTHA EKCHO3ULIHS

CTOO (crennduuHa TOKCHIHOCT 32 OPEICICHI
OpraHn) — IOBTAaPSIIIA CE CKCIO3ULHS

OnacHocT IIpA BAXIIIBAHE

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMa].II/I}I

PA3EJI 12: Exojioru4uHa uHgpopmanus

Exosorus - 0010

OrnacHo 3a BoJIHATa cpejia, KpaTkocpouHa (ocTpa)
OmnacHo 3a BOJHATA CPeJia, ABJITOCPOYHA (XPOHUYHA)
He ce pasrpaxa 66p30

Hsima HanmuHa JOMIBIHUTETHA I/IH(l)OpMaI.II/Iﬂ

Hsawma mamuanaa JOMBJIHUTETHA I/IH(i)OpMaI.II/ISI

Hsawma mamuanaa JOMBJIHUTCTHA I/IH(i)OpMaI.II/ISI

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

Hsima Hanu4Ha qONBIHUTENHA UHOPMALHS

Hsma HanuvHa 1OTBIHUTETHA HHGOPMALIUS

Bpexen npu normbiiane.

He ce xnacudummpa

He ce xnacudummpa

He ce knacudunupa

IIpeau3BUKBa CEPHO3HO YBPEXKAAHE HA OUHTE.

He ce xnacudunupa

He ce xmacudunupa

He ce xnacudunmpa

Ipenmonara ce, 4e yBpexka OIIOAUTEIHATA CIIOCOOHOCT HITH TLIOJA.
He ce xnacu¢umupa

He ce xnacudpuunpa

He ce xnacudunmpa

OrnacHU OTHAIBIIH. I[a C€ M3MO0JI3YyBaT MOAXOAAIN KOHTCﬁHCpH 3a OTHAAHUTE MPOAYKTH.

He ce xnacudunmpa
TOKCHUYEH 32 BOIHHTE OPraHU3MH, C ABITOTPacH eeKT.
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(+)-trans-Paroxetine hydrochloride hemihydrate

Nudopmanronen muct 3a 6€30macHOCT

B ceotBercTBHE ¢ 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 N0 O€30MaceH HAYMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIIHU Pa3nopenou.

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA

UN 3077

ADR IMDG IATA
14.1. Homep no cucbka Ha OOH nan naenTudgukannoneH HoMep
UN 3077 UN 3077

14.2. TouHo HaMMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPJO, H.Y K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCIOPTHHTE JOKYMEHTH

UN 3077 BEILIECTBO, OTTACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, HV K., 9,11, (-) | SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Knac(oBe) Ha 0NACHOCT IPH TPAHCHOPTHUPAHE
9 9 9

14.4. OnakoBpb4Ha Tpyna

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okosiHata cpeza: [la

OnacHo 3a okosHata cpeza: [la
Mopcku 3ambpeuren: Jla

OmnacHo 3a okoiHaTa cpena: la

Hsima nonbyiHUTEIHA HAJTMYHA I/IH(l)OpMaHI/IH

14.6. Cnenua,iHu mpeAna3Hil MePKH 32 MOTPeOUTETUTE

CyxonbTeH TPAHCHIOPT

Knacudukanmonen xox (ADR)

Cnermanau pasnopenou (ADR)

Orpannuenn konmuectsa (ADR)

W3zkimouenu koinuectsa (ADR)

OnakoBbuH HHCTpYKLMH (ADR)

CreruaiHu onakoBbYHU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

WHCTpyKIIMH 32 IPEHOCHMH LIUCTEPHU U KOHTEIHEpH 3a
HacunHu ToBapu (ADR)

CrienpiatHi pa3nopeadu OTHOCHO MPEHOCHMH LUCTEPHH
U KOHTeiHepH 3a HacuIiHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

I1peBo3HO CPEACTBO 3a IPEBO3 B LIUCTEPHH
Tpancnoprha kareropus (ADR)

Creruaniu pasnopen6u 3a npesosa - OnakoBku (ADR)
Crienanau pasnopeadu 3a npesos - Hacumto
cwerosiaue (ADR)

. M7

1 274,335, 375, 601

. 5kg
E1l
P002, IBC08, LP02, R0O01
PP12, B3

: MP10

. T1,BK1, BK2, BK3

. TP33

. SGAV, LGBV
AT

03

: V13

. VC1,VvC2
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(+)-trans-Paroxetine hydrochloride hemihydrate

Nudopmanronen muct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

CrienpaiHu pa3nopendu 3a NpeBo3 - TOBapeHe,
pasroBapBaHe 1 o6paboTka (ADR)
Wpnentudukanuonex Homep 3a onacHoct (Kemiep No.)
OpamxeBu Tabenu

Kox 3a tynennu orpanudenus (ADR)

TpaHcnopT no mope

Crnieunanuu pasnopendu (IMDG)

Orpannuenu konnyectsa (IMDG)

Wskirouenn konryectsa (IMDG)

OmnaxoBbuHH HHCTpYKIUH (IMDG)

Cneruanuu pasnopen6u 3a onakosane (IMDG)
IBC onakosbunu nacTpykiuu (IMDG)

IBC cnenunannu pasnopenou (IMDG)
Wucrpykuuu 3a nucrepuu ( IMDG)
Cneruanuu pasnopenou otHocHo uucrepuu (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nus)

Kareropust Ha ToBapene ( IMDG)

Cxitapupane u oopadorka (IMDG)

Bb3gymien Tpancmopt

PCA Uzkmouenu komuaectsa (IATA)

PCA OrpanndeHr KOIHYeCTBa IIBTHUYECKU CAMOIIET U
kapro (IATA)

PCA MakcuManHO HeTHO KOJIHYECTBO 332 OTPaHUYCHO
KOJIMYECTBO IBTHHYECKH caMoieT U kapro (IATA)
PCA HHcTpykiuu 3a 0ITaKOBaHEe IBTHUYECKH CaMOJIET U
xapro (IATA)

PCA MakcuManHO HETHO KOJIHIECTBO IBTHUYECKI
camoret u kapro (IATA)

Wucrpykuun 3a onakoaHe camo kapro (IATA)
MakcuManHo HeTHO KosmyecTBo camo kapro (IATA)
Crniennanuu pasnopendu (IATA)

ERG xox (IATA)

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MeKIyHAPOHATA MOPCKA OPraHU3aLus

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypeada

15.1. Cneunqmqﬂn 3a BEeIeCTBOTO UJIM CMeCTa HOPpMAaTUBHA ype;[ﬁa/salconoz[aTechn;o OTHOCHO 6830ﬂaCHOCTTa, 3ApaBe€TO U OKOJIHATAa

cpexa

15.1.1. Pernamentu Ha EC

REACH Ipuaoxenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

Cv13

: 90

. 274,335, 966, 967, 969
. 5kg

El

LP02, PO02

PP12

IBCO8

B3

BK1, BK2, BK3, T1

. TP33

F-A

. S-F
A
: SW23

El

; Y956
: 30kgG
: 956

: 400kg
© 956

: 400kg

. A97, A158, A179, A197
o 9L

REACH, IIpunoxenue XIV (CiuchbK Ha BeliecTBaTa 3a pa3peiniaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Criuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kananaar-semectsa (SVHC)

He ¢urypupa B cimcska Ha REACH ¢ xannunar-Bemectsa

Pernament PIC (EC 649/2012, IIpeaBapuTeiHo 000CHOBAHO ChIJIacHe)

Henpunoxumo.
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(+)-trans-Paroxetine hydrochloride hemihydrate

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

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

Henpunoxumo.

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

He ¢urypupa B crimcbka ¢ BemecTsa, KOUTO Hapymasar o30HoBus cioil (Permament EO 1005/2009): (+)-trans-Paroxetine hydrochloride hemihydrate

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, H3MOI3BAHHU 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

Aquatic Chronic 2 OmnacHo 3a BOJHATA Cpe/ia — XPOHUYHA OIACHOCT, KaTeropust 2

Eye Dam. 1 Cepro3Ho yBpexaaHe/apasHeHe Ha ounte, Kareropus 1

H302 Bpenen npu norislaHe.

H318 IIpenn3BuKBa CEprO3HO yBpEXKIaHE HA OUHUTE.

H361 TIpeamnosara ce, 4e yBpexk/a OIUIOUTEIIHATA CIIOCOOHOCT HIIH TUIOAA.
H411 TokcudeH 3a BOXHATE OPTaHU3MH, C IBITOTPAcH e(eKT.

Repr. 2 TokcuuHoCT 3a penpoaykuusiTa, Kareropus 2

Mudopmanuonen auct 3a 6esonacuoct (MJIb), EC

OTKA3 OT OTT'OBOPHOCT HudopmanusaTa, chabpskaia ce B To3u MHpopMannoHeH IucT 3a 6e301MaCHOCT, € IOTyYeHa OT U3TOYHHIH, KOUTO CMATaMe 3a

HaaCKIHHA. B'hl'lpCKI/l TOBAa, ml(l)opmumma Ce npeaocTaBs 0¢3 HUKaKBa rapannus, u3puiHa Ui I'IO,"Lp‘d'iGl/lpilIIIa ce, OTHOCHO HeiHaTa KOPEKTHOCT
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