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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHuUE Ha BELECTBOTO : Tiotropium

Kox Ha mpoaykra : 201600908

CHHOHUMH : Tiotropium, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHNS, AHAIM3H U HAYYHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba : Ja ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcuuHOCT (MHXaI.), Kateropus 4 H332
CreruuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaHH — IIOBTAPAIa e eKCIO3HIIHA, H372
Kareropus 1

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebnaronpusatan GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJHATA cpeaa

Onpez[enm—le 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTCJICTBA.

2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHSO07 GHS08
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H332 - Bpenen npu BaumBase.
H372 - IpuunnsiBa yBpexaaHe Ha OPraHUTE MOCPEACTBOM HMPOIBIDKUTENIHA UM OBTAPSIIA Ce
EKCITO3UIIHS.
Ipemopbku 3a 6e3omacHocT (CLP) : P260 - He BaumBaiite mpax.

P304+P340 - [TPY BANIIIBAHE: V3Benere MUIeTo Ha YUCT BH3AYX U 'O MOCTABETE B MO3MIIH,
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yIeCHsIBAIIA TUIIAHETO.

P312 - TIpu HepasnonoxxeHue ce 00aneTe Ha JIeKap.
ETuxetnpane B CbOTBETCTBHE C: H3KIIIOUCHUS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChIbPKaHUETO He IpeBumana 10 ml
IMTukrorpamu 3a onacHoct (CLP)

GHS08

2.3. Ipyr" onacHOCTH

Hsma HanuuHa DOMBJIHUTENTHA HHPOPMALIUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NMPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Tiotropium - <100 Acute Tox. 4 (uaxananuonHa), H332

(ATE=1.5 mg/l/4h)
STOT RE 1, H372

3a mpauus TekeT Ha H- 1 EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. pa3zen 16

3.2. Cmecn

He e nmpunoxumo

PA3JIEJI 4: Mepku 3a nbpBa OMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

ITspBa oMol IpK BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3/yX Ha 3aCETHATOTO JIHIIE.

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MakCUMaJIHO upe3 u30bpcBaHe (¢ YhcTa M MeKa nonusaina kepma). Vizmuiite o61iHo
c BOJA/....

ITbpBa MOMOII[ IPK KOHTAKT C OYUTE : Usmiakeere ¢ BoJa, KATO ABPKUTE OUHTE MIUPOKO OTBOPCHH.

IIbpBa noMoII PU MOTITBIAHE . Mzmakuere ycrara. CnienuanHo Jiekapcko HaOmoaenue. Moxe 1a Ob1e npernopbyaHo

MPOIBIDKUTEITHO MEAUIIMHCKO HAOII0ICHUE.

4.2. Haii-cbecTBeHn OCTPHU U HACTBIIBALIMU CJIe/l U3BECTEH NMEPUOa OT BpeMe CUMIITOMU U e(])elc'm

Cumnromu/edextu : Bb3MoxHH ca 3aKbCHENH eheKTH.

Cumnromu/eeKxTH ciiel BAUIIBAHE . HemoctarbyHu JaHHH.

Cumnromu/eeKTH ciiey KOHTAKT ¢ KOXKaTa . HemoctarbyHu JaHHH.

Cumnromu/eeKTH ciie[] KOHTAKT C OUUTE . HemoctarbyHu JaHHH.

Cumnromu/eeKTH ciie] MOrTblaHe . Cumnromure Morar Ja ObaaT 3amaliBaHus, I1aBo0oIMe, TajieHe U 3aryda Ha KOOpAMHALUSL.

4.3. Yka3zanue 3a HEeo0X0AUMOCTTA OT BCAKAKBHU HEOTJIOKHU METUIIMHCKH I'PHUXKH U CHIELIMAJIHO JIeYeHue

IToTbpceTe MEANIIMHCKY ChBET/MOMOIIL. [TpH BE3MOXKHOCT J1a ce MTOKa)Ke HACTOSAIIHMS JIKCT, a aKO HE € Ha Pa3MoIOKEHHE, []a Ce MOKaXE ONaKOBKATa MM €THKETA.
AxruBarop. ®apManeBTHYCH HPOJIYKT.

PA3JIEJI 5: IIpoTHBOMOKAPHH MEPKH

5.1. Cpencrsa 3a raceHe Ha moxap

Tonxoasum TI0KapoOTaCcUTECIIHN CPEACTBA . Opesuto 3a 3aracsiHe Ha OTI'bHSI.
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OmnacHOCT OT moxap : Bwx maparpad 2.2.

I/IHCprKI.II/IPI 3a racCHE Ha MOXKapu . I[a C€ U3MI0JI3BAT CPEACTBA, IMMOAXOAAIIA 32 TACCHE HA MMOXKApH B CBhCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OO61u MepKu : Jla ce u30srBa nmpeKust KOHTAKT ¢ npoaykrta. He BaumiBaiite
npax/myIex/ra3/AnM/u3napeHus/aepo30iIH.

6.1.1. 3a mepcoHaJ1, KOTO He OTrOBapsI 32 CIEIIHH CJIyYan

ABapuiiHY IUTAaHOBE : Jla ce HOCH HOAXOMSIIO HPEJNa3Ho 00IEKI0, PhKABHULH H 3aIUTHH CPEACTBA 33 OYUTE WIIH JHULETO.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIy4an

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Meroau 3a HoYHcTBaHE . VGSZ[CTe C€, Y€ OTHaaABLIUTE Ca csﬁpa}m 1 C€ ChXpaHABaAT Ha CUTYPHO MSCTO. ITouuncrere
CTapaTeiiHo. I[a CC usMue HCC'bﬁPIpaCMI/ISI OCTaTbK C : Pa3TBOp OT HAaTPUEB XUIIOXJIOPHUT.

Hsawma mamuunaa JOMBJIHUTCTHA HHq)OpMaIIPISI

JIOITBJIHUTEIHY OMACHOCTH 110 BpeMe Ha 00paboTka : Ha norpebures na ce 00bpHE BHUMAaHNE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHHU C H3I0JI3BAHETO HA
MPOJYKTA 3a APYTH LIEJIH, PA3JIHYHH OT TE3H, 38 KOUTO € IIpeJHa3HAYCH.

TIpenmnasun mepku 3a GezonacHa pabora : C marepuaia TpsioBa 1a ce paboTn BHUMatenHo. [la ce n30srea npekus KOHTaKT ¢ npoaykra. C
Marepraia TpsioBa 1a ce paboTH 1o TabopatopHa KaMUHA, JOKOJIKOTO TOBA € BE3MOXKHO.

XHUrueHHH MepKU : Jla ce paGoTH B CHOTBETCTBHE C M3UCKBAHMATA HA T00paTa MPOMHIIUICHA XMTHEHA U IIPOLCIYPHUTE 3a
6e30MacHOCT.

TexHUUECKH MEPKH : /Jla ce cia3BaT NPHIOKUMHUTE Pa3IOpeaOH.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa MMoJ{ KJII0Y.

Bmx maparpad 1.

PA3JIEJI 8: KoHTpoJI HA eKCIIO3UIMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1.1 HanmoHaIHU TPAHNYHH CTOMHOCTH HA NMPOQeCHOHATHA eKCIIO3UIHA M OMOJIOTHYHI FPAHHYHH CTOHOCTH

Hsima HanmuHa JONIBIHUTEIHA PIH(bOpMaI.II/ISI

8.1.2. IlpenopbUNTETHH NPOLEIYPH 32 HAGII0JeHHe

Hsma HanuvHa 1OTBIHUTENHA HHOOPMALIUS
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8.1.3. O6pa3yBar ce 3aMbPCHTENIM HA Bb31yXa

Hsima Hanu4yHa ZONBIHUTEIIHA PIH(l)OpMaLlI/ISI

8.1.4. DNEL n PNEC

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.1.5. Perysimpane upe3 o6xBartu (control banding)

Hsma HannuHa 10mbJIHUTETHA MHBOPMALUs

8.2. KoHTpo.I HA eKCO3NIUATA

8.2.1. Tloxxoasiuy TeEXHUYECKH KOHTPOJI

Ioxxoasii TeXHHYECKH KOHTPOI:
Jla ce cpxpaHsBa B JoOpe IPOBETPUBO HMOMeIIeHHe. [{a ce H3Mo3yBa eMHCTBEHO B CMyKaTelHa kKabiHa ¢ HHTerpupal GuiTsp. Bucokoedekrusen puirsp 3a
gactuny (HEPA ¢untsep).

8.2.2. JIM4HM npeanasHu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE H JIUIETO

3ammTa Ha oUYHTE:
Ipexnna3uu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce u3non3yBa XUMHUYECKH YCTOWYMBO 3aiuTHO 06aekio. DIN EN 13034

3amuTa Ha pbueTe:
XUMHYeCKH YCTOHUYHMBY Ipeana3ny ppkasumy. 1SO 374-1

8.2.2.3. 3ammTa Ha JUXATEJTHUTE IHTHIA

3amuTa HA AMXATEJIHATE ITHTHINA:
OrtzxensHe Ha mpax: nmpotuBonpaxosa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen nponykt : AHTHaepo3onHa Macka. Hocere nuxarenen amapar, ako cTe
H3JI0)KEHHU Ha TapH/IIpaxoBe/aepo30iH

8.2.2.4. TepMUYHHU ONIACHOCTH

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLH/Iﬂ

8.2.3. KoHTpo1 Ha eKCNO3HIMSITa B OKOJIHATA cpela

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

3JIEJI 9: ®u3uyHu U XHMHYHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperatHo CbCTOSHHE : TBBpIO BELIECTBO
st : He e Hamuuno
BbHIeH Bux : Ilpax.

Mupuc : He e npunoxumo.
I'pannnaTa Ha MupHca : He e nanuuno
Touka Ha TOneHe : He e Hamuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KUNICHE : He e Hamuuno
3amanuMocT : He e Hamuuno
I'pannny Ha EKCIIO3UBHOCT : He e npunoxumo
JlonmHa rpaHMIIa HAa €KCIIO3UBHOCT : He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT : He e npunoxumo
Temmnepartypa Ha pasiaraHe : He e npunoxumo
Temmneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temmnepartypa Ha pasnajaHe : He e nanuuno

pH . He e nanmuuno

pH pastBop : He e nanuuno
Bucko3uter, KHHEMaTHUEH : He e npunoxumo
Pa3tBOpUMOCT : Bopa: 10-33.3 ¢/l
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Koedunuent Ha pasnpenenenue: n-okranoi/sona (Log  : He e HanuuHO
Kow)

Hansrane na napure : He e Hanuuno
Hansrane Ha napute npu 50°C : He e Hanuuno
IInmpTHOCT : He e Hannuno
OTHOCHTENHA ITFTHOCT : He e Haimuno
OtHocHuTeNHa INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. UudopmManusi BbB BPb3Ka ¢ KJacoBeTe Ha (GU3MYHA ONACHOCT

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

PA3JIEJI 10: CTa0MiIHOCT U PEAKTHBHOCT

CrabuiieH py HOPMAIIHH YCIIOBHSI.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsima HanmuHa JOMIBIIHUTETHA I/IHq)OpMaI.II/ISI

Hsma nipur Hopmanua ynorpe6a. Bukxre Paznen 7.

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OITaCHU U3IIapCHUS.

PA3IEJI 11: Toxkcukosoruuna nugopmanus

Octpa TOKCHYHOCT (OpanHa) : He ce knacudumupa
OcTpa TOKCHYHOCT (iepMaiHa) . He ce knacudumupa
OcTpa TOKCHYHOCT (BIMIIBAHE) . Bpenen npu BaumBase.
JombaauTenHa HHGOPMAIHSL : OmpenensHe upe3 eKCIIEPTHO MHEHHUE U 10 CHJIATa Ha J0Ka3aTeNCTBA
TMorTpIIaHeTo He Ce CYUTA 32 BH3MOXKEH HAUMH HA €KCIIO3HIIHS
Tiotropium
LD50 opanHo mrex > 2000 mg/kg
KoposuBHocT/ipa3Hene Ha Koxkata : He ce xmacudummpa (Jlunceamm gaHam)
CepHO3HO yBpex/aHe Ha OUNUTE/Apa3sHeHe Ha OUUTE : He ce xnacudurupa (JIunceamm jaHam)
Cencubunu3anys Ha AUXaTeIHUTE IBTUINA WK Koxkata . He ce knacuduuupa (B3 0CHOBa Ha HANMYHUTE JAHHU HE Ca M3IBIHEHH KPHTEPUHTE 3a
KIIacupHIEpaHe)
MyTareHHOCT Ha 3aPOULIHATE KICTKH . He ce xnacudumpa (Jluncsaum jaHum)
KanneporenHocr . He ce xnacu¢ummpa (Jlunceanm jaHam)
TOKCHYHOCT 32 PeNpOAYKIHUATA : He ce knacudunmpa (Apyru ykazanus: Octpa TOKCHYHOCT)
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CTOO (cmenuduuHa TOKCHIHOCT 32 OIPEAEICHI : He ce xnacudummpa (Bp3 ocHOBa Ha HATMYHHTE JAaHHU HE Ca H3I'BIHEHH KPHTEPUUTE 3a
OpraHu) — €IHOKpaTHa eKCIIO3UIIHS KJIacuuIupane)
CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONpPEICICHH . IlpuuunsBa yBpexkIaHe Ha OPraHATE HOCPEACTBOM MPOABIDKUTENHA MM MOBTAPSIIA Ce eKCIIO3UIH.

OpraHu) — MOBTAPSIIIA CE EKCIIO3HLIAS
OnacHOCT HPH BIMILIBAHE . He ce knacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBIHCHH KPUTEPHHTE 3a
KIacupHIEpaHe)

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHS[

PA3IEJI 12: Exojioru4yHa uH(popmanus

Exoiorus - o6mio : Omnachu otnajgeuy. Jla ce M310I3yBaT MOIXOMSAIIN KOHTEHHEPH 3a OTIAJHUTE IIPOIYKTH.
OrnacHo 3a BoJHATa cpejia, KpaTKocpouHa (ocTpa) : He ce xnacudummpa
OnacHo 3a BOJHATA CpeJia, IbIr0CPOYHA (XPOHUYHA) : He ce xnacudummpa

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma nanuyHa noneHATeNHAa HHGOPMAUSL

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/DI

Hsima HanmuuHa JOMBJIHUTETHA I/IH(l)OpMaIII/DI

PA3JIEJI 13: O6e3Bpesxiane HA OTHATBIUTE

MecTHO 3aKOHOIATEICTBO (omam;un) . I{a C€ U3XBBPJHU IO 0e30IMaceH HaYMH B ChOTBETCTBUE C MECTHUTE / HallMOHATTHU pa3r10pez(61/1.

PA3JIEJI 14: Uudgopmauusi 0OTHOCHO TPAHCIIOPTUPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cniucbka Ha OOH niu uaeHTHGUKAUOHEH HOMeP

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.2. Touno HaMMeHOBaHHNe HA MpaTKaTa 1o cnucbka Ha OOH

He e npunoxumo l He e npunoxumo | He e npunoxumo

14.3. Kinac(oBe) Ha ONIACHOCT MPH TPAHCIOPTHPaHe

He e npunoxxumo ‘ He e npunoxxumo | He e npunoxxumo
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ADR IMDG IATA

14.4. OnakoBbuHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxxumo

Hsima onbyiHUTEIHA HAJTMYHA I/[H(bOpMaI.IHﬂ

14.6. CnenmaaHu npeana3sHu MePKH 3a MOTPeOUTeINTE

CyxonbTeH TPAHCHIOPT
He e npunoxumo

TpaHcnopT no Mope
He e mpunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeKIyHApOHATa MOPCKA OPraHu3amust

He e npunoxumo

PA3JEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKoHO0IATEICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ilpunoxenue XVII (YcioBus 3a orpaHn4yaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH

REACH, Ilpuioxenne XIV (Cnuchbk Ha BellecTBaTa 3a pa3pemiaBane)

He ¢urypupa B ITpunoxernne XIV na REACH (Criucbk Ha BelecTBara 3a pa3pellaBaHe)
REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cncska Ha REACH ¢ xananmar-BenecTsa

Pernament PIC (EC 649/2012, IIpeaBapuTetHO 000CHOBAHO ChIJIacHe)
Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHUYHU 3aMbPCUTEH)
Henpunoxumo.
PersiaMeHT 0THOCHO BellecTBa, KOMTO HapywmaBat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cmchKa ¢ BeIIeCTBa, KOUTO HapymIaBaT 030HoBUs cioil (Permament EO 1005/2009): Tiotropium

PersiaMeHT OTHOCHO npeKkypcopuTe Ha B3puBHM BemecTa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIOYEHO(M) B CIUCHKA ¢ MpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npeanaraneto Ha masapa u ynorpebara Ha

HPEKYPCOPU Ha B3PUBHH BEIIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewlecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B cIUchKa ¢ [Ipexypcopu Ha HapkoTuuHuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO M ITyCKAHETO
Ha T1a3apa Ha OIIpeJIe]IeHH BEIeCTBa, H3MI0I3BaHNU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTUYHHU MU ICUXOTPOIIHH BEIIECTBA)

15.1.2. Hannonauu pasnopenou

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI

15.2. OueHka Ha 0€30IACHOCT HA XHMHYHOTO BeleCTBO HJIU cMeC

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI
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Tiotropium

NudopmanroneH aucT 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 16: Ipyra uadopmanus

[I'bnen Texker nHa H- u EUH-npenynpeskieHusiTa 3a 0acHoOCT:

Acute Tox. 4 Octpa Tokcu4HocT (MHXan.), Kareropus 4

(MHXaJIAlMOHHA)

H332 Bpenen npu BauiBaze.

H372 IMprunnsBa yBpexaHe Ha OpPraHUTE OCPEICTBOM IIPOIBIDKUTEIIHA WIH IIOBTAPAIA C& eKCIIO3HIIHSL.
STOTRE1 Creruduyaa TOKCHIHOCT 32 OIpeJIe]IeHH OpTaHy — II0BTapsIa ce excrosumus, Kareropus 1

Wndopmannonen et 3a 6ezonacuoct (UJ1B), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cpabpikama ce B To3u MupopMamoHeH IucT 3a 6€3011acHOCT, € IOIy4eHa OT H3TOYHUIH, KOUTO CMITaMe 3a

HaOCKITHHA. B'I)HpCKI/I TOBA, l/III(b()pMﬂHI/ISITa Ce MpeaocTaBs 0e3 HUKaKBa rapaHuys, u3puiHa Ui l'I(),Elp'd'S6HpaLlI'd C€, OTHOCHO HelHaTa KOPEKTHOCT
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