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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HaumenoBaHue Ha BEIeCTBOTO : Atomoxetine

Kon Ha mponyxra : 201600075

CHHOHUME : Atomoxetine, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

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

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 3 H301
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a meHuA TexeT Ha H- m EUH-nipeynpexiennsaTa 3a oracHOCT: BK. paszen 16

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIArONPUATHH eeKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATA cpeJa

OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

Etuxernpane B cborBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

S

IMukrorpamu 3a omacHoct (CLP)

GHS06
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H301 - TokcuyeH npu MorbIIane.
H319 - [Ipenn3BrKBa cepro3HO Ipa3HEHE HA OUYHTE.
Ipenopsku 3a 6e3omacHoct (CLP) : P280 - M3non3Baiite npenasHy o4mia, NpeAna3Hi PhKaBUIIH.

P301+P310 - ITPU ITOTJIBIIAHE: He3zabaBHo ce obanere Ha Jekap.

P305+P351+P338 - IIP11 KOHTAKT C OUYUTE: [IpomuBaiiTe BHUMATEIIHO C BOJA B IPOBIDKCHHUE
Ha HAKOJIKO MUHYTH. CBajieTe KOHTAKTHHTE JICIH, aKO IMa TAaKUBa U JOKOJIKOTO TOBA € Bh3MOXKHO.
IIponbimkasaiiTe 1a mpoMuBare.
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ETI/IKGTHpaHe B ChOTBETCTBUE C: U3KIIFOUYCHUA 3a BBTPCIIHN ONTAKOBKH, KOIraTO ChABPKAHUETO HE IIPCBUIIIABA 10 ml

S

GHS06

IMukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHoOCTH

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

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

3.1. BemecrBa

HaumenoBanue HNnentuduxarop Ha % Knacuduxanus B cboTBeTCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Atomoxetine - <100 Acute Tox. 3 (opanna), H301 (ATE=50 mg/kg

TEJIECHO TETJIO)
Eye Irrit. 2, H319

3a memHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3IEJI 4. Mepku 32 mbpBa oMo

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOLIL

ITbpBa MOMOLL IPH BAUIIBAHE : Jla ce ocTaBM IOCTpaJans Ha YUCT Bb3ayX. OCHIypeTe CBEK Bb3IyX Ha 3aCETHATOTO JIMLE.

ITbpBa MOMOIIL IPH KOHTAKT C KOXKaTa . Jla ce OTCTpaHH MakCHMAaJHO upe3 H30bpcBaHe (¢ YMCTa M MeKa MOIMBalia Kbpina). Vi3muiite 06HIHO
CBOJA/....

ITbpBa MOMOIII IPH KOHTAKT € OYHTE . M3miakuere ¢ Boja, KaTo JbPIKUTE OUUTE LIHPOKO OTBOPEHHL.

ITepBa MOMOII IIPH MOTITBINAHE . Usnnaknere ycrata. He3abaBHo ce o6aznere B IEHTBP ITO TOKCHUKOJIOI MSl/Ha nexap.

CrieniaHo JeKapcKo HaOMIoAeHue.

4.2. Haii-chuecTBeHun OCTPHU U HACTBIIBALIM CJie/l U3BECTCH MEPUOJI OT BpeMe CUMIITOMU U e(l)eKTll

CumnroMu/epexTd ciell BAUIIBaHEe : Henmocrarbunu JaHHH.
CumroMu/eeKTd ciel KOHTAKT C KOXKaTa . Hepmocrarbunu JaHHH.
Cumnromu/eeKTd cie] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.
CumroMu/epeKTd Ciie MorTbInane : Cumnromute Morar Jia ObJaT 3aMaiiBaHus, I1aBOOOIHE, raJieHe U 3aryda Ha KOOpIHHAIIKS.

4.3. Yka3aHue 3a HEOOXOIMMOCTTA OT BCAIKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEIUATHO JICYeHH e

IMoTbpceTe MEANIIMHCKH ChBET/MOMOI. [Ipn BE3MOXKHOCT Jia Ce MOKaKe HACTOSIIMS JIHCT, a aKO HE € Ha PA3MONIOKEHHE, [a Ce IIOKaKe OMTaKOBKATa MM €THKETA.
AxruBarop. ®apMaleBTUUEH TPOIYKT.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

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

5.2. Oco6enu 0nacHOCTH, KOUTO MPOU3THYAT OT BEIeCTBOTO HJIU CMeCTa

OmnacHOCT OT IoXap : Bwx nmaparpad 2.2.

03/04/2023 (Jlata Ha u31aBaHe) BG (6warapckn) 2/9



Atomoxetine

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

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

PA3JIEJI 6: Mepku nnpu aBapuiiHo

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 CHEIIHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

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

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

JIOIBbJIHKTENHH ONIACHOCTH O BpeMe Ha 06paboTka . Ha notpe6urens ga ce 06bpHE BHUMAHHUE 3@ PHUCKOBETE, EBEHTYAIHO CBBP3aHU C U3II0JI3BAHETO HA
MPOJIYKTA 3a JAPYTH 1IEH, PA3JIUYHHU OT TE3H, 38 KOMTO € IPeJHA3HAYEH.

Tpennasuu mMepku 3a Ge3omacHa paboTa : C marepuaina Tpsa0OBa Ja ce paboTH BHUMATENHO. Jla ce M305rBa MpeKusi 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 NPHIOKUMHTE Pa3IOPEnOH.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFO.

Bmx maparpag 1.

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

8.1.1 Hauuonaanu TpaHUYHHU CTOIHOCTH HA rlpoc[)ecum-la.m-la EeKCIO3UIUS M OMOJIOTHYHH IrPaHUYHHU CTOHHOCTH

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

8.1.2. [lpenopbUYNTETHH NMPOLETYPH 32 HAGIIOIeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.3. OGpa3yBar ce 3aMbPCHTEJIN HA BB3yXa

Hsma HanmuvHa TOMBIHUTENHA HHPOPMAIIHS

8.1.4. DNEL u PNEC

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Atomoxetine

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 Hain4Ha AOIBbIHUTENIHA HHPOPMALUL
8.2. KoHTpo.1 Ha eKcno3uIusATA

8.2.1. Ioaxoasil TEXHUYECKH KOHTPOJI

IMoaxoasing TeXHUYECKH KOHTPOJI:

Jla ce chxpaHsiBa B 100pe NMPOBETPHBO HoMeleHue. [la ce U310iI3yBa SANHCTBEHO B CMyKaTellHa KabuHa ¢ HHTerpupan Gpuirep. BucokoedektuseH Gpuirsp 3a

yactuun (HEPA ¢untsp).
8.2.2. JInuHM npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HA OYHTE U JIHIETO

3ammTa HA OUMTE:
Ipennazuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammTa HA KOKATA U TSAJIOTO:

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

SamuTa Ha IUXATEeJHHUTE MbTHIIA

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

IBsT

BroHien sy

Mupuc

I'panniaTa Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KHUIIEeHe

3anmammmocT

I'paHHIM Ha eKCIUIO3UBHOCT
JlonHa rpaHuIa Ha eKCIIO3UBHOCT
I'opHa rpaHHIIa Ha €KCIUIO3UBHOCT
Temmneparypa Ha pa3narase
Temmnepartypa Ha camo3amnajaBaHe
Temneparypa Ha pasnajgaHe

pH

pH pasrBop

Bucko3uteT, KHHEMaTHYEH
PazrBopumoct

Koedwunment Ha pasnpenenenue: n-okranon/soga (Log
Kow)

Hansarane na napute

Hansrane na napute npu 50°C
ITneTHOCT

TBBpIO BEMECTBO
He e nanmuuno
Ipax.

He e npunoxumo.
He e nanmuuno

He e nanmuuno

He e nanmuuno

He e nanmuuno

He e nanmuuno

He e npunoxunmo
He e npunoxunmo
He e npunoxunmo
He e npunoxunmo
He e npunoxumo
He e nanuuno

He e nanuuno

He e nanuuno

He e npunoxumo
Boma: 10-33,3 g/l
He e nanuuno

He e nanmmuno
He e nanmmuno
He e nanmnuno
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Atomoxetine

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

OTHOCHTENHA ITBTHOCT . He e nanuuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure : He e HanuyHo

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JEJI 10: CTa0HJIHOCT H PEaKTUBHOCT

CrabueH npy HOPMATHHU YCIIOBHS.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma npu HopmanHa yrotpe6a. Buokre Pasnern 7.

TIpu 3arpsBane 10 ToUKaTa HA PasTPaXAaHE OTAENS ONACHU U3MAPEHHs.

H4YHa MHpopmanus

Ocrtpa ToKkcHYHOCT (OpaiHa) . TokcH4YeH IpH MOTITbINaHe.

OcTpa TOKCHYHOCT (ZiepMaiIHa) : He ce xmacuduumpa

OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce ximacuduumpa

KoposzuBHOCT/ipa3sHeHe Ha KoXkata . He ce xnmacudunupa (JInrcpamy nanam)

Cepno3HO yBpesK/jaHe Ha OUHTe/IpasHEeHe Ha OUUTe : IlpenusBHKBa CEPHO3HO APa3HEHE HAa OUHTE.

Cencnbunusanus Ha ANXaTEIHUTE NBTUIA Wik KoxkaTa  ©  He ce kmacuduuumpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca M3IIBIHCHH KPUTEPHUUTE 32
KkinacuHIpane)

MyTareHHOCT Ha 3apOIUIITHATE KJIETKA : He ce xmacuduumpa (JIumncpamm nanam)

Kanneporennocr : He ce xnmacudunupa (JInrcpamy nanHm)

TokcHYHOCT 3a PENpOAYKIHATA : He ce xmacuduumpa ([lpyrn ykasauns: OcTpa TOKCHYHOCT)

CTOO (cnenupudHa TOKCHYHOCT 3a ONPEICTICHH : He ce xnacuduumnpa (B3 0cHOBa Ha HAIMYHUTE aHHHU HE Ca M3IIBJIHCHHU KPUTEPHUHTE 32

OpraHy) — eIHOKPATHA eKCIIO3UIIUS KiIacuduImpane)

CTOO (crenupudHa TOKCHYHOCT 3a OMPEACTCHH : He ce xnmacuduunpa (Jlanuure ca yoeaANTEIHH, HO HEAOCTATHYHH 3a Jia CE HATIPABU KiIacH(HKaIlHs)

OpraHu) — MOBTapsILA C& EKCIIO3UIUSL

OmnacHOCT NpH BJMIIIBaHE . He ce xnmacuduumpa (B3 ocHOBa Ha HAJIMYHUTE JTAHHU HE Ca M3ITbIIHEHH KPUTEPUHTE 32
KIIacH(HIHpaHe)

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Atomoxetine

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 12: Exonornyna uHpopmManus

Exounorust - 06110 : Omnacu oTnagsiy. Jla ce U3MoI3yBaT MOAXOIAIIM KOHTEHHEPH 3a OTNaJHUTE IPOLYKTH.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, IITOCPOUHA (XPOHUYHA) . He ce xmacudunupa

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHL

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 13: O0e3Bpe:xaane Ha OTHAABIUTE

MecTHO 3aKOHOIATEIICTBO (OTHaI['BHH) : I[a C€ U3XBBPJIK 110 0e30IMaceH HaYrH B ChOTBETCTBUE C MECTHHUTE / HALMOHAIHH pa3nopez[61»1.
HpeHOp’LKI/I 3a 06€3BPC)KI[3HC Ha r[poz[yKTa/ OIlaKkOBKaTa : I[a HE C€ U3XBBPJIIAT OTHAABIUTE B KaHAIU3alUATA. I/stm;pne're TO3U MaTepHal U HETOBUA
KOmeﬁHep B LICHTHD 3a C’L6P[paHe Ha OnaCHU U CIICUAIHU OTHaAbIIN.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKAINOHEH HOMEDP

UN 2811 UN 2811 UN 2811

14.2. ToyHo HaUMeHOBaHHUe Ha MPaTKaTa No cnucbka Ha OOH

TOKCUYHO TBBHPO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'AHMYHO, H.Y.K.

Onucanne HA TPAHCHOPTHHTE TOKYMEHTH

UN 2811 TOKCHMYHO TBBPJIO BEHIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, 11l
OPI'AHMYHO, H.Y K., 6.1, 111, (E) 1

14.3. Kinac(oBe) Ha 0omacHOCT NPH TPAHCIIOPTHPaHe

6.1 6.1 6.1
£22 £25
6 6
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Nudopmanronen auct 3a 6€30macHOCT

B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

ADR

IMDG

IATA

14.4. OnakoBbYHA rpyna

14.5. OnacHocTH 32 OKOJIHATA Ccpea

OnacHo 3a okonHaTa cpena: He

OnacHo 3a okosiHara cpena: He
Mopcku 3ambpeuten: He

OnacHo 3a okonHata cpena: He

HsiMa nombiHHTEIHA HATMYHA HHOpMALHs

14.6. CiequaaHu MpeAna3sHA MepPKH 32 MOTpPednTeINTe

CyxonmbTeH TPAHCIIOPT

Krnacudpukaunonen xox (ADR)

Creuuanau pasnopendu (ADR)

Orpanunuenu konmuectsa (ADR)

Wskimouenu konnuectsa (ADR)

OnakoBbyHU uHCTpYKLMH (ADR)

Criennasiiy onakoBb4HU pasnopenou (ADR)

Cwmecenu onakoBku (ADR)

WHcTpyKuuy 3a IPEeHOCHUMH LIUCTEPHU M KOHTEHHEPH 3a
HacunHu ToBapu (ADR)

CrienMasiiy pa3nopeidn OTHOCHO PEHOCUMH LIMCTEPHH
U KOHTelHepH 3a HacunHu ToBapH (ADR)

Konose 3a nucrepau (ADR)

Crienmaniau pasnopendu oTHocHO uucrepHu (ADR)
IIpeBo3HO cpeacTBO 3a MPEBO3 B LIUCTCPHH
TpancnoprtHa kareropust (ADR)

Crienpaniau pasnopendu 3a npesos - HacunHo
cberosinue (ADR)

Crienpaiiiy pa3nopeadu 3a MpeBo3 - TOBapeHe,
pasTtoBapBane u oopadorka (ADR)

CrienpaliHy pa3nopesou 3a MpeBo3 — ONepaTHBHU
nzucksanus (ADR)

Unentudukannonen Homep 3a onacHoct (Kemmep No.)
OpanxeBu Tabenu

Kon 3a Tynennu orpannyenus (ADR)

Tpancnoprt no Mope

Creranan pasnopenou (IMDG)
Orpannuenn xonmdectsa (IMDG)
Wzkirouenu konmuectsa (IMDG)
Onaxkospunn nacTpyknun (IMDG)
IBC onaxosbunn nacTpyknun (IMDG)
IBC crrenmanau pasnopentu (IMDG)
Wncrpyxnun 3a mucreprn ( IMDG)
Crerraau pasnopenou otHocHo mucrepau (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kateropus Ha ToBapene ( IMDG)
ITnamua Temneparypa (IMDG)
Caoiicta u Hadmoxenus (IMDG)

Bb3aymen Tpancnopt

PCA Uzkrouenu konuuecta (IATA)

PCA OrpaHuueHH KOJINYECTBA IBTHUYECKH CAMOJIET U
kapro (IATA)

o T2

274,614

5kg

El

P002, IBC08, LP02, RO01
B3

MP10

T1

. TP33

SGAH, L4BH

: TU15, TE19
AT

2

© VC1,VC2, AP7

CV13,Cv2s

S9

60

60
2811

223,274
5kg

El

P002
IBC0O8
B3

Tl
. TP33

F-A
S-A

A

: Toxic if swallowed, by skin contact or by inhalation.
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Atomoxetine

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PCA MaxkcuMaiHO HETHO KOJIMYECTBO 32 OTPaHHYCHO : 10kg
KOJIMYECTBO MBTHUUECKH camoneT U kapro (IATA)

PCA MHcTpykiuu 3a ollakoBaHe IbTHUYECKH camoneTru @ 670
xapro (IATA)

PCA MaxkcuMaitHo HETHO KOJIMYECTBO IIbTHHYECKU : 100kg
camontet u kKapro (IATA)

WHcrpykuunu 3a onakoBaHe camo kapro (IATA) T 677
MakcuMa HO HeTHO KosimuecTBO camo kapro (IATA) : 200kg
Creranau pasnopenou (IATA) : A3, A5
ERG xox (IATA) © 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO WJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuiosxkenne XVII (YcioBust 3a orpaHnuaBase)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenune XIV (Cniucbk Ha BelllecTBATA 32 pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV sra REACH (Crimchk Ha BemiecTBara 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncpka Ha REACH ¢ kanauaar-BemecTsa

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

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

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

He ¢urypupa B criicbKa ¢ BemecTsa, KONTO HapyniaBaT 030H0BH: ciioit (Permament EO 1005/2009): Atomoxetine

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a npeasaranero Ha nasapa u ynotpebara Ha
HPEKyPCOpH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BewecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHHTe BemecTsa (Permament EO 273/2004 0THOCHO MPOU3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha OMpEJIEIeHH BEIECTBA, M3M0NI3BaHN 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHIHH HITH TICHXOTPOITHH BEIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

PA3JIEJI 16: Apyra uadopmanus

II'bnen Texer Ha H- u EUH-npeaynpeskaeHusiTa 3a OIacHoOCT:

Acute Tox. 3 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 3
Eye Irrit. 2 CepunosHo yBpeskaaHe/ipasHeHe Ha ounte, Kateropus 2
H301 ToKcHYeH MpH MOTIIbIIAHE.
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Atomoxetine

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

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

H319 IIpenu3BuKBa CEpHO3HO Apa3HEHE HA OYHUTE.

Nudpopmannonen sucr 3a 6e3onacuoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HudopmanusaTa, chabpikamia ce B To3u MupopmannoneH 1uct 3a 6e301aCHOCT, € N0 Ty4eHa OT H3TOUYHHIH, KOUTO CMsTaMe 3a
HaaeXaAHU. Bbrpexu ToBa, MHpopMaLusATa ce pelocTaBs 0e3 HUKaKBa rapaHilys, U3pHYHa UM 110pa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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