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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHuUE Ha BELECTBOTO : Atropine sulfate

XHUMHYECKO HAMMEHOBAHKE : Atropine sulfate monohydrate
EO unnexc Ne : 614-011-00-9

EO Ne 1 200-235-0

CAS Ne : 5908-99-6

Kox Ha mpoayxkra 1 202100243

1.2. UnenTHduIMpaHu BHI0BE YNIOTPeda HA BEIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe, H BU/I0Be yNOTpeda, KOMTO He ce
Npenopb4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHOBHA KaTeropus Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, aHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa yrnorpeda
OyYHKIMSA WK KATETOPHs HA yIOTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

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

1.3. Iloxpo6HN AaHHM 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 CIICLIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

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

Ocrtpa TokcHuHOCT (MHXaI.), Kateropus 2 H330
Ocrtpa TokcuuHOCT (opanHa), Kateropus 2 H300
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 cpela

Onpez[enm—le Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.

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 - CmbpTOHOCEH MPH BAUIIBAHE.

H300 - CMBpTOHOCEH IPH HOTITBIIAHE.
Ipemopbku 3a 6e3omacHocT (CLP) : P260 - He BaumBaiite npax/myIek/ras/anM/u3napeHuns/aepo30Jiu.
P264 - Jla ce uamue pbLeTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIe/ yrnoTpeba.
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Atropine sulfate

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

P270 - Jla He ce sine, mue Wiy MyIIH X yIoTpeOa Ha MPOTYKTa.
P271 - [Ta ce u3mon3Ba caMo Ha OTKPUTO WX Ha 10Ope NPOBETPHBO MSCTO.
P284 - Hocete cpeacTBa 3a 3alluTa Ha TUXATEIHUTE TBTHIIA.
P301+P310 - ITPU TTOT'JIBILIAHE: He3za6asHo ce obanere B IEHTHP I10 TOKCUKOJIOT S unu
Ha JIeKap.
P304+P340 - TPV BJIUIIIBAHE: V3BeneTe IULIETO HA YUCT BB3IYyX U I'0 MIOCTABETE B MTO3HULIMS,
YJIECHSIBAIIA AUIIAHETO.
P310 - HezabasHro ce obanere B IEHTHP ITO TOKCUKOJIOT MU wiu Ha sekap.
P320 - Crienrna Hy>ka OT CrielHaIn3NPaHo JeueHue (BXK. TOMbIHUTEIHA HHCTPYKIHS 33 ITbPBa
TIOMOIII Ha TO3H €TUKET).
P321 - Crienmanusupano jedene (BK. JOMBIHUTEIHA HHCTPYKIHS 32 ITbPBA IIOMOII[ HA TO3H
€THKET).
P330 - Uzmnakuere ycrara.
P403+P233 - [Ta ce cpxpansBa Ha 100pe mpoBeTpuBo MsicTo. ChABT a Ce ChbXPaHsBa UTHTHO
3aTBOPEH.
P405 - J1a ce cbxpaHsiBa MO/ KITIOY.
P501 - CpabpikaHHETO/CHABT a CE U3XBBPIIH B IIYHKT 3a CHOMUpaHe Ha OMACHHU WM CIICIIHAITHA
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHATHH H/MIH MEKTyHAPOJHI
pasnopenou.

ETukeTrnpane B ChOTBETCTBHE C: H3KITIOUCHHS 32 BHTPEIIHH OIIAKOBKH, KOTATO ChBPKAHUETO He mpesumana 10 ml

Sk

GHS06

IMuxrorpamu 3a onacuoct (CLP)

2.3. Ipyru onacHocTH

Hsma HanuuHa HOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: ChcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumeHnoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Atropine sulfate monohydrate CAS Ne: 5908-99-6 <100 Acute Tox. 2 (naxananuonsa), H330
EO Ne: 200-235-0 (ATE=0.05 mg/l/4h)
EO ungexc Ne: 614-011-00-9 Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg
TEIIECHO TEII0)

3a mpauus TekeT Ha H- n EUH-npenynpesxeHusaTa 3a OMacHOCT: 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 IpH BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3/yX Ha 3aCErHATOTO JIULE.

[IppBa moMoOIIL TPU KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MakCUMaJHO upe3 u30bpcBaHe (¢ yucTa M MeKa nonusaina kepma). la ce usmue
OOMITHO € BO/Ia B KOSITO € MPUOABEH JIETEPreHT.

ITbpBa OMOII[ IPK KOHTAKT C OYUTE : U3smiakeere ¢ BOJa, KATO ABPXKUTE OUHTE MIUPOKO OTBOPECHH.

IIppBa noMoII IPU MOTIIbIIAHE . Wsmnakuere ycrata. Hesab6asmo ce o6anere B LTEHTHP 110 TOKCUKOJIOT Vifl/na nexap.

CrienmaiHo JeKapcKo HaOJoIeHHUE.

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

Cumnromu/edeKTu ciie] BAUIIBAaHE . HemocrarbyHu JaHHH.
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Atropine sulfate

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

Cumnromu/eeKTH ciiel KOHTAaKT ¢ KoxKara © HenocrarpuHu 1aHHH.
Cumnromu/e(heKTH ciel KOHTAKT C OYUTE © HenocrarpuHu 1aHHU.
Cumnromu/eheKT ciiel NOorTbIaHe : Cumnromure Morar Ja ObaaT 3amaliBaHus, TJ1aBo00INE, TaieHe U 3aryba Ha KOOpAMHALIHSL.

TloTspcere MeanuuHCKH chBeT/mOMONI. [Ipy BE3MOXKHOCT /1a C€ MOKAKe HACTOSIIMS JIICT, @ aKO HE € Ha PA3MOI0KEHHE, [a Ce IIOKAKE OMAKOBKATa HIIM €THKETa.
AxtuBarop. PapManeBTUUCH IPOIYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TToaxopsuu TI0XKapoTaCUTCIIHN CPEACTBA . Opesuto 3a 3aracsiHe Ha OI'bHSI.

OnacHocT OT HoXap Bk maparpad 2.2.

I/IHCT‘pyKHHI/I 3a racCHe Ha IoXapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

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

6.1.1. 3a mepcoHa, KOTO He OTrOBapsI 32 CHEIIHH CJIyYan

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

6.1.2. 3a 1MnaTa, OTTOBOPHY 32 CIIEIHH CJIy4an

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

Hsawma mamuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

Meroau 3a IOYHCTBaHEe : Yb6enere ce, 4e OTmaabLUKTE ca CHOPAHU U CE ChbXpAHABAT Ha CUTYpHO MsicTo. [Touncrere
CTapaTeltHo.

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

JI 7: PaboTa u cbXxpaHeHue

JIOITBJIHUTEITHY OMTACHOCTH 10 BpeMe Ha 00paboTka Ha notpebutesst 1a ce 00bpHE BHUMAHNE 3a PUCKOBETE, CBEHTYAIHO CBBP3aHH C M3IIOI3BAHETO Ha

MPOJYKTA 3a IPYTH LEIH, Pa3IMYHU OT TE3HU, 32 KOUTO € NpeHa3HAaYCH.

IIpenmasuu Mepku 3a O6e3omacHa paboTa : C Marepuaina TpsiOBa J1a ce paboTH BHUMaTeNHO. [la ce H304rBa MpeKkust KOHTAKT C IPOLYKTA.

XWUrueHHH MepKHu : Jla ce paboTH B CHOTBETCTBUE C M3MCKBAHUATA HA J0OpaTa MPOMUIIUICHA XUTHEHA U MIPOLIEAYPHUTE 32
6e30macHOCT.

TexXHU4eCKH MEPKH . /Jla ce cia3BaT NpHIOKUMHUTE PAa3IOPEaOH.

VYcaoBus 3a cbXpaHsIBaHe : Jla ce chxpaHsBa MO/ KIIIOY.
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Atropine sulfate

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

7.3. Cnennduuna(u) kpaiina(u) ynorpe6a(i)

Bux maparpad 1.

PA3JIEJI 8: KoHTpPOJI HA eKCIIO3MIUSITA/THYHH PeINa3HH CPeACTBa

8.1. TlapameTpH HA KOHTPOJI
8.1.1 HanMoHAaJITHU rPAHUYHH CTOHHOCTH HA NPOo¢eCHOHATHA eKCIIO3UIUS H 0MOJIOTHYHN FPAHUYHH CTOHOCTH
Hsma Hanu4Ha JOIbIHUTETHA HHPOPMALHS

8.1.2. IIpenopbYNTEIHH NPOLEAYPH 32 HAOIIOIEHUE
Hsima Hanu4Ha JOMBIHUTEIHA HHPOPMALHS

8.1.3. OGpa3yBat ce 3aMBPCHTEIH HA BB3AyXa

HsiMa Hanu4YHA JONBIHUTENIHA HHGOPMALHS

8.1.4. DNEL u PNEC

Hsma HannuHa 10mbJIHUTETHA MHGOPMALUs

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2. KoHTpo. Ha eKcO3NIUATA

8.2.1. Iloaxoasi TEXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOJI:
Jla ce cbxpaHsiBa B 100pe MPOBETPUBO MoMenieHue. Jla ce u3mon3yBa eqMHCTBEHO B CMyKaTellHa KaOuHa ¢ MHTerpupad Guiarbp. Bucokoedekrusen Gpuntobp 3a
yactuuu (HEPA ¢unrsp).

8.2.2. JIM4HM npena3sHu cpecTBa
8.2.2.1. 3amuTa HA OYMTE U JIMIETO

3ammTa Ha OUHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3ammuTa HA KOXKATA U TAJIOTO:
Jla ce u3nonzyBa XUMHUYECKH YCTOHYMBO 3aiuTHO ob6iaekio. DIN EN 13034

3amuTa Ha pbleTe:
XUMHYECKH YCTOHYHNBY IpeAna3ny pbkasumy. 1SO 374-1
8.2.2.3. 3amuTa Ha AMXATEJHUTE ITHTULIA

3amuTa Ha AMXaTEJIHATE THINA
OtnensiHe Ha npax: npoTuBonpaxosa Macka ¢ Guirbp P3. DIN EN 140 & 149. Teuen npoaykr : AHTHaepo3oiHa Macka. Hocere auxaTeneH anapar, ako cre
U3JI0’KEHHU Ha Mapy/IpaxoBe/acpo30Iii

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hammana JOITBJIHUTEITHA HH(bOpMaHHﬂ

8.2.3. KoHTpo1 Ha eKCNO3UIMSATA B OKOJIHATA cpela

Hsma HanuyHa DOMBJIHUTETHA HHBOPMALUs

PA3IEJI 9: ®u3nyHu 1 XMMMYHH CBOMCTBA

9.1. Mndopmauusi OTHOCHO OCHOBHUTE (PU3BHYHHM U XMMHYHHU CBOiCTBA

ArperaTtHo CbCTOSHUE : TBBpmo BemecTBo
st : He e nanuuno
Mupuc He e npunoxumo.

I'panuna Ha mupuca
Touka Ha TOneHe

He e nanuuno
He e nanuuno
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Atropine sulfate

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

Touka Ha 3aMpB3BaHE : He e Hanuuno
Touka Ha KHIICHE/MHTEPBAJ Ha KUTICHE : He e HanuuHo
3amanuMocT . He e Haimmuno
I'paHnIM Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT . He e npunoxumo
T'opHa rpaHuna Ha eKCIUIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
TeMneparypa Ha camo3anaiBaHe : He e npunoxumo
Temmnepartypa Ha pasnajaHe : He e Hanuuno
pH : He e nanuuno
pH pastBop . He e nanuuno
Bucko3urer, KHHEMaTHYECH : He e npunoxxumo
PastBopumoct : Boga: >1000 g/l
Koebuiment na pasmnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure : He e Hanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInmpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT . He e Hanmmuno
OtHocuTenHa IIBTHOCT Ha mapute mpu 20°C © He e npunoxumo
Pasmep Ha yactunute : 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 qOonbiIHUTENHA UHOOPMALHS

JAEJI 10: Ctaoy U PEAKTHBHOCT

Cra0uiieH Ipy HOPMAJIHU YCIOBHSL.

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

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaHH}I

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

Hsma npur Hopmanua ynorpe6a. Bukre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpax1aHe OTACJIA OITaCHU U3IAapCHUS.

PA3IEJI 11: Toxkcukosoruuna nHgpopmanus

Octpa TOKCHYHOCT (OpayHa) : CMBPTOHOCEH IPH MOTIIBLIAHE.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudurupa (Jlunceamm gaHam)
OcTpa TOKCUYHOCT (BIUIIBAHE) : CMBPTOHOCEH P BJHIIBAHE.
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Atropine sulfate

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

Atropine sulfate monohydrate (5908-99-6)

LD50 opanHo misx 5 — 50 mg/kg (mporuo3Ha cToitHOCT)
LC50 Baumsane - ITnex (IIpax/mbria) 0.05 — 0.5 mg/l/4h (mporuo3Ha cTOHHOCT)
KoposusHocT/ipa3Hene Ha kKoxarta : He ce xnacudunupa (Jlunceamm jaHam)
Cepro3HO yBpeKJaHe Ha O4HTe/Ipa3sHeHe Ha OYNTE : He ce xnacudumnupa (Jlunceamm ganam)
Cencubunuzanys Ha JUXaTeJIHUTE IbTUIIA WiK Koxkata . He ce kimacuduuupa (JIuncpaim naHHn)
MyTareHHOCT Ha 3apOJMIIHUTE KIETKU : He ce xnacudumpa (Jluncsaum qanum)
Kanneporensocr . He ce xnacudunupa (Jlunceaum janum)
TOKCHYHOCT 3a PENpOIyKLHsITa . He ce xacudumpa (Bb3 ocHOBa Ha HANMYHKUTE JaHHH HE CA U3ITBJIHCHH KPUTEPHUTE 33
KIacuuIupaHe)
CTOO (cnenu¢prdHa TOKCHIHOCT 3a ONpPEICICHH : He ce xnacudunupa (Jlunceamm ganam)

OpraHy) — eJHOKPATHA eKCIO3HIHS
CTOO (creunduvHa TOKCHIHOCT 32 OIPEACICHI : He ce knacuduimpa (Jluncpamm qaHam)
OpraHu) — IOBTaPsIIA CE CKCIO3ULHS

OnacHocT IIpY BAUIIIBAHE : Hece Knacmbnunpa (TeXHPI‘IeCKa HEBB3MOXKHOCT 3a I10JIyJaBaHE Ha Z[aHHPI)

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

PA3EJI 12: Exojioru4yHa uH(popmanus

Exomorus - o6mio : Omnachu otnageuy. Jla ce M310I3yBaT MOIXOISAIIN KOHTEHHEPH 32 OTHAJHNTE IIPOIYKTH.

OrmacHo 3a BoJHaTa cpeja, KpaTKocpodHa (ocTpa) : He ce xnacudumupa (Bp3 ocHOBa Ha HATMYHHTE JAHHU HE Ca H3IBIHEHH KPHTEPUUTE 3a
KIacuHIEpaHe)

OmacHo 3a BoJHaTa cpejia, JBIrOCPOUYHa (XPOHUIHA) . He ce xnacu¢ummpa (Bs3 ocHOBa Ha HaJTMYHHTE JAHHU HE Ca H3IBIHCHH KPUTEPHUTE 32
KIacHHIIpaHe)

He ce pasrpaxna 66p30

Atropine sulfate monohydrate (5908-99-6)

LC50 - Pubwu [1] 460 mg/l (3naTHa MB3ApYTa - opda) (96 yaca) ((merox OECD 203))

EC50 - Pakoo6paznu [1] 356 mg/l Daphnia magna (Bozxna 6b1xa) (24 yaca)

Hsawma mamuanaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

Hsima Hanu4Ha qONBIHUTENHA HHDOPMAIIHS

Hsima HanmuuHa JOMBJIHUTETHA I/IH(bOpMaI.[PI}I

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

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

o
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Atropine sulfate

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

PA3JIEJI 13: OGe3BpeskaaHe Ha OTHATBIUTE

13.1. MeTtoau 3a TpeTHPaHe HA OTHAXBIH

MecTHO 3aKOHOJATENCTBO (OTIAIBLIN)

Ipenopbku 3a 00e3BperKAaHE HA IPOAYKTA/ONAKOBKATA

: Jla ce u3xBBpH N0 O€30MaceH HAYMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHHU pa3nopeou.

. I[a HE C€ U3XBBPJIAT OTHAABIUTE B KaHAIM3aUATA. I/I3XB'pr'IeTe TO3U MAaTE€pUaI U HETOBUA

KOHTEHHEp B LIEHTHP 32 ChOMpaHe Ha ONACHU U CHIELUATHN OTMAIbLIH.

PA3JIEJI 14: UndopMmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBue ¢ ADR / IMDG / IATA

UN 1544 ‘

ADR IMDG IATA
14.1. Homep no cmicbka Ha OOH nan naenTugukannoneH HoMep
UN 1544 UN 1544

14.2. Touno HaMMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

AJIKAJIOWJJHHU COJIY, TBBPU, H.V K. ‘

ALKALOIDS SALTS, SOLID, N.O.S.

Alkaloid salts, solid, n.o.s.

Onucanue Ha TPAHCIOPTHHTE JOKYMEHTH

UN 1544 AJIKAJIOUIHU COJIU, TBBP/IU,

UN 1544 ALKALOIDS SALTS, SOLID, N.O.S,,

UN 1544 Alkaloid salts, solid, n.o.s., 6.1, 1l

H.Y K., 6.1, 11, (D/E) 6.1, 11
14.3. Knac(oBe) Ha 0NACHOCT IPH TPAHCHOPTHUPAHE
6.1 6.1 6.1

€23

14.4. OnakoBpb4Ha Tpyna

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OmnacHo 3a okoiHaTa cpena: He

OnacHo 3a okosiHaTa cpena: He
Mopcku 3ambpeuten: He

OnacHo 3a okosiHaTa cpena: He

Hsima nonbyiHUTEIHA HAJTMYHA HH(bOpMaHP[H

14.6. Cnenua,iHu mpeAna3Hu MePKH 32 MOTPeONTETUTE

CyxonbTeH TPAHCHIOPT

Knacudukanmonen xox (ADR) © T2
Cnermanau pasnopenou (ADR) 1 43,274
Orpannuenn xonuyectsa (ADR) : 5009
W3kirouenu konryectsa (ADR) E4
OmnakoBbuHH HHCTPYKIMH (ADR) P002, IBC08
CreruaiHu onakoBbuHU paznopenou (ADR) B4

Cwmecenu onakoBku (ADR) : MP10
WHCTpyKIIMH 32 TPEHOCHMH LIUCTEPHU U KOHTeiHepn 3a @ T3

HacuHu ToBapu (ADR)

CrenuanHu pa3nopeadu OTHOCHO IPEHOCHMH IMcTepHn @ TP33

U KOHTeiHepH 3a HacuIiHu ToBapu (ADR)

Kogoge 3a uucrepuu (ADR) . SGAH, L4BH
Creruaniu pasnopenbu oTHocHO nuctepuu (ADR) : TU15, TE19
I1peBo3HO CPEACTBO 3a IPEBO3 B LIUCTEPHH T AT
Tpancnoprha kareropus (ADR) D2
Creruanau pasnopenou 3a npesosa - Omakosku (ADR) 1 V11
CreruanHy pa3nopeatu 3a IpeBo3 - TOBapeHe, . CV13,Cvz8

pasroBapBate u oopabotka (ADR)
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Atropine sulfate

Nudopmanronen muct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

CrernuanHu paznopen0H 3a IPeBo3 — ONePaTHBHU
n3uckBanus (ADR)

Wpnentudukanuonex Homep 3a onacHoct (Kemiep No.)
OpamxeBu Tabenu

Kox 3a tynennu orpanudenus (ADR)

TpaHcnopT no mope

Crnieunanuu pasnopendu (IMDG)
Orpannuenu konnyectsa (IMDG)
Wskirouenn konryectsa (IMDG)
OmnaxoBbuHH HHCTpYKIUH (IMDG)
IBC onakosbunu nacTpykiuu (IMDG)
IBC cnenunannu pasnopenou (IMDG)
Wucrpykuuu 3a nucrepuu ( IMDG)
Creruanau pasnopenou otHocHo uucrepuu (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pasnus)

Kareropust Ha ToBapene ( IMDG)
CgoiictBa u HabmoaeHus (IMDG)

Bb3gymien Tpancmopt

PCA Uzkmouenu komuaectsa (IATA)

PCA Orpanndenn KoIH4eCTBa IbTHUYECKH CAMOIIET U
kapro (IATA)

PCA MakcuManHO HeTHO KOJIHYECTBO 332 OTPaHUYCHO
KOJIMYECTBO IBTHHYECKH caMoieT U kapro (IATA)
PCA HHcTpykiuu 3a 0ITaKOBaHEe IBTHUYECKH CaMOJIET U
xapro (IATA)

PCA MakcuManHO HETHO KOJIHIECTBO IETHUYCCKU
camoret u kapro (IATA)

Wucrpykuun 3a onakoaHe camo kapro (IATA)
MakcuManHo HeTHO KosmyecTBo camo kapro (IATA)
Crniennanuu pasnopendu (IATA)

ERG xox (IATA)

S9, S19

60

D/E

43, 274
5009
E4
P002
IBC0O8
B21, B4
T3
TP33
F-A
S-A

A
. A wide range of toxic solids, generally of vegetable origin. Toxic if swallowed, by skin contact or by

inhalation.

E4
Y644

1kg
669
25kg

676
100kg

: A3, A5, A6, A801

6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATa MOPCKA OPraHU3anus

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypeada

15.1. Cneunqm'nm 3a BEeIeCTBOTO UJIM CMeCTa HOPpMAaTUBHA ypeuﬁa/salconouaTeﬂcnao OTHOCHO 68301130]-!00’1'[‘2, 3APaBE€TO U OKOJITHATA

cpexa

15.1.1. Pernamentu Ha EC

REACH Ipuaoxenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

REACH, IIpunoxenue XIV (CiuchbK Ha BeliecTBaTa 3a pa3peiniaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Criicbk Ha BelecTBaTa 3a pasperiaBaHe)

REACH Cnucbk ¢ kananaar-semectsa (SVHC)

He ¢urypupa B cimcska Ha REACH ¢ xannunar-Bemectsa

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

Henpunoxumo.
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Atropine sulfate

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

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

Henpunoxumo.

PeriamMeHT 0THOCHO BellecTBa, KONTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimuchbKa ¢ BelIecTBa, KOUTO HapymaBat 030HoBUs cioil (Permament EO 1005/2009): Atropine sulfate

PeriaMeHT OTHOCHO TpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(H) B CIUCHKA ¢ MpeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npeanaraneto Ha na3apa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

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

He cpappixa BemecTBo(a), BKIIOUEHO(H) B cIUchKa ¢ [Ipexypcopu Ha HapkoTuunute BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO U ITyCKAHETO
Ha razapa Ha OIIPE/ICIICHH BEIECTBa, U3MOJI3BAaHMU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH HIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HanmonaHu pasnopenou

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLlI/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra ungopmanus

II'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a oacHocT:
Acute Tox. 2 Ocrtpa TokcuuHOCT (MHXaI.), Kateropus 2
(MHXaJIalMOHHA)

Acute Tox. 2 (opasHa) Octpa TokcuuHocT (opanHa), Kateropus 2
H300 CMBPTOHOCEH MPH NOTIBLIAHE.

H330 CMBPTOHOCEH IPH BAUIIBAHE.

Nudopmannonen et 3a 6esonachoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, chbpixaiia ce B To31 MHOpMaMOHEeH JIMCT 3a 0€3011aCHOCT, € MOJTy4eHa OT U3TOUHUIH, KOUTO CMsITaMe 3a
HaJexIHU. Beripeku ToBa, mHpOpManusTa ce npeaocrans 03 HUKaKBa rapaHIys, U3pUYHa WM opa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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