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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumenoBaHue Ha BEIeCTBOTO . Formoterol

Kon Ha mponyxra : 201600416

CHHOHUME . Formoterol, 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 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
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 : [lormsiane, Baumsane, 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]

Octpa ToxcngHoCT (MHXa.), Kareropus 3 H331
CrenmdiyHa TOKCHYHOCT 3 OTPE/IETIEHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H371
Kareropus 2

3a meaHus TekeT Ha H- 1 EUH-npenynpesxienusTa 3a OacHOCT: BX. pasnern 16

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH e(eKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATa cpeJa

OHpCHeJ'IﬂHC Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

S

IMukrorpamu 3a omacHoct (CLP)

GHS06 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H331 - TokcuyeH npu BIUIIBaHE.

H371 - Moye 1a IpHYMHA YBpEXKAaHE HA OpPTaHHTE.
Ipenopsku 3a 6e3omacHoct (CLP) : P260 - He BnymBaiite npax.

P308+P311 - IIPU siBHa mim mpeanonaraeMa excriosumysi: Odanere ce Ha JeKap.
Ertnkernpane B CbOTBETCTBHE C: H3KIIIOUCHHUSI 32 BBTPEIIHH OMAKOBKH, KOTaTO ChAbP)KaHHETO He mpesuimasa 10 ml
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

S

GHS06 GHS08

IMukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHOCTH

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue Hnentuduxarop Ha % Knacudukanus B cboTBeTCTBHE C
NPOAYyKTA Permament (EO) Ne 1272/2008 [CLP]
Formoterol - <100 Acute Tox. 3 (nuxananuonHa), H331

(ATE=0,5 mg/l/4h)
STOT SE 2, H371

3a memHuA Texet Ha H- 1 EUH-nipeynpexiennsaTa 3a oracHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3IEJI 4: Mepku 32 mbpBa oMo

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOLL NIPH BAUIIBAHE : Jla ce ocTaBM IOCTpaJalus Ha YUCT Bb3AyX. OCcHrypeTe CBekK Bb3/yX Ha 3aCETHATOTO JINLE.

ITbpBa MOMOLL 1P KOHTAKT C KOXKaTa . Jla ce OTCTpaHN MaKCHMAaJHO upe3 H30bpcBaHe (C 4MCTa M MeKa HOMMBalla Kbpra). M3muiite 00mIHO
C BOJA/....

ITbpBa MOMOIII IPH KOHTAKT € OYHTE . M3miakuere ¢ Boja, KaTO IBPXKUTE OUUTE IHPOKO OTBOPEHH.

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

CrenmaiHo Jiekapcko HaOroieHrne. Moxe 1a Ob/ie MPernopbuato MPOABIDKUTEHO MEIHIIMHCKO
HaOJIFO/ICHUE.

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

Cummromu/edextu : Hapymenus Ha cppaeunata qeitHocT. Bp3MoXKHH ca 3aKbCHENH eeKTH.
CumnroMu/epexTd ciell BOUIIBaHe . Hepmocrarbunu JaHHH.

CumnroMu/eeKTd ciel KOHTAKT C KOXKaTa . Hepmocrarbunu JaHHH.

Cumnromu/eeKTd ciel] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

CumToMu/epexTd Ciie MorTbIane : CummromuTe MOTaT Aa ObJaT 3aMaiiBaHus, [1aB0O0OIHE, TaeHe 1 3aryba Ha KOOPIUHALIHS.

4.3. Yka3aHue 3a HEOOXOMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEUATHO JIeYCeHN e

IMoTbpceTe MEANIIMHCKH ChBET/MOMOII. [Ipu BE3MOXKHOCT Jia Ce MOKaKe HACTOSIIMS JIHCT, a aKO HE € Ha PA3MONIOKEHHE, [a Ce MIOKaKe OMTAKOBKATa MM €THKETA.
AxruBarop. ®apmManeBTHUEH NPOIYKT.

31EJI S: IIpoTuBONOXAapPHA MEPKHU

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 IoXap : Bmx maparpa¢ 2.2.
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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

ABapPIﬁH.H IIJTAaHOBE . I[a C€ HOCH IOAXOAIILO NPEANasHO 06JICKJ'IO, PBKAaBULU U 3AIIUTHU CPEACTBA 38 OUNUTE WA JIMLETO.

6.1.2. 3a TunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGC,I[CTC C€C, 4€ OTIIaabLHUTE Ca c1,6paHn 1 C€ CbXpaHABAT HA CUTYPHO MSACTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMHﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

HOH’LJ’IHHTCJ’[HI/I ONAaCHOCTHU 110 BpEME Ha 06pa60TKa : Ha HO’I’peGI/ITCJIﬂ Jace o6’5pHe BHMMAaHUE 32 PUCKOBETE, CBEHTYAJIHO CBbP3aHU C U3IIOJI3BAHETO HA

MPOAIYKTA 3a JAPYTH 1IE]H, PA3IUYHU OT T€3H, 3a KOMTO € IPeIHA3HAYEH.

Tpennasuu mMepku 3a Ge3omacHa paboTa : C marepuana Tps0OBa Ja ce paboT BHUMATENHO. Jla ce u30srBa npekust KOHTaKT ¢ npojaykra. C
Marepuana TpsAbBa [a ce paboTH Mojl JTabopaTopHa KaMKHA, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHUATA HA 0OpaTa MPOMUIILIEHA XUTHEHA U TIPOLIEYPUTE 32
6e30MacHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IOPenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KJIFOY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeCcTBa

8.1.1 Hauuonaanu TpaHUYHH CTOIHOCTH HA npo(l)ecuonam-la eKCIO3ULHS H OMOJIOTHYHH TPAaHUYHH CTOWHOCTH

Hsma HamuvHa TOMBIHUTENHA HHOOPMAIIHS

8.1.2. [lpenopbYNTETHH NMPOLETYPH 32 HAGTIOIeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.3. OGpa3syBar ce 3aMbPCHTEJIH HA BB3yXa

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

8.1.4. DNEL u PNEC

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

8.1.5. Peryaupane upe3 o6xBaru (control banding)

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

8.2. KoHTpo.I Ha eKCro3uIusTA

8.2.1. Ioaxoasiuy TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYECKH KOHTPOT:
Jla ce cpxpaHsBa B 100pe poBETpUBO HoMelIeHre. Jla ce H3Mmon3yBa eIMHCTBEHO B CMyKaTellHa KabuHa ¢ HHTerpupaH GUITHp. BucokoedextuseH Guitsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JIM4HH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIULETO

3ammTa Ha ouHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Tlpeana3BaHe HA KOKaTa

3ammTa Ha KOKaTa U TSJIOTO:
Jla ce n3nonzyBa XuMU4ecku ycToiunBo 3amutHo obnekio. DIN EN 13034

3ammra Ha pbLeTe:
XUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. 3amuTa Ha JUXaTeJHUTE MHTUIIA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: mpoTtuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AutHaepo3onna Macka. Hocere auxaresneH amapar, ako cTe
U3JI0XKEHHU Ha Mapu/mpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HanM4YHa TOMBJIHATENHA HHQOPMALIHST

3JEJI 9: ®u3uyHN U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HanuuHo
BroHIeH By : Ilpax.

Mupuc : He e npunoxumo.
I'panunara Ha Mupuca © He e Hannuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KuIIeHe . He e Hanuuno
3amanumocT . He e Hanuuno
I'paHuIM Ha EKCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpanua Ha €KCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pasnarane . He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe . He e nanuuno
pH . He e nanuuno
pH pastBop . He e nanuuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PazrBopumocT : Boma:1-10¢/l
KoedunuenT Ha pa3npenenenue: n-okranon/Boga (Log  : He e namuuno
Kow)

Hansarane na napure . He e nanuuno
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HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hansrane na mapure npu 50°C : He e HanmuyuO
IInsTHOCT : He e Hanuyno
OTHOCHTENHA ITBTHOCT . He e rammynO
OtHoOCcHTENHA MTBTHOCT Ha nmapute npu 20°C . He e npunoxumo
Pasmep Ha wactunure : He e Hanuyno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammdana nomemanTeHa HHGOPMAIHs

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU U3IIapCHUs.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKcHYHOCT (OpaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (BAMIIBAHE) . Tokcw4eH npu BIMIIBaHE.
Formoterol
LD50 opanHo murex > 2000 mg/kg
KoposzuBHOCT/ipa3sHeHe Ha KoXkaTta . He ce xnmacudunupa (JInrcpamy naHHw)
CepHo3HO yBpexJaHe Ha OUNTe/ApasHEeHe Ha OUHTE : He ce xnmacudunupa (JInrcpamy nanHm)
Cencnbunu3anys Ha AUXaTEIHUTE MBTUIA WK KoxkaTa  ©  He ce kmacuduuumpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca M3IBIHCHH KPUTEPHUUTE 32
KIacuHIpane)
MyTareHHOCT Ha 3apOAUIIHATE KIETKU : He ce xnacuduunpa (JIuncpanum gaHH)
Kanneporennoct : He ce xnacuduunpa (JIuncpanum gaHH)
TokCHYHOCT 3a PENPOTYKIHATA : He ce xmacuduumpa ([lpyrn ykasauns: Octpa TOKCHYHOCT)
CTOO (crenn@uyHa TOKCHYHOCT 32 OIPEIEICHI : Mosxe 1a MPUYMHK YBpEXKIaHE HAa OPTAHHTE.
OpraHn) — eJJHOKPATHA EKCTIO3HIINS
CTOO (crenuprvHa TOKCHYHOCT 3a ONPEICICHH . He ce xnacuduuupa (Jpyru ykasauust: CTOO (crennduyna TOKCHYHOCT 3a ONPEACACHN OpPraHu) —
OpraHy) — MOBTaPSIIA CE KCIIO3UIUST €IHOKpaTHAa EKCIIO3UIIN)
OmnacHOCT NP BAUIIIBAaHE . He ce xnacuduunpa (B3 0cHOBa Ha HAIMYHUTE JAaHHHU HE Ca M3IIBIHCHHU KPUTCPHUUTE 32
KIacuHIpanHe)
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Formoterol

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

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 12: Exonornyna nHpopmManus

Exonorus - 06mo . Omacuu oTamsid. Jla ce M3MON3yBaT MOAXOAAIIN KOHTEHHEPH 3a OTIAIHHUTE MPOTYKTH.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, JBITOCPOUHA (XPOHHYHA) . He ce xmacudunupa

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEIICTBO (OTl'I'd,I['LI.[PI) : I[a C€ U3XBBPIIH 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HalluOHAJIHU pa3r[ope)16n.

HpeHOp’LKPI 3a 0663BPC)KH3.H6 Ha npoz[yKTa/ OITaKkOBKaTa : I[a HE C€ U3XBBPJIIAT OTHAABIUTE B KaHAJIU3aIlHATA. I/stm;pne're TO3U MaTepHal U HETOBUA
KOmeﬁHep B LICHTHD 3a C’L6P[paHe Ha OnaCHU U CIICUATHU OTHaAbIIN.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B crotBercTBHE ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKANNOHEH HOMED

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPJIO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'’AHMYHO, H.V.K.

Omnucanne Ha TPAHCNOPTHUTE TOKYMEHTH

UN 2811 TOKCMYHO 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 OMACHOCT NPH TPAHCIIOPTHPAaHe

6.1 6.1 6.1
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Nudopmanronen auct 3a 6€30macHOCT

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

IMDG

IATA

£

6

14.4. OnakoBbYHa rpyna

14.5. OmacHocTH 3a OKOJHATA cpea

OnacHo 3a OKOJIHATa cpena: He

OmnacHo 3a okonHata cpena: He
Mopcku 3ambpeuten: He

OrnacHo 3a OKOJIHATa cpena: He

HsiMa nombiHHTEIHA HATMYHA HHOpMALHs

14.6. CiequaaHu MpeAna3sHA MepPKH 32 MOTPeOnTeIHTe

CyXonmbTeH TPAHCIIOPT

Krnacudukannonen xox (ADR)

Creranau pasnopenou (ADR)

Orpannuenn xomngectsa (ADR)

Wswitouenn xommdectsa (ADR)

OmnakoBb4HH HHCTPYKIMHU (ADR)

Cwmecenn onakoBku (ADR)

VHCTpyKIUH 33 IPEHOCUMH ITUCTEPHU U KOHTEIHepH 3a
HacunHH ToBapH (ADR)

Creransu pa3nopenoy OTHOCHO IIPEHOCUMH LIUCTEPHU
1 KOHTeliHepH 3a HacuHY ToBapy (ADR)

Konose 3a nucreprau (ADR)

Creranau pasnopenou oTHocHo muctepau (ADR)
IIpeBo3HO CPeNCTBO 3a MPEBO3 B IUCTEPHH
TpaucnoptHa kareropust (ADR)

Crenmanau pasnopendu 3a npesos - Hacumao
cectostHEE (ADR)

Crenmanay pasnopeou 3a mpeBo3 - TOBapeHe,
pa3roBapBaHe u 00paboTka (ADR)

Crenmaneu pasnopeou 3a MpeBo3 — OTIEPaTUBHA
n3uckBanus (ADR)

Vnentndukannoner Homep 3a omnacHocT (Kemnep No.)
OpanxeBu Tabenu

Kox 3a tynennn orpanndenus (ADR)

Tpancnopr no mope

Creranan pasnopenou (IMDG)
Orpannuenn xonmdectsa (IMDG)
Wzkirouenu konmmuectsa (IMDG)
Onaxkospunn nacTpyknun (IMDG)
IBC omakoBbunn nactpyknun (IMDG)
IBC cnienmnannu pasnopendu (IMDG)
Wncrpyknun 3a mucreprn ( IMDG)
Crerranau pasnopenou otHocHo mucrepau (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kareropus nHa toBapene ( IMDG)
Caoiicta u Habmoxenus (IMDG)

Bb3aymen Tpancnopt
PCA Uzkirouenu konuuecta (IATA)

T2

274,614

5kg

El

P002, IBC08, LP02, R001
MP10

T1

TP33

SGAH, L4BH
TU15, TE19
AT

2

VC1, VC2, AP7
CV13,Cv28
S9

60

60
2811

223,274
5kg
El
P002
IBC08
B3

T1
TP33
F-A
S-A

A

Toxic if swallowed, by skin contact or by inhalation.

El
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Nudopmanronen auct 3a 6€30macHOCT
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PCA OrpaHu4eHn KOIHYIECTBA IIbTHUYECKU CAMOJIET U © Y645
xapro (IATA)

PCA MaxkcuMaiHO HETHO KOJIMYECTBO 32 OTPaHHYCHO : 10kg
KOJINYECTBO IIbTHUUECKH camonieT U kapro (IATA)

PCA MHcTpykiuu 3a ollakoBaHe IbTHUUECKH camoneTru  © 670
xapro (IATA)

PCA MaxkcuMaitHo HETHO KOJIMYECTBO ITbTHHYECKU : 100kg
camornet u kapro (IATA)

WHcrpykuunu 3a onakoBaHe camo kapro (IATA) T 677
MakcuMa HO HeTHO KosmuecTBO 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 OPraHU3ausl

He e npunoxumo

PA3IEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CoenuguyHu 32 BeNIeCTBOTO WU CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30MACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenune XIV (Cniucbk Ha BelllecTBATA 32 pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV sra REACH (Crimcek Ha BemecTBaTa 3a pa3pelnaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-Bemectsa

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

Henpunosxumo.

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMBPCHTEIIH)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO Hapymapat 030HoBH: cioit (Permament EO 1005/2009): Formoterol

PeriiameHT OTHOCHO mpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a npemnaraneto Ha ma3apa u ynorpebara Ha
HPEKyPCOpH Ha B3PUBHH BEIIECTBA)

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

He cpappixa BemecTBo(a), BKIIFOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha OMpEJIEIeHH BEIECTBA, M3MO0NI3BaHN 3a HE3aKOHHO MPOHM3BOJICTBO HA HAPKOTHIHH HITH TICHXOTPOITHH BEIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

15.2. Onenka Ha 0€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

Hsma HanmvHa JOMbIHUTENTHA HHOOPMALUS

PA3JIEJI 16: Apyra uadopmanus

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

Acute Tox. 3 Ocrtpa TokcnuHOCT (MHXa.), Kareropus 3
(MHXATAI[OHHA)
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II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

H331 ToKcuueH MpU BAUIIBAHE.
H371 Moske f1a MPUYMHK YBPEXKJAHE HAa OPTAHHTE.
STOT SE 2 CrenuuaHa TOKCHYHOCT 3 ONPE/EICHN OPraHy — eJHOKpaTHa ekcro3uius, Karteropus 2

Mudopmanunonen et 3a 6ezonacuoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HudopmanusaTa, cbabpikamia ce B To3u MupopmalnoHeH nuct 3a 6e301aCHOCT, € 10 Iy4eHa OT H3TOUYHHIH, KOUTO CMATaMe 3a
HajiexK1HU. Brnpeku Toa, nHdopMaiusaTa ce npegocTass 0e3 HUKAKBa rapaHIiys, H3pUYHa K 110Jpa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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