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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 . Promethazine hydrochloride

XHUMHYECKO HANMEHOBAHHUE : Promethazine hydrochloride

Kon na npoxykra : 201600765

CuHOHMMH . 10H-Phenothiazine-10-ethanamine N,N-alpha-trimethyl monohydrochloride

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]

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
Koxna cencnbmmmzanus, Kateropus 1 H317
OnacHo 3a BoJIHaTa cpejia — XpOHWYHA ONACHOCT, KaTeropus 2 H411

3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HebaaronpusiTHu GU3MKOXUMIYHHU e(peKTH U HeOJIaronpusATHY edeKTH 32 3APaBeTO HAa YOBEKA U OKOJHATA cpela
OmnpenensiHe upe3 eKCIEPTHO MHEHHE U TI0 CUJIaTa Ha JIOKa3aTeNICcTBa.

2.2. EneMeHTH Ha eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

$

GHSO05 GHS07 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H317 - Mo>xe na MpUYMHY aleprudHa KOXKHA PeaKIus.
H318 - [Ipean3BuKBa CEpHO3HO YBPEIKAAHE HA OUUTE.
H411 - TokcuueH 3a BOTHUTE OPTaHU3MH, C ABJITOTPACH S(EKT.
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Promethazine hydrochloride

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

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U36siraiite BAMIIBaHE HA Mpax/MyIIeK/Ta3/IuM/H3MapeHHs/aepo30IIu.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIMLETO CTAPATEIHO ClIe/l ynoTpeda.
P270 - la He ce sae, nue Wiy My nNpy ynotpebda Ha NpOayKTa.
P272 - Jla He ce u3Hacs 3aMbpCEHO pabOTHO 00JIEKIO U3BBbH PaOOTHOTO MOMEIICHUE.
P273 - Jla ce n30sirBa u3nyckaHe B OKOJIHATa Cpeja.
P280 - U3nomn3Baiite npeanasHu phKaBHUIH/IPEINA3HO 0OIEKIO/MPEAna3Hi OUnia/Ipena3Ha Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - [IPU [TOTJTBILIAHE: npu Hepasnonoxenue ce odanere 8 IEHTHP 1O
TOKCHKOJIOT' M unu Ha nexap.
P302+P352 - TP KOHTAKT C KOXXATA: U3mniite 06miIHO ¢ Boza.
P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npoMmuBaiiTe BHUMATEIHO C BOAA B MPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHUTE JICIH, aKO MMa TAKHBA U JOKOJIIKOTO TOBA € Bh3MOKHO.
[poabmkere ¢ U3MIAKBAHETO.
P310 - Heza6agHo ce ob6anere B LIEHTHP I10 TOKCUKOJIOT' U nu Ha nekap.
P321 - CneunanusupaHo jgeyeHue (BXkK. AOIMbIHUTEIHA MHCTPYKIMS 3a IIbPBa MIOMOII Ha TO3U
€THKET).
P330 - M3nnakuere ycrara.
P333+P313 - [Ipu nosiBa Ha KOXKHO Apa3HEHE WM 00pHUB Ha Koxkara: [loThpcere MEeAMIIMHCKH
CHBET/IIOMOLIL.
P362+P364 - CBasnere 3aMbpCEHOTO OOJICKIIO ¥ I'O M3IIEPETE MPEAN TOBTOPHA ynoTpeoda.
P391 - Cpbepere pazasToro.
P501 - CpapprkaHueTo/chabT Aa Ce U3XBBPIH B MYHKT 33 CHOMPaHE HA OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/HIN MEXILyHapOIHU
pasnopenou.

ErtukeTHpaHe B ChOTBETCTBHUE C: U3KIIOUCHHUS 3a BBTPEIIHH ONAKOBKH, KOraTo ChAbPKAHUETO HE NpeBuiiasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

3

GHS05

2.3. [Ipyru onacHocTH

Hsma HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/Iﬂ

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTuduxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Promethazine hydrochloride - <100 Acute Tox. 4 (opanna), H302 (ATE=765

mg/kg TenecHo Terio)
Eye Dam. 1, H318

Skin Sens. 1, H317
Aquatic Chronic 2, H411

3a mennus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

H'I)pBa moMo1f - 061111/1 MEpPKHU . HesabaBHo Jla CC€ U3MHE 30HaTa HAa KOHTAKT C TOJIEMH KOJIMYECTBA BOJA.
H'I)pBa TIoMoII Ipyu BAUIIBAHE : )Ia C€ OCTaBHU IMOCTpaAaIs Ha YUCT BB3AYX. OCI/Il"ypeTC CBCXK BB3/1yX Ha 3aCE€rHaTOTO JINLEC.
Heotoxan MeTUITMHCKH TPUKHU U CIIEHUAIHO JICYEHUE, aKO € HCO6X0)I[HMO.
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Promethazine hydrochloride

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

IIspBa momomy IpH KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MaKCHMAJHO 4pe3 H30bpcBaHe (C 4MCTa M MEeKa MonuBama Kbppia). Jla ce namue
OOHITHO ¢ BOJa B KOATO € mpubaBeH aeteprent. [la ce n3Iuiaksa ¢ XJaaka Boja B IPOIbDKeHHE Ha 15
MHHYTH. AKO Ipa3HEHeTO Ha KO)KaTa MPOABIDKABa, 1a Ce HAaIPaBH KOHCY/ITALHS C JIeKap.

IIppBa momoIIL NP KOHTAKT C OYHUTE : H3nnakHere ¢ Bozia, KaTo IbPKUTE OYHUTE IIMPOKO OTBOPeHH. CBajeTe KOHTAKTHUTE JICIIH, aKO HMa
TaKMBa U JOKOJIKOTO TOBA € Bb3MOXXHO. [Ipob/KeTe ¢ H3ILUIaKBaHETO. AKO APA3HEHETO MPOIBIIKH,
KOHCYNTHpaiiTe ce ¢ 0(hTaaIMOIIOr.

IIspBa oMol npy NorbIaHe . Msmnakuere ycrara. Jla He ce peu3BUKBA MOBPBIIAHE.

Cumnromu/edextu . Ilpenu3BukBa u3rapsiHus.

Cumnromu/eeKTd ciel BAUIIBAHE : Hemocrarpunu nanuu. Moxe [a mpeAn3BHKa 3aIbXBaHe, YCCIIAHE 32 TEXKECT B I'bPIHUTE, Jpa3sHEHE
Ha T'BPJIOTO U KalUIHIA.

Cumnromu/edeKT ciell KOHTAKT ¢ KoXKaTa . Hemocratpunu nanuu. 3auepBsBaHus, O0IKa.

Cumnromu/eeKTH ciies] KOHTAKT C OYUTE . Henocratpunu nanuu. 3auepBsBaHus, O0IKa.

Cumnromu/edeKTd cie/l MorIblaHe : W3rapsiHus Ha CTOMANIHO-YPEBHUTE JTUTABHIIH.

HOT’I:pCCTC MEAUIUHCKHA ChBET/ TIOMOIIL. HpP[ BB3MOXKHOCT [1a CE€ ITOKaXXE HACTOALIMSA JIMCT, 4 aKO HE € Ha PA3II0JIOKEHHUE, 1a CC ITOKAXKE OITaKOBKaTa WJIK €TUKETA.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TToaxosmm TI0KapOTaCUTECIIHU CPELCTBA . Opesyio 3a 3aracsiHe Ha OI'bHSL.

OmacHOCT OT Hokap : Bmx maparpad 2.2. Puck ot o6pa3zyBaHe Ha TOKCHYHHU ¥ KOPO3HBHH Ta30Be.

I/IHCpr'KIII/IPI 3a raCCHE Ha MOoXapu : Jla ce usnona3par CpeacTBa, MOAXOIAIIH 32 TaCCHE Ha IT0Xapu B CbCEICTBO.

PA3JIEJI 6: Mepku npu aBap

O06mu Mepku : Jla ce n30srBa IpeKUst KOHTAKT ¢ MpoyKTa. He BaumBaiite
pax/MmyIek/ra3/ M/ u3napeHus/acpo30u.

6.1.1. 3a nmepcoHaJ1, KOHTO He OTTOBApPs 32 CIICLIHH CJIy4aH

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IHﬂ

6.1.2. 3a 1nuaTa, OTTOBOPHH 32 CIICIHHU CJay4Yan

3aluTHU CpeacTBa : Bwxre Paznen 8.

Hsima HanmuuHa TOMBJIHUTETHA HH(bOpMaI.II/Iﬂ

MeTo/u 3a HouKnCTBaHE : Yb0enere ce, 4e oTHabLNUTE ca ChOPAHU U CE ChbXPAHABAT HA CUTYPHO MscTo. [Touncrere
crapatenHo. C Matepuaina TpsbBa Ja ce pabotu BHUMaTenHO. BbB BojgHa cpena: Kopos3usen 3a
o4uTe, JUXaTeIHAaTa CHCTEMA M KOXKaTa.

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaLIPIﬂ
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Promethazine hydrochloride

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

JIOITBJIHUTEIHY ONACHOCTH 110 BpeMe Ha 00paboTka : Ha norpeburens 1a ce 00bpHe BHUMaHHE 32 PUCKOBETE, CBCHTYAIIHO CBbP3aHHU C U3MOI3BAHETO HA
HPOJYKTa 3a APYTH LIeIH, Pa3INYHHU OT TE3H, 3a KOMTO € NpeHa3Ha4deH. BbB BosHa cpena:
Kopo3suBeH 3a ounte, AuXaTenHaTa CHCTEMA U KOXara.

Ipennasuu mepku 3a Ge3omnacHa pabora : C marepuana TpsiOBa 1a ce paboTu BHUMATENHO. Jla ce M30srBa MpeKust KOHTAKT C IPOAYKTa.
XHUrueHHH MEPKU : Jla ce paboTH B ChOTBETCTBHE C U3UCKBAHUATA HA J0OpATa MPOMHUIIICHA XMTUCHA U HPOLICIYPUTE 32
6e30MacHOCT.

7.2. YciioBusi 3a 6€301aCHO CbXpaHABaHe, BKINYUTEJITHO HCCbBMECTUMOCTH

TexHuuecku MEpKH : )_'[a C€ crasBaT NPUIOKUMUTE pa3nopez[614.
Vcnosus 3a CbXpaHsABaHE : )_'[a C€ CbXpaHsABa O KJIOY.

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Bwx maparpag 1.

PA3/IEJI 8: KoHTpoOJI Ha eKCIIO3UIUATA/TUYHHN MPeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

8.1.1 HanmoHnaHM rpaHNYHH CTOHHOCTH HA NMPO(eCHOHATHA eKCIIO3HINS ¥ OMOJIOTHYHH TPAHUYHH CTOHHOCTH
Hsima Hanu4Ha JONBIHUTENIHA HHPOPMALHSL

8.1.2. Ilpenopb4HTeJHH NPOLEIYPH 32 HAOI0JeHHe

HsiMa HanuYHA JONBIHATENHA HH(OPMAIHS

8.1.3. OGpasyBar ce 3aMbPCHTE/IM HA Bb3yXa

Hsima Hanu4Ha JOIBIHUTENIHA HHPOPMALUSL

8.1.4. DNEL u PNEC

Hsima Hanmana JOITBJIHUTECITHA I/[H(bOpMaI_II/IH

8.1.5. Peryaupane upe3 o6xBatu (control banding)

Hsima HanuyHa JOMBIHUTEIHA HH(bOpMa].II/IH

8.2. KoHTpo.1 Ha eKCIO3HIMATA
8.2.1. Iloaxoasil MHKEHEPEeH KOHTPOJI

IMoaxoasiuy MHKEHEPEH KOHTPOJI:
Jla ce cpxpaHsBa B 10Ope MPOBETPUBO HOMeIeHHe. J{a ce H3MoN3yBa eIMHCTBEHO B CMyKaTelIHa KaOUHA ¢ HHTerpupad GuiTsp. BucokoedekrnseH Gpuiatsp 3a
gactuiy (HEPA ¢untsp).

8.2.2. JIn4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa Ha OYHTE U JTUILETO

3ammTa HA OYHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. 3amuTa HA KOKaTa

3ammuTa Ha KOXKaTa U TAJIOTO:
Jla ce n3non3zyBa XUMHUYECKH yCTOHUMBO 3amuTHO 00aekno. DIN EN 13034

3ammuTa Ha pbIETe:
XUMHYeCKH YCTOHYHBY Npena3Hu pbkasumu. ISO 374-1

8.2.2.3. 3amuTa Ha AUXATEJTHUTE MbTHIA

3ammTa Ha JUXaTeTHHTE IbTHINA:
OrtaensiHe Ha npax: mpotuBonpaxoBa Macka ¢ Gpuintsp P3. DIN EN 140 & 149. Teuen npoxykT : AuTHaepo3onHa Macka. Hocere auxareneH amapar, ako cTe
U3JI0)KEHHU Ha Iapy/IIpaxoBe/aepo30iIH
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Promethazine hydrochloride

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

8.2.2.4. TepMHYHH OTIACHOCTH

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHFI

8.2.3. KOHTpOJI Ha eKCNIO3HIUATA HA OKOJHATA cpeaa

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 9: ®u3nyHH 1 XUMAYHHI CBOCTBA

ArperatHo ChCTOSTHUE : TBBPIO BEIIECTBO
LBt . He e HanuuHO
BroHIIEH BUT . IIpax.

Mupuc : He e npunoxumo.
I'panunara Ha mupuca : He e Hanuuno
Touka Ha TOTIEHE . He e HanuuHO
Touka Ha 3aMpb3BaHe . He e HanuuHO
Touka Ha KUTIEHE . He e HannuHO
3anaguMoct . He e HanuuHO
I'paHMIM HAa EKCIUIO3HBHOCT : He e npunoxumo
JlonHa rpaHHIa Ha €KCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHHMIia Ha €KCIUIO3UBHOCT : He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmeparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmneparypa Ha pa3naraHe : He e nanuuno

pH : 4 -5 (5%, Bonen pastsop)
pH pasrBop : He e Hannuno
Buckosuter, kKuHeMaTHIeH . He e npunoxumo
PaztBopuMocT : Bogma: > 1000 g/l
Koeduiment Ha pasnpenenenue: n-okranon/soga (Log @ He e Hanmuuno
Kow)

Hansrane Ha napure . He e HannuHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IIneTHOCT . He e HanuuHO
OTHOCHTENHA IUTBTHOCT : He e nanuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure . He e HannuHO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (PU3HYHA ONACHOCT

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

9.2.2. JIpyru XapaKkTepuCcTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBJIHUTEHA I/IHq)OpMaI.IHﬂ

PA3IEJI 10: Cta0M/IHOCT U PeaKTHBHOCT

CrabuiieH nmpy HOPMAJTHU YCIIOBHS.

Hsima Hanu4Ha qonbIHUTENHA HHOOpMALHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuuHa TOMBJIHUTETHA PIH(bOpMaI.II/Iﬂ
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Promethazine hydrochloride

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

Hsma mpu HopmanHa ynotpe6a. Brokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTACJIA OIIaCHU U3NapECHU.

PA3JIEJ 11

Ocrpa TOKCHYHOCT (OpasHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)

H4YHA HHpOpMAaLUs

Bpenen npu norireiiate.
He ce xnacudunmpa (Jluncsamy naHam)
He ce xnacudunmpa (Jluncsamy naHam)

Promethazine hydrochloride

LDS50 opanHo mrbx

765 mg/kg

KoposusHoct/npa3HeHe Ha KoxaTa

CepHo3HO yBpeXKAaHe Ha OUHTE/pa3HEeHe Ha OUHTe

CCHCI/I6I/IJII/I331H/I}I Ha JTUXaTCIIHUTE IITbTUIA UJIX KOXKaTa
MyTareHHOCT Ha 3apOJULIHUTE KIIETKU
KamnrieporeHHoct

TOKCHYHOCT 3a penpoAyKIMATa

CTOO (cnenn¢muyHa TOKCHYHOCT 3a ONpPeIeTeHI
OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cneuuduyHa TOKCHYHOCT 3a ONPEICICHN

He ce knacudunupa (Jluncpauy faHH)

pH: 4 —5 (5%, Bozen pa3tsop)

Ipean3BHKBa CEPHO3HO YBPEXKIAHE HA OUUTE.
pH: 4 — 5 (5%, Bozen pa3rBop)

Moske [a IPUYHHY aleprudHa KOXKHa PEaKIus.
He ce xmacuduumnpa (Heybeaurenun nanum)
He ce knacu¢uupa (Heybenurennu naHnu)
He ce xnacudunupa (Heybeantenun naHam)

He ce xnacudunupa (Jlumncsamy naHam)

He ce xnacudunupa (Jluncsamu nannm)

OpraHu) — MOBTApPSIIIA C& EKCTIO3UIHS

OnacHOCT NpH BUIIBAHE He ce knacudurmpa (TexHndecka HeBb3MOXXHOCT 32 MOJTy4aBaHE Ha JaHHH)

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3IEJI 12: ExosioruuHa uH@opmanusi

OmnacHu oTHaxbLy. [la ce 3Mon3yBat MOAXOIIH KOHTEHHEPH 32 OTIAJHUTE IIPOLYKTH.
He ce knacuguuupa (B3 0cHOBa Ha HAIMYHUTE JaHHU HE Ca U3IIBIHEHH KPUTSPHHUTE 32
KIacu(pHIIpaHe)

TOoKCHYeH 32 BOIHHUTE OPTaHU3MH, C ABITOTPACH eEeKT.

Ekonorus - 0010
OmnacHo 3a BoHaTa cpesia, KpaTkocpoyHa (ocTpa)

OnacHo 3a BOJHAaTa cpe€la, AbJIrocpoIHa (XpOHPI‘IHa)

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

Hsima Hanu4Ha TONMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS
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Promethazine hydrochloride

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

12.7. Ipyru He4aronpusTH edexTH

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXbIN

MecTHO 3aKOHOAATENCTBO (OTHAIBLIN)

: Z[a C€ U3XBBPJU 110 6e30IMaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATIHH pa3r10pe,u61/1.

PA3JEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH niu uaeHTH(PUKALIUOHEH HOMEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HanMeHOBaHNUe HA IpaTKaTa no cnucbka Ha OOH

N.O.S., 9, 1lI, MARINE
POLLUTANT

BEIIECTBO, OITACHO 3A ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
OKOJIHATA CPEJIA, HAZARDOUS
TBBPJIO, H.V.K. SUBSTANCE, SOLID,
N.O.S.
OnucaHue HA TPAHCIIOPTHUTE JOKYMEHTH
UN 3077 BELLIECTBO, UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III
OITACHO 3A OKOJIHATA ENVIRONMENTALLY
CPEJIA, TBBPJIO, H.V.K., 9, HAZARDOUS
1L (-) SUBSTANCE, SOLID,

14.3. Kinac(oBe) Ha onacHO

CT IPU TPAHCIIOPTHPaHe

14.4. OnakoBb4Ha rpyna

111

| 111

111

14.5. OnacHocTH 32 OKOJIH

ara cpeaa

OrmacHo 3a OKOJTHATa cpena:

Ja

OmnacHo 3a OKOJIHATa cpejia:
Ja

Mopcku 3ambpenten: [a

OrmacHo 3a okonHaTa cpena: Ja

Hsiva mompiHuTeIHA HaNnYHa HHQOpMALHS

14.6. CnenaaHu NpeANa3sHA MePKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT
Knacudukanuonen xox (ADR)
Creruanau pasnopenou (ADR)
Orpannuenu xonudectsa (ADR)
W3kirouenu konmmyectBa (ADR)
OmnakoBbuHH HHCTPYKIMH (ADR)

CreruanHu onakoBbYHH pasznopendu (ADR)

Cwmecenu onakoBku (ADR)

. El
. P002, IBCO8, LP02, ROO1
. PP12,B3

. MP10

. M7
1 274,335, 375, 601

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

WHcTpykumu 3a IpeHOCUMU LcTepHu U KouTeiHepu 32 T1, BK1, BK2, BK3
HacunHu ToBapu (ADR)

CrienmainHu pa3nopendy OTHOCHO MPEHOCUMH Lyctepun  : TP33

U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepun (ADR) : SGAV, LGBV
IIpeBo3HO CpencTBO 3a MPEBO3 B LIUCTEPHU AT
Tpancnoprha kareropus (ADR) : 3

Crienmaniu pasnopendu 3a npesosa - OnakoBku (ADR) : V13
Crienmaniu pasnopendu 3a npeo3 - HacumnHo : VCI, VC2
cwerosiaue (ADR)

CrienpaiiHy pasnopendu 3a npeBo3 - TOBapeHe, : CVI13

pastoBapBate 1 o6pabotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR) Do

TpaHcnopT no mope

Crenmanuu pasnopenou (IMDG) 1 274,335, 966, 967, 969
Orpannuenu xonmdecrsa (IMDG) : Skg

HUskimouenn xonmdecrsa (IMDG) : El

OmnaxoBsuny uHCTpyKImH (IMDG) : LP02, P002
Creruanau pasnopenou 3a onaxkosane (IMDG) : PP12

IBC onakosbunu uaCcTpyKuu (IMDG) : IBCOS8

IBC cnenmanuu pasnopenou (IMDG) : B3

Wnctpyxnnu 3a nucrepru ( IMDG) : BK1, BK2, BK3, T1
Creranau pasnopen6ou otaocHo nucrepad (IMDG) : TP33

EmS-Ne (TIoxap) : F-A

EmS-Ne (Pa3nmuB) : S-F

Kareropus Ha ToBapere ( IMDG) DA

Ckmanupane u o6padorka (IMDG) : SW23

Bb3aymien TpancnopT

PCA WM3kirouenu konnuectsa (IATA) . El
PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U : Y956
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3@ OTPaHUYEHO : 30keG
KOJIMYECTBO ITBTHUUYECKH camoneT U kapro (IATA)

PCA MHcTpykiuy 3a oakoBaHe NTHUYECKH caMolleTu  : 956
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO ITbTHUYECKH : 400kg
camorret u kapro (IATA)

Wncrpyknun 3a onakoane camo kapro (IATA) 1 956
MaxkcHuMaTHO HeTHO KoindecTBo camo kapro (IATA) : 400kg
Cneruanun pasnopenou (IATA) 1 A97, A158, A179, A197, A215
ERG xon (IATA) : 9L

14.7. MopckH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHAapo/IHATa MOPCKA OPraHU3aIus

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0OTHOCHO HOpMATHBHATA ypenoda

15.1. CnenuduyHu 3a BemecTBOTO UM CMeCTa HOPMATHBHA ypea0a/3aK0HOAATEICTBO OTHOCHO 0€30I1ACHOCTTA, 31PABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ilpuaosxenne XVII (YcaoBus 3a orpaHn4aBaHe)
He ¢urypupa B [lpunoxenne XVII ra REACH
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REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peliaBane)

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.

Pernament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPrannyHu 3aMbPCHTEIHN)

Henpunoxumo.

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

He ¢urypnpa B crimcsKa ¢ BelecTa, KOUTO HapymiaBaT 030H0BH: cioii (Permament EO 1005/2009)

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 I1a3apa Ha OIIpeJIelIeHH BEIeCTBa, N3II0I3BaHU 32 HE3aKOHHO IIPOM3BO/ICTBO HA HAPKOTHYHH HIJIM IICHXOTPOIIHH BEIIECTBA)

15.1.2. Hauuonauu paznopenoun

HsiMa HannyHa qOMBIHATENTHA HHQOPMALHS

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

Hsima HanuyHa AONMBIHUTEIHA m—[(bopMaum

PA3EJI 16: Ipyra ungopmanus

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHeH eneMeHT IIpomsina Komenrapn
TIpuunna 3a nunca Ha KiacupUKALUsL Jo6aseno
3amMeHs BepcusiTa OT Jlo6aBeno
Jlara Ha pepakuusara Jlo6aBerno

1.1 HaumenoBanue IIpomeneHo

2.1 Krnacudukanus B ceorBerctre ¢ Permament (EO) | IIpomeneno
Ne 1272/2008 [CLP]

2.2 Curnanna gyma (CLP) IIpomeneHo

2.2 Tuxrorpamu 3a onacuoct (CLP) IIpomeneHo

2.2 Ipenopwku 3a 6e3omacuoct (CLP) IIpomeneHo

2.2 Ipenynpexaenus 3a onacxoct (CLP) IIpomeneHo

4.1 ITepBa nomons - 00N MEepKU Jlo6aBeHo

4.1 IIppBa noMoIL NpH MOTTbILAHE JlobaBeHo

4.1 IIppBa nomoI npu BAUIIBAHE JlobaBeHo

4.1 IIbpBa HOMOIIL IPK KOHTAKT € KOXKAaTa IIpomeneno

4.1 IIppBa moMolIL IPHU KOHTAKT € OUUTE IIpomeneHo

4.2 CumnToMu/epexTH ciiell MorIblaHe Jlo6aBeHo

42 Cumrniromu/edextn Jlo6aBeHO

4.2 CumMnromu/eexTH ciell KOHTAKT ¢ KOXKaTa JlobaBeHo
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NupopmarmoneH 1ucT 3a 6e30macHoCT

B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT IIpomsina Komenrapn
4.2 CumMnromu/eexTH ciel BAUIIBaHE JlobaBeHo
4.2 CumMnromu/edeKTu ciesf KOHTAKT C OIUTe JlobaBeHo
4.3 Jpyro MEAUIIMHCKO CTAHOBHILE WU JICYCHUE JlobaBeHo
5.2 OnacHocCT OT moXxap IIpomeneno
6.1 3aluTHY cpelicTBa Jlo6aBeHo
6.1 OO0y Mepku JlobaBeHo
6.3 Meroau 3a MOYHCTBAHE Jo6aBeno
7.1 JIOI'bIIHUTENHYT ONIACHOCTH 110 BPEME Ha JlobaBeHo
o0OpaboTka

7.1 Tpenna3uu Mepku 3a 6e3omacHa paboTa Jlo6aseno
7.1 XUTrHeHHH MEPKH JlobaBeHo
7.2 TexXHU4YeCKH MEPKH JlobaBeHo
72 VYcnoBust 3a cbXpaHsBaHE JlobaBeHo
8.2 3amuTa Ha AUXATEITHUTE IIBTUILA Jo6aBeno
8.2 3ammra Ha OYUTE JlobaBeHo
8.2 3amura Ha pbleTe IIpomeneHo
8.2 Tloaxoasii HHKEHEPEeH KOHTPOII IIpomeneHo
8.2 3aluTa Ha Ko)KaTa H TSJIOTO IIpomeneHo
9.1 Mupuc JlobaBeHo
9.1 PastBopuMmoOCT BBB Bosa Jo6aBeno
9.1 pH Jlo6aBeno
11.1 IpuurHa 3a unca Ha KiacupHUKaLus Jlo6aBeno
11.1 ATE CLP (opaina) [TpomeneHo
11.1 LD50 opanHo miuex ITpomeneno
12.1 Exosorust - 061110 IIpomeneno
13.1 MecTHO 3aKOHOIATENCTBO (OTMAABIIN) Jlo6aBeno

IIbaen Texer Ha H- 1 EUH-npenynpekieHusTa 3a 0acHOCT:

Acute Tox. 4 (opanHa)

Ocrtpa TokcnuHoct (opaina), Kareropus 4

Aquatic Chronic 2

OnacHo 3a BOJIHaTa cpe€lla — XpOHUYHA OIIACHOCT, KaTETrOpUs 2

Eye Dam. 1 Cepuo3HO yBpexaaHe/mpazHeHe Ha ounte, Kareropus 1
H302 Bpenen npu norneimane.

H317 Moske 1a IPUYUHY aJepruyHa KOXKHA PeaKIys.

H318 IIpenn3BuKBa CeprO3HO yBPEXkKIaHE HA OUUTE.

H411 TokcuueH 3a BOXHUTE OPTaHU3MH, C IBITOTPacH e(eKT.
Skin Sens. 1 Koxna cencnbmmmzanust, Kateropus 1

Wudopmarmonen iuct 3a 6e3omnacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, Chabpkaiia ce B To3u MH(OOpMaIMOHEH JIUCT 3a 0€30IIaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJCKAHU. BbIipeku ToBa, HHGOpMAIHATA CE TIPEIOCTaBs 0e3 HUKAKBa TapaHLusl, I3pHYHA WM T0pa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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