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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 : Trospium

Kox Ha mpoaykra : 201600939

CHHOHUMH . Trospium, 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
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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 ToxcuuHOCT (opanHa), Kareropus 4 H302
Ocrtpa TokcuuHOCT (MHXaI.), Kateropus 4 H332
3a mpauus TekeT Ha H- n EUH-npenynpesxnenusaTa 3a 0macHOCT: BX. paszen 16

Hebuaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

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

IMuxrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna gyma (CLP) . Buumanue
Ipenynpexaenus 3a onacuoct (CLP) : H302+H332 - Bpenen mpu NOTTbLIAHE WK [PH BIHUIIBAHE.
Ipemopbku 3a 6e3omacHocT (CLP) : P261 - U36sarBaiite BAUIIBaHE HA TIPaX.

P301+P312 - ITPU IIOTJIBILIAHE: npu HepasmosoxeHue ce 0bagere Ha JieKap.
Ertnkernpane B CbOTBETCTBUE C: M3KIIIOYEHHS 32 BBTPEIIHH OIIAKOBKH, KOTAaTO ChbPKaHKETO He npesuiuasa 10 ml
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Trospium

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

He ce u3uckBa €TUKETHPaHe

Hsma HanuvHa 1OTBIHUTENHA HHGOPMALIUS

PA3JIEJI 3: CneraB/mH(poOpManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBETCTBHE C
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Trospium - <100 Acute Tox. 4 (opamna), H302 (ATE=300

mg/kg TenecHo Tero)
Acute Tox. 4 (naxananuonsa), H332
(ATE=1.5 mg/l/4h)

3a mpauus TekeT Ha H- n EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. pasfen 16

He e npunoxumo

3a IbpPBa MOMOII

H’pra TIOMOIL TPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaHU MAaKCUMAJIHO 4YpE3 H36’prBaHe (C qrcCTa U MCKa IonuBama m;pr[a).
H’pra TIOMOII MPU KOHTAKT C OYUTE . M3nmakHeTe O4YMTE C BO/A KAaTO npearnasna Msapka.

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

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

apHU MepPKH

TToaxopsum TI0KapOTaCcUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmacHOCT OT HoXkap © Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a raCCHE Ha IToXapu . )Ia C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIHN 32 rAaCCHE Ha ITOKapu B ChCEACTBO.

€pPKH IIPU ABAPHIIHO U

6.1.1. 3a mepcoHa1, KOHTO He OTrOBapsi 32 CHEUIHH CJIyYan

ABapHﬁHPl IJIaHOBE . I{a ce n30srBa BCIKAaKBa M3JIMIIHA CKCIIO3UIIMA.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4Yan

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS
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Trospium

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha qONbIHUTENHA HHOOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

PA3JIEJI 7: O0pa6oTka u ¢

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

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

Bwx maparpad 1.

0JI HA CKCIIO3UIUA

8.1.1 HanuoHaIHU TPAHUYHH CTOMHOCTH HA NPO(eCHOHATHA eKCIIO3UIHA H OHOJIOTHYHHI IPAHHYHH CTOHHOCTH

Hsima HanmmuHa nonsaHUTENHA HHOPMALHST

8.1.2. IlpenopbYMTETHH NPOLEAYPH 32 HAGII0JeHHE
Hsima nanmyna gonsaHUTENHA HHOPMALHST

8.1.3. O6pa3yBat ce 3aMBbPCHTE/IH HA Bh3yXa
Hsima HanmuHa nonsaHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsawma manmuunaa JOMBJIHUTETHA I/IH(i)OpMaIII/ISI

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOMBIHUTETHA I/IH(l)OpMaIII/I}I

8.2.1. Tloaxoasiuy TeEXHUYECKH KOHTPOJI

IMoaxoasin TeXHUYECKH KOHTPOJI:
I[a C€ CbXpaHsBa B ,uoﬁpe MPOBETPUBO NNOMCUIICHHUEC. OOMKHOBEHO CE€ M3UCKBAT KAKTO MECTHA CMyKaTCJIHa BCHTUIIALUA, TaKa U BEHTUJIALU Ha OGH.IOTO
TIOMCUICHHUE.

8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

Hsima HanmyHa JOMbIHUTEIHA HHPOPMALHS
8.2.2.2. IlpennazBaHe Ha KOKATa

3amuTa HAa KOKATA U TAJIOTO:
JlabopartopHa mpecTHIKa

3ammTa Ha pBUETe:
3alnTHA PbKABUIIN
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Trospium

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.2.2.3. 3ammTa Ha JUXATEJTHUTE IHTHIA

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

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.3. KoHTpOJI Ha eKCIIO3HIHUATA B OKOJIHATA cpeja

Hsma HannuHa 10mbJIHUTETHA MHBOPMALUs

3JAEJI 9: ®u3uyHu U XMMHYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSHUE . TBBPIO BElECTBO
IBsT . He e HamuunOo
BrbHuieH Buj » IIpax.

Mupuc : He e nanuuno
I'pannuaTa Ha Mupuca : He e nanuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KuIIeHe : He e nanuuno
3ananuMocT : He e nanuuno
I'paHHIM Ha EKCIIO3UBHOCT : He e npunoxumo
JloyiHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHMIa Ha €KCIUIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3arase : He e npunoxumo
Temmneparypa Ha camo3anajiBaHe : He e npunoxumo
Temmneparypa Ha pa3najgaHne . He e nanuuno
pH . He e HanuuHo
pH pasrBop : He e nanuuno
Bucko3uteT, KHHEMAaTHICH : He e npunoxumo
PazrBopumoct : He e nanuuno
KoeduimenT Ha pasnpenenenue: n-okranoi/soga (Log  : He e HannuHO
Kow)

Hansrane Ha napure : He e nanuuno
Hansrane na napure npu 50°C : He e nanuuno
InsTHOCT : He e nanuuno
OTHOCHTEINHA ITBTHOCT . He e Hanmnuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yactuiure : He e nanuuno

9.2. Ipyra undopmanus

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (pU3n4yHa onacHoCT

Hsma HanuuHa DOMbJIHUTETHA MHBOPMALUs

9.2.2. JIpyru XxapaKTepHCTHKH 32 (6€30IacHOCT

Hsima Hanmmana JOITBJIHUTEITHA HH(bOpMaHHﬂ

T U PEAKTUBHOCT

10.1. PeaknuoHHa CIIOCOOHOCT

CrabuiieH Ipy HOPMAJTHH YCIOBUSL.

10.2. XuMu4yHa CTA0OMIHOCT

Hsima Hanmana JOIIBJIHUTCITHA I/IHq)OpMaIII/ISI

10.3. Bb3MOKHOCT 32 ONIACHH PEAKIINU

He e u3BectHo.
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Trospium

HNudopmanmoneH aucT 3a 6€30MacHOCT

B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsma npu Hopmanna ynotpe6a. Buskre Pasnen 7.

HpPI 3arpsiBaHe 0 TOYKAaTa Ha pasrpakaaHe OTACJIA OITaCHU U3IIapCHUS.

CHKOJOIH4Ha nn(bopmamm

Ocrpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMILIBAHE)
Jlombaxurensa nHGOpMALHs

Bpenen npu norasmase.

He ce knacudunupa

Bpenen npu BauiBaHe.

OmnpenelsiHe upe3 eKCepPTHO MHEHHE U 110 CHJIaTa Ha JJOKa3aTelICcTBa
Henocrareunu naHHM

Baunisane

Trospium

LD50 opanzo mex

300 - 2000 mg/kg

KoposusHoct/apasHeHe Ha KoxkaTa
Cepno3HO yBpek/JjaHe Ha OUHTe/IpasHeHe Ha OYnTe

CeHcUOMIM3AIUS HA IUXATEIIHUTE IIBTUINA WU KOXKaTa

MyTareHHOCT Ha 3aPOIUIIHUTE KICTKA
KanueporenHoct

TOKCHYHOCT 32 PENPOLYKIHATA

CTOO (cneundpuyHa TOKCHIHOCT 32 OIPEACICHU
OpraHy) — eJHOKPATHA CKCIO3HIHS

CTOO (crnenu¢puyHa TOKCHIHOCT 32 OTIPEJIEIeHH
OpraHy) — HOBTapsIIIa ce eKCIO3UIHS

OmnacHOCT IIpH BAUIIIBAaHE

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

PA3EJI 12: ExosioruuHa uHgopmanus

Exonorus - o0mo
OnacHo 3a BOJHATa cpefia, KpaTkocpodHa (ocTpa)
OnacHo 3a BOJHATA CPeJIa, BIrOCPOUHA (XPOHUYHA)

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IP[}I

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.II/Iﬂ

Hsima HanmuHa JOMIBIHUTEIHA PIH(bOpMaI.II/ISI

He ce xnacuduunpa (Jlumncary gaHHm)

He ce knacudunupa (JIuncpaum ranHmn)

He ce xnacu¢umupa (Bb3 ocHOBa Ha HaIMYHHTE JAaHHU HE Ca H3ITBIHEHH KPHTEPUUTE 3a
KIacuHIIpaHe)

He ce xnacudunupa (JIunceammy nanam)

He ce knacudumupa (Jlunceamm ranHm)

He ce xnacudunupa (Apyru yxazauus: OcTpa TOKCHIHOCT)

He ce knacu¢umupa (B3 ocHOBa Ha HATMYHUTE JaHHU HE Ca M3IBIHCHH KPUTEPHUHTE 32
KJIacHHIIpaHe)

He ce xnmacudummpa (JIpyru yxazanus: Octpa TOKCHIHOCT)

He ce knacudunupa (B3 ocHOBa Ha HATMYHKUTE JaHHU HE Ca M3ITBJIHEHH KPUTCPUUTE 32
KIacuduIupane)

He npezcrapisiBa KOHKPETHA ONMACHOCT 32 OKOJIHATA Cpefa.
He ce xmacudunupa
He ce xmacudunupa
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Trospium

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(I)OpMaI.lI/Iﬂ

PA3JEJI 13: OGe3Bpe He HA OTHAAbLHTE

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

PA3/IEJI 14: Wn¢dopManusi 0THOCHO TPAHCIIO

B crotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niau naeHTHUKAIOHEH HOMEP

He e npunoxxumo ‘ He e npunoxumo | He e npunoxxumo

14.2. Touno HanMeHOBaHHe HA MPaTKaTa 1o cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.3. Kinac(oBe) Ha OACHOCT MPH TPAHCHOPTHPaHe

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.4. OnaxkoBb4Ha Tpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 3a OKOJTHATA cpefia

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsawma JOMBJIHUTEC/IHA HAJTHYHA HHq)OpMaI.IPISI

CyxombTeH TPaHCIOPT
He e npunoxumo

Tpancnopr o mope
He e npunoxxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxxumo
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Trospium

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

PA3JIEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenu¢uyHu 3a BeNIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKOHOIATEICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJIHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenue XVII nra REACH

REACH, IIpunoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Crucbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BemecTsa

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

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbpPCUTE/IN)

Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BeIIecTBa, KOUTO HapymIaBaT 030HoBuUs cioil (Permament EO 1005/2009): Trospium

PerjiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHU BeuecrBa (EC 2019/1148)

He cpappika BewecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Pernmament EC 2019/1148 3a npeiaraneto Ha nasapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

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

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha napkoTuunute BemectBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha T1a3apa Ha OIIpeJIe]ICHH BEIeCTBa, H3MI0I3BaHHU 32 HE3aKOHHO IIPOM3BOCTBO HAa HAPKOTUYHH MM IICHXOTPOIIHH BEIIECTBA)

15.1.2. HaumonaHu pasnopenou

Hsima Hanu4yHa ZOMBIHUTEIHA HH(bOpMaL[I/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hanu4yHa JOMBIHUTEIIHA HH(bOpMaL[I/IH

PA3/IEJI 16: Apyra unadgopmanus

II'bnen Texer na H- 1 EUH-npenynpeskieHusiTa 3a oacHoCT:
Acute Tox. 4 Ocrtpa TokcuuHOCT (MHXaN.), Kateropus 4
(MHXaTaIMOHHA)

Acute Tox. 4 (opainHa) Octpa Tokcu4HocT (opanHa), Kateropus 4
H302 Bpenen npu norislaHe.

H332 Bpenen npu BauiBaHe.

Nudopmannonen et 3a 6esonacuoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, chabpxaila ce B To31 MHopMaMoHeH JIUCT 3a 6€3011acHOCT, € MOJTy4eHa OT U3TOUHHIHM, KOUTO CMsITaMe 3a
HaJexIHU. Beripeku ToBa, nHpOpManusTa ce npeaocrans 03 HUKaKBa rapaHIys, U3pUYHA WM opa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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