European Directorate | Direction européenne

COUNCIL OF EUROPE . . . .
edome * Promethazine for peak identification

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE L'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlara Ha u3naBane: 19/12/2023 [larta Ha pepaxuusita: 25/11/2025 3amens Bepcusra ot: 19/12/2023 Bepcewus: 2.0

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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Promethazine for peak identification
XHUMHYECKO HANMEHOBAHHUE : Promethazine hydrochloride

EO Ne 1 200-375-2

CAS Ne 1 58-33-3

Kon Ha npoxykra : 202300501

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
Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
Koxna cencubmmzanus, Kateropus 1 H317
CrrenniaHa TOKCHYHOCT 3a OTIPE/IENICHN OpPraH! — €IHOKPaTHa H336

excriosunus, Kareropus 3, HapkoTnaau edextn

CrrenniyHa TOKCHYHOCT 3a OTIPE/IENICHN OPraHy — €HOKPaTHa H335
excnozunus, Kareropus 3, npasHeHe Ha JUXaTEIHUTE IBTHIIA

OnacHo 3a BoJHaTa cpejja — XpOHUYHA ONACHOCT, KaTeropus 2 H411

3a nmbanus Texcet Ha H- n EUH-npenynpeskennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm q)l/l3l/lKOXPlMPl‘lHl/l eq)eKTPl H HeﬁJ’laFOl’lpl/lﬂTHl/l e(])elcTn 34 3IPaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Bpenen npu normpiiade. TOKCHYCH 32 BOJHUTE OPTaHU3MH, C IBITOTpacH edekT. [Ipeain3BuKBa CEpHO3HO YBpeXKIaHe Ha ounte. Moke a MPHYHHH alepruyHa
KoxHa peakuust. [Ipen3BuKBa apa3HeHe Ha Koxkata. MojKe /1a Ipeu3BIKa CHHIMBOCT MM CBETOBBPTEK. MOKe [a MpeIi3BUKa Apa3HEHE HA AUXATCITHUTE
MIBTHILA.
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Promethazine for peak identification

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

2.2. EleMeHTH HAa €THKETAa

ETnkerupane B cborBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

$

GHS05 GHS07 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu noriabluaHe.

H315 - IIpean3BukBa Apa3HEeHe Ha KOXKaTa.
H317 - Moxe 1a IpUYUHU aJepruyHa KOXKHA PeaKIys.
H318 - IIpean3BukBa CEpHO3HO yBPEKAAHE HA OUUTE.
H335 - Moxe n1a mpeAn3BUKa Apa3HEHE HA JUXATEIHUTE IbTHUIIA.
H336 - Mosxe 1a mpeu3BUKa ChHINBOCT HIIH CBETOBBPTEX.
H411 - ToxcuueH 3a BOXHHTE OPTaHU3MU, C ABITOTPACH e(EKT.

IMpenopsku 3a 6e3omacuHoct (CLP) : P261 - M306srBaiiTe BAUIIBaHE Ha Mpax/IMyIIeK/Ta3/IuM/H3apeHHs/aepO30IH.
P264 - Jla ce m3mue pbueTe 10 JTaKTUTE U JHIETO CTapaTelHo Clel yIoTpeoa.
P270 - Jla He ce sine, MHe WK ITyIIU IpH YIOTpeOa Ha IPOIYKTa.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO MM Ha J00pe MPOBETPUBO MSCTO.
P272 - Jla He ce u3Hacs 3aMBPCEHO PaOOTHO 00JIEKIO U3BBH PaOOTHOTO OMEIICHHE.
P273 - Jla ce u304rBa U3IyckaHe B OKOJIHATA cpejia.
P280 - M3nomn3BaiiTe npeAna3Hyu phKaBUIN/IPEAIa3HO 00JICKI0/IpeIa3Hy OYIIa/Ipeana3Ha Macka
3a JHIIe/IpeAna3Hy CPEeCTBa 3a 3alIUTa Ha CIyXa.
P301+P312 - ITPU ITOI' JTBIIAHE: ITpu nepasznonoxenue ce obagere 8 LIEHTHP I1O
TOKCHUKOJIOI'S unu Ha nexap.
P302+P352 - ITP1 KOHTAKT C KOXXATA: U3muiite 0OMIHO C BOIA.
P304+P340 - [TPU BAWIIIBAHE: M3Benere MUIETO HA YUCT BB3AYX M IO OCTABETE B MO3UIINS,
yJIeCHSBAIIA JUIIAHETO.
P305+P351+P338 - [TP1 KOHTAKT C OUYUTE: npoMuBaiiTe BHUMATEIIHO C BOAA B MPOIBIDKCHUE
Ha HAKOJNKO MUHYTH. CBaseTe KOHTAKTHHTE JICIIH, aKO UMa TAKHBA H JOKOJIKOTO TOBA € BH3MOXKHO.
ITpoxbKeTe ¢ M3ILIAKBAHETO.
P310 - HezabaBHo ce obanere B LIEHTBP [TO TOKCUKOJIOI' A unu Ha nekap.
P312 - Ilpu Hepasnonoxenue ce obanere B LIEHTHP 10 TOKCUKOJIOI' U nnu Ha nekap.
P321 - CnennanusupaHo ge4eHue (BXK. JOIIbIHUTEIHA HHCTPYKIHS 32 IbPBa IIOMOII HA TO3H
€THKET).
P330 - U3mnakHere ycrara.
P332+P313 - [Ipu mosiBa Ha KOXXHO Jpa3HeHe: [loTbpceTe MEANIIMHCKH CHBET/IOMOIIL.
P333+P313 - [Ipu mosiBa Ha KOXXHO JIpa3HEeHe WK 0OpUB Ha KokaTa: [loThpcere MeTUIMHCKU
CBHBET/IIOMOLI.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO U TO U3IEPETE NpeIu MOBTOPHA yroTpeda.
P391 - Cpbepere pazasaToro.
P403+P233 - [la ce cpxpaHsBa Ha 100pe MpoBEeTPUBO MACTO. CHIBT Ja Ce ChXPaHsBa ILIBTHO
3aTBOPEH.
P405 - [la ce cbxpaHsiBa 1o KIr04.
P501 - CbappxaHHETO/ChABT Aa CEe U3XBBPIH B IIyHKT 3a ChOMpPaHE Ha ONMACHH WU CIELHATHU
OTIaABLY, B ChOTBETCTBUE C MECTHUTE, PETHOHAIHY, HAIIMOHAIHY /UM MEKIYyHApPOJHU
pasnopenou.

ETuxernpane B CbOTBETCTBHE C: M3K/II0UEHNS 32 BBTPEIIHH OIIAKOBKH, KOTaTO ChAbPKaHUETO He IpeBumana 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS05

2.3. JIpyru onacHocTH

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALIHS
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Promethazine for peak identification

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Promethazine hydrochloride CAS Ne: 58-33-3 <100 Acute Tox. 4 (opanna), H302 (ATE=765
EO Ne: 200-375-2 mg/kg TelxecHo Tero)

Skin Irrit. 2, H315

Eye Dam. 1, H318

Skin Sens. 1, H317
STOT SE 3, H336
STOT SE 3, H335
Aquatic Chronic 2, H411

3a mennus Teker Ha H- 1 EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pazaen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue HAa MEPKHTE 32 MbPBa MOMOII]

IIbpBa nomoii - 001K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM aKO CUMIITOMUTE NPOIBIDKABAT, IOTHPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa oMol Mpu BIUIIBaHE . H3Besere nMLIETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIMS, YJIECHABAILA AMIIaHeTO. [la ce ocTaBu

MOCTpaIaIys 1a Cu movnHe. B crnydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOILL.

[IbpBa HOMOIIL IPY KOHTAKT € KOXKaTa . Caaziere 3aMbpceHOTO 00J1eKI10. VI3MHIiTEe BHUMATEIIHO U OOMIIHO ChC CallyH U BoJa. AKO
CHMIITOMHUTE HPOJBIDKABAT, JIa Ce MIOBUKA JIeKap. AKO JPa3HEHETO Ha KO)KaTa HPO/IbIKaBa, 1a ce
HaIpaBy KOHCYJITALUS C JIeKap.

[IbpBa nOMOILL IPY KOHTAKT € OYUTE . MznakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHAYUTe HIMPOKO OTBOPEHU (B
HPOIBIDKCHNE Ha NOHE 15 MuHyTH). CBajeTe KOHTAKTHUTE JICIIHU, aKO MMa TaKHBa U JIOKOJIKOTO TOBA
€ Bb3MOXHO. [Ipoabmkere ¢ u3iakBaneTo. Jla ce H3BBPIIN He3a0aBeH Mperiie OT OQTaIMOIIOT.

ITbpBa MOMOLI IPH MOTTBILAHE : Usmiaksere ycraTa ¢ Boa (caMo aKo IOCTpaJalysaT ¢ B Ch3HaHKe). Hukora He JaBaiiTe HUIIO Tpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce obanere B LIEHTHP I10 TOKCHUKOJIOT USl/Ha
neKap.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIIU CJIel U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

CI/IMHTOMI/I/CQ)CKTI/I CJIE€d BAUIIBAHE : Moxe na npeau3BUKa IpasHEHE HA JUXATCIIHUTE IIbTUILA.
CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C KOXKaTa : Moxe na NPUINHHU aJIEPrudHa KOXKHaA peaKuus. HpeﬂI/ISBI/IKBa Jpa3sHCHE Ha KOXKaTa.
CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[HSBI/[KBa CEPHO3HO YBPEKIAHE HA OUUTE. 3a‘IepBﬂBaHI/IH, 6osika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIHMHCKH T'PUKHA U CNIELIMATHO JIeYeHUue

Hsima HanmaHa JIOITBJIHUTEITHA I/[H(bOpMaI.II/IH

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACCHE Ha [IOXKapH B ChCEICTBO. BBIiiepoieH HOKCHA.
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy moxaporacuTelIHA CpeCTBA : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSL.

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

Onacau MPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap : HemwmaoTO TOpCHE oc13060>1<,ua13a OITaCC€H BBIJICPOJICH OKHUC, BBIVICPOACH JABYOKHUC U IPYTH TOKCUIHU
razoBe. Bp3MOXKHO € OTAENSIHETO Ha TOKCHYHU HU3IIapCHUA.

5.3. CbBeTH 32 O’KAPHUKApHUTE

WHCTpyKUHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa H3MoJ3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpremMa HaMmeca 0e3 MOAXOSIIO 3aUTHO 000pyIBaHe. ABTOHOMEH U W30JIMPAL]
amapar 3a AuxartesHa 3anmTa. [IbHa 3amuTa Ha TSI0TO.
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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 aBapuiiHO H3IyCKaHe

OGH.II/I MEpPKH N I[a ce u30srBa KOHTAKT C KOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He 0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CpeACTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 000pyABaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha ekcro3uiusITa/ MMYHU MpeIna3Hu cpeactsa’.

I[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpiKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U TIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a 0663BPG)KI[aHC Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTH O0OHITHO ¢ Boza. [TouncTBane ¢ rmomiira Ha JACTEPIeHT.

Bikre Pasnen 13 otHocHO nH(pOpMarus 32 00e3BpexkIaHe Ha OTIAAbLUTE.

TIpenmnasuu Mepku 3a Ge3omacHa pabora . Jla ce n30srea BCSIKaKkBa M3JIMIIHA eKCIIO3uLusL. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XUrueHHH MEPKH . Jla He ce siae, MUe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce H3Hacsl 3aMbPCEHO PabOTHO

00JIEKII0 N3BBH pabOTHOTO MoMenieHue. [la ce U3MUAT phLeTe NPeId MOYUBKUTE H CIIE]
MPUKIIOYBAHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MscTo. ChABT [a ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILUIMHA U IPSIKA CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

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

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

TMoaxoasiy HHKEHEPEH KOHTPOJX

Ioaxoas HH:KeHEPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO C€ M3UCKBAT KAKTO MECTHA CMYKaTEJIHA BEHTUIIAIMS, TaKa ¥ BEHTUIIAIKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa Ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacraa

3ammTa HA OYHTE U JIUIETO

3ammuTa Ha ouMTe:
Jla ce HOCsT npeanasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Promethazine for peak identification

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

3ammTa Ha Ko})KaTa

3ammMTa Ha KOKaTa U TAJIOTO:
Jla ce HOCH mOAXOMAMIO HpenasHo ooieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3ammuTa Ha pbIeTe:
Jla ce HOCST MOAXOSIIIN PhKABULHM. XUMUUYECKH YCTONYMBY npenasau pbkasumy. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa Ha AMXATEJHUTE IIBTHINA:
B ciyuaii Ha 0O6pa3yBaHe Ha IIpax [1a ce M3MOJI3Ba anapar 3a quiiane ¢ Guarsp: P3

PA3JIEJI 9: ®u3nyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHUYHH CBOICTBA

ArperaTtHo ChCTOSTHUE

Bsar

BbHIeH BHJT

MornekyiHa Maca

Mupuc

I'panuuaTa Ha MUpHUCca

Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUIIEHE

3anajauMoct

JlonHa rpaHuIa Ha €KCIIO3UBHOCT
T'opHa rpaHHMIIa Ha EKCIUIO3UBHOCT
[Tnamua TeMnepaTypa
Temmeparypa Ha camo3amajiBaHe
Temmeparypa Ha pa3iaraHe

pH

pH pasrBop

Bucko3uTeT, KHHEMaTHUEH

TBBP/IO BEIIECTBO
Os11. JIeKO KBIT.
Crystalline powder.
320,9 g/mol

He e nanuuHo

He e nanuuHo

~ 222 °C (pa3narase)
He e nanuuxo

He e nanuuno

He e nanuuxo

He e npunoxxumo

He e npunoxxumo

He e npunoxxumo

He e npunoxxumo

He e nanuuHo

4 -5 (10%, Bozen pa3tsop)
He e nanuuHo

He e npunoxxumo

PastBOpuMOCT : Bogma: > 1000 g/l
Koedunment Ha pasnpenenenue: n-okranos/soga (Log  : >4

Kow)

Hansrane Ha napure : He e Hanuuno
Hansrane na napure npu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTEIIHA ITBTHOCT : He e naymuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiure : He e Hanuuno
9.2. Ipyra unpopmanus

Hsima Hanmaaa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 10: CTaOMIHOCT U PpeaKTHBHOCT

10.1. PeakumnonHa crnocooHocT

Hsama nannuna JOIIbJIHUTCIIHA I/IH(IJOPM&LII/I}I

10.2. XuMu4HA CTA0OMITHOCT

Hsima Hanu4Ha IOMBJIHUTETHA HHOPMAIUS

10.3. Bb3MOKHOCT 32 ONIACHH PeaKIUH

Hsma HannyHa nombeiHUTETHA HHOPMAIUS

10.4. YcnoBusi, KONTO TPsIOBa /1a ce H30SrBaT

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS
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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

10.5. HecrBMecTHMH MaTepHAIH
HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS
10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuyHa A0NBIHUTEIHA I/IH(i)OpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGopManus

11.1. Madopmanusi 3a KIacoBeTe HA ONACHOCT, onpeaeaeHd B Pernament (EO) Ne 1272/2008

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

BpezieH npy noribliaxe.
He ce knacu¢unupa (Jlunceat nanuu)
He ce knacu¢unupa (Jlunceat nanam)

Promethazine hydrochloride (58-33-3)

LD50 opanHo mibx

765 mg/kg

KOpOSI/IBHOCT/Z[paSHeHe Ha KoXara
CepI/I03HO YBpEXKIAAHE HA O‘II/ITe/)Z[pa3HCHC Ha OYUTEC

CCHCHGI/IHI/KS&IIPUI Ha JTUXaTCIIHUTE IITbTUIA UJIX KOXKaTa

MyTareHHOCT Ha 3apOJHUIIHUTE KICTKH
Kanneporensoct

TOKCHYHOCT 32 PEIPONYKIHATA

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEICICHN
OpraHH) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHIHOCT 33 OIPEICICHU
OpraHi) — MOBTaPSIIIa C€ EKCITO3UIIHSI

OnacHOCT NpH BAUIIBaHE

11.2. Uudopmanust 3a Ipyrd ONacHOCTH

Hsima HanuyHa A0NMBbIHUTEIHA m—ui)opMaum

Ipenu3BUKBa Apa3HEHE Ha KOXKAaTa.

pH: 4 — 5 (10%, Boznen pa3rBop)

ITpenu3BUKBa CEPHO3HO YBPEXkKIaHE HA OUHTE.

pH: 4 — 5 (10%, Boaen pa3tBop)

Mooxe fa IPUYMHM aleprUYHa KOKHA PEaKIHs.

He ce knacudunupa (Bp3 ocHOBa Ha HANWYHUTE JAHHH, HE CA U3IIBIHEHH KPUTEPUUTE 3a
KiacuuLypane)

He ce xiacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIIHEHH KPUTEPUUTE 3
KIacupHIIpaHe)

He ce knacu¢uupa (HeyOenurenHu naHHM)

Moske 1a IpeU3BHUKa CHHIMBOCT MIIM CBETOBBPTEXK. MOke 1a IpeIi3BUKa Ipa3HeHe Ha

JIMXATEITHUTE [TBTUIIA.

He ce knacudunmpa (JIluncear qanHmn)

He ce knacuduuupa (Jlunceat ganHm)

PA3EJI 12: ExoJioru4Ha uH@opmanus

12.1. Tokcu4UHOCT

OmacHo 3a BoJHaTa cpefia, KpaTKocpouHa (ocTpa)

OrmacHo 3a BojiHaTa cpeaa, ApJIrocpoyHa (XpOHI/I‘{Ha)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHH, HE Ca H3IIBIHCHH KPUTSPUUTE 32
KIacH(pHIIpaHe)
TOoKCHYeH 32 BOIHHUTE OPTaHU3MH, C ABITOTPACH SEeKT.

Promethazine hydrochloride (58-33-3)

EC50 - Pakoo6pasuu [1]

‘ >1—-<10 mg/l (48 uaca, Daphnia magna (Boxua 6bixa))

12.2. YeToWYHBOCT M Pa3rpajiiMocT

Promethazine hydrochloride (58-33-3)

YcTOHYMBOCT U pa3srpaiuMocT

‘ He ce pasrpaxzaa 6bp3o

12.3. BuoakymyJMpania cioco0HoOCT

Promethazine hydrochloride (58-33-3)

KoedurimenT Ha pa3npenenenue: n-okranoi/soaa (Log
Kow)

>4
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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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 13: O06e3Bpe:xaaHe Ha OTHHAIbUUTE

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

PA3EJI 14: Uudopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciimcbka Ha OOH niu upeHTHGUKALHOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. Touno HauMeHOBaHHe HAa MPAaTKaTa no cnucbka Ha OOH

BEILIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBP/IO, H.V K. SUBSTANCE, SOLID, N.O.S.

Onucanne Ha TPAHCHOPTHUTE NIOKYMEHTH

UN 3077 BEILIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, 11
POLLUTANT

14.3. K1ac(oBe) Ha omacHOCT MPHU TPAHCHOPTHPAaHe

14.4. OnakoBb4Ha rpyna

1II 1II 1II

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okonHata cpena: Jla OnacHo 3a okonHara cpeza: [la OnacHo 3a okonHata cpena: Jla
Mopcku 3ambpeuten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (Pasnug): S-F

Hsima nombiHHTENIHA HANTMYHA HHq)OpMaHHﬂ

CyxonbTeH TPAHCIIOPT
Knacupuxannonen xox (ADR) . M7
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WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Crnenmanau pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3kirouenu konmyectBa (ADR)

OnakoBbuHu uHCTpyKuK (ADR)

Crienmaniu onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

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

CriennaiHy pa3nopedy OTHOCHO PEHOCHMH LIUCTEPHU
U KOHTeiHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

ITpeBo3HO CpeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopenou 3a npesosa - Onakoku (ADR)
Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaue (ADR)

Crienpaiiay pasnopedu 3a npeBo3 - TOBapeHe,
pasroBapBane u oOpadotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR)

TpaucnopT no mope

Crennanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

W3kirouenu konmyecta (IMDG)

Onakobunu uHctpykuuu (IMDG)
Crnienmanuu pasnopendu 3a onakosane (IMDG)
IBC onakopbsunu unctpykuuu (IMDG)

IBC cneunannu pasnopendu (IMDG)
Wucerpykuuu 3a nucrepuu ( IMDG)
Crienmaniu pasnopendou otHocHo uucrepuu (IMDG)
Kareropus na toBapene ( IMDG)

Cknagupane u oopadorka (IMDG)

Bb3ayumien Tpancnopt

PCA Uzkmiouenu konudectsa (IATA)

PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumasaHO HETHO KOJIMUECTBO 32 OTPaHUYEHO
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)
PCA MHcTpyKuuny 3a ONakoBaHe IbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IbTHUYECKH
camoutet u kapro (IATA)

WHcerpykuuu 3a onakoaHe camo kapro (IATA)
MakcuManaHO HeTHO KosmuecTBo camo kapro (IATA)
Crnennanuu pasnopendu (IATA)

ERG xox (IATA)

14.7. MopckH TPAaHCIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO MHCTPYMEHTH Ha MesKIyHApOIHATA MOPCKA OPraHU3aLus

He e npunoxumo

274,335,375, 601

Skg

El

P002, IBCO8, LP02, RO0O1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
AT

3

V13

VCl1, VC2
CV13

90

90
3077

274,335, 375, 966, 967, 969
Skg

El

LP02, P002

PP12

IBCO8

B3

BK1, BK2, BK3, T1
TP33

A

SW23

El
Y956
30kgG
956
400kg
956
400kg

A97, A158, A179, A197, A215
9L
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Promethazine for peak identification

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

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

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PeriiaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

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

Peraament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/1eJIUs ¢ IBOWHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha U3Jeus ¢ JBOHHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKoTH4YHM BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIO4YeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkotruHuTe Beniecta (Perimament EO 273/2004 0THOCHO ITPOMU3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpe/IeJICHN BEUIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HAa HAPKOTUYHH MJIM IICUXOTPOIIHH BEILECTBA)

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma HannvHa I0MbIHUTENTHA HHOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

Mnaukanus 3a IpoMeHU

Paznen IIpomeHeH eneMeHT KomenTapn
3amMeHs BepcusTa OT JobaBeHo
Jlara Ha penakmusara Jlo6aBeno
Crenmanau pasnopenou (IMDG) IIpomeneno
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeHo
1.1 dopma Ha npoyKTa IIpomeneno
1.2 Orpannuenns 3a ynorpeda IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
2.1 Knacudukarus B cborBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.1 Heb6naronpusitTiu QU3HKOXUMUYHH e(HEKTH K IIpomeneno
HeOIaronpusTHH e(heKTH 3a 3APaBETO Ha YOBEKA U
OKOJIHATa cpena
2.2 Ipenopsku 3a 6e3omacuHoct (CLP) IIpomeneno
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
3 CberaB/HH(pOpPMANUS 32 CHCTaBKUTE IIpomeneno
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I/IH(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
4.1 ITspBa nomons - 00U MepKU IIpomeneno
4.1 ITepBa momonI IpH KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1I pu BIUIIBAHE IIpomeneno
4.1 II'ppBa nomo1Ll IpH MOTITbIAHE IIpomeneno
4.1 ITepBa momou NpK KOHTAKT C OYHUTE ITpomeneno
4.2 CumMnToMu/epexTH ciel MorTbIaHe IIpemaxunaro
4.2 Cumnromu/edexTn IIpemaxnaro
42 Cumnromu/eeKT ciel] KOHTaKT C KoyKara IIpomeneno
4.2 Cumnromu/eheKTy el BAUIIBaHE IIpomeneno
4.2 Cumnromu/eeKTd ciesy KOHTAKT C OYUTe Ipomeneno
43 Jlpyro MeIUIHCKO CTAaHOBHILE WU JCUCHUE IIpemaxunato
5.1 Henoaxonsmu noxaporacuTesHu CpecTBa Jlo6aBeHo
5.1 IToaxomsiuy mo>kaporacUTEIHN CPeICTBA IIpomeneno
5.2 OnacHu IPOAYKTH Ha pa3NajaHe B CiIyyai Ha JobaBeHo
oXap
5.2 OnacHOCT OT moXxap IIpemaxnarto
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 VHCTpyKIMHM 32 TaceHe Ha IoKapu ITpomeneno
6.1 ABapuiiHu I1aHoBe Jlob6aBeHo
6.1 3anmTHE cpeacTBa IIpomeneno
6.1 O0um Mepku IIpomeneno
6.2 IIpeana3uu Mepky 3a orna3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JlobaBeHo
6.3 Meroau 3a MOYUCTBAHE IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznen (8, 13) Jlo6aBeHno
7.1 JIObIHUTEIHHU OIIACHOCTH 10 BpeMe Ha padoTta IIpemaxuato
7.1 TIpennasuu mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUTrHeHHH MEPKH IIpomeneno
7.2 OnakoBbYHU MaTepUaIn JlobaBeHo
7.2 TexXHUYeCKH MEPKH IIpemaxunarto
72 YcnoBust 3a cbXpaHsIBaHE IIpomeneno
7.3 CriennbuyHM KpaiHu ynotpedu IIpemaxnarto
8.2 3aluTa Ha JUXaTeIHUTE IIBTUIIA IIpomeneno
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amura Ha OuHTe ITpomeneno
8.2 TToxxomsiy MHKEHEPEH KOHTPOI IIpomeneno
8.2 3ammra Ha KOKaTa U TSUIOTO IIpomeneno
9 Koedunuenr Ha pasnpenenenue: n-okraHon/soga | JlobaBeHo
(Log Kow)
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
9 pH JobaBeHo

9 Monekynna maca JobaBeHo

9 Touka Ha TOTIEHE Jlo6aBeHo

9 st Jlo6aBeno

9 PasrBopumMocCT BBB BOAa JlobaBeHo

9 BroHiien Bux Jlo6aBeno

9 Mupuc ITIpemaxuato
10.1 PeakmonHa ciocoOHOCT IIpemaxunaro
10.5 HecwsBmecTumu marepuanu IIpemaxuarto
10.6 OnacHu NPOAYKTH Ha pa3nagaHe IIpemaxnaro
11.1 LD50 opasHo mbx JobaBeHo
11.1 ATE CLP (opaiHa) IIpomeneno
12.1 EC50 - PakooOpasuu [1] JobaBeHo
12.1 Exounorus - 0010 IIpemaxuarto
13.1 Pernonanuu pasnopeaou 3a OTHaIbIHTE IIpemaxnarto

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

Acute Tox. 4 (opanHa) Octpa Tokcu4HOCT (OpanHa), Kateropus 4

Aquatic Chronic 2 OmacHo 3a BoIHATa cpefia — XPOHHYHA OIMAaCHOCT, KaTeropus 2
Eye Dam. 1 Cepro3Ho yBpexaane/apasHeHe ua ounte, Kareropust 1

H302 Bpenen npu normsiaxe.

H315 IIpenn3BukBa Ipa3HeHe Ha KOXKarTa.

H317 Moske 1a NpHYMHHM alepruyHa KOXKHA PeaKIHs.

H318 IIpenu3BuKBa CeprO3HO yBpEeXKJaHE Ha OUUTE.

H335 Moxxe 1a mpeAn3BUKa Apa3sHEHE Ha AUXaTeIHUTE MbTUILA.
H336 Moske J1a peAn3BUKa ChbHIMBOCT MM CBETOBBPTEXK.

H411 Tokcu4eH 3a BOXHUTE OPTaHU3MH, C ABITOTPAcH e(eKT.

Skin Irrit. 2 Koposusi/npasnene Ha koxara, Kareropus 2

Skin Sens. 1 Koxna cencnbnmzanus, Kareropus 1

STOT SE 3 Creru¢uyaa TOKCHIHOCT 32 OIpeJIeIeHH OpTaHy — €JHOKpaTHA eKcro3uius, Kareropus 3, HapkoTHIHH eheKTH

Wudopmanuonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGopMaIoHeH JIUCT 3a 6€30IIaCHOCT, € MOJy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, nHGOpMaIuATa ce IPeaocTaBs 6e3 HUKAKBa TapaHIys, H3pUYHA HIN 0Apa30upama ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHATA WIII
MeToauTe 3a paboTa, ChbXpaHeHHe, yIoTpeda Wik 00e3BpexkIaHe Ha IPOAYKTa ca H3BBH HAIIKS KOHTPOI U MOXKE J1a ca U3BBH Hamata komrneTeHTHoCT. [Topanu
Ta3W U JPYTU OPHINHY, HEE He TI0eMaMe OTTOBOPHOCT M H3PHYHO € OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IEeTH MM Pa3XOJH, IPOM3THYAIIHN OT WIH CBBP3aHI
110 HAKAKBB HAUMH ¢ paboTaTa, CbXpaHEHUETO, yIOoTpedaTa Wik 00e3BpexkKIaHeTO Ha IpoaykTa. To3u MudopMannoneH ucT 3a 6e30IaCHOCT € U3TOTBEH U TPSIOBa
Jla ce U3I0I3BA CaMo 3a TO3H IPOIYKT. AKO IPOLYKTHT C€ U3IOI3BA KATO CHCTAaBKa HAa APYTH IPOLYKTH, HaMUIHATa HH(GOpPMaNIsI OF MOTJIa Ja ce OKaKe
HenpmiIokuMa. Ta3u nHdopMals ce 0OCHOBaBa Ha HANIWTE TEKYIIH TO3HAHMS U € IIpeAHa3HauYeHa a Ja/ie OMHUCAHHe Ha IPOIYKTa caMo 3a IeNUTe Ha
3[paBeoIa3BaHeTo, 0e30IIaCHOCTTa M OKOIHATA cpera. [lopaau ToBa, Ts He TPsIOBa [ ce THIKYBa KaTO FapaHIIMs 32 CBOHCTBATA HA MPOMYKTA.
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