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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa : Cmec
HanmeHoBaHue Ha MpOyKTa : Promethazine for peak identification
Kon na npoxykra : 202300501

1.2. UneHTHUIMPAHH BU/I0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeoa : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATIN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BEIECTBOTO/CMECTa : Camo 3a npodecroHanHa ynorpeda
OyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KOUTo He ce NPenopbLYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO WJIH CMeCTa

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

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

3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

He6maronpusiTHi GU3NKOXUMHYHHA e(peKTH U HeOJIAaronpPUsATHY edeKTH 32 3APaBeTO HAa YOBEKA U OKOJHATA cpela
OmnpenensiHe upe3 eKCIEPTHO MHEHHE U TI0 CUJIaTa Ha JJOKa3aTeNICcTBa.

2.2. EnemeHTH Ha eTHKeTa

Erukerupane B crorBercTBHe ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

$ &

GHSO05 GHSO07 GHS09
Curnanna gyma (CLP) : OmnacHo
Coabpxka . Promethazine hydrochloride; Phenothiazine ; 10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-,
monohydrochloride
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H317 - Mo>xe na NpUYUHY aJeprudHa KOXKHA PeaKIus.
H318 - [Ipean3BuKBa CEpHO3HO YBPEKAAHE HA OUUTE.
H411 - TokcuueH 3a BOTHUTE OPTaHU3MH, C ABJITOTPACH S(EKT.
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Promethazine for peak identification

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

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U30srBaiite BIUIIBaHEe HAa Mpax/MyIleK/Ta3/IuM/n3napeHus/aepo30im.
P264 - Jla ce u3amue pbLeTe 10 JIAKTUTE U JIMIETO CTApATENIHO clie]] yrnoTpeda.
P270 - [la e ce siae, mue WM MyIId Opy ynoTpeda Ha MpoayKTa.
P272 - Jla He ce u3Hacs 3aMbpCceHO pabOTHO OOJIEKIIO U3BBH PAOOTHOTO OMELICHHE.
P273 - Jla ce n30srea usnyckaHe B OKOJIHATa CPeaa.
P280 - M3non3BaiiTe npeana3sHu pbKaBULU/IPEANA3HO 00IEKIO/MPeana3Hu OYmiIa/mpenasHa Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - [TPU ITIOT'JIBIIAHE: npu Hepasnosnoxenue ce obanere B LIEHTBP I10
TOKCHKOJIOT M unu Ha nexap.
P302+P352 - [TPU KOHTAKT C KOXXATA: U3muiite 00MIHO ¢ BOJA.
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.
IIpoabmxkeTe ¢ U3NIAKBAHETO.
P310 - Heza6aBHo ce o6amere B UEHTHP [10 TOKCUKOJIOT' U4 wim Ha ekap.
P321 - Cnenuanu3upano je4eHue (BxK. JOMbIHUTEIHA HHCTPYKLMS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).
P330 - UsmnakHere ycrara.
P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEeHe WK 0OpuB Ha KoxaTa: [loTbpcere MeTMIMHCKU
CHBET/IOMOLII.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETE NpeIy OBTOPHA yroTpeda.
P391 - Cpbepere pazasaroro.
P501 - CbappixaHHETO/ChIBT 1A CC U3XBBPIIH B IMYHKT 33 ChOMPaHEe Ha OMACHU MU CIICHUATHHI
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)

g

GHS05
OnacHu ChCTaBKH . Promethazine hydrochloride; Phenothiazine ; 10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-,
monohydrochloride

2.3. Ipyr" onacHOCTH

He cpabpxa PBT/vPvB Bemectsa > 0.1%, onenenn B ceotBercTre ¢ [Tpunoxenne XIII Ha Permamenr REACH

CMecTa He ChIbpika BellecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, H3rOTBEH B choTBeTCTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a mpurexaBaHeTo Ha CBOICTBa,
HapyIaBamy (pyHKIMNTE HAa eHAOKPHHHATA CHCTEMA, HIIH 32 KOETO/KOMTO HE € YCTaHOBEHO, e MMa(T) CBOMCTBA, HapylaBaly QYHKIMHUTE Ha €HJOKPUHHATA
CHCTEMa, B ChOTBETCTBUE C Kputepuute, onpezenenu B lenerupan Pernament (EC) 2017/2100 na Komucusra i Pernament (EC) 2018/605 na Komucusita B
KOHIIEHTpaLKsl, paBHa MU 10-BUcoka ot 0,1 TernoseH %.

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemecTBa

He e npunoxumo

3.2. Cmecn

HaumenoBanue HnenTudguxarop Ha % Kiaacudukauus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]

Promethazine hydrochloride - 95-100 Acute Tox. 4 (opanna), H302 (ATE=765

mg/kg TeIecHO Tero)
Eye Dam. 1, H318

Skin Sens. 1, H317
Aquatic Chronic 2, H411
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Promethazine for peak identification

HudopmarmoneH aucT 3a 6€300acHOCT

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

HaumenoBanue Hnenrudguxarop Ha % Knacndukanusi B cbOTBeTCTBHE €
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Phenothiazine - 0,01 -1 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TelxecHo TerIo)
Skin Sens. 1, H317
STOT RE 2, H373
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

monohydrochloride

10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-,

0,01 -1 Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg TenecHo Tero)

Eye Dam. 1, H318

Skin Sens. 1, H317

Aquatic Chronic 2, H411

3a mennus Teker Ha H- 1 EUH-nipenynpexaenusita 3a onacHOCT: BXK. paszjen 16

31EJI 4: Mepku 3a MbpBa MOMOIIY

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOLI

IIppBa oMot - 001K MEPKU

prBa TIoMoul P BAUIIBAHE

prBa TIOMOLI ITPU KOHTAKT C KO)KaTa

prBa TIOMOLI ITPU KOHTAKT C OUUTE

H’pra TIOMO1LI IIPU NOTJIBIIAHE

He3abaBHO Ja ce M3MME 30HaTa HAa KOHTAKT C TOJIEMH KOJIMYECTBA BOJIA.

Jla ce ocTaBu nocTpaganys Ha YUCT Bb3ayX. OcHrypeTe CBexk Bb3/yX Ha 3aCCrHATOTO JIUILE.
HeoT10:KHY MEANIMHCKH TPIXXH U CHELHATHO JICYEHUE, aKO € HE0OX0IUMO.

Jla ce oTcTpaHH MakCHMAITHO Ype3 H30bpCBaHe (C YMCTa U MeKa IONuBalla Kbpra). [la ce u3mue
OOMITHO € BOJIa B KOATO € MpHOaBeH AeTeprext. [la ce U3IIakBa ¢ XJ1aJKa BoJa B MPOAbKEHHE Ha 15
MHHYTH. AKO JIpa3HEHETO Ha KO)KaTa MPObIKaBa, J]a Ce HAalpaBU KOHCYJITALHs C JeKap.
W3mnakHeTe ¢ BOsia, KaTO JbP)KUTE OYUTE IIMPOKO 0TBOpeHU. CBajleTe KOHTAKTHHUTE JICIH, aKO UMa
TaKMBa U JOKOJIKOTO TOBA € B3MOXHO. [IpobiiKeTe ¢ U3ILIIaKBaHETO. AKO APa3HEHETO MPOJBIIKH,
KOHCYNTHUpaiiTe ce ¢ 0(hTaIMOIOr.

WsnnakHete ycrara. Jla He ce npeju3BHKBA MOBPBIAHE.

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

Cumnromu/edextn
Cumnromu/edexTu ciell BAUIIBaHE

Cumnromu/eeKTy cliel] KOHTAKT C KoXara
CuMnToMu/e(eKTH Cie/i KOHTAKT C OUHTE
CuMnroMu/edeKTd cie]l MorIblaHe

HpeZ[HSBI/IKBa usrapsHus.

Henocrarbunu nanuu. Moxe na npeau3BUKa 3a1bXBaHE, YCCIIAHE 3a TEKECT B 'bPAUTE, IPA3ZHEHE
Ha I'bpJIOTO U KalLIIMLIA.

Henocrarbunu jaHHuU. 3a‘lepBﬂBaHI/Iﬂ, Goska.

Henocrarbunu jaHHu. 3a‘iepBﬂBaHI/Iﬂ, Goska.

I/I3raprm{ Ha CTOMAIIHO-YPEBHUTE JIMTaBUILIH.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIMHCKH I'PUKHA U CIELIMATTHO JIeYeHUe

Ho‘r’f,pceTe MCIUIUHCKH C"bBeT/HOMOI]_L HpH BB3MOKHOCT J1a C€ ITOKaXXE€ HACTOAIINA JIUCT, @ aKO HE € Ha Pa3IIOJI0KCHUE, 1a CC TIOKaXKE OITaKOBKaTa MJIM €TUKETA.

PA3JIEJI 5: IIpoTHBONOKAPHUA MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

HOI[XOI[S{II_II/I TI0KapOracuTEJIHA CPEACTBA

Opestio 3a 3aracsiHe Ha OT'BHSL.

5.2. Oco0eHn 0NIACHOCTH, KOUTO NPOU3THYAT OT BELIeCTBOTO MJIM CMECTa

OmacHOCT OT TmoXap

5.3. CbBeTH 32 HOKAPHUKAPHTE

MucTpykuunu 3a raceHe Ha MOXKapH

Bk maparpad 2.2. Puck ot o6pa3yBaHe Ha TOKCHYHH ¥ KOPO3UBHH Ia30Be.

: Jla ce U3MON3BAT CPEACTBA, IOJXO/ISIIH 38 TACEHE HA MOKAPU B CHCE/ICTBO.
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Promethazine for peak identification

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

PA3JIEJI 6: Mepku npu aBpapuiiHO H3IIyCKAHE

OO0y MepKku : Jla ce u30sirBa mpeKust KOHTAKT ¢ Mpoaykta. He BaumBaiite
npax/myIeK/ra3/anM/u3napeHus/aepo30im.

6.1.1. 3a mepcoHaJ1, KOITO He OTTOBAps 32 CIIELIHHU CJIy4Yan

Hsma nanuyHa nonbiIHUTENHA HHOOPMAIIUSL

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

3alUTHU CpecTBa . Bmxkre Pasnen 8.

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

MeToau 3a nouncTBaHe : Ybenere ce, 4e oTnagbLNUTE ca ChOPAHM M CE ChXPAHABAT HA CUTYPHO MsAcTo. [Touncrere
crapatenso. C matepuaina Tps6Ba Ja ce pabotn BHUMaTenHO. BsB BoxHa cpena: Kopo3usen 3a
o4nTe, IUXaTeIHATa CHCTEMA M KOXKaTa.

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

PA3JIEJI 7: PaGoTa u chbXpaHeHHe

JIOITBIIHUTENHY OIIACHOCTH 110 BpeMe Ha 00paboTKa : Ha notpeGurens na ce 00bpHE BHUMAHUE 33 PIUCKOBETE, CBEHTYAIHO CBBP3aHHU C H3IOI3BAHETO Ha
NPOJIYKTa 3a IPYTH 1eJd, Pa3nYHK OT Te3H, 32 KOUTO € NpeHa3HadeH. BB BojHa cpena:
Kopo3uBeH 3a 04nTe, AUXaTeIHATa CHCTEMA H KOXKaTa.

TIpennaszuu Mepku 3a Ge3omacHa pabora : C matepuaina TpsOBa a ce paboTu BHUMATENHO. J{a ce n30srea NpeKus KOHTAKT C MPOAYKTa.
XurueHHu MEpKH . Jla ce paboTH B CHOTBETCTBHE C H3MCKBAHMATA HA J0OpATa MPOMUILIEHA XUTHEHA U IPOIIEyPUTE 32
06e30MacHOCT.

TeXHU4YeCKH MEPKH : Jla ce cna3BaT MPUIIOKUMUTE pa3nopenou.
YcnoBus 3a chXpaHsiBaHe : Jla ce chxpaHsiBa MoJ KIr0Y.

J1 HA EKCHO3]’[1lllﬂTa/JIll‘lHH npeamnmasHu Cpeacrea

8.1.1 HanmoHaJHH IPAHUYHY CTOHHOCTH HA NMPOPECHOHATHA eKCIO3UIUS U OHOJIOIrMYHN TPAHUYHH CTOHHOCTH

Hsma nanwyHa gonbNIHUTENHA HHOOPMAIIUSL
8.1.2. IIpenopbunTeIHH NPOLEIYPH 32 HAGII0deHHE
Hsima HanmuHa nonbiiHUTENHA MHGOPMALHS

8.1.3. O6pasyBar ce 3aMbPCHTEJIM HA Bb31yXa
Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL
8.1.4. DNEL u PNEC

Hsima HanmuHa OMIBJIHUTETHA PlH(bOpMaI.IHﬂ

8.1.5. Pery.inpane upe3 o6xsatu (control banding)

Hsima Hanu4Ha qonbiIHUTENHA HHDOpMALHS
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Promethazine for peak identification

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

8.2.1. Ioaxoasiuy MH:KEHepPeH KOHTPOJX

IMoaxoasiuy HH:KEHEPEH KOHTPOI:
Jla ce cpxpansiBa B JoOpe MPOBETPUBO MoMelIeHue. Jla ce H3I0N3yBa SANHCTBEHO B CMyKaTe/lHa KabHHa ¢ HHTerpupaH Gpuirsp. Bucokoedekruser GpuiTsp 3a
vyactuuy (HEPA ¢untsp).

8.2.2. JInuHH NpeanasHu CPeAcTBa
8.2.2.1. 3amuTa Ha OYHUTE U JIMLETO

3amuTa Ha ounTe:
IMpennasuu ounna. DIN EN 166

8.2.2.2. 3amuTa HA KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce n3non3yBa XUMHYECKH YCTOIUHBO 3amuTHO obnexo. DIN EN 13034

3ammuTa Ha pBueTe:
XUMHYECKH YCTOHUYMBY npeanasHu pbkasuuu. [SO 374-1
8.2.2.3. 3amuTa Ha AUXaTEJTHUTE MbTHIA

3ammTa Ha IUXaTeTHHTE MbTHINA:
OrtnensiHe Ha npax: potuBonpaxosa Macka ¢ puitep P3. DIN EN 140 & 149. Teuen npoxykT : AnTHaepo3onHa Macka. Hocere nuxarerneH amapar, ako cTe
M3JI0’KEHHU Ha Mapu/TIpaxoBe/aepo30iu

8.2.2.4. TepMHYHH ONIACHOCTH

HsiMa HannyHa JOMBIHATETHA HHQOPMALIHS

8.2.3. KoHTpOJI Ha eKCIIO3HIHUATA HA OKOJIHATA cpeaa

Hsima Hanmana JOIIBJIHUTCITHA I/[H(t)OpMaI_II/IH

PA3JIEJI 9: ®u3u4YHA U XUHMHYHH CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (pM3UYHHM M XMMUYHH CBOICTBA

ArperatHo CbCTOsSHHE : TBBpIO BELIECTBO
IBsar . He e Hannmuno
Mupuc : He e npunoxumo.
I'panunaTa Ha Mupuca : He e manuuno
Touxa Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KuNEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'pannny Ha €KCIIIO3UBHOCT : He e npunoxumo
JlonmHa rpaHHIIa Ha eKCIIO3UBHOCT . He e npuoxxumo
I'opHa rpanuLa Ha EKCIJIO3UBHOCT : He e npunoxumo
IInamua remnepatypa : He e npunoxumo
Temmneparypa Ha camo3anajaBaHe : He e npunoxumo
Temmnepartypa Ha paznaraHe : He e HannuHo
pH : He e nannuno
pH pastBop : He e nannuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PasztBOpumocT . He e mannuno
Koedunuenr Ha pasnpenenenue: n-okranon/Boga (Log  : He e Hanuuno
Kow)

Hansarane na napute . He e HannuHo
Hansraune na napute npu 50°C . He e Hanuuno
IInbTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha uactuimre . He e naauuno
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Promethazine for peak identification

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

9.2.1. Undopmanusi BB BPb3Ka ¢ KiIacoBeTe HA GU3NYHA ONACHOCT

Hsma HanwyHa HonBIHHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XxapaKTepUCTHKH 32 0€30MacCHOCT

Hsma HanuvHa HONBIHUTETHA HHPOPMAIIUS

PA3EJI 10: Ctadua 1 pEaKTHBH

CrabuiieH npy HOPMAJTHU YCIIOBHS.

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

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

Hsma HanwyHa KOMBIHUTENHA HHPOPMAIIUSL

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIs ONACHU HU3MAPCHHUS.

(CHKOJIOrMYHa HHq)OpMaIIHH

Octpa TOKCHYHOCT (OpanHa) . Bpenen npu nornsiase.

OcTpa TOKCHYHOCT (epMaltHa) : He ce xnacuduimpa (Bb3 ocHOBa Ha HAJIMYHHUTE JAHHH HE Ca M3IIBIHCHN KPUTEPUUTE 32
KIacubHIEpane)

OcTpa TOKCHYHOCT (BAUIIBAHE) : He ce knacuduimpa (Bb3 ocHOBa Ha HAJTMYHHUTE JJAHHH HE Ca U3IIBIHCHN KPUTEPUUTE 32
KkiIacubHIEpane)

Promethazine for peak identification

ATE CLP (opanHa) 768,535 mg/kg TenecHo Terio

Promethazine hydrochloride

LD50 opanHo mrex 765 mg/kg

10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-, monohydrochloride

LD50 opanHo mrsx > 300 — <2000 mg/kg
KoposuBHocT/ipasHeHe Ha KoxaTa . He ce xnacudunupa (B3 ocHOBa Ha HATHMYHUTE JaHHU HE Ca H3IBIHCHH KPUTSPHUTE 32
KIacH(pHIIpaHe)

Promethazine hydrochloride

pH 4 —5 (5%, Bojew pasrBop)

10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-, monohydrochloride

pH 4 -5 (5%, Bonen pa3tBop)

CepHO3HO YBpEXKIAaHE HA ouwure/, JAPasHECHE HA OYUTE : Hpe/:[H3BI/IKBa CEPHO3HO YBPEKIAHE HA OUUTE.
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Promethazine for peak identification

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

Promethazine hydrochloride

pH 4 —5 (5%, Bogaewn pastBop)

10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-, monohydrochloride

pH 4 —5 (5%, Bogewn pastBop)
CeHcnbmIM3anys Ha IMXaTeIHATE TBTUIA WM KoxkaTta  : Moxke J1a NPUYMHM aJlepruyHa KO)KHA PeaKIus.
MyTareHHOCT Ha 3apOJUIIHUTE KIETKA . He ce xnacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHY HE Ca M3ITBJIHCHH KPUTEPUHTE 3a
KIacu(pHIIpaHe)
Kanneporennoct : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE CA U3IIBIHEHU KPUTCPUHTE 3a
KIacuHIIpaHe)
TOKCHYHOCT 3a PEHPOAYKIHATA . He ce xnacudunupa (B3 ocHOBa Ha HAJIMYHUTE JaHHHU HE Ca M3IIBIHCHU KPUTEPUHTE 32
KnacuuIupane)
CTOO (cnenupuyHa TOKCHYHOCT 3a ONPEICTICHI : He ce knacuduimpa (Bb3 ocHOBa Ha HATMYHKUTE JITAHHH HE CA W3IIBIHCHN KPUTEPUHTE 32
OpraHu) — eIHOKPAaTHA EKCIIO3ULIUS KJIacupuIIpaHe)
CTOO (cnenn¢uiHa TOKCHYHOCT 3a ONpPEIETeHI : He ce xnacudunupa (B3 ocHOBa Ha HaIMYHUTE JaHHHU HE Ca M3ITBIHEHN KPUTEPHUHTE 32
OpraHy) — MOBTapsIIIa ce eKCIIO3UIUSL KIacuuIupaHe)
Phenothiazine

CTOO (cnenuuyHa TOKCHYHOCT 3a ONpeieIeH! opranu) | Moxe 1a NPUYMHM YBPEXkK/aHe Ha OPraHUTE HPHU MPOJIBIDKUTEIHA WK MOBTAPAIIA CE SKCIIO3HIHA.
— MOBTAPSIIA CE CKCIIO3HIUS

OmnacHoct IIpu BAUIIBAHE : Hece Knacnq)pmnpa (TCXHI/I‘{CCKa HEBB3MOXKHOCT 3a I10JIyJaBaHE Ha HaHHI/I)

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

PA3EJI 12: ExonornyHa uH(popManus

Exomnorus - 061mo : Omnacuu otmaxsiy. la ce U3MOI3YyBaT HOAXOMAIIN KOHTCHHEPH 3a OTHAJHUTE IPOTYKTH.

OmnacHo 3a BOJHATa cpea, KpaTKocpouHa (0cTpa) : He ce xnacugunupa (Bb3 0cHOBa Ha HATMYHUTE TAaHHU HE Ca U3IBIHCHU KPUTECPUHTE 32
KJacudupane)

OmnacHo 3a BOJHATa cpefia, IbIAr0CpoYHa (XPOHUYHA) : Toxcu4eH 3a BOAHUTE OPraHU3MHU, C JBITOTPAcH e(EeKT.

He ce pasrpaxmaa 0bp30

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HaymMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

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

Hsma nanwyHa gonbiIHUTENHA HHOOPMAIIUSL
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PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXbIIN

MecTHO 3aKOHOATENCTBO (OTNAIBIIN) : Jla ce U3XBBPIH MO 6E30MaCCH HAYMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHU Pa3Hopea0H.

PA3JIEJI 14: UH¢dopMmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH nin naeHTHGUKATUOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHUe Ha MpaTKaTa 1no cnucbka Ha OOH

BELIECTBO, OITACHO 3A ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
OKOJIHATA CPEJIA, HAZARDOUS
TBBPJO, HY.K. SUBSTANCE, SOLID,
N.O.S.
Onucanne HA TPAHCHOPTHHTE TOKYMEHTH
UN 3077 BELIECTBO, UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, 111
OITACHO 3A OKOJIHATA ENVIRONMENTALLY
CPEJIA, TBBPJIO, H.V K., 9, HAZARDOUS
1L, (-) SUBSTANCE, SOLID,
N.O.S., 9, IlI, MARINE
POLLUTANT

14.3. Kitac(oBe) Ha ONacCHOCT NMPH TPAHCIOPTHPaHe

14.4. OnakoBb4Ha rpyna

111 | 111 | 111

14.5. OnacHocTH 32 OKOJTHATA cpeja

OmnacHo 3a OKoJIHaTa cpena: OmnacHo 32 OKOJIHATa cpena: OrnacHo 3a OKOJIHATa cpena: )Ia

la Jla

Mopcku 3ambpenten: Ja

Hsma nombaHUTEIHA HATMYHA HHPOpMALUs

14.6. CnenpaTHu NMpeANa3sHA MEPKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT

Knacudukanuonen xox (ADR) 1 M7

Crienmanau pasnopenou (ADR) 1 274,335,375, 601
Orpannuenu xonudectsa (ADR) . Skg

Wskimouenn xonmdectsa (ADR) : El

OmnakoBbuHH HHCTPYKIMH (ADR) : P002, IBCO8, LP02, ROO1
CreruanHu onakoBbYHH paznopendu (ADR) : PP12,B3

Cmecenn onakoBki (ADR) : MP10

WHCcTpyKnuy 3a IpeHOCHME IUCTepHH U KoHTeitepu 3a @ T1, BK1, BK2, BK3
HacunHu ToBapu (ADR)

Creruanau pa3nopen0l OTHOCHO IPEHOCUMH IucTepan . TP33

U KOHTeifHepH 3a HacumHu ToBapu (ADR)

Konose 3a mucrepan (ADR) : SGAV, LGBV
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IIpeBo3HO cpeacTBO 3a NPEBO3 B LIUCTEPHU AT
Tpancnoprha kareropus (ADR) 3
Crienmaniu pasnopendu 3a npeosa - Onakoku (ADR) V13
Crienmaniu pasnopendu 3a npeo3 - HacumnHo VCl1, VC2
cberosinue (ADR)

Crienpaiiu pasnopeadu 3a npeBo3 - TOBapeHe, CV13

pasroBapBane u oOpadotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemmep No.)
OpamxeBu Tadbenu

Kon 3a TyHennu orpanudenus (ADR)

TpaHcnopT no mope
Crienmanau pasnopenou (IMDG)

274, 335, 966, 967, 969

Orpannuenn xonmdectrsa (IMDG) S5kg
HUskimouenn xonmdecrsa (IMDG) El
OmnaxoBsunH uHCTpyKImH (IMDG) LP02, P002
Creranau pasnopenou 3a onaxkosane (IMDG) PP12
IBC onakosbunu naCcTpykIuu (IMDG) IBCO8
IBC cnenmanuu pasnopentu (IMDG) B3
Wucrpykuun 3a nucrepuu ( IMDG) BK1, BK2, BK3, T1
Crienmainiu pasnopendu otHocHo nucrepuu (IMDG) TP33
EmS-Ne (TToxap) F-A
EmS-Ne (Pa3nmuB) : S-F
Kareropust Ha ToBapene ( IMDG) DA
Ckmanupane u o6padorka (IMDG) SwW23
Bb3gymien TpancnopT

PCA WM3kirouenu konmuectsa (IATA) . El
PCA OrpanunueHu KoJInuecTBa IbTHUYECKH CaMOJIET U : Y956
xapro (IATA)

PCA MakcuMasHO HETHO KOJIMYECTBO 3@ OrPaHUYEHO 30kgG
KOJIMYECTBO ITbTHUYECKU camouteT U kapro (IATA)

PCA MHcTpyKuny 3a ONaKOBaHE IbTHUYECKH CaMOJIET U 956
xapro (IATA)

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

Wnctpyknyn 3a onakoane camo kapro (IATA) 1 956
MaxkcHuMaTHO HeTHO KoindecTBo camo kapro (IATA) : 400kg

Cneranan pasnopenou (IATA)
ERG xon (IATA)

14.7. Mopcku TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHAapO/iHATa MOPCKA OPraHU3alus

He e npunoxumo

A97, A158, A179, A197, A215

9L

PA3JIEJI 15: UH¢popMmanusi OTHOCHO HOPMATHBHATA ypenda

15.1. CnenudpuyHu 3a BemiecTBOTO UM CMeCTa HOPMATHBHA ypea0a/3aK0HOAATEJICTBO OTHOCHO 0€30I1ACHOCTTA, 3IPABETO  OKOJIHATA

cpena

15.1.1. Pernamentu na EC

REACH Ilpuaoxenne XVII (YcaoBus 3a orpaHn4aBaHe)

He cpappika BemectBo(a), BinoyeHo(u) B [Tpunoxenne XVII na REACH (YcnoBus 3a orpannyaBaHe)

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peniaBane)

He cpappixa BemecTBo(a), BkitodeHo(n) B [Ipunoxenne XIV va REACH (Cnmchk Ha BemecTBara 3a pa3pelnIaBaHe)

REACH Cnucbk ¢ kanauaat-semecrsa (SVHC)

He cpabpika BemecTBo(a), BKitoyeHo(1) B cniucbka Ha REACH ¢ kanaunar-seriecTsa
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Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunosxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToiiunBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o3o0HoBus cjoii (EC 1005/2009)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C BEIIECTBA, KOUTO HapymasaT 030HOBUA ol (Permament EO 1005/2009 oTHOCHO BemecTBa, KOUTO
HapyIIaBaT 030HOBHSI CIIOH)

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulectBa (EC 2019/1148)

He cpappixa BemmecTBO(a), BKIIIOYCHO(H) B CIIUCHKA C MIPEKypcopH Ha B3puBHHU BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe Bemectsa (Permament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKAHETO

Ha mmasapa Ha ONnpeACIC€HU BEIIECTBA, U3IIOJI3BAHU 32 HE3aKOHHO MPONU3BOJACTBO HA HAPKOTUYHHU WJIU TICUXOTPOITHU BeHIeCTBa)

15.1.2. Hauuonauu paznopenoun

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

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

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3EJI 16: Ipyra ungopmanus

II'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanHa)

Ocrtpa TokcuuHOCT (OpainHa), Kareropus 4

Aquatic Acute 1

OmacHo 3a BOAHATA cpefia — OCTPa OMACHOCT, KaTeropus 1

Aquatic Chronic 1

OnacHo 3a BoJJHaTa cpejia — XPOHUYHA OMACHOCT, KaTeropus 1

Aquatic Chronic 2 OnacHo 3a BoJIHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 2

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

H302 Bpenen npu nornsiane.

H317 Moxxe 1a IPUYMHH aJepruyHa KOXKHA PeaKLys.

H318 TIpenn3BuKBa Cepro3HO yBpPEkKIAHE HA OUUTE.

H373 Moske J1a MPUUMHU YBPEXKAAaHE Ha OPTaHUTE MPH MPOABIDKUTEIHA WK TTOBTAPSIA CE EKCTIO3ULMSL.
H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.

H410 CHITHO TOKCHYEH 33 BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

H411 TOKCHYEH 32 BOJHUTE OPTaHU3MH, C IBITOTPAcH eeKT.

Skin Sens. 1 Koxna cencubmmmzanust, Kateropus 1

STOT RE 2 CrennpuyHa TOKCUYHOCT 32 ONPEESICHH OpTraHu — MOBTapsilla ce excro3uuus, Kareropus 2

Knacuduuupane u npoueaypa, H3no/i3BaHa 3a MoJIy4aBaHe Ha KJIacu(UKALUATA 3a cMecH cbriiacHo Persament (EO) Ne 1272/2008

[CLP]:

Acute Tox. 4 (opanna) H302 M3uucnurenen MeTox
Eye Dam. 1 H318 W3unciureneH METo
Skin Sens. 1 H317 M34nciuTeneH MeTo 1
Aquatic Chronic 2 H411 W3unciuTener METo I

NupopmannoneH st 3a 6e3onacuoct (MJIB), EC
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OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MH(opMaoneH ucT 3a 6€30MacHOCT, € MOJy4eHa OT H3TOYHHIIU, KOUTO CMSITaMe 3a

HaJCKIHU. BLHPCKH TOBAa, Hll(l)OpM’dLLHﬂTél Ce npeaocTaBs 0e3 HUKaKBa rapannus, u3puiHa uin no,ﬂpa's(mpama CC, OTHOCHO HelHaTa KOPEKTHOCT
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