e ome g3l (3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-
: yl)propan-1-amine

HNudopmanronen aucT 3a 6€30mMacHOCT

B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878
Jara Ha uznasane: 03/04/2023 Bepcwsi: 1.0

European Directorate  Direction européenne
for the Quality  de la qualité
of Medicines  du médicament
& HealthCare | & soins de santé CONSEIL DE 'EUROPE

PA3JIEJI 1: MnenTudUKANHSA HA BelIeCTBOTO/CMeCTa U HA APYKECTBOTO/MPEeANPUSITHETO

1.1. UnenTudukaTop Ha NPOAYKTA

dopma Ha IpoIyKTa : BemiectBo
HanMmeHoBaHMe Ha BELIECTBOTO . (3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-1-amine
Kon Ha mpoaykra ;202000096

1.2. MnenTuduuupanu BUI0Be YIOTPeda HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3HA4YeHHe, U BH/I0Be yNoTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrorpeda : TIpomyKThT € mpeqHA3HAYEH 32 U3CIICIBAHMS, AHAM3H U HAYYHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAII

1.2.2. Ynorpeou, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbiane, Baumsane, JlepmainHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMALMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TenedoHeH HOMep NPH CHEINHH CIy4an

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacupuxauus B crorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcuunocT (opaina), Kareropus 3 H301
3a meanus Teker Ha H- u EUH-npenynpexenusiTa 3a onacHoOCT: BX. pasnen 16

HeﬁHaFOHpMﬂTHl/I q)lf[3l/lKOXl/lMl/l'1HH e(l)eKTl/l " HeﬁJ’laFOl’lpl/lﬂTHI/I ed)eKTn 3a 3IPABE€TO HA YOBCKA H OKOJIHATA Cpeaa

Onpenenﬂne YUpe3 EKCNIEPTHO MHEHHUE U T10 CHUJIaTa Ha JOKa3aTeJICTBA.

2.2. E1leMeHTH HA eTHKeTa

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

Sk

IMuxTorpamu 3a onacuoct (CLP)

GHS06
Curnanna gyma (CLP) : OmnacuHo
Ipenynpesxnenus 3a omacHocT (CLP) : H301 - TokcuueH npu HoraslaHe.
Ipenopsku 3a 6e3omacuoct (CLP) : P264 - la ce n3mue pbleTe 40 JAaKTHTE U JUIETO CTapaTeIHO clie]] yIoTpeoa.

P270 - [la ue ce siae, mie WK MyIIX IpH yoTpeba Ha HPOIyKTa.

P301+P310 - ITPU ITOT JTBIIAHE: He3abasuo ce ob6anere 8 LIEHTHP 110 TOKCUKOJIOT U nu
Ha JIeKap.

P321 - Crienpanusupano jedeHue (BXK. TOMBIHUTEIHA HHCTPYKIHS 32 TbPBA MOMOILIL Ha TO3H
€THUKET).
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(3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-1-amine

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P330 - Msmnakuere ycrara.
P405 - Ta ce cbxpaHsiBa MO KJIFOY.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChbOMpaHe Ha OIACHU WM CIICI[HATHN
OTIaABIY, B CbOTBETCTBUE C MECTHHUTE, PETHOHAIIHH, HAIIMOHATIHY H/UIH MEXKIyHAPOJHU
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUEHHUS 32 BETPEIIHH OIAKOBKH, KOTaTo ChIbPKaHUETO He mpeBumasa 10 ml

S

GHS06

IMukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHoOCTH

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C

NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
(3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2- - <100 Acute Tox. 3 (opanna), H301 (ATE=100
yl)propan-1-amine mg/kg TenecHo Terio)

3a meHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a oracHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOIIL TIPH BAHUIIBAHE . Ja ce ocTaBM IOCTpafaiys Ha YUCT BB3AyX. OCUrypeTe CBEX BB3IyX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL IPH KOHTAKT C KOXKaTa . Ja ce oTCTpaHHM MaKCHMAJTHO Ype3 H30BpCcBaHe (C 9ICTa M MeKa ITONHBaNia Kspra). a ce mmie
OOMITHO C BOJIA B KOSITO € IPUOABEH JETEPTeHT.

ITbpBa MOMOIIL IPH KOHTAKT € OYHTE . 3miakuere ¢ Boja, KaTO IBPXKUTE OUUTE HIHPOKO OTBOPEHH.

ITepBa MOMOII IIPH MOTITBINAHE . Usnnaknere ycrata. He3abaBHo ce ob6aznere B IEHTBP ITO TOKCHUKOJIOI MSl/na nexap.

4.2. Haii-chuecTBeHn OCTPHU U HACTBIIBALIIM CJie/l U3BECTECH MEPUOI OT BpeMe CUMIITOMU U e(l)eKTPl

CumnroMu/epexTd ciell BAUIIBaHEe . Hepmocrarbunu JaHHH.
CumnroMu/eeKTd ciel KOHTAKT C KOXKaTa . Hepmocrarbunu 1aHHH.
Cumnromu/eeKTd cie] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

4.3. Yka3aHue 3a HEOOXOTMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEIUATHO JIeYeHH e

HOTLpCeTe MCIULUHCKHA C’LBCT/I'IOMOI]_I. HpPI BB3MOKHOCT [1a CC€ MOKaXC HACTOAIINA JIUCT, & aKO HE € Ha PA3II0JIOKECHHUE, Na CC MOKaXXE OITaKOBKAaTa MJIA €TUKETA.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha mo;ap

Toaxonsmun TI0KapoTaCUTEIIHA CPECTBA . OILCSIJ'IO 3a 3aracCsgHe Ha OT'bHI.

5.2. Oco0enu 0nacHOCTH, KOUTO MPOU3THYAT OT BEIeCTBOTO HJIU CMeCcTa

OmnacHOCT OT HoXap : Bwx nmaparpad 2.2.
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(3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-1-amine

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce usznonssar CpEaCTBA, INOAXOIAIIH 32 TaCEHE Ha OXKapu B ChCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKAHe

O6mm MepKkH : Jla ce n30srBa Npekus KOHTAKT ¢ MpoxykTa. He BaumBaiite
Ipax/Iymex/ra3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yau

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGC,I[CTC C€C, 4€ OTIIaabLHUTE Ca C’L6pa_HI/I 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere
CTapaTeiHoO.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

JIOIBbJIHKTENHH ONIACHOCTH O BpeMe Ha 06paboTka . Ha notpe6urens na ce 06bpHE BHUMAHHUE 32 PUCKOBETE, EBEHTYAIHO CBBP3aHH C U3II0JI3BAHETO HA
MPOJIYKTA 3a JAPYTH 1IEH, PA3JIUYHHU OT TE3H, 38 KOMTO € IPeJHA3HAYEH.

Tpennasuu mMepku 3a Ge3omacHa paboTa : C marepuaina Tps0OBa Ja ce paboT BHUMATENHO. Jla ce M30srBa MpeKust KOHTAKT C TPOIYKTA.

XUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHHUSATA HA 0OpATa MPOMUIIIEHA XUTUEHa U IPOLIEyPUTE 3a
6e30MacHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pa3IOPENOH.

VYcenosus 3a CbXpaHsBaHE : I[a C€ ChXpaHsBa IIOJ KIHY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3NIMATA/JIMYHU NPEeANa3sHU CPeIcTBa

8.1.1 Hauuonaanu TpaHUYHHU CTOIHOCTH HA rlpocbecuona.m-la eKCIO3ULMS U OHOJIOTUIHU IPAaHUYHHU CTOHHOCTH

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

8.1.2. [lpenopbUYNTETHH NMPOLETYPH 32 HAGIIOIeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.3. OGpa3yBar ce 3aMbPCHTEJIN HA BB3yXa

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

8.1.4. DNEL u PNEC

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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(3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-1-amine

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.2. KoHTpo.1 Ha eKcno3uIusATA

8.2.1. Ioaxoasil TEXHUYECKH KOHTPOJI

Ioaxoasiy TEXHMYECKH KOHTPOT:
Jla ce cpxpansiBa B 100pe NPOBETPUBO HOMeLleHHe. J]a ce U3I0I3yBa SANHCTBEHO B CMyKaTelIHa kabuHa ¢ nHTerpupad Gpuirsp. Bucokoedexrusen Gpunrsp 3a
yactuun (HEPA ¢untsp).

8.2.2. JInuHM npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HA OYHTE U JIHIETO

3ammTa Ha oumTe:
Ipennasau ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOITUMBO 3amuTHO obnekino. DIN EN 13034

3amuTa Ha pBIETe:
XUMHUYECKH YCTONYHBY npe/nasuu pbkasunu. SO 374-1

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

3anmTa HA AMXATEIHHTE MbTHILA
Ortzensne Ha npax: npotusomnpaxosa Macka ¢ puintsp P3. DIN EN 140 & 149. Teuen nponykT : AHTHaepo3onHa Macka. Hocere quxarenen amapar, ako cTe
H3JI0KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HajM4HA AOIBIHUTENIHA HHOPMALHS

8.2.3. KoHTpOJ1 Ha eKCNOo3HIMsATA B OKOJIHATA Cpeaa

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3IEJI 9: ®u3u4yHu 1 XMMUYHH CBOHCTBA

9.1. MndopmManusi OTHOCHO OCHOBHHUTE (PUBHYHM U XHMHYHHU CBOiiCTBA

ArperaTtHo ChCTOSHHE : TBBpHo BemecTBO
IBsT . He e HanmuHo
Mupuc . He e npunoxumo.
I'panniaTa Ha Mupuca . He e manmuuno
Touka Ha ToneHe . He e HanmuHo
Touka Ha 3aMpB3BaHe . He e nHamuno
Touka Ha KUTIEHE . He e HanmuHo
3anmammmocT . He e nHamuno
I'paHHIM Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHHIIa Ha €KCIUIO3UBHOCT : He e npunoxumo
Temmeparypa Ha pa3narate : He e npunoxumo
Temmeparypa Ha camo3aIiajJBaHe : He e npunoxumo
Temneparypa Ha pasnajgaHe . He e manuuno
pH . He e nHamnuno
pH pasrBop : He e nanuuno
Bucko3uTeT, KHHEMaTHYEH : He e npunoxumo
PastBopumocT . He e manuuno
KoeduumenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammaHO
Kow)

Hansarane Ha napute . He e manuuno
Hansrane na napute npu 50°C : He e nanuuno
ITneTHOCT . He e manuuno
OTHOCHTENHA TIITBTHOCT . He e manuuno
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(3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-1-amine

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure : He e Hanuyno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JEJI 10: CTa0HJIHOCT H PEaKTUBHOCT

CrabuseH npy HOPMAJHHU YCIIOBHS.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hswma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

TIpu 3arpsiBane 10 ToYKaTa Ha pasrpaXkiaHe OTAENs ONACHN U3MAPEHHs.

PA3JIEJI 11: Toxcukosioruuna nHgopmanus

OcTpa TOKCHYHOCT (OpalHa) : ToKCHYeH IpH MOTITbIIAHE.
OcTpa TOKCHYHOCT (epMaiHa) : He ce xmacuduumnpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmpa

(3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-1-amine

LD50 opanto mibx 50 — 300 mg/kg
Koposusroct/npasnene Ha koxara : He ce xmacuduuupa (B3 ocHOBa Ha HAJIMYHAUTE TAHHY HE €A M3ITBIIHEHH KPUTEPHUHTE 32
KIIacu(HIIpaHe)
CepHo3HO yBpexJaHe Ha OUHUTe/ApasHEeHe Ha OUHTE . He ce xnmacudunupa (JInrcpamy nanHm)
Cencnbunusanys Ha AMXaTEIHUTE MBTUIA Wik koxkata . He ce kiacuduumpa
MyTareHHOCT Ha 3aPOHIIHUTE KICTKU : He ce xmacuduumnpa
Kanneporennoct . He ce xmacudunmpa
TokcHYHOCT 3a PENPOAYKIHATA : He ce ximacudunmpa
CTOO (creun@puvHa TOKCHYHOCT 3a OIPEIEICHI . He ce xmacudunmpa

OpraHM) — eJXHOKpATHA eKCIO3ULIHS
CTOO (crenuprdHa TOKCHYHOCT 3a OMPEICTCHH : He ce xmacuduumnpa
OpraHn) — IOBTaPsIIIA CE EKCIO3ULIHS

OnacHOCT IIpH BAMIIIBaHE . He ce xmacudunmpa

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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(3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-1-amine

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 12: ExojiornyHa nHpopmanus

12.1. TokcuuHOCT

Exomorwust - 061110 : Omacuu oTma eI, Jla ce M3MoN3yBat MOIXOIAIIN KOHTEHHEPH 3a OTHAIHITE TPOILYKTH.
OnacHo 3a BoJJHaTa cpefia, KpaTKocpouHa (0cTpa) : He ce knacuguupa
OmnacHo 3a BOJHATA Cpe/a, AIrOCPOUHA (XPOHHYHA) . He ce knacudmmpa

12.2. YcToi4uBOCT H pa3rpauMocT

Hsima HanmmaHa qOMBIHATETHA I/IH(l)OpMaI_II/ISI

12.3. BuoakyMy.JiMpaIna crocooHoCT

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

12.4. IIpeHocuMOCT B MOYBATA

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

12.5. Pesyaratu ot onenkara Ha PBT u vPvB

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALIHS

12.6. CoiicTBa, HapymaBamy (yHKIHHTE HA eHAOKPHHHATA CHCTEMA

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

12.7. ipyru He6aaronpustHu edexTu

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

PA3JIEJI 13: OGe3BpexaaHe Ha OTHAIbLIMTE

13.1. MeTtoau 32 TpeTHPaHe HA OTHAXBIHU

MecTHO 3aKOHOIATEIICTBO (OTHaI[’bI.H/I) . ]Ia C€ U3XBBPIIH 110 6e30IMaceH HA4YWH B ChOTBETCTBHE C MECTHHTE / HallMOHAJTHA pa3n0peu6n.
HpeHOp'I:KI/I 3a 06€3Bpe)KT.[aHC Ha HpO}IyKTa/OHaKOBKaTa . I[a HE C€ U3XBBPJIIAT OTHAABIUTE B KaHAIU3alUATA. I/I3x3'ﬁpne’re TO3U MaTepHal U HETOBUA
KOHTeﬁHCp B LICHTHD 3a c‘b6mpaHe Ha OIMaCHH! U CIICHAJIHU OTIaABbIN.

PA3EJI 14: UudopManusi 0OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH win naeHTHGUKALOHEH HOMEP

UN 2811 He e npunoxumo He e npunoxumo

14.2. TouHo HaUMeHOBaHHE HA MPaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBP/10 BELIECTBO, He e npunoxumo He e npunoxumo
OPI'AHUYHO, H.Y K.

Onmncanune Ha TPAHCIIOPTHUTE JOKYMEHTH

UN 2811 TOKCMYHO TBBPAO BEHIECTBO, He e npunoxumo He e npunoxumo
OPI'AHMYHO, H.Y K., 6.1, 1II, (E)

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

6.1 He e npunoxumo He e mpunoxumo

He e npunoxumo He e npunoxumo
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(3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-1-amine

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

14.4. Onakopb4Ha rpyna

He e npunoxxumo

He e npusnoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

OnacHo 3a okonHaTa cpena: He ‘

He e npunoxxumo

He e npuinoxumo

Hsima onbiHUTENIHA HAIMYHA I/IH(i)OpMaLII/ISI

14.6. CnenuasHu mpeANna3Hu MEPKH 32 MOTPeOUTETUTE

CyxonmbTeH TPAHCIIOPT

Kracudpukaunonen xox (ADR) T2
Creuuanau pasnopendu (ADR) 274,614
Orpanunuenu konmuectsa (ADR) 5kg
W3kirouenu konryectsa (ADR) El
OnakoBbunu uuctpykuuu (ADR) P002, IBCO8, LP02, RO01
Crerianiu onakoBs4HH pasmnopenou (ADR) B3

Cwmecenn onakoBku (ADR) : MP10
WHCTpyKUIUH 33 IPEHOCHMH LIUCTEPHHU U KOHTeitHepr 3a @ T1

HacunHu ToBapu (ADR)

Crerpaniu pa3nopeaos OTHOCHO MPEHOCHMH LiucTeprn @ TP33

U KOHTelHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepuu (ADR) : SGAH, L4BH
Creraniu pasnopenou otHocHo uucrepuu (ADR) : TU15, TE19
IIpeBO3HO CPEACTBO 3a MPEBO3 B LIUCTEPHHU AT
Tpaucnoprra kareropust (ADR) D2

Crerpraniu pasnopenou 3a npeBo3 - Hacumxo . VC1,VC2, AP7
coerostaue (ADR)

Creraniu pa3nopenou 3a mpeBo3 - TOBapeHe, CV13,CVv28
pasroBapBaHe u 006pabotka (ADR)

Creraniu pa3nopenou 3a IpeBo3 — OepaTHBHH : S9
uzucksanus (ADR)

Unentudukannonen Homep 3a onacHoct (Kemmep No.) 60

OpamxeBu Tabenn

Kon 3a Tynennu orpanuyenus (ADR)

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOIHATA MOPCKA OPraHU3alus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi 0OTHOCHO HOpMATHBHATAa ypenda

15.1. Cienu¢uyHY 32 BENIECTBOTO WJIN CMECTa HOPMATHBHA ypea0a/3aKoHO01aTeJICTBO OTHOCHO 0€30MacCHOCTTA, 3IPABETO H OKOJIHATA

cpexa

15.1.1. Persiamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyaBaHe)

He ¢urypupa B IIpunoxenune XVII na REACH
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BG (6warapckn)




(3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-1-amine

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

REACH, ITpunoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cnmcska Ha REACH ¢ kanannat-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peranament orHocHo YO3 (EC 2019/1021, YcroiiuuBU OPraHuYHU 3aMbPCUTETHN)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cricbKa ¢ BelecTa, KOUTo Hapymasat 030HoBHs cioil (Permament EO 1005/2009): (3RS)-3-(4-chlorophenyl)-N-methyl-3-(pyridin-2-yl)propan-
1-amine

PernameHnT oTHOCHO mpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C IIPeKypcopH Ha B3puBHH BemecTBa (Permament EC 2019/1148 3a npeanaranero Ha ma3apa u ynorpebaTa Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HApKOTU4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HaproTnuHute Betiecta (Permament EO 273/2004 0THOCHO MPOM3BOACTBOTO U IIyCKAHETO
Ha [1a3apa Ha OIPE/ICIICHH BEIECTBa, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTUYHH MIIH IICUXOTPOIHH BEILIECTBA)

15.1.2. HanuoHaJ HU pa3nopendu

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsima Hanmmana JOIBJIHUTCITHA anpopMauns{

PA3JIEJI 16: Apyra uadopmanus

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

Acute Tox. 3 (opanHa) Octpa TokcuuHocT (opanHa), Kateropus 3

H301 ToKCHYeH MPH NOTITBIIAHE.

Nudopmanmonen auct 3a 6esonacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusta, chabpkaiia ce B To3u MHpopManmoneH ucT 3a 6e30MacHoOCT, € MOoIy4YeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HageKAHU. Berpexu ToBa, HHpOpManUsTa ce MpefocTaBs 0e3 HUKaKBa TapaHIus, H3pUUHA WU MOApa30Hpalna ce, OTHOCHO HelfHaTa KOPEKTHOCT
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