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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 . Dextromethorphan impurity A
XHUMHYECKO HANMEHOBAHHUE : (+)-3-Methoxymorphinan hydrobromide
Kon na npoxykra 1202300153

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

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja 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. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
OnacHo 3a BoJIHaTa cpejia — XpOHWYHA ONACHOCT, KaTeropus 2 H411
3a meinnus Teker Ha H- m EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

HeﬁnaronpuﬂTHu ¢M3HKOXP[MM‘IHM ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa
OnpegenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTEJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHS09
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H411 - TokcuueH 3a BOIHUTE OPTaHU3MH, C JABJITOTPAcH eEeKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - Jla ce m3Mue phlieTe 10 JaKTHTE H JIMLETO CTAPATEeNHO Clie]] yrnoTpeoa.
P270 - Ta He ce e, ue WM MyHIY IpH yHoTpeba Ha IPOayKTa.
P273 - Jla ce n30sirBa u3myckaHe B OKOJIHATa Cpeja.
P301+P312 - TIPU MTOTJTBIIAHE: npu Hepasnonoxenue ce odanere 8 ITEHTHP 1O
TOKCHKOJIOT S unu Ha nexap.
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Dextromethorphan impurity A

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

P330 - U3nnakuere ycrata.
P391 - Crbepere paznsaroTo.
P501 - CoapprkaHneTo/ChIbT Aa Ce U3XBBPIIH B MyHKT 33 CHOMPaHe HA OMACHU WU CIICIUATHI
OTIaIbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAITHH, HAIIMOHATHH /WA MEKTYyHAPOJHI
pasnopenou.

ETuketrpane B CbOTBETCTBHUE C: H3KITIOUCHHUS 32 BHTPELIHH OIIAKOBKH, KOTaTO ChIbPKAHUETO He mpeBuniaBa 10 ml

He ce u3nckBa eTuKeTHpane

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

HanvenoBanne HNnentnduxarop Ha % Knacndpukanusi B CbOTBETCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
(+)-3-Methoxymorphinan hydrobromide - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TeaxecHo Terio)
Aquatic Chronic 2, H411

3a meinnus Teker Ha H- 1 EUH-nipenynpexaeHusta 3a onacHOCT: BX. paszjen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa OMo1{

l'h,pBa TIoMoLI IIPpY KOHTAKT C KO)KaTa : I{a C€ OTCTpaHU MaKCUMAJIHO 4Ype3 H36'prBaHC (C YUCTa U MEKa IIoIuBalia m;pna).

l'h,pBa TIOMOLI IIPU KOHTAKT C OUUTE : M3muakHeTe ounTe ¢ BOjAa KaTo IpeanasHa Mspka.

Hsima HanmmuHa JOMTBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa qonbIHUTENHA HHOOPMAIIUSL

PA3JIEJI S: IIpoTHBONOXAPHH MEPKH

Tloxxomsmy noXKaporacCHTENHN CPEACTBA 1 Ogmesinto 3a 3aracsHe Ha OTbHS.

OnacHoCT OT moXxap : Bwmx maparpad 2.2.

I/IHC’I‘pyKLII/IPI 3a racCHE Ha MOXapu N I[a C€ U3MN0JI3BAaT CPEACTBA, NOAXOAAIIHN 32 rAaCEHE Ha IMOXKapu B CbCEICTBO.

12/04/2023 ([lata Ha u3gaBaHe) BG (6barapckn) 2/9



Dextromethorphan impurity A

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

PA3JIEJI 6: Mepku npu aBapuiiHoO u3

6.1.1. 3a nepcoHaJ1, KOITO He OTrOBapsl 32 CIIELIHHU CJIy4Yan

ABapuiitHH IITaHOBE : Jla ce n30srBa BCAKAKBA M3JUIITHA €KCIIO3UIINS.

6.1.2. 3a MuuaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsma HanuvHa 1ONBIHUTETHA HHPOPMAIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

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

PA3JIEJI 7: O0paboTka u chbXpaHeHHe

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

8.1.1 HanMoHaJHH rPAHUYHYU CTOHHOCTH HA NMPOPECHOHATHA eKCIO3UIUs U OHOJOrMYHN TPAHUYHH CTOHHOCTH

Hsma HanwyHa HOoMBIHHUTENHA HHPOPMAIIUSL

8.1.2. TIpenopb4YUTEIHN MPOLEAYPH 32 HAGIIO/IEeHHE
Hsima Hanmuna nonbiHuTeNHA HHGOPMALIHS

8.1.3. O6pasyBar ce 3aMbPCUTEJIM HA Bb3/1yXa
Hsma nanuyna goneiHUTENHA HHOOPMAIIUSL

8.1.4. DNEL u PNEC

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

8.1.5. Peryimpane upe3 o6xsatu (control banding)

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

8.2.1. Tloaxoasin TEXHUYECKH KOHTPOJI

Tloaxoasiuy TEXHHYECKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe mpoBeTpuBo nomeinenie. OGHKHOBEHO ce M3MCKBAT KAKTO MECTHA CMyKATeHA BEHTUIALNS, TAKA U BEHTHJIALMS Ha 00II0TO
MOMEIIEHHUE.
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Dextromethorphan impurity A

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

8.2.2. JIM4HM npena3sHu cpecTBa

8.2.2.1. 3ammTa Ha OYMTE H JHIIETO

HsiMa HaiM4Ha JOIBIHUTENHA HHPOPMALHS
8.2.2.2. [Ipenna3Bane Ha KoOXkKaTa

3amMTa HA KOKATA M TAJI0TO:
JlaGopartopHa mpecTHiIKa

3ammuTa Ha pbUeTe:

3aIUTHA PHKaBULU

8.2.2.3. 3amuTa Ha AUXaTEeJHUTE MbTHIA

Hsma HanuyHa 10MbIHUTENTHA HHOPMALUS

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2.3. KoHTpO.1 Ha eKCcNno3HIMATA B OKOJIHATA Cpeja

Hsma HannyHa nombIHUTENTHA HHOPMALUS

3JIEJI 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PM3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : TBBpIO BELIECTBO
IBsar . He e HannuHO
Mupuc : He e HannuHo
I'panunara Ha Mupuca : He e HannuHo
Touka Ha ToreHe : He e Hannuno
Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KUIIeHe . He e Hannuno
3ananumoct : He e Hanuuno
I'panuuyM Ha EKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHuna Ha eKCIIO3UBHOCT : He e npunoxumo
ITnamHa TemnepaTypa : He e npunoxumo
Temneparypa Ha camo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hamuno
pH : He e Hannuno
pH pasrBop : He e Hannuno
Bucko3uTeT, KHHEMaTHYEH : He e npunoxumo
PazrBopumoct : He e Hannuno
KoedurmenT Ha pasnpenesienue: n-okranoi/soga (Log  : He e HanuuHO
Kow)

Hansrane Ha napure . He e Hanuuno
Hansrane na napute npu 50°C : He e Hannuno
ITnbTHOCT : He e Hannuno
OTHOCHTEIHA IITBTHOCT : He e Hamuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiure : He e Hannuno
9.2. Ipyra ungopmanus

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KjIacoBeTe HAa GU3NYHA ONIACHOCT

Hsma HanuyHa nombiHUTETHA HHOPMALUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmaHa JIOITIBJIHUTECITHA I/[H(bOpMaLII/IH

12/04/2023 ([laTa Ha u3naBaHe) BG (6warapckn) 4/9



Dextromethorphan impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
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

He e u3BectHo.

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

OcTtpa TOKCUYHOCT (OpainHa) : Bpenen npu norieiiae.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jluncpamy naHH")
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncpanum gaHH)

(+)-3-Methoxymorphinan hydrobromide

LD50 opanHo mrex > 300 — <2000 mg/kg (IporHo3Ha CTOHHOCT)

KoposusHoct/npasHene Ha Koxara : He ce xnacudunupa (Jluncsamy nanHam)

Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUnuTe : He ce ximacuduuupa (JIuncpanum gaHH)

CeHcubMnM3anys Ha JUXaTelHUTE MbTUINA miK koxkata  : He ce kiacuduuupa (JIuncpanm nanHn)

MyTareHHOCT Ha 3apOJIUIITHATE KIECTKA : He ce xmacudumupa (Bb3 ocHOBa Ha HANMYHNUTE TAHHH HE Ca W3IIBIHEHN KPUTEPUHTE 32
KIacu(pHIIpaHe)

Kanneporennoct : He ce xnacuguuupa (Bb3 0CHOBa Ha HAJTMYHUTE TAaHHU HE Ca U3IBIHCHU KPUTECPUHTE 32
KJacuuypane)

TOKCHYHOCT 3a PENPOAYKIHMATA . He ce xnacudunupa (Bp3 ocHOBa Ha HATMYHUTE TaHHU HE CA U3ITBIHEHA KPUTEPUHTE 32
Knacuumupane)

CTOO (crnenuduyHa TOKCHYHOCT 32 ONPEICICHU : He ce xnacu¢umpa (JIuncsaum 1aHHm)

OpraHu) — eIHOKpPAaTHA EKCIIO3ULIUS

CTOO (cnenn@uyHa TOKCHYHOCT 32 OIPEIEICHN . He ce xnacudunupa (JIuncpamy naHHmn)

OpraHy) — MOBTapsIIIa Ce eKCIIO3UIHS

OmnacHOCT NpH BANIIIBaHE 1 He ce xnmacudunupa (TexHndecka HEBB3MOKHOCT 3a IIOTy4YaBaHEe HA JAHHH)

Hsima Hanu4Ha nonbiIHUTENHA HHDOpMATHS

JI 12: ExoJsiornuna nHgopmanus

OmacHo 3a BogHAaTa cpefia, KpaTKOCPOUHa (0CTpa) : He ce xnacuduuupa (JIuncpanum gaHH)
OmacHo 3a BogHATa cpefia, JbITOCPOUYHA (XPOHUYHA) : Tokcu4eH 3a BOAHUTE OPraHU3MH, C IBITOTPACH eeKT.
He ce pasrpaxma 6Bp30
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Dextromethorphan impurity A

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

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 14: Undopmanysi OTHOCHO TPAHCIIOPTHPAHETO

B crorBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHPUKALIHOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHo HaMMeHOBaHHe HA NMpaTKaTa no cnucbka Ha OOH

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

Onucanne Ha TPAHCIIOPTHHTE JOKYMEHTH

UN 3077 BELLIECTBO, UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III
OITACHO 3A OKOJIHATA ENVIRONMENTALLY
CPEJA, TBBPIO, H.Y K, 9, HAZARDOUS
0L, () SUBSTANCE, SOLID,
N.O.S., 9, III, MARINE
POLLUTANT

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTUPaHe

14.4. OnakoBbuHa rpyna

i 11 11

12/04/2023 ([lata Ha u3aaBaHe) BG (6warapckn) 6/9



Dextromethorphan impurity A

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)

ITpeBo3HO CPeACTBO 3a IPEBO3 B LIUCTEPHU
Tpancnoprha kareropus (ADR)

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

Crienpaniu pasnopeadu 3a npeBo3 - TOBapeHe,
pasroBapBaHe u oOpadotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tadbenu

Kon 3a TyHennu orpanudenus (ADR)

TpaHcnopt no mope

Cneruanuau pasnopen6u (IMDG)

Orpannuenu xonmdectsa (IMDG)

Uskimouenu xonmdecrsa (IMDG)

OmnaxoBsuny uHCTpyKImu (IMDG)
Creranau pasnopenou 3a onaxkosane (IMDG)
IBC onakosbunu uacTpykiuu (IMDG)

IBC cnennanuu pasnopendou (IMDG)
Wnctpyxnnu 3a nucrepru ( IMDG)
Creruanau pasnopenou otaocHo nucrepad (IMDG)
EmS-Ne (TToxap)

EmS-Ne (Pa3nmuB)

Kareropust Ha ToBapene ( IMDG)

Ckmanupase u o6padorka (IMDG)

Bb3aywmeH TpaHcnopT

PCA WM3kimouenu konmuecta (IATA)

PCA OrpanuueHu KoJMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO
KOJIMUECTBO IIbTHUUECKH camoneT U kapro (IATA)

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

AT

M7

274,335,375, 601

Skg

El

P002, IBCO8, LP02, RO0O1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
3

V13

VC1, VC2

CV13

90

90
3077

274, 335, 966, 967, 969
S5kg

El

LP02, P002

PP12

IBCO8

B3

BK1, BK2, BK3, T1
TP33

F-A

S-F

A

SW23

El

Y956

30kgG

956
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Dextromethorphan impurity A

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

PCA MakcumaaHO HETHO KOJIMYECTBO IbTHUYECKH : 400kg

camoriet u kapro (IATA)

Wucrpykuuu 3a onakoaHe camo kapro (IATA) 1 956

MakcumanHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg

Crennanuu pasnopeaou (IATA) : A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeKIyHAapOHATA MOPCKA OPraHu3alust

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 [Tpunoxenue XVII nva 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 ciucbKa ¢ BeLecTBa, KOUTO HapyLaBat 030HoBusI cioii (Permament EO 1005/2009)

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. Ouenka Ha 0€30MACHOCT HA XHMHUYHOTO BEIIECTBO HJIH CMEC

Hsma HannyHa nombeiHUTETHA HHOPMALUS

PA3JIEJI 16: Ipyra ungopmanus

Ibaen Tteker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a 0lacHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 4

Aquatic Chronic 2 OmnacHo 3a BoJJHaTa cpejia — XPOHUYHA OMACHOCT, KaTeropust 2
H302 Bpenen npu norneimane.

H411 ToKCHYEH 3a BOJHUTE OPTaHU3MH, C IBITOTPACH e(EeKT.

Wudopmanmonen muct 3a 6ezonacHoct (UJ1b), EC
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Dextromethorphan impurity A

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

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MH(opMaoneH ucT 3a 6€30MacHOCT, € MOJy4eHa OT H3TOYHHIIU, KOUTO CMSITaMe 3a
Ha#eXAHHU. Berpexu ToBa, HHpoOpManusTa ce IpefocTaBs 0e3 HUKAaKBa TapaHIus, H3pUYHA WU HOApa30Hpala ce, OTHOCHO HelfHaTa KOPEKTHOCT
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