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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo
HauMmeHoBaHKe Ha BELIECTBOTO . Hyoscyamine sulfate
XUMHYECKO HAMMEHOBAHUE . COJIM Ha XMOCIITMaMHHa
EO unpexc Ne 1 614-013-00-X

Kox Ha mpoaykra 1 202100125

1.2. UnenTuduIMpaHu BHI0BE YNIOTPeda HA BEIECTBOTO WM CMECTa, KOUTO €A OT 3HaUYeHHe,  BU/I0Be yNOTpPeda, KOMTO He ce
Npenopb4YBar

1.2.1. UnenTHUOUPAHN yIOTPeOH

OcHOBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € MpeqHA3HAYEH 32 U3CIIEIBAHMS, AaHAIM3H U HAYIHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMECTa : Camo 3a nmpodecronanHa ymnorpeda
OyYHKIMSA WK KaTETOPHs HA yIOTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce usnonssa : [Tornbuiane, Bauimsane, Jlepmanto

1.3. Iloxpo6HY 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
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France

T +33(0)388412035 - F +33(0)388412771
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CHCLIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onncanue Ha OACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMECTA

Kaacudpukanus B cborBercTBHE ¢ Permament (EQ) Ne 1272/2008 [CLP]

Ocrtpa TokcHuHOCT (MHXaI.), Kateropus 2 H330
Ocrtpa TokcuuHOCT (opanHa), Kateropus 2 H300
3a mpaHus TekeT Ha H- n EUH-npenynpesxnenusaTa 3a 0macHOCT: 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]

S

IMuxrorpamu 3a onacuoct (CLP)

GHS06
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H330 - CmbprOHOCEH MPH BAUIIBAHE.

H300 - CMBpTOHOCEH PH HOTITBIIAHE.
Ipenopbku 3a 6e3omacHoct (CLP) : P260 - He BaumBaiite npax/myIek/ras/anM/u3napeHns/aepo30iu.
P264 - Jla ce u3amue pbLeTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIe/ yroTpeba.
P270 - J1a e ce size, mie WK MyIIH IPX yIoTpeOa HA MPOAYKTA.
P271 - Jla ce u3mon3sa caMo Ha OTKPUTO HJIM Ha J0OPE IMPOBETPHBO MSICTO.

03/04/2023 ([lata Ha u3aBane) BG (6warapeku) 1/9


mailto:sds@edqm.eu
http://www.edqm.eu/

Hyoscyamine sulfate

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

P284 - Hocete cpencTBa 3a 3aIllMTa Ha TUXATEIHUTE TBTHIIA.
P301+P310 - ITPU TTOT'JIBILIAHE: He3za6asHo ce obanere B IEHTHP I10 TOKCUKOJIOT S unu
Ha JIeKap.
P304+P340 - TPV BJJUIIIBAHE: V3BeneTe TULETO HA YUCT BB3IYX U I'O MIOCTABETE B TO3HIIHS,
yJIECHSIBAIA AUIIAHETO.
P310 - Hezabasro ce obanere B IEHTHP ITO TOKCUKOJIOT S winu Ha sekap.
P320 - Crienna Hy>k/1a OT CIICLHATN3UPAHO JIeUeHHE (BXK. JOIBIHUTEIHA HHCTPYKIHS 32 IbpBa
MIOMOIII Ha TO3H ETUKET).
P321 - Crienmanusupano jedene (BK. HOMBIHUTEIHA HHCTPYKIHS 32 MbPBa IIOMOII[ HA TO3H
€THKET).
P330 - Uzmnakuere ycrara.
P403+P233 - [Ta ce cpxpansBa Ha 100pe mpoBeTpuBoO MsicTo. ChABT a Ce ChbXPaHsBa ILTHTHO
3aTBOPEH.
P405 - J1a ce cbxpaHsiBa MO/ KITIOY.
P501 - CpabpikaHHETO/CHABT [ CE U3XBBPIIH B IIYHKT 3a CHOMUpaHe Ha OTMACHH HJIH CIIEIHATHA
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHAITHH H/MIH MEKTyHAPOIHI
pasnopenou.

ETukeTrHpane B ChOTBETCTBHE C: H3KITIOUCHHS 32 BHTPEIIHH OIIAKOBKH, KOTATO ChBPKAHHETO He mpesumana 10 ml

Sk

GHS06

IMuxrorpamu 3a onacuoct (CLP)

2.3. Ipyru onacHocTH

Hsma HanuuHa DOMBJIHUTENTHA HHPOPMALIUS

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumeHnoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBeTCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
COJIM Ha XHOCLIMAMUHA EO unpexc Ne: 614-013-00-X <100 Acute Tox. 2 (naxananuonsa), H330

(ATE=0.05 mg/l/4h)
Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg
TEIIECHO TEII0)

3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OIacHOCT: BX. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

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

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MakCUMaJIHO upe3 u30bpcBaHe (C yhcTa U MeKa nmonuaaiia kepma). Jla ce usmue
OOMITHO ¢ BO/Ia B KOSITO € MPUOABEH JIETEPreHT.

ITspBa OMOII[ IPK KOHTAKT C OYUTE : Usmaksere ¢ BOJa, KATO ABPKUTE OUHTE MIMPOKO OTBOPCHH.

IIppBa noMoII IPHU MOTITBbIIAHE . Wzmnakuere ycrara. HezabaBHo ce obaznete B LIEHTBP [TO TOKCUKOJIOI fl/Ha nexap.

CrienmaHo JeKapcKo HaOIoIeHHE.

4.2. Haji-cbecTBeHH OCTPHU U HACTBHIIBALIU CJIe/I U3BECTECH NEPUO] OT BpeMe CUMIITOMU U e(l)eKTl/l

Cumnromu/edeKTu ciie] BAUIIBAaHE . HemocrarbyHu JaHHH.
CumMnromu/edeKTu ciie]y KOHTAaKT ¢ KoXaTa . HemocrarbyHu JaHHH.
Cumnromu/e)eKTH ciie[] KOHTAKT C OUYUTE . HemocrarbyHu JaHHH.
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Hyoscyamine sulfate

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Cumnromu/eheKT ciel NOorTbIIaHe : Cumnromure Morar Ja ObaaT 3aMaiiBaHus, TJ1aBo0OINE, TaieHe U 3aryba Ha KOOPAMHALISL.

TloTbpcere MeauuuHCKH chBeT/mOMoIL. [Ipy BE3MOXKHOCT /1a Ce MOKaKe HACTOSIIMS JIHCT, a aKO HE € Ha PA3MOI0KEeHHE, [ja Ce TIOKaKE OMAKOBKATa MM €THKETa.
AxtuBarop. PapManeBTUUCH IPOIYKT.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

Tloaxomsmm mo)KaporacUTEHNA CPEACTBA : Opesiio 3a 3aracsiHe Ha OT'BHSI.

OnacHocCT OT HoXap : Bwx maparpad 2.2.

I/IHCT‘pyKHHI/I 3a raceHe Ha IoXxapu . I{a C€ U3M0J13BaT CPEeACTBA, IIOAXOAAIIHN 32 rAaCCHE Ha I10Kapu B CbCEACTBO.

PA3EJI 6: Mepku npu aBapuiiHoO U3

OO0y Mepku : Jla ce u30srBa nmpeKkust KOHTAKT ¢ npoaykra. He BaumBaiite
npax/ImyIeK/ra3/AnM/u3napeHus/aepo30iH.

6.1.1. 3a mepcoHa, KOiTO He OTrOBapsI 32 CHEIIHH CJIy4an

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

6.1.2. 3a 1MnaTa, OTTOBOPHU 32 CIIEIHH CJIy4an

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

Hsawma mamuanaa JOMBJIHUTCTHA I/IH(i)OpMaIII/ISI

Meroau 3a IOYMCTBaHEe : Yb6enere ce, 4e OTmaabLUKTE ca CHOPAHU U CE ChbXpaHABAT Ha CUTYpHO MscTo. [Touncrere
CTapaTelHo.

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIHS

PA3JIEJI

O0paloTka U chbXpaHeHHne

JIOIBIIHUTEITHU OMTACHOCTH TI0 BpeMe Ha 06paboTka . Ha motpeGurens ma ce 00bpHE BHUMAHUE 32 PUCKOBETE, CBEHTYAIHO CBHP3aHH C M3IIOI3BAHETO HA
MPOIYKTa 3a APYTH LEIH, Pa3INIHHU OT TE€3H, 32 KOUTO € IIPEIHA3HAYCH.

TIpennasuu Mepku 3a Ge3omacHa pabora : C marepwuana TpsOBa 1a ce paboTi BHUMATENHO. [la ce u30srBa Mpekusi KOHTaKT ¢ MPOIYKTa.

XWUrueHHH MepKH . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA JOOpaTa MPOMHUIIUICHA XUTHEHA U MTPOLICAYPHUTE 32
06e30MacHOCT.

TexHHYIECKH MEPKH : Jla ce cria3Bat NPUIIOKUMHUTE Pa3nopendu.
VYcaoBus 3a cbXpaHsIBaHe : Jla ce chxpaHsBa MO/ KIIIOY.

Bumx maparpad 1.
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Hyoscyamine sulfate

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

3EJI 8: KoHTpoJ1 Ha eKCIO3UIMSATA/TMYHM NPEANA3HU CPeCcTBA

8.1. [TapameTpy Ha KOHTPOJI
8.1.1 HanMoHaJITHH rPAHUYHH CTOMHOCTH HA NPOQeCHOHATHA eKCIIO3UIUS H OMOJIOTHYHN FPAHUYHH CTOHOCTH
Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/[ﬂ

8.1.2. IllpenopbYMTEIHH NPOLEAYPH 32 HAOIIO/IEHUE
Hsima Hanu4Ha JOMBbIHUTEIHA HHPOPMALHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3/yXa

Hsma Hanu4Ha ObIHUTETHA HHPOPMALHs

8.1.4. DNEL u PNEC

Hsma HanuyHa DOMBJIHUTENTHA HHPOPMALUS

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/IH

8.2. KoHTpo. Ha eKcO3MIUATA

8.2.1. Tloaxoasi| TEXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOJI:
Jla ce cpxpaHsBa B JoOpe POBETPUBO NoMeIeHue. [la ce H3Mon3yBa eqUHCTBEHO B CMyKaTelHa kabiHa ¢ HHTerpupal GuiTsp. Bucokoedextusen GuiaTsp 3a
gactuny (HEPA ¢untsep).

8.2.2. JIM4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE H JIUIETO

3amuMTa HA OYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATA M TAJIOTO:
Jla ce u3nonzyBa XUMHUYECKH YCTOHYMBO 3amuTHO 06aekino. DIN EN 13034

3amuTa Ha pbleTe:
XUMHYeCKH YCTOIHYHBY Ipeana3ny ppkasumy. 1SO 374-1

8.2.2.3. 3ammTa HA IUXATEJTHUTE MHTHIIA

3amuTa HA AMXATEJHATE IIHTHINA:
OrtzaensHe Ha mpax: nmpotuBonpaxoBa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen nponykt : AnTHaepo3osHa Macka. Hocete nuxareneH amapar, ako cTe
M3JI0)KCHHU Ha TapH/IIpaxoBe/aepo30iH

8.2.2.4. TepMUYHHU ONIACHOCTH

Hsima Hanu4yHa ZOMBIHUTEIHA I/IH(l)OpMaLlI/IH

8.2.3. KoHTpo1 Ha eKCNO3UIMSITa B OKOJIHATA cpela

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

3JIEJI 9: ®u3uyHu U XHMHYHU CBOMCTBA

9.1. Mudopmanusi OTHOCHO OCHOBHHTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSIHHE

st

Mupuc

I'panunaTta Ha Mupuca
Touka Ha TonEHE

Touka Ha 3aMpB3BaHE
Touka Ha KunIEHE
3anmanuMocT

I'panuy Ha €KCIIO3UBHOCT

TBBPIIO BELIECTBO
He e nanuuno
He e npunoxumo.
He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e npunoxumo
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Hyoscyamine sulfate

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

JlonHa rpaHuIa Ha €KCIUIO3UBHOCT . He e npunoxumo
T'opHa rpaHuna Ha eKCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe . He e Hanmuno
pH : He e nanuuno
pH pastBop . He e maiuuno
Bucko3urer, kuHeMaTuueH : He e npunoxumo
PastBopumoct : Boga: >1000 g/l
Koebuiment na pasmnpenenenne: N-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure : He e nanuuno
Hansirane na mapute npu 50°C : He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e Hanmmuno
OtHocuTeNnHa IIBTHOCT Ha mapute mpu 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(I)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha qONBIHUTENHA UHYOPMALIHS

10: CTaOMJIHOCT M PEaKTHBHOCT

Cra0uiieH Ipy HOPMAJIHU YCIOBHSL.

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

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

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

Hsma npur Hopmanua ynorpe6a. Bukxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OITaCHU U3IIapCHUS.

H4YHA MHpopManus

OcTtpa TOKCHYHOCT (OpanHa) : CMBPTOHOCEH MPH MOTITBIIAHE.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce knacuduuupa

OcTpa TOKCUYHOCT (BIUILIBAHE) : CMBPTOHOCEH IPH BJHIIBAHE.
KoposusHoct/apa3HeHe Ha KokaTa : He ce knacudpummpa

CepHO3HO yBpexkaHe Ha OUUTE/Apa3HEHEe Ha OYUTE : He ce knacudpummpa
Cencubmn3anys Ha IUXaTeHUTe IPTUINA WK Koxkata . He ce knacudunupa
MyTareHHOCT Ha 3apOUIIHHATE KICTKH . He ce xnacudummpa
Kanneporennoct . He ce knacuduuupa
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Hyoscyamine sulfate

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

ToKCHYHOCT 32 PENPOLYKIHATA . He ce xmacudummpa
CTOO (cnenu¢pudHa TOKCHYHOCT 3a ONpPEICICHH : He ce knacudpummpa
OpraHu) — eAHOKPATHA EKCHO3UIHS

CTOO (crneunduyHa TOKCHIHOCT 32 OIPEACICHU : He ce knacugummpa
OpraHu) — IOBTapsIIA CE CKCIO3ULHS

OnacHOCT IpH BANIIBaHE . He ce xnacudumpa

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

PA3IEJI ExoJioruysa ungopmanus

Exomorus - o6mio : Omnachy otnageum. Jla ce M310I3yBaT MOIXOISAIIN KOHTEHHEPH 32 OTHAJIHNATE HPOTYKTH.
OmacHo 3a BoJHaTa cpeja, KpaTkocpodyHa (ocTpa) : He ce xmacudumupa
OmacHo 3a BoJHaTa cpejia, JbIrOCPOUYHa (XPOHUIHA) : He ce xnacudummpa

He ce pasrpaxna 6sp30

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALHS

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

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

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

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

Oo0e3BpexaaHe HA OTIATbLUTE

MecTHO 3aKOHOIATENICTBO (OTIAABIIN) : Jla ce M3XBBPIIHN IO O€301acCeH HAYHMH B CHOTBETCTBHE C MECTHHUTE / HAIMOHAIHH Pa3Iopen0n.
IIpenopwku 3a 00e3BpexkIaHe Ha MPOAyKTa/onakoBkaTa  : Jla He ce H3XBBPIAT OTIAABLUTE B KaHAIM3AUATA. VI3XBBpIIeTe TO3H MaTepHa 1 HeTOBHS
KOHTEIfHep B LICHTHD 3a ChOHpaHe Ha ONACHU U CIIEIHAIHU OTIaIbIH.

PA3EJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cwotBercTBrEe ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciucbka Ha OOH niu ureHTHGUKAUOHEH HOMeP

UN 2811 UN 2811 UN 2811

14.2. Touno HaMMeHOBaHHe HA MPaTKaTa 1o cnucbka Ha OOH

TOKCHUYHO TBBHPJO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'AHUYHO, H.Y K.

03/04/2023 ([lata Ha u3aBane) BG (6warapeku) 6/9



Hyoscyamine sulfate

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

ADR

IMDG

IATA

Onucanue HA TPAHCIOPTHHUTE JOKYMEHTH

OPI'AHUYHO, H.V K., 6.1, 11, (D/E)

UN 2811 TOKCHYHO TBBPJIO BEHIECTBO, UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, Il

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCTIOPTHPAHE

6.1

6.1

6.1

14.4. OnakoBb4yHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpeaa

OmacHo 3a okonHaTa cpena: He

OmacHo 3a okonHata cpeza: He
Mopcku 3ambpeuten: He

OmacHo 3a okonHaTa cpena: He

Hsima nombiHHUTENHA HATUYHA HHGOPMALHS

14.6. Cneuna/aHu mpeana3sHu MepKH 3a MOTPeOUTeIHTe

CyxonbTeH TPAHCIOPT

Knacudukaunonen xoxg (ADR) T2
Crneunanuu pasnopenou (ADR) 274,614
Orpannuenu konuyectsa (ADR) 5009
Wzkirouenu komuyectBa (ADR) E4
OnakoBb4HHU HHCTPYKIMH (ADR) P002, IBC08
CrienmanHy onakoBbYHH pasnopendu (ADR) B4

Cwmecenn onakoBku (ADR) MP10
MucTpykuuu 3a NpeHOCUMH LIMCTEPHH U KOHTEHHEpH 3a T3

HacunHu ToBapu (ADR)

CreruanHu pa3nopeadn OTHOCHO IPEHOCHMH [IUCTEPHU TP33

U KOHTEiHepH 3a HacurHu ToBapu (ADR)

Kogoge 3a uucrepuu (ADR) SGAH, L4BH
Crienmaniu pasnopendu oTHocHo nuctepiu (ADR) : TU15, TE19
IIpeBo3HO CpeCcTBO 32 MPEBO3 B IUCTEPHHU AT
TpaucnoptHa kareropust (ADR) D2
Criennanuu pasnopenodu 3a npesosa - Onakosku (ADR) V11
Crerpanau pa3nopeatn 3a IPeBo3 - TOBapeHe, CV13,CVv28
pastoBapBaHe U 00padotka (ADR)

CreruanHu pas3nopeatn 3a IPeBo3 — ONePaTHBHU S9, S19
nzucksanus (ADR)

Unentudukannonen Homep 3a onacHoct (Kemuep No.) 60

OpanxeBu Tabenu

60
2811

Kon 3a TyHenHu orpanundenus (ADR) D/E
TpaucnopT no mope

Crnennanuu pasnopenou (IMDG) 274
Orpannyenn kosmdectsa (IMDG) 5009
Wskitouenu xonmdectsa (IMDG) E4
OmnaxoBbuHH HHCTpyKInH (IMDG) P002
IBC omnakosbunn uacrpykuud (IMDG) 1BCO8
IBC cnennanau pasnopenou (IMDG) B21, B4
Wuctpykuuu 3a mucreprn ( IMDG) T3
Crienmaniu pasnopendu oTHocHo nuctepau (IMDG) TP33
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Hyoscyamine sulfate

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

EmS-Ne (IToxxap) : F-A

EmS-Ne (Pa3nus) : S-A

Kareropus na ToBapere ( IMDG) B

Cgoiictsa u HabmoneHus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3ayumieH TpaHcnopT

PCA WM3kirouenu konmuecta (IATA) . E4
PCA OrpaHnueHr KOJIHYECTBa IBTHUYECKU CaAMOJIET U 1 Y644
xapro (IATA)

PCA MakcuMasaHO HETHO KOJIMUECTBO 32 OrPaHUYEHO . 1lkg
KOJIMYECTBO IBTHHYECKH camodieT U kapro (IATA)

PCA MHcTtpykimy 3a OllakoBaHe IIBTHUYECKH camoneT 1 . 669
xapro (IATA)

PCA MakcuMaiiHO HETHO KOJIMYECTBO IIbTHUYECKU . 25kg
camoret u kapro (IATA)

WHcTpykuuu 3a onakoBase camo kapro (IATA) . 676
MaxkcuManHO HeTHO KondecTBo camo kapro (IATA) : 100kg
Cneruanuu pasnopen6u (IATA) : A3, A5
ERG xox (IATA) T 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHIIHO CbCTOSIHHE CHIVIACHO MHCTPYMEHTH Ha MesKIyHAapOHATA MOPCKA OPraHU3aLus

He e npunoxumo

PA3JIEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenu¢uyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKoHO0IATEICTBO OTHOCHO (G€30MaCHOCTTA, 3IPABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH

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

He ¢urypupa B ITpunoxernne XIV na REACH (Cricbk Ha BelecTBata 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cncska Ha REACH ¢ xananmar-BeecTsa

Pernament PIC (EC 649/2012, IIpenBapuTeiHO 000CHOBAHO ChIJIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHUYHU 3aMbPCUTEH)

Henpunoxumo.

PersiaMeHT O0THOCHO BellecTBa, KOMTO Hapywmasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cruchKa ¢ BelecTBa, KOUTO HapymiaBat 030HoBuUs cioii (Permament EO 1005/2009): Hyoscyamine sulfate

PersiameHT OTHOCHO NpeKkypcopuTe Ha B3puBHM BemecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKJIOYEHO(M) B CIUCHKA € MPeKypcopy Ha B3puBHH BenecTa (Permament EC 2019/1148 3a npeanaranero Ha nasapa u ynorpedara Ha
MPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopUTe HA HAPKOTUYHHU BewecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIOUEHO(H) B criuchbka ¢ [Ipekypcopu Ha HapkoTudyHuTe Benlectsa (Pernmament EO 273/2004 0THOCHO POU3BOJICTBOTO U ITYCKAHETO
Ha T1a3apa Ha OIpeJIe]IeHH BEIeCTBa, H3II0I3BaHNU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTUYHH MU ICUXOTPOITHH BEIECTBA)

15.1.2. Hannonaauu pasnopenou
Hsma HanuyHa DOMBJIHUTENTHA HHGOPMALUs
15.2. Onenka Ha 6e30MacHOCT HA XHMHYHOTO BelecTBO HJIH CMeC

Hsima Hanu4yHa ONBIHUTEIHA I/IH(I)OpMaLII/Iﬂ
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Hyoscyamine sulfate

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

PA3JIEJI 16: Ipyra uadopmanus

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

Acute Tox. 2
(MHXaJIAlMOHHA)

Octpa Tokcu4HocT (MHXa.), Kareropus 2

Acute Tox. 2 (opanna)

Ocrtpa ToxcnuHocT (opaina), Kareropus 2

H300

CM'prOHOCeH IIpH NOIIbIIAHE.

H330

CM'prOHOCeH Ipy BAUIIBAHE.

Wndopmannonen et 3a 6ezonacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Unpopmarusta, chbpikaiia ce B To3u MHOpMAIMOHEH JIMCT 32 O€30MaCHOCT, € MOIyYeHa OT U3TOUHHIH, KOUTO CMSITaMe 3a

HaOCKITHHA. B'I)HpCKI/I TOBA, l/III(b()pMﬂHI/IS{Ta C€ IpeaocTaBsa 0e3 HUKaKBa rapaHuys, U3puviHa Uin no:[pa'sGI/Ipzuua CC€, OTHOCHO HeliHaTa KOPEKTHOCT
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