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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 : Chlorpromazine hydrochloride

XHUMHYECKO HANMEHOBAHHUE : Chlorpromazine hydrochloride

Kon na npoxykra : 201600189

CuHOHMMH . Chlorpromazine, hydrates, isomers and impurities where applicable

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NACHOCT

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 HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

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

Ocrpa ToxcnuHocT (opainHa), Kareropus 3 H301
Ocrtpa TokcnuHOCT (nepmaina), Kareropus 3 H311
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
Koxna cencubmmmzanus, Kateropus 1 H317
TOKCHYHOCT 32 PENPONYKIMATA, TOMBIHHTEIHA KATETOPHs, €PEKTH BBPXY HIN H362

4pe3 JIaKTaluaTa
OnacHo 3a BoJIHaTa cpejia — XPOHWYHA ONACHOCT, Kareropus 1 H410
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
OnpenenﬂHe Ype3 EKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKA3aTEJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO05 GHS06 GHS09
Curnanna gyma (CLP) : OmacHo
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Chlorpromazine hydrochloride

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

Ipenynpexnenus 3a onacHoct (CLP) : H301+H311 - Tokcu4eH npu NOrIbIAHE WIN IIPU KOHTAKT € KOXKaTa.
H317 - Moxe /1a IpUYMHHM ajJepruyHa KOXKHa PeaKiys.
H318 - [Ipeau3BuKBa ceprHO3HO YBPEKAAHE HA OUUTE.
H362 - Moxe na Ob1e BpeieH 3a KbpMauerTa.
H410 - CunHO TOKCHYEH 3a BOAHUTE OPraHU3MU, C IBITOTPAcH e(eKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKLIUH.
P260 - He BaumBaiite mpax/myIex/ra3/InM/u3napeHs/acpo30iI.
P263 - Jla ce n304rBa KOHTAKT 10 BpeMe Ha OPEMEHHOCT U IIPH KbPMEHE.
P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel ynoTpeba.
P270 - [1a He ce sae, nmue WK MyIIU Opy ynoTpeda Ha MPOoayKTa.
P272 - Jla He ce u3Hacs 3aMbPCCHO pabOTHO 00JIEKIO U3BBH PAOOTHOTO MOMEIICHHE.
P273 - Jla ce n36srBa n3ImycKane B OKOJIHATA Cpea.
P280 - U3non3Baiite npeAna3Hyu pbKaBULM/TPEANA3HO O0IEKI0/MPeAna3Hy OYrIa/Ipeana3Ha Macka
3a JIMIe/TIPEAa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P301+P310 - [TPU ITIOT'JTBIIAHE: He3zabaBHo ce obanere Ha ekap.
P302+P352 - [IPU KOHTAKT C KOXATA: V3muiite 00uIHO ¢ Boza.
P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIIHO C BOAA B IPOIbIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bb3MOKHO.
Ipoabkere ¢ U3MIAKBAHETO.
P308+P313 - [1PU siBHa mim mpeAnonaraeMa eKcrno3unus: I10Tbpcere MeANIMHCKH ChBET/IOMOLL.
P310 - He3a6asHo ce o6amere B UIEHTHP [10 TOKCUKOJIOT' M4 wiu Ha nekap.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTDHP 10 TOKCUKOJIOI'US nnu Ha nekap.
P321 - Cnenuanu3upano je4eHue (BXK. JOMBbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).
P330 - M3miakHere ycrara.
P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxaTa: [loTbpcere MeTUIUMHCKU
CHBET/MOMOIII.
P361+P364 - He3zabaBHO cBajeTe LSUIOTO 3aMBPCEHO 0OJIEKIIO M TO H3MEepeTe MpeI MOBTOPHA
ynoTpeba.
P362+P364 - CBanere 3aMbpCEHOTO 0OJICKIIO M TO M3MEpeTe MpeIH MOBTOPHA yIoTpe6a.
P391 - Cobepere pasnsiroro.
P405 - [la ce cbxpaHsiBa 110 KJIr04.
P501 - CbabppixaHHETO/ChIBT J1a CE U3XBBPIIH B ITYHKT 33 ChOMPaHe Ha ONMACHU MU CIICHUATHI
OTHajbIH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/UIIN MEX/LyHapOIHU
pasnopenou.

EtukeTHpaHe B ChOTBETCTBHUE C: U3KIIIOUCHHMS 32 BBTPEILIHH ONAKOBKH, KOraTo ChAbPXKAHHETO He npeBuiiasa 10 ml

$ (£

GHS06 GHSO05

IMuxrorpamu 3a onacuoct (CLP)

2.3. JIpyru onacHocTH

Hsima HanuyHa AONBIHUTEIHA HH(bOpMaI.II/IH

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Chlorpromazine hydrochloride - <100 Acute Tox. 3 (opanna), H301 (ATE=145

mg/kg TenecHo Terio)

Acute Tox. 3 (nepmaina), H311 (ATE=300
mg/Kg TenecHo TerJo)

Eye Dam. 1, H318

Skin Sens. 1, H317

Lact., H362

Aquatic Chronic 1, H410

3a meinnus Teker Ha H- 1 EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16
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Chlorpromazine hydrochloride

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

3.2. Cmecu

He e npunoxxumo

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. OnucaHne Ha MepPKHUTe 32 MPBA MOMOLI

H’pra nomoui - o01u MEPKHU . Hesza6aBHO 12 ce M3MHUe 30HATa HA KOHTAKT C TOJEMH KOJIMUYECTBA BOJIA.

H’pra ToMoul Ipyu BAUIIIBAHE : I[a C€ OCTaBHU MOCTPpAAAINA HA YUCT BB3AYX. OCI/Il'prTe CBCX Bb31yX Ha 3aCE€rHaTOTO JIMLEC.
Heots0xHN MeTUILIMHCKH TPUKU U CIELUATHO JICYHEHHUE, aKO € HeO6X0£lHMO.

H’pra TIOMOLI IIPU KOHTAKT C KO)KaTa : I[a C€ OTCTPaHHU MAaKCUMAJIHO 4YpE3 I/I36’I>pCBaHC (C YUCTa 1 MCKa IIonyuBalia K"I:pl'[a). I[a CC€ U3MHC

OOMITHO ¢ BOJIa B KOATO € MpHOaBeH AeTeprext. [la ce H3IuIakBa ¢ XJ1aJKa BoJa B MPOAbDKEHHE Ha 15
MHHYTH. AKO JIpa3HEHETO Ha KOJKaTa MPOIbIDKaBA, J]a Ce HAaIpaBU KOHCYJITALHs C JeKap.

ITepBa oMo IPH KOHTAaKT C O4YUTE : Msnnaksere ¢ BoJa, KaTo ABPKUTE OUHUTE IIUPOKO OTBOpeHH. CBaneTe KOHTAKTHUTE JICIIH, aKO UMa
TaKMBa U JOKOJIKOTO TOBA € B3MOXHO. [IpoJbiiKeTe ¢ M3IIIakBaHETo. AKO APa3HEHETO MPOBIIKH,
KOHCYNTHUpaiiTe ce ¢ 0(hTaIMOIOT.

IIbpBa nomoll Npu MOrIbIAHE . Wsmnakuere ycrata. HezabasHo ce o6anete B LIEHTHP I10 TOKCHUKOJIOT M Sl/1a nekap. [a e ce
Hpean3BUKBa MToBpbIIaHe. ClennaHo JISKapcKo HaOMoieHNe.

4.2. Hali-chbIecTBeH! OCTPH M HACTBIIBALIIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKT]l

Cumnromu/edextn : IlpenusBukBa n3rapsiHus.

Cumnitomu/eekTn clies BAUIIBaHEe : HenocraThunu 1anHn. Moxke Jja IpeIM3BHKA 3a/bXBAHE, YCEIIAHE 32 TEXKECT B I'bPJUTE, JPA3HEHE
Ha I'bPJIOTO U KalJIHIA.

CumnTomu/eeKTn cliest KOHTAKT ¢ KoXKarta : HenocraTbunu n1anay. 3auepssiBanHus, OoKa.

CumnToMu/eheKTn Cliest KOHTAKT C OYNTe : HenocraTbunu nanay. 3auepBsiBaHus, OoKa.

Cumntromu/eeKTn ClIes IOTTbIIaHe : WsrapsiHus Ha cTOMaIIHO-4peBHHUTE IMTaBUIH. CUMITOMHTE MOTaT ja ObIaT 3aMaiiBaHus,

FJ'IaB060J'II/Ie, raJcHe u 3ary6a Ha KoopauHanus.

4.3. Yka3aHue 32 HE00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeANIMHCKH I'PUAKHU U CIEIMATHO JIeUeHue

HonpceTe MCIUIUHCKHA C’LBeT/HOMOIl[. HpI/I BB3MOKHOCT [Ja C€ IMMOKaX€ HACTOAIIUA JIUCT, @ aKO HE € Ha Pa3II0JIOKECHHUE, Na CE TIOKaXXE OIMMaKOBKaTa UJIK €TUKETA.
AKTPIBaTOp. d)apMaueBTquH TIPOOYKT.

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

Toaxomsin TI0)KapOTaCUTCIIHA CPEIACTBA : OILC}IJ'IO 3a 3aracCsHe Ha OT'bHI.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO MJIM CMECTa

OnacHoCT OT moXxap . Bmx naparpad 2.2. Puck ot o0pa3yBaHe Ha TOKCUYHH ¥ KOPO3UBHHU Ta30Be.

5.3. CbBeTH 32 MOKapPHHKAPHTE

I/IHCprKLlPII/I 3a racCHE Ha NOXapu : ):[a C€ U3MN0JI3BaT CPEACTBA, NOAXOAAIIHN 32 rAaCEHE Ha IMOXKapu B CbCEICTBO.

PA3JIEJI 6: Mepku npu aBpapHiiHO H3IIyCKAHE

6.1. JIn4HM Npeana3sHu MEPKH, MPEINa3HU CPEACTBA U MPOLEIYPH MPH CHELIHH CIy4YaH

OO0y Mepku : Jla ce u30sirBa npeKust KOHTAKT ¢ Mpoaykrta. He BaumBaiite
npax/myIex/ras/AnM/u3napeHus/aepo30iH.

6.1.1. 3a mepcoHaJ1, KOWTO He OTrOBapsl 3a CIICNIHH CJIyYaH

Hsma Hanu4Ha I0MBJIHUTETHA HHOPMALIUS

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHIEUIHH CJIy4Yan

3alUTHU CpecTBa . Bwxkre Pasnen 8.
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Chlorpromazine hydrochloride

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

MeTo/u 3a HounCTBaHE : Yb0enere ce, 4e oTHaAbLUNUTE ca CbOPAHU U CE ChbXPAHABAT HA CUTYPHO MscTo. [Touncrere
crapatento. C matepuaina TpsbBa Ja ce pabotu BHUMaTenHO. BbB BojgHa cpena: Koposusen 3a
o4uTe, JUXaTeIHATa CUCTEMA M KOXKaTa.

Hsima HanmuHa JOMIBIIHUTEIHA HH(l)OpMaI.IPIﬂ
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HOH’LJ'IHI/ITCJ'IHI/[ OITaCHOCTH II0 BpEME Ha 06pa60TKa : Ha HO’I’peﬁHTCHﬂ Jace 06’BPH6 BHHUMaHHE 3a pPUCKOBETC, CBCHTYAJIHO CBBP3aHU C U3II0JI3BAHETO HA
TIpOAYKTa 3a APy LEIH, pa3jIM4HU OT TE3H, 3a KOUTO € NIPpEAHa3HAYCH. BbB BosiHA cpena:
KOpOBI/IBCH 3a OYUTE, AUXaTEIIHaTa CUCTEMA U KOXKaTa.

TIpenmnasuu mepku 3a GezonacHa pabora : C marepuaia TpsioBa 1a ce paboTn BHAMaTenHO. [la ce n30srBa MpeKust KOHTAKT C MPOJIYKTa.
XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMATA Ha JoOpaTa MPOMHUIIICHA XUTHEHA U IPOLEypPUTE 32
06e30MacHOCT.

TexHUYECKH MEPKH : Jla ce cna3BaT MPUIIOKUMUTE pa3nopeaou.

YcnoBus 3a chXpaHsBaHe : Jla ce chXpaHsiBa MOA KIIIOY.

Bmx maparpad 1.

8.1.1 HanmoHaJHH rPAHUYHYU CTOHHOCTH HA NMPOPECHOHATHA eKCIO3UIUs U GHOJIOrMYHN TPAHUYHH CTOHHOCTH

Hsma nannana nonmsiHuTENHAa MHGOPMAIHS
8.1.2. IIpenopb4uTETHH NPOLEAYPH 32 HAOIIOICHUE
Hsima HanmuHa nonbsiHuTEIHA HHGOPMALHS

8.1.3. O6pasyBar ce 3aMbPCUTE/IM HA Bb3/1yXa
Hsma nannanaa gomsrHUTENHA HHOOPMAIHS
8.1.4. DNEL u PNEC

Hsima HanmuuHa TOMBJIHUTEIHA I/IH(I)OpMaI.II/Iﬂ

8.1.5. Peryimpane upe3 o6xsatu (control banding)

Hswma manmmyaa JOIIBJIHUTECITHA I/IH(i)OpMaLII/ISI

8.2.1. Iloaxoasi TeXHUYECKH KOHTPOJI

TMoaxoasiny TeXHHYECKH KOHTPO.I:
Jla ce chxpaHsiBa B J0Ope MPOBETPHUBO HoMeleHue. [la ce H3M0i3yBa CAMHCTBEHO B CMyKaTenHa KabrHa ¢ nHTerpupan Guiarsp. Bucokoedextusen puntsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JIn4HM npenasHu cpeacTBa
8.2.2.1. 3amuTa HA OYHTE U JHIETO

3amuTa Ha oUMTe:
IIpennasuu ounna. DIN EN 166

01/04/2023 ([daTa Ha n3zaBaHe) BG (6barapckn) 4/10



Chlorpromazine hydrochloride

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

8.2.2.2. [Ipeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce u3non3zyBa XUMHUYECKH yCTOHYMBO 3amuTHO 06aekino. DIN EN 13034

3ammuTa Ha pbLeTe:
XUMHUYeCKH YCTONYHBY Npena3Hu pbkasunu. [SO 374-1
8.2.2.3. 3amuTa HA AUXATEJHHTE IbTHINA

3amuTa Ha AMXATEJHUTE IIBTHINA:
OtnensHe Ha npax: npotuBonpaxosa Macka ¢ Guirbp P3. DIN EN 140 & 149. Teuen nponykr : AHTHaepo3osiHa Macka. Hocere nuxareneH amapar, ako cte
U3II0)KEHHU Ha TapHu/IpaxoBe/aepo30iIu

8.2.2.4. TepMHYHHU ONIACHOCTH

Hsima Hammaaa JOIIBJIHUTECITHA I/[H(t)OpMaI_II/ISI

8.2.3. KoHTpOo.1 HA eKCIO3HIUSATA B OKOJHATA cpeJia

HsiMa Hann4yHa JOMBIHATENTHA HHQOpMALHS

3JIEJI 9: ®u3uyHu 1 XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PU3UYHN M XMMHYHH CBOHCTBA

ArperatHo CbCTOSIHHE . TBBPIO BELIECTBO
LBsar . He e HanuuHO
BbHIeH BHJT . IIpax.

Mupuc : He e npunoxumo.
I'panuuara Ha Mupuca : He e Hannuno
Touka Ha TONEHE . He e HanuuHO
Touka Ha 3aMpb3BaHe . He e HamnuHO
Touka Ha KUTICHE . He e HannuHO
3anajguMoct . He e HannuHO
I'paHuLM Ha EKCIUIO3UBHOCT : He e npunoxumo
JlomnHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanua Ha €KCIJIO3UBHOCT . He e npunoxumo
[Tnamua remneparypa . He e npunoxumo
Temneparypa Ha camo3anajiBaHe . He e npunoxumo
TeMneparypa Ha pa3jiaraHe . He e HannuHO
pH : He e Hanuuno
pH pasrBop : He e Hanuuno
Bucko3uter, kKHHEMaTHYEH . He e npunoxumo
PastBOpUMOCT : Bogma: > 1000 g/l
KoeduimenT Ha pasnpenesnenue: n-okranoin/sona (Log  : He e HanuuHO
Kow)

Hansrane Ha napure . He e HannuHo
Hansrane na napute npu 50°C : He e nanuuno
IIrpTHOCT . He e HannuHO
OTHOCHUTEHA TUIBTHOCT . He e HannuHO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pasmep Ha yacTuimre . He e Hamuuno
9.2. Ipyra unpopmanus

9.2.1. Unpopmanus BbB BPb3Ka ¢ KJIacoBeTe HAa GU3MYHA ONACHOCT

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6e30MacHOCT

Hsima Hanmana JOIIBJIHUTCITHA P[HCbOpMaLIPI}I
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Chlorpromazine hydrochloride

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

10: CTaOMJIHOCT M PEAKTHBHOCT

CrabuiIeH npy HOPMAJIHU YCIIOBHS.

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nipur Hopmanua ynorpe6a. Brkre Pazmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIS ONACHU H3MAPCHUS.

JI 11: TokcukoJornyHa mHpopmManus

OcTpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMIIBAHE)

TokcuueH npu HOTNIBLIAHE.
TOKCHYCH MPH KOHTAKT C KOXara.
He ce xknacuduuupa (JIuncpanum gaHH)

Chlorpromazine hydrochloride

LD50 opanso mrbx

145 mg/kg (RTECS Ne : SO1750000)

LD50 opanHo

>—<mg/kg

LD50 nepmanHo rrbx

> 200 — < 1000 mg/kg (mporHo3Ha cTOHHOCT)

KoposusHoct/1pasHeHe Ha Koxara

Cepro3HO yBpesK/[aHe Ha OYHTE/IpasHeHe Ha OUNTe
CeHcHOMIM3anus Ha IUXATEITHUTE IBTUIIA WK KOXKaTa
MyTareHHOCT Ha 3aPOAUIIHUTE KICTKA
Kanneporennoct

TOKCHYHOCT 33 pelpOIyKLHsATa

CTOO (cnenmduyHa TOKCHYHOCT 3a OIPEIEICHU
OpraHi) — €IHOKPATHA EKCIIO3HLIUS

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEICIICHN
OpraH) — MOBTaPSIIIa Ce EKCITO3UIIUS

OnacHOCT NpH BAMIIBaHE

Hsma HanuvHa 1ONBIHUTETHA HHPOPMAIIUS

PA3IEJI 12: ExosioruuHa uH@opmanusi

Exonorus - o010
OmnacHo 3a BOJHATA cpejia, KpaTkocpouHa (ocTpa)
OmnacHo 3a BOJHATA Cpe/ia, ABIrOCPOYHa (XPOHHYHA)

He ce xnacudunupa (Jluncsaiu 1aHHum)
ITpeau3BHKBA CEPHO3HO YBPEXKIaHE Ha OUHTE.
Moske [a IPUYMHY aleprudHa KOXKHa PEaKius.
He ce xnacudunupa (Jluncsamu nanam)

He ce knacudunupa (Jluncsaiu q1aHam)
Mosxe J1a Gb/ie Bpe/ieH 3a KbpMadeTa.

He ce xnacudunupa (JIuncsamy naHam)

He ce knacudunupa (JIuncanm naHHu)

He ce kmacudunupa (TexHudecka HEeBb3MOKHOCT 3a MOJIyYaBaHEe HA TaHHH)

Omnachu oTnagbi. Jla ce M3Mon3yBaT MOAXOASIIH KOHTSHHEPH 3a OTIAAHUTE POLYKTH.

He ce xnacudunupa (Jluncsamy naHam)

CHITHO TOKCHYEH 32 BOJIHUTE OpraHu3MH, ¢ ABJIrOoTpacH C(bCKT.
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Chlorpromazine hydrochloride

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOOpMATHS

PA3JIEJI 13: O6e3Bpe:kaaHe Ha OTHAAbLHUTE

MecTHO 3aKOHOAATENCTBO (OTMATbIN) : Jla ce U3XBBPIHX MO OE30MaceH HAYMH B CHOTBETCTBHE C MECTHHTE / HALMOHAIHHU Pa3nopeaou.

TIpenopsku 3a 00€3BpekKIaHE HA MPOAYKTa/OMaKoBKaTa : Jla He ce H3XBBPIAT OTIMAABIITE B KAHANU3ALHATA. VI3XBBpIIETE TO3M MaTePHAa i HErOBHUsI

KOHTEHHep B IEHTHP 32 ChOMpaHe Ha ONMACHU U CIICIUATHU OTIAIbIIH.

PA3JIEJI 14: Undopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH niu uaeHTH(PUKALHOHEH HOMEP
UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHMe HA NMpaTKaTa no cnucbka Ha OOH

TOKCUYHO TBLPJIO
BELLECTBO,
OPFAHMYHO, H.V K.

TOXIC SOLID, ORGANIC,
N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCIIOPTHHTE JOKYMEHTH

UN 2811 TOKCUYHO
TBLPJIO BEILECTBO,
OPTAHMYHO, HY K., 6.1,
111, (E), OTTACHO 3A
OKOJIHATA CPEJIA

UN 2811 TOXIC SOLID,
ORGANIC,N.O.S., 6.1, I,
MARINE
POLLUTANT/ENVIRONME
NTALLY HAZARDOUS

UN 2811 Toxic solid, organic, n.o.s., 6.1, IIl, ENVIRONMENTALLY HAZARDOUS

14.3. Knnac(oBe) Ha onacHo

CT PH TPAHCIIOPTUHPAHE

6.1

6.1

6.1

14.4. OnakoBbuHa rpyna

i

11

11
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Chlorpromazine hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG

IATA

14.5. OnacHocTH 32 0KOJIHATA cpeJa

Ma Ma

OrmacHo 3a OKOJHATa cpena: OmnacHo 3a OKOJTHATA cpena:

Mopcku 3ambpenten: [a

OmacHo 3a okonHaTa cpeza: Ja

HsiMa mompiHHuTeIHA HaMHYHA HHQOpMALHS

14.6. Cnenma, 1oy npeana3Hu MePKH 32 MOTpPedUTeINTE

CyxonmbTeH TPaHCIOPT

Knacudukarnuonen kog (ADR)

Crnennanuu pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3zknrouenu konmyectBa (ADR)

OnakoBb4HU nHCTpyKIuK (ADR)

CrienmanHu onakoBb4HU pasznopenou (ADR)

Cwmecenu onakoBku (ADR)

MucTpykuuu 3a NpeHOCUMH LIUCTEPHH U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CrienpaiiHy pa3nopedyu OTHOCHO PEHOCHMH LIUCTEPHU
U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepun (ADR)

Criennaniu pasnopendu oTHocHO nucrepHu (ADR)
ITpeBo3HO CpeACTBO 3a MPEBO3 B LIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaue (ADR)

Crienpaniu pasnopeadu 3a npeBo3 - TOBapeHe,
pasroBapBaHe u oOpadotka (ADR)

CrienpaiiHy pasnopeadu 3a NpeBo3 — ONepPaTHBHU
nzucksanus (ADR)

Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tadbenu

Kon 3a TyHennu orpanudenus (ADR)

TpancnopT no mope

Cneranunu pasnopen6ou (IMDG)
Orpannuenu xonmdecrsa (IMDG)
HUskimouenn xonmdecrsa (IMDG)
OmnaxoBsuny uHCTpyKImH (IMDG)
IBC onakosbunu nacTpykiuu (IMDG)
IBC cneunanuu paznopendou (IMDG)
Wnctpyxnnu 3a nucrepru ( IMDG)
Creranau pasnopen6ou otHocHo nucrepad (IMDG)
EmS-Ne (TIoxap)

EmS-Ne (Pa3nmuB)

Kareropus Ha ToBapere ( IMDG)
CaotictBa u Habmonernus (IMDG)

Bb3aywmeH TpaHcnopT

PCA Uzkmouenn konuuectsa (IATA)

PCA OrpannueHu KoJMuecTBa MbTHUYECKH CaMOJIET U
xapro (IATA)

PCA MakcuMamHO HETHO KOJIMYECTBO 32 OTPaHUUYEHO
KOJINUECTBO IIbTHUUECKH camoneT u kapro (IATA)

PCA MHcTpyKuny 3a ONaKoBaHE MbTHUYECKH CaMOJIET U
xapro (IATA)

AT

T2

274,614

Skg

El

P002, IBCO8, LP02, RO0O1
B3

MP10

Tl

TP33

SGAH, L4BH
TU1S, TE19

2
VC1, VC2, AP7

CV13,CV28

S9

60

60
2811

223,274
S5kg
El
P002
IBCO8
B3

T1
TP33
F-A
S-A

A

Toxic if swallowed, by skin contact or by inhalation.

El
Y645

10kg

670
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Chlorpromazine hydrochloride

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

PCA MakcumaaHO HETHO KOJIMYECTBO IbTHUYECKH : 100kg
camoriet u kapro (IATA)

Wucrpykuuu 3a onakoaHe camo kapro (IATA) 1677
MakcumanHo HeTHO KosmuecTBo camo kapro (IATA) : 200kg
Crennanuu pasnopendu (IATA) 1 A3,AS
ERG xox (IATA) : 6L

14.7. Mopcku TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSIHME CHIJIACHO HHCTPYMeHTH Ha MeKIyHAPOAHATA MOPCKA OPraHU3anust

He e npunoxxumo

31EJI 15: Uudopmanys 0THOCHO HOPMATHBHATA ypenda

15.1. CienppvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ilpuaosxenune XVII (YciaoBusi 3a orpaHnyaBaHe)

He ¢urypupa B IIpunoxenne XVII za REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Crnncbk Ha BeliecTBaTa 3a pa3periaBaHe)
REACH Cnucbk ¢ kananaar-semectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

Pernament PIC (EC 649/2012, IIpeaBapuTeiHo 000CHOBAHO ChIIacue)
Henpunoxumo.

Periament otHOcHO YO3 (EC 2019/1021, YcToliYMBH OPraHUYHHA 3aMbPCHTEJIH)
Henpunoxumo.

PersiaMeHT 0THOCHO BelllecTBa, KOMTO Hapymasat 030HoBus cjioii (EC 1005/2009)
He ¢urypupa B ciicbKa ¢ BelecTBa, KOMTO HapymaBat 030HoBusI cinoii (Permament EO 1005/2009): Chlorpromazine hydrochloride

Per;iaMeHT 0THOCHO mpeKypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IIPEeKypcopH Ha B3puBHH BemecTBa (Permament EC 2019/1148 3a mpeanaranero Ha ma3apa u ynorpebara Ha
IPEKypCOPH Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe Bemectsa (Pernmament EO 273/2004 0THOCHO POM3BOICTBOTO M ITyCKAHETO
Ha ra3apa Ha OTpeJIeTIeHH BEIECTBA, U3IMONI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIIECTBA)

15.1.2. Hauuonayiuu pa3nopenoun
Hsma Hann4Ha IOMBJIHUTENTHA HHOPMAIUSI
15.2. Onenka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HannyHa nombeiHUTETHA HHOPMALUS

PA3JIEJI 16: Ipyra ungopmanus

Wuaukanus 3a npoMeHu:
Knacuduupane Ha BemecTBOTO WK cMecta. Ekonornyna nadopmanust. Tokcukoiornusa uapopmarms. FHpopMaiys OTHOCHO TPaHCIIOPTUPAHETO.
VneHTudukanys Ha BEUIECTBOTO/CMECTA U Ha JPYKECTBOTO/TIPEANIPUSITUETO.

II'bnen Texker na H- u EUH-npegynpesxkaennsiTa 3a oacHoCT:

Acute Tox. 3 (zepmaiiHa) Octpa Tokcu4HOCT (nepMmainHa), Kareropus 3
Acute Tox. 3 (opanHa) Ocrtpa TokcnuHocT (opaina), Kareropus 3
Aquatic Chronic 1 OrmacHo 3a BoJIHaTa cpejia — XpOHUYHA ONACHOCT, Kateropus 1
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Chlorpromazine hydrochloride

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

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0lacHOCT:

Eye Dam. 1 Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1

H301 ToxcuyeH npy MOTTbIIaHe.

H311 TokcHueH NpH KOHTAKT C KOXKaTa.

H317 Moske 1a IPUYMHY aJepruyHa KOXKHA PeaKIys.

H318 IIpenn3BuKBa CeprO3HO yBPEkKIAHE HA OUUTE.

H362 Mosxe a Obie BpeieH 3a KbpMayeTa.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

Lact. TokcruaHOCT 32 PENPOAYKIHATA, JOMBIHATEIHA KaTeTOPHs, epeKTH BbPXY WM Upe3 JIAKTalliTa
Skin Sens. 1 Kosxna cencubunmzanus, Kateropust 1

Nupopmarmonen nuct 3a 6e3onacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT HudopmanusTa, chabpxaiia ce B To3u MH(opMaIoneH 1ucT 3a 6€30MacHOCT, € MOIy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HageKAHH. Beopexu ToBa, HHpOpManusTa ce IpefocTaBst 0e3 HIKAaKBa TapaHIUs, H3pUYHA WU HOApa30Hpala ce, OTHOCHO HelHAaTa KOPEKTHOCT
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