COUNCIL OF EUROPE

Alverine citrate

Emv;;rg;zg;g;f; Bconpéee NHpopMaLmoHeH JIMCT 3a 6e30MacHOCT
e damet  CONSEIL DE LEUROPE B ChOTBETCTBHE ¢ Permament REACH (EO) 1907/2006, usvenen ¢ Pernament (EC) 2020/378

Jlara Ha u3naBane: 03/04/2023 Jlata Ha pepaxuusita: 21/05/2025 3amens Bepcusra ot: 03/04/2023 Bepcwus: 2.0

PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO . Alverine citrate
XUMHUYECKO HAMMEHOBaHUE . Alverine citrate
EO Ne 1 226-929-3
CAS Ne : 5560-59-8

Kopx Ha nponykra : 201600039

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

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@edqm.eu, www.edgm.eu

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: OnucaHue HA OMACHOCTHTE

Kaacupuxauus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Ocrtpa TokcnuHOCT (nepmaiHa), Kareropus 4 H312
Ocrtpa TokcnuHOCT (MHXai.), Kareropus 4 H332

3a meianus Teket Ha H- n EUH-npenynpesxieHusTa 3a OacHOCT: BXK. pa3jen 16

He0naronpuaTtay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 3PABETO HA Y0BEKA H OKOJIHATA cpela

Bpenen npu norneiane. Bpenen npu KoHTakT ¢ koxaTa. Bpenen npu BaumBane.

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

ITuxrorpamu 3a onacuoct (CLP)

GHS07
Curnanna gyma (CLP) : Buumanue
TIpenynpexnenus 3a omacuoct (CLP) : H302+H312+H332 - Bpenen npu norisiiane, IpH KOHTAKT ¢ KOXKAaTa MM IIPH BIUIIBAaHE.
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Alverine citrate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U30srBaiite BIUIIBaHE HA Mpax.
P280 - M3non3Baiite nmpeanasHu pbKaBUIM, PEANA3HO 00JIEKIIO.
P301+P312 - [IPU [TOTJTBILIAHE: I1pu Hepa3nonoxeHue ce 00aieTe Ha Jiekap.
P302+P352 - TP KOHTAKT C KOXATA: N3muiite 0OMIHO C camyH ¥ BOJa.
P304+P340 - TP BANIIBAHE: M3Benere aMUETO Ha YUCT Bb3AYX M I'O IOCTABETE B IMO3MIHS,
yJIECHsBAIIA AULIAHETO.
P312 - [Ipu HepasnonoxeHue ce odaseTe Ha JeKap.
Etukerupane B choTBeTCTBUE C: V3KIII0YEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTO ChbPXKAHUETO He npeBuiasa 10 ml.
He ce u3nuckBa eTHKeTHPaHE

2.3. [Ipyru onacHoOCTH

Jlpyra napopmarms : AKTHBHO BeIIECTBO (BbB (hapMaLeBTHYHU HPOJYKTH).
BHuMmanme - BelecTBO, KOETO BCE OIIE HE € U3IUTAHO HAIIbJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Alverine citrate CAS Ne: 5560-59-8 <100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 226-929-3 mg/kg TexecHo Terio)

Acute Tox. 4 (nepmanna), H312 (ATE=1100
mg/kg TerxecHo Terio)

Acute Tox. 4 (nHxananuonHa), H332
(ATE=1.5 mg/l/4h)

3a meinnus Teker Ha H- 1 EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3J/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue Ha MepKHUTe 32 IbPBA MOMOL

ITbpBa noMo1 - 00LIH MEPKH . BbB BcHUKH cilyyan HA CbMHEHHE, MM aKO CHMITOMHTE IPOIBIDKABAT, IIOTHPCETE MEULHHCKA
TIOMOIII.

ITbpBa MOMOLL IIPH BAHIIBAHE : V3Benere IMLETO HA YHCT BB3/YX H IO IIOCTABETE B MIO3HLNS, YJICCHSBAIlA AUIIaHeTo. [la ce ocTaBu
nocTpazanus aa cu nounne. Hezab6asHo ce o6aznere B IEHTBP I1TO TOKCHUKOJIOI Msl/Ha nexap.

ITbpBa MOMOLI PH KOHTAKT C KOXKaTa : Caanere 3aMbpceHOTO 06ekio. Jla ce m3Mue 0OMITHO KOXkaTa ChC camyH u Boza. Hezab6asHo
HOTHPCETE MEIUIUHHCKH ChBET/TIOMOLLL.

ITbpBa MOMOLI IPH KOHTAKT € OYHTE : M3mmaksere ¢ BoJa, KaTo IBbPXKUTE OUUTE IIMPOKO OTBOPEHH. I10TbpCceTe MEAMIIMHCKA TIOMOLL, aKO
GoJKaTa, MUTaHETO WM 3a4ePBABAHETO MPO/IBIIKAT.

ITbpBa MOMOLI MPH MOTITBIIAHE . M3mmaknere ycrara ¢ BoJa (camo aKko IOCTPaJalusT € B Ch3HaHUe). Hukora He JaBaiiTe HUIIO mpe3
ycrara Ha 4oBek B Oe3ch3HaHue. HesabasHo ce obanere B LIEHTBP I[10 TOKCUKOJIOI' U S/Ha
neKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM CJ1e]l H3BECTEeH IMepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

4.3. Yka3aHue 3a He00XOAHMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIMHCKH FPUAKHU H CIIELHATHO JieYeHue

Hsma HannyHa 10mbIHUTETHA HHOPMAIUST

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. Cpencrsa 3a raceHe Ha moxKap

IMoaX0/sIIIH T0XKAPOTACUTEIIHI CPEICTBA : Jla ce u3momn3Bat cpecTBa, MOAXOMALIM 3a FACCHE HA MOXKAPH B ChCEACTBO. BhrieponeH Auokcus.
Bopnen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OT'bHsI.
Hernoaxosiuy moxaporacuTelIH| CPeICTBa : Jla He ce n3MoN3Ba CUIIHA BOJHA CTPYSL.
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Alverine citrate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OnacHu NPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1moxxap . Hemwanoto TOpeHe OCBOGO)KI[aBa OmaceH BBIVIEPOJACH OKHUC, BBITIEPOJACH ABYOKHUC U APYTd TOKCUYHH
TazoBe. Bb3MOXKHO € OTJeNIHETO Ha TOKCHUHHU H3MIapCHUs.

MHcTpyKuunu 3a raceHe Ha HOXXapH : Jla He ce momycka U3moj3BaHaTa B 6opbara ¢ moxkapa BojJa Jia 3aMbpPCH OKOJIHATa Cpefa.
3aiyta Ipy raceHe Ha moxap : Jla He ce mpeanprema Hameca 0e3 MOAXOSIIO 3ALMTHO 000pyABaHe. ABTOHOMEH H H30JIHMPALL]
arapar 3a AuxaresHa 3aunmTa. [IeiHa 3amura Ha TI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OGH.IH MEpPKH : I{a ce n30srBa KOHTAKT C KoOXaTa, O4UTE U APEXUTE.

3a nepcoHasl, KOWTO He 0TroBaps 3a CHEUIHH CJIy4Yan

ABapuiiHu Mm1aHOBE : Jla ce OTCTpaHu HEHYKHUS NIEPCOHA.

3a JMIATA, OTTOBOPHHU 32 CHELIHHU CJIy4Yau

3aImuTHY cpesicTBa : Jla He ce npenpremMa HaMmeca 6e3 IOAXO/ISIIO 3aIUTHO 060pyABaHe. 3a noBede HHMOpMALKs,
BIoKTe pasznen §: "KOHTpol Ha ekcro3uusITa/ IMYHU MpeJa3Hu cpeacTna’.

)Ia ce n3bsraa H3IIyCKaHE B OKOJIHaTa cpeaa. HpelIOTBpaTCT € HaBJIN3aHETO B KAHAJIU3AIMSTA M B OOIIECTBEHUTE BOJIHU.

3a 3agbpprkaHe : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B IIOJXOIAI KOHTEHHEp 3a 00e3BpeK1aHe Ha OTIIAaIbIIH.

Meroau 3a noyncTBaHe . Ilouncrere 3aMBbPCEHUTE ITOBBPXHOCTU 00mITHO ¢ Boza. [ToyncTBaHe ¢ MOMINTA HA JICTCPICHT.

Bmxre Paznen 13 otHOcHO nHbOpMarus 3a 06e3BpekIaHe Ha OTIALBIHTE.

Tpenmasuu Mepku 3a 6e3omacHa pabora : Jla ce n30srBa BCSKaKBa M3JUIIHA eKCo3umus. [la ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU . Jla He ce siae, MUe WIK MyIIH P ynoTpeba Ha npoAykra. Jla He ce u3Hacs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOTO IIOMCHICHHC. I[a C€ UBMUAT PBUECTE NPECAU NOYUBKUTE U CICT
TIPUKITIOYBAaHC HA pa60TaTa.

Vcnosus 3a CbXpaHsABaHE : I{a C€ CbXpaHsBa HA I[OGPC TIPOBETPUBO MSACTO. CpabT 1a ce ChbXpaHsABa INIBTHO 3aTBOPECH. I[a ce
T1a3u OT TOIVIMHA U MpsKa CJIbHYCBA CBETINHA.
OnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTBﬁHepH.

Hsima HanmMuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 8: KonTpo. Ha eKCIO3UIMATA/INYHH NPeANa3Hi CPeACcTBA

Hsima HanmuHa JOMIBJIHUTETHA PIH(I)OpMaI.IHﬂ
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Alverine citrate

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

MMoaxoasig HHKEHEPEeH KOHTPOJI

TMoaxoasiiy MHKeHepPeH KOHTPOJI:
Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKAaTeJIHA BEHTUIIAIMS, TaKa U BEHTUJIALKS Ha 00II0TO
nomemenue. C Marepraia TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOJIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrsa

3ammuTa HA OYHTE U JHIETO

3ammuTa Ha ounTe:

Ja ce HocsT npeanasznu ounna. [Ipeanasuu ounna cbe crpannyHa 3amuTa. (EN 166)
3amuTa Ha KokKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HocH TOAXOAAIIO Tpena3Ho 06nekio. JlaboparopHa ynorpeba : JlabopatopHa npecriika. (EN 13034)

3amura Ha phLeTe:
Jla ce HOCST MOAXOISIY PHKABULY. XUMUYECKH YCTONUNBY npena3nu pbkasuny. (EN 374)

3ammTa HA UXATEJTHUTE MHTHIIA

3amuTa Ha AMXATEJHATE BTHINA:
B ciyuait Ha o6pa3yBaHe Ha IIpax jia ce W3I10JI3Ba arnapar 3a Aumane ¢ puiarsp: P3

PA3IEJI 9: ®u3nyHu 1 XMMMYHHM CBOMCTBA

9.1. Uudopmansi OTHOCHO OCHOBHHUTE (PM3HMYHHM U XUMHUYHHU CBOIHCTBA

ArperaTtHo ChCTOSHUE : Twepno BemecTBo
IBsr : Osi1. mouTH Osi1.
BrbHiieH Bug . Kpucranen npax.
MonekynHa Maca 1 473.6 g/mol
Mupuc : He e Hanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha TomeHe 1 >100-<104°C
Touka Ha 3aMpBb3BaHe : He e nanmnuno
Touka Ha KUIIEeHEe : He e nanuuno
3ananuMocT : He e nannuno
JloyiHa rpaHHIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npuoxumo
ITnamua TeMnepatypa . He e npuoxumo
Temmeparypa Ha camo3amajJBaHe . He e npuoxumo
Temmeparypa Ha pa3iaraHe : He e nanmmuno
pH : 3.5-4.5(0.5%, Bonen pasrBop)
pH pastsop : He e nanuuno
Bucko3uter, KHHEMaTHICH . He e npuoxumo
PazrBopumocT : Boma: 1-10g/1
KoedurmenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e nammuHO
Kow)

Hansrane Ha napure . He e nannuno
Hansraune Ha napute npu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTENHA INTBTHOCT : He e manmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure : He e nanuuno
9.2. JIpyra unpopmanus

Hsima Hanmana JOIIBJIHUTCITHA HH(I]OpMaI_II/ISI
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Alverine citrate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JEJI 10: CTa0WJIHOCT U PEaKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 11: Toxcukosiornuna nugopmanus

OcTtpa TOKCUYHOCT (OpainHa) : Bpenen npu norieiiae.
OcTpa TOKCUYHOCT (iepMaiHa) : BpeneH npu KOHTaKT ¢ KoOXKara.
OcTpa TOKCUYHOCT (BIUILIBAHE) : Bpenen npu BauiiBaHe.
Alverine citrate (5560-59-8)
LD50 opanHo mrex 300 — 2000 mg/kg (porHo3Ha CTOHHOCT)
LD50 nepmanHo 3aek > 1000 — <2000 (TporHO3HA CTOWHOCT)
LC50 Baumsasne - ITnbx (IIpax/mbria) >1—-<5mg/l/4h
KoposusHocT/ipasnene Ha Koxara : He ce xnacuduimpa (HeyOenurennu nanuu)
pH: 3.5 —4.5 (0.5%, Boxen paszrsop)
CepHo3HO yBpex/JaHe Ha OUHTe/Apa3HeHe Ha OUUTe : He ce xnacu¢umpa (JIunceat nanxm)
pH: 3.5 - 4.5 (0.5%, Boznen pa3rsop)
CeHcuOMIM3aIys Ha IUXaTeIHUTE IBTUINA WX Koxkata : He ce xnacudunupa (Jluncsar qaHHmM)
MyTareHHOCT Ha 3apOAUIIHUTE KICTKU : He ce xnacudunupa (Jluncat nanxm)
Kanueporensoct : He ce knacuduupa (Jlunceat nanxu)
TOKCHYHOCT 3a peNpOAyKIHATa : He ce xnacudunmpa (B3 ocHOBa Ha HAJIMYHUTE JIaHHH, HE Ca U3ITBIHEHN KPUTEPUUTE 3a
KJIacHpUIIpaHe)
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEICHN . He ce xnacu¢mummpa (JIuncsat nanxm)

OpraHy) — €IHOKPAaTHA eKCIIO3UIUS
CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEICICHU : He ce xnacudunupa (JIuncsat nanxm)
OpraHu) — MOBTApSIIIA C& EKCTIO3UIHS

OmnacHOCT IIpU BAUIIBAHE . He ce xnacudunupa (Jlumncear nanmHm)

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

PA3IEJI 12: ExosioruuHa uH@popmanusi

OmnacHo 3a BoHaTa cpesia, KpaTkocpoyHa (ocTpa) : He ce knacu¢umpa (JIunceat nanxu)
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Alverine citrate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OmacHo 3a BogHAaTa cpefia, JbITOCPOUYHA (XPOHUYHA) . He ce xnacuduuupa (JIuncsar 1aHam)

Alverine citrate (5560-59-8)

YcToiYMBOCT U pa3srpaiuMocT | He ce pasrpaxna 6sp30

Hsima Hanu4Ha qonbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbLIUTE

Hsima HanmuHa JOMIBIIHUTETHA PIH(I)OpMaI.IHFI

PA3IEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR /IMDG / IATA
ADR IMDG TATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHGUKATHOHEH HOMEP

He e obexT Ha HapenOuTe 3a TpaHCTIOPT

14.2. TouHo HauMeHOBaHHE HA IpaTKaTa no cnucbka Ha OOH

He ce perymupa He ce perymupa He ce perymupa

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. Onakopb4Ha rpyna

He ce perynupa He ce perynupa He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpela

He ce perynupa He ce perynupa He ce perynupa

Hsma nombiaHuTeTHA HATMYHA HHOOPMAIIUS

CyXonmbTeH TPAHCIIOPT
He ce perynupa

Tpancnopt o Mope
He ce perymnupa
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Alverine citrate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Bob3ayumien Tpancnopt
He ce perynupa

14.7. Mopcku TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOHATA MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOPpMaTHBHATAa ypenoda

15.1. CieppvyHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuniaoxenue XIV (CnucbK Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnnchbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ xanaunar-BemecTsa

Per;iaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BelecTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)
PersiiameHT 3a u3jenusTa c aBoiiHa ynorpeoa (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CBbBETA or 5 mait 2009 roauna 3a BpBexxAaHe pesxkum Ha OOIIHOCTTA 3a KOHTPOJI Ha M3HOCA, TpaHchepa,
OpoKepcKkaTa ISHHOCT U TpaH3MTa Ha U3/ICNIUS U TEXHOJIOTHH C JBOMHA yrnoTpeda.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeulectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IIPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

Per;iaMeHT 0THOCHO peKypCOPHTE HA HApKOTHYHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUeHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpe/IeNICHH BEIeCTBa, H3IIOI3BaHU 32 He3aKOHHO IIPOM3BO/ICTBO Ha HAPKOTHYHH MU IICHXOTPOIIHH BEIIECTBA)

15.2. OneHka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HanuyHa nombiHUTETHA HHOPMALUSI

PA3JIEJI 16: Ipyra undgopmanus

Nuanxanus 3a npoMeHn
Paznen IIpomeHeH eneMeHT KomenTapu
3ameHs BepcHsATa OT JobaBeHo
JaTa Ha pemaxkuusiTa Jlo6aBeno
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeHo
1.1 CHHOHUMH IIpemaxnaro
1.1 HaumenoBanue IIpomeneno
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BemecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeba IIpemaxnarto
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Alverine citrate

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
2.1 Heb6naronpusithu QU3HKOXUMHUYHH e(DEKTH 1 IIpomeneno

HeOIaronpusITHY e()eKTH 3a 3APABETO HA YOBEKA U

OKOJIHATa cpejia
2.3 Jpyra unpopmanus JobaBeHo
4.1 IIppBa nomou - 00K MEPKH JobaBeHo
4.1 IIppBa mOMOIIL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 ITspBa nomou Npu BAMIIBAHE Jlo6aBeno
4.1 IIspBa oMo npu noryIbIaHe Jlo6aBeno
4.1 IIbpBa mOMOIL TP KOHTAKT C O4UTE IIpomeneno
5.1 Henoxxonsuy noxaporacuTenHu CPEACTBA Jlo6aBeHo
5.1 TToaxozasiiy nokaporacUTENHU CPECTBA IIpomeneno
5.2 OnacHY NPOAYKTH Ha paslajiaHe B cilyyaid Ha Jlob6aBeHo

oxap
52 OmnacHOCT OT noXap ITpemaxunato
53 3amuTa npy raceHe Ha mnoxap Jlo6aBeno
53 HHcTpykuuy 3a raceHe Ha 1oxapu IIpomeneno
6.1 3auuTHU cpeacTBa Jlo6aBeHo
6.1 ABapuiiH¥ IUIAaHOBE IIpomeneno
6.1 OO0y Mepku Jlo6aBeno
6.2 Ipenma3sHu MepkH 3a orna3BaHe Ha OKoJIHATa cpena | lo6aBeHo
6.3 3a 3agpprKane JobaBeHo
6.3 MeToau 3a moYnCTBaHE Jlo6aBeHo
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JobaBeHo
7.1 IIpennasuu Mepku 3a 6e3omacHa paboTa JobaBeHo
7.1 XHUrHeHHH MEPKH Jlo6aBeno
7.2 YcnoBus 3a chbXpaHsBaHE Jlo6aBeno
72 OnakoBBbYHHE MaTepHAIN Jlob6aBeHo
7.3 CriennbuyHM KpaiHu ynotpedu IIpemaxnarto
8.2 3amura Ha JUXaTEIHUTE IIbTUIA Jlo6aBeno
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amuTa Ha OuuTe Jlo6aBeno
8.2 TToxxomsiy MHKEHEPEH KOHTPOI IIpomeneno
8.2 3ammra Ha KOKara U TSUIOTO IIpomeneno
9 st Jlo6aBeHo
9 BroHIeH B IIpomeneno
9 pH JlobaBeHo
9 MonekyiHa Maca JobaBeHo
9 Touka Ha ToneHe JlobaBeHo
10.1 Peakuuonna ciocoOHOCT IIpemaxHarto
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Alverine citrate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
10.3 BB3MOXKHOCT 32 OITaCHH PEaKIHU IIpemaxuato
10.5 HecpBMecTuMu MaTepuamu IIpemaxuato
10.6 OnacHu NPOAYKTH Ha pa3mnagaHe IIpemaxnarto
11.1 LD50 nepmanto 3aex Jlo6aBeno
11.1 ATE CLP (opaina) IIpomeneno
11.1 LD50 opanHo miex IIpomeneno
12.1 LC50 Baumsasne - ILrex (IIpax/mbria) JobaBeHo
12.1 Exomnorust - 06mmo IIpemaxunaro

IIbaen Texer Ha H- 1 EUH-npenynpekieHusTa 3a 0acHOCT:

Acute Tox. 4 (nepmaina) Ocrtpa TokcnuHocT (nepmanna), Kareropus 4
Acute Tox. 4 Ocrtpa TokcnuHOCT (MHXaN.), Kateropus 4
(MHXaJalMOHHA)

Acute Tox. 4 (opanna) Octpa Tokcu4HOCT (opanHa), Kateropus 4
H302 Bpenen npu nornsinaxe.

H312 BpeneH npu KOHTaKT ¢ KOXkaTa.

H332 Bpenen npu BauiBasxe.

Wndopmarmonen mucr 3a 6e3omacuoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT Hudopmarnusra, cbabpxkama ce B To31 MHQOpMaHoHeH JUCT 32 6€30MaCHOCT, € MOJIyYeHa OT H3TOYHUIIN, KOUTO CMATaMe 3a
HaJieXIHU. Beripexn ToBa, mHQopManusaTa ce npeocTans 0¢3 HUKAaKBa rapaHIlis, H3pUYHA MM OJpa30upalia ce, OTHOCHO HeifHaTa KOPEKTHOCT. Y CIIOBUSTA HITH
METO/IUTE 3a paboTa, ChbXpaHeHue, ynorpeda nmm ode3BpekiaHe Ha NPOyKTa ca U3BBH HaIllMs KOHTPOJI U MOYKE J1a Ca M3BBH Hamara KoMneTeHTHocT. [Topanu
Tasu v Apyry NpUIuHHU, HUE HE [TIOEMaME OTTOBOPHOCT U U3PHUYHO CE€ OTKasBaMe OT OTIOBOPHOCT 3a 3ary6n, LIETH UK pasxoau, IIPOU3THYAIIN OT UJIN CBbP3aHU
110 HAKAKbB HAYMH ¢ paboTaTa, CbXpaHEHHETO, yroTpedara Hin 00e3Bpesk/aHeTo Ha npoaykra. To3n MH]opmannoneH aucT 3a 0€3011acHOCT € U3TOTBEH U TpsiOBa
Jla ce M3II0JI3Ba CaMo 3a TO3M MPOJYKT. AKO HPOJYKTBT CE M3II0JI3Ba KATO ChCTABKa Ha JIPYry MPOJLYKTH, HaJMYHATa MHQOpPMAIKs OM MOTJIa Jia ce OKaxke
HenpuioxknmMa. Tazu nHopManus ce OCHOBaBa Ha HAIIMTE TEKYIIM NO3HAHMS U € TIPe/{HA3HAYeHA J1a JaJIe OIMCAHNUE HA MPOJyKTa caMo 3a LEIUTe Ha
3/IpaBeona3BaHeTo, 0e301acHOCTTa M OKoJIHaTa cpeia. Ilopaau ToBa, T He TpsAOBA J1a ce ThIIKYBa KaTO rapaHius 3a CBOMCTBATA HA NPOJYKTa.
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