COUNCIL OF EUROPE

Atropine sulfate

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

Jlara Ha u3naBane: 31/01/2023 [larta Ha pepaxuusita: 07/07/2026 3amens Bepcusra ot: 31/01/2023 Bepcewusi: 2.0

PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

®dopma Ha NpoyKTa . BemectBo

HaumeHnoBaHue Ha BEIECTBOTO : Atropine sulfate

XUMHYECKO HAaHMEHOBaHHE : Atropine sulfate monohydrate
EO unpnexc Ne : 614-011-00-9

EO Ne 1 200-235-0

CAS Ne 1 5908-99-6

Kon Ha npoxykra : 202100243

Hpentndunupanu ynorpeoun

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

Ynorpeou, KOUTO He ce MPENoOPBHYBAT

OrpannueHns 3a ynorpeda . He 3a xpana, JlekapcTBa MM JIOMaIlIHa 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.edqm.eu

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

PA3JIEJI 2: OnucaHue HA OMIACHOCTHUTE

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

Ocrtpa TokcnuHOCT (MHXa.), Kareropus 2 H330

Ocrpa ToxcnuHocT (opainHa), Kareropus 2 H300

3a meianus Teket Ha H- n EUH-npenynpeskieHusTa 3a OIacHOCT: BXK. pa3jen 16

He0naronpusaTtay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 3PABETO HA Y0BEKA H OKOJIHATA cpela

CMbpTOHOCEH IpH Hornbmane. CMBPTOHOCEH IPH BIHIIBAHE.

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

ok

GHS06
Curnanna gyma (CLP) : OmacHo

ITuxrorpamu 3a onacuoct (CLP)
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Atropine sulfate

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

Mpenynpexnenus 3a onacHoct (CLP) : H330 - CMBpTOHOCEH NpH BAMILIBAHE.
H300 - CMBpPTOHOCEH IIPH MOTIIBLIAHE.
Ipemopbku 3a 6e3omacuoct (CLP) : P260 - He BaumBaiite mpax/mymiex/ra3/ ium/u3mapeHust/aepo30Iii.

P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIULETO CTAPATEIHO ClIe/l ynoTpeda.

P270 - la He ce siae, nue Wiy My npy ynotpeba Ha NpoayKTa.

P271 - la ce n3moi3Ba caMo Ha OTKPUTO WIIM Ha J0OpE IPOBETPUBO MSICTO.

P284 - Hocere cpencTBa 3a 3allUTa HA TUXATEIHUTE IBTHIIA.

P301+P310 - ITPY ITOT'JIBIIAHE: He3a6asHo ce obanere B IEHTHP I[10 TOKCUKOJIOI' U nin
Ha JIeKap.

P304+P340 - [TPU BAMIIBAHE: M3Benere aMUETO Ha YUCT Bb3AYX U I'O IOCTABETE B ITO3UIIHA,
yJIECHsBAIIA ANIIAHETO.

P310 - Heza6asHo ce o6anere B UIEHTHP [10 TOKCUKOJIOT' U4 wiu Ha nekap.

P320 - Cnemna HyXa OT CHELUAIM3UPAHO JICYEHHUE (BXK. AOMBIHUTEIHA MHCTPYKIIMS 33 TbpBa
MIOMOIIL Ha TO3H €TUKET).

P321 - CneunanusupaHo jgeyeHue (BXkK. AOMbIHUTEIHA MHCTPYKIMS 3a IIbPBa MIOMOLI Ha TO3U
€THKET).

P330 - 3nnakuere ycrara.

P403+P233 - Jla ce chxpansaBa Ha 100pe TpOBeTPHBO MsACTO. CHABT Aa Ce ChXPAHsIBA ILTBTHO
3aTBOPCH.

P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.

P501 - CpapprxaHueTo/ChaBT Aa CC U3XBBPIIH B MYHKT 33 CHOMPAHE HA OMACHU MU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/HIN MEXILyHapOIHU
pasnopenou.

ETl/lKeTl/lpaHe B cbOTBeTcTBHE C: U3KiI0ueHnus 3a BBTPEIIHH ONIAKOBKH, KOTaTO CbABPKAHUETO HE IIPpeBUIIaBa 10 ml.

ok

GHS06

IMTukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHoCTH

Tosa BemecTBo/cMec He oTroBaps Ha kpurepuute PBT na Permament REACH, Ilpunoxenne XIII

ToBa BemecTBo/cMec He oTroBaps Ha kpurepuute vPvB Ha Permament REACH, Ilpunoxenne X111

JHpyra uapopmarnus : AKTHBHO BelIECTBO (BbB (hapMalleBTUYHU IPOAYKTH).
BHuManue - BelecTBO, KOSTO BCE OIIE HE € U3MHTAHO HAIIBJIHO.

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHTE

3.1. BemecrBa

HanmenoBanue HNpentndmnkarop Ha % Knacudnkanusa B choTBeTCTBHE C
NPOAYKTa Pernament (EOQ) Ne 1272/2008 [CLP]
Atropine sulfate monohydrate CAS Ne: 5908-99-6 <100 Acute Tox. 2 (naxananuonHa), H330
EO Ne: 200-235-0 (ATE=0,05 mg/l/4h)
EO unnekc Ne: 614-011-00-9 Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg
TEJIECHO TETJIO)

3a meanus Teker Ha H- u EUH-nipenynpexxaenusita 3a onacHOCT: BX. pazjen 16

PA3J/IEJI 4: Mepku 3a bpBa IIOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 IPBA MOMOL

H”pra MOMOIII - 001N MEPKHU . BbB Bcuuku CJIy4and Ha CbMHCHHE, WJIA aKO CUMIITOMHUTE NPOABIDKABAT, NOTHPCETE MECAUIIMHCKA
moMoul.
prBa oMol Ipyu BAUIIBAHE . M3Bepere MMLIETO HA YHCT BB3AYX U I'0 IOCTABETE B MO3ULIMA, YJIICCHABAIIA AUITAHETO. I[a C€ oCTaBH

noctpaganus aa cu nounne. Heza6asuo ce o6anere B IEHTBP [10 TOKCUKOJIOI MSl/Ha nekap.
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Atropine sulfate

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

IIspBa momomy IpH KOHTAKT € KOXKaTa : /Jla ce cBanu 3aMBbPCEHOTO OOJIEKIIO M H3TOKEHHUAT YIAaCThK OT KOXKaTa Ja ce U3MHUE C MEK CallyH U
BOJIa, KaTO CJIeJ] TOBA Ce M3IUIAKHE C TOIUIA BOAA.

IIppBa oMo NP KOHTAKT C OYUTE : M3miakHere ¢ Bojia, KaTo JbPXKUTE OYUTE IIMPOKO OTBOPEHH. [IoThpceTe MeNIMHCKA [TOMOLIL, aKO
60JIKaTa, MUTAHETO WIIH 3a4EPBIBAHETO MPOABIKAT.

IIppBa nmomol Npy NOrTbIIAHE : M3mnaknere ycrara ¢ BoAa (caMo ako IMOCTPaAalusT € B ch3HaHue). Hukora He naBaiite HUILO Tpe3
ycrara Ha 4oBek B 6e3ch3nanue. Hesabasno ce obanere 8 LIEHTBP I[10 TOKCUKOJIOI' U Sl /Ha
JeKap.

CI/IMHTOMI/I/GQ)CKTI/I Clen BOAUIIBAHE : CM’prOHOCCH Opu BAUIIBAHE.
CI/IMHTOMI/I/GQ)CKTI/I CIeO MOrIbLIaHe : CM’prOHOCCH TpU DOTTbIIAHE.

Hsima HanmMuHa OMIBJIHUTETHA HH(bOpMaI.IPIﬂ

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxosmm TI0KapOTaCUTCIIHU CPEACTBA : )_Ia C€ U3M0JI3BaT CPEACTBA, INIOAXOAAIINHU 3a raCEHE Ha IT0KapH B CbCEICTBO. B’LFJ'ICPO,I[CH JUOKCHUI.

Bonen cnpeii. Cyx npax. Ojesiio 3a 3aracsiHe Ha OT'bHS.
Henoxo sy mmoxkaporacuTesIH! CpeicTBa : Jla He ce n3mon3Ba CHIIHA BOJHA CTPYSI.

OnacHU IPOYKTH Ha pasNajaHe B CIydail Ha moxap . HembiHOTO TOpeHe 0cBOOO0K/1aBa ONIAaCeH BHITICPOICH OKIC, BEITIEPOCH IBYOKHUC U APYTH TOKCHIHU
ra3oBe. Bbp3MOXKHO € OTJENSAHETO Ha TOKCUYHU H3MapeHHUsl.

MHcTpyKumny 3a raceHe Ha Moxapu : Jla He ce [omycKa n3mon3BaHaTa B 6opbaTa ¢ mojkapa BoJa J1a 3aMbpPCH OKOJIHATA Cpe/ia.
3amuTa Npy raceHe Ha mnoxap . Jla He ce mpeanpueMa Hameca 0e3 OIXOIAIIO 3aUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aiuTa. [b1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBapuiiHO 1

OO0y Mepku : Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JIPEXUTE.
3a nepcoHasl, KOWTO He OTrOBaps 3a CHEUIHN CJIyYan
ABapHiiHH IIIaHOBE : Jla ce OTCTpaHH HEHYXKHUS IIEPCOHAIL.

3a JIMaTa, OTTOBOPHH 32 CICLUHU CJIyYau

3aIIUTHY CpeCTBA : Jla He ce mpeanpreMa Hameca 6e3 MOAXOAIIO 3aIUTHO 000pyABaHe. 3a MoBeye HHpopMaIs,
BiDKTe paszaen 8: "KoHTpou Ha ekcrio3uiusita/ TMYHU IpeAna3Hu cpeacTaa’.

I[a ce u3bdsrsa H3IIyCKAaHEC B OKOJIHATa cpeaa. HpCI[OTBpaTeTC HABJIM3aHETO B KaHAJIM3alUsiATa U B OGH.ICCTBCHI/ITG BOIH.

3a 3agbpprKane : IlonmiiTe ¢ HHEPTEH MaTEpHAI U IIOCTABETE B MOAXO/SIL KOHTEHHED 3a 00e3BpexJaHe Ha OTIHAABLIH.
Mero/u 3a MOYKCTBaHE : IlouncTeTe 3aMbpceHHUTE TIOBBPXHOCTH OOMIHO C Bojia. [104YnCTBaHE ¢ HOMINTA HA JETEPrEHT.

Bmxre Pazznen 13 otHocHO nHbopMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.
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Atropine sulfate

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3uu Mepku 3a 6e30macHa padora

[penna3suu mepku 3a Ge3omnacHa pabora : Jla ce u30sirBa BCsKaKBa M3IHIIHA eKcIo3uIms. Jla ce ocurypu 1o6po mpoBeTpsiBane Ha pabOTHOTO
MSICTO.
XUTrueHH! MEpKH : Jla He ce siae, e WK IMyLIH IpU ynoTpeda Ha npoaykra. [la He ce u3Hacs 3aMbpPCEHO PabOTHO

00J1eKII0 U3BBH PabOTHOTO MoMeleHHe. Jla ce U3MHUAT PhLeTe IPEIH IOYNBKHTE U CIIe]
MPUKJIIOYBAHE HAa paboTaTa.

7.2. YciioBusi 3a 6e301aCHO CbXpaHABaHe, BKINYUTEITHO HCCbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa HA I[06p€ TIPOBETPUBO MSACTO. CpabT 512 ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsKa CJIbHYCBA CBETJINHA.
OnakoBbYHU Marepuain : I[a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTCI‘/‘IHCPH‘

7.3. Cneuudpuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa HONBIHUTEIHA P[H(‘bOpMaI.II/IH

PA3/IEJI 8: KoHTpPOJI Ha eKCIIO3UIUATA/TUYHYN MPeINa3Hu CpPeAcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmaaa JOIBJIHUTCITHA I/[H(t)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKCO3HIMATA

IMoaxoas HH:KeHEPeH KOHTPOI

Moaxoasig HHKEHEPEeH KOHTPOJI:
)_'[a Ce ocurypu Z[06p0 IIPOBETPsABAHE HA pa60THOT0 Mmsicto. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUJIAlKA, TaKa U BEHTUJIAlUA Ha 001110TO
nomenienue. C Marepuajia Tpﬂ6Ba Ja ce pa60m non na6opaT0pHa KaMHHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHH npeanasHu cpeacrea

3ammTa HAa 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Jla ce HOCAT npeamasHu oumna. [Ipeanasuu ounna cse crpannyna 3amura. (EN 166)
3ammuTa Ha Ko:KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOoCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : JlaboparopHa npecrtisika. (EN 13034)

3ammuTa Ha pBI1eTe:
Jla ce HOCAT MOAXOSIIM PhKABULM. XUMHUYECKH YCTONYMBY npenasuu pbkasuny. (EN 374)

3amuTa HA AUXATETHUTE MbTHIIA

3ammuTa Ha JUXaTeJIHHTE MbTHINA:
B ciyuait Ha 006pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PDM3UYHU U XMMHYHH CBOICTBA

ATperaTHO ChCTOSHUE : TBBpAO BelecTBO

st : Ost1. mouTH Osi1.

BrbHuieH Bug . Kpucranen npax. Kpucramu.
MonekyiHa maca : 695 g/mol

Mupuc : He e Hannuno

I'panunara Ha Mupuca . He e Hanuuno

Touka Ha ToreHe 1 185-195°C

Touka Ha 3aMpb3BaHe : He e Hannuno

Touka Ha KUIIeHEe : He e Hannuno

3anmanuMocT : He e HannuHo
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Atropine sulfate

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

JlonHa rpaHHIa Ha eKCIIO3UBHOCT : He e npunoxumo

T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo

IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajiBaHe : He e npunoxumo
Temneparypa Ha pa3yaraHe : He e Hanuuno

pH : 4,5 -6 (2% Bogen pa3tsop)
pH pastBop : He e HanmuynO
Buckosurer, kunemaruueH : He e npunoxumo
PazrBopumocT : Boma: > 1000 g/l
Koeduiment na pasnpezaenenue: n-okranon/soga (Log @ <2 (mporHosHa cToHHOCT)
Kow)

Hansrane na mapute : He e Hanuuno

Hansrane Ha napure npu 50°C : He e Hanu4HO

IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo

Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HaymMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaHHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qonbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsima HanmuuHa TOMBJIHUTETHA PlH(bOpMaI.II/Iﬂ

PA3JEJI 11: ru4Ha nHpopManus

Octpa TOKCHYHOCT (OpajiHa) : CMBPTOHOCEH IIPH MOTJIBIIAHE.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (Jlunceat nanxm)
OcTpa TOKCHYHOCT (BAHILBAHE) : CMBPTOHOCEH IIPH BAHMIIBAHE.

Atropine sulfate monohydrate (5908-99-6)

LD50 opanHo mbx > 5 — <50 mg/kg (mporHo3Ha cTOHHOCT)
LC50 Baumsane - [Laex (IIpax/mbria) > 0,05 — < 0,5 mg/l/4h (mporuo3Ha cToiHOCT)
KoposusHocT/ipasHeHe Ha Koxara : He ce knacu¢umpa (JIunceat nanuu)
pH: 4,5 — 6 (2% Bonen pasTop)
CepHo3HO yBpeXKAaHe Ha OUHTE/pa3HeHe Ha OUHTe : He ce xmacudumupa (JInncsar qaHH)

pH: 4,5 — 6 (2% BoxeH pasrsop)
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Atropine sulfate

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

Cencubunu3anyst Ha AUXaTeIHATE TBTUINA WK Kokata : He ce knacuduuupa (JIumncsar qaHH#)
MyTareHHOCT Ha 3aPOUIIHUTE KICTKH : He ce knacu¢umpa (Jlunceat nanHm)
KanneporenHoct : He ce xnacu¢umpa (JIunceat nanam)
ToKCHYHOCT 3a PENpPOAYKLUATA : He ce xnacudunupa (JIuncsat nanam)
CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEIEIeHU : He ce xnacudunupa (Jluncsat nanxm)

OpraHH) — eIHOKPAaTHA eKCIIO3UIIUS
CTOO (crnenuduvHa TOKCHYHOCT 32 ONPECICHU . He ce xnacudunupa (Jlunceat nanHmn)
OpraHi) — MOBTapsIIla Ce eKCIO3ULIHS

OnacHOCT NpH BINIIBaHE : He ce xmacudumupa (JIuncear nanHm)

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaHHﬂ

PA3EJI 12: ExojioruuHa uH@popmanus

OrmacHo 3a BoJHaTa cpesia, KpaTKoCpoUuHa (0cTpa) . He ce xnacu¢uimpa (Bb3 ocHOBa Ha HaTMYHHUTE JaHHH, HE Ca M3ITBJIHEHH KPHTEPUHTE 3a
KIacu(pHIIpaHe)

OmnacHo 3a BoJHAaTa cpejia, JBIr0CpPOUYHa (XPOHHYHA) . He ce xnacu¢urmpa (Bb3 ocHOBa Ha HaIMYHHUTE JaHHH, HE Ca U3ITBJIHEHN KPHTEPUHTE 3a
KIacu(pHIIpaHe)

Atropine sulfate monohydrate (5908-99-6)

LC50 - Pubwu [1] > 100 mg/1 (96 yaca, 3natna mp3apyra - opda) (merogq OECD 203)

EC50 - Pakoo6pasuu [1] > 100 mg/1 (24 yaca, Daphnia magna (BoxHa 651xa))

Atropine sulfate monohydrate (5908-99-6)

YCToiYMBOCT U pasrpaauMocT He ce pasrpaxna 66p30

Atropine sulfate monohydrate (5908-99-6)

Koedmuiuent na pasnpeznenenue: n-okranon/sona (Log < 2 (IporHO3HA CTOHHOCT)
Kow)

Hsma HanmuvHA TOTBIHUTENHA HHPOPMAIIHS

Atropine sulfate monohydrate (5908-99-6)

Tosa BemecTBo/cMec He oTroBapst Ha kpurepunte PBT na Permamenr REACH, Ipunoxenne XIIT

ToBa BemecTBo/cMec He oTroBaps Ha kpurepunte VPvB Ha Pernmamentr REACH, Tlpunoxenne XIII

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa JOMBIHUTETHA HHPOPMAIIUS

07/07/2026 ([data Ha pepakuusra) BG (6barapckn) 6/12



Atropine sulfate

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

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXBIN

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH nin naeHTHGUKAUOHEH HOMEP
UN 1544 UN 1544 UN 1544

14.2. Touno HaMMeHOBaHMe HA NPaTKaTa no cnucbka Ha OOH

AJIKAJIOMHU COJIM, TBBPAU, H.V K.

ALKALOIDS SALTS, SOLID, N.O.S.

Alkaloid salts, solid, n.o.s.

Onucanue Ha TPAHCHOPTHHTE JOKYMEHTH

UN 1544 AJIKAJIOUAHU COJIM, TBBPAU,

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

UN 1544 Alkaloid salts, solid, n.o.s., 6.1, IT

H.Y K., 6.1, 1L, (D/E) 6.1,11
14.3. Knac(oBe) Ha 0IaCHOCT NPH TPAHCIIOPTHPaHe
6.1 6.1 6.1

14.4. OnakoBb4yHa rpyna

11

I

1I

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OrnacHo 3a OKOJIHATa cpena: He

OmacHao 3a oxonHara cpena: He
Mopcku 3ambpeuten: He
EmS-Ne (IToxap): F-A
EmS-Ne (Pa3nus): S-A

OrnacHo 3a OKOJIHATa cpena: He

Hsma nombaHUTEIHA HATMYHA HHPOpMAIUs

14.6. Cnena oy NpeANa3HA MEPKH 32 MOTPedUTeINTE

CyXonbTeH TPAHCIIOPT

Knacudukauonen kog (ADR) ¢ T2
Crnennanuu pasnopendou (ADR) 1 43,274
Orpannuenu konuuectsa (ADR) 1 500g
W3knrouenu konuyectBa (ADR) . E4
OnakoBbuHU uHCTpyKIuK (ADR) : P002, IBCOS
Crienmaniy onakoBb4HU paznopenou (ADR) . B4

Cwmecenu onakoBku (ADR) : MP10
WHcTpyKuuu 3a MPeHOCUMH LIUCTEPHU M KOHTeHHepu 3a @ T3

HacunHu ToBapu (ADR)

CrienmaiHy pa3nopendy OTHOCHO MPEHOCUMU Luctepun @ TP33

U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konoge 3a nucrepuu (ADR) : SGAH, L4BH
Crienmaniu pasnopendu oTHocHO uucrepHu (ADR) : TU15, TE19
IIpeBo3HO CpesCcTBO 3a MPEBO3 B LIUCTEPHU AT
Tpancnoprha kareropus (ADR) )
Criennaniu pasnopendu 3a npesosa - Onakosku (ADR) : V11
Crienmaiiay pasnopendu 3a npeBo3 - TOBapeHe, : CVI13,CV28

pasroBapBane u o6pabotka (ADR)
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Atropine sulfate

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

CrienpaiiHy pa3nopendu 3a nNpeBo3 — ONepPaTHBHU
nzucksanus (ADR)

Wnentuduxanuonen Homep 3a onacHoct (Kemuep No.)
OpamxeBu Tabenu

Kox 3a tynennu orpannuenus (ADR)

TpaucnopT no mope

Crenuanuu pasnopen6u (IMDG)
Orpannuenn xkonndectsa (IMDG)
HWskmouenn xonmdecrsa (IMDG)
OmnaxoBbuny uHCTpyKuH (IMDG)
IBC onaxosbunu uactpykuuu (IMDG)
IBC cnennanuu pasnopendu (IMDG)
Wucrpykuuu 3a nucrepuu ( IMDG)
Crienmaniu pasnopendou otHocHo nucrepuu (IMDG)
Kareropus na toBapene ( IMDG)
CgoiictBa 1 Habmoaenus (IMDG)

Bb3ayumen Tpancnopt

PCA Uskirouenu konmuecta (IATA)

PCA OrpaHuueHHu KOJIMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)
PCA MHcTpyKuuny 3a OnakoBaHe MbTHUYECKH CaMOJIET 1
kapro (IATA)

PCA MaxcuManHO HETHO KOJIHYECTBO IbTHUYECKU
camouet u kapro (IATA)

WHcrpykuuu 3a onakoBaHe camo kapro (IATA)
MakcumanHo HeTHO KonmuecTBo camo kapro (IATA)
Crenmanuu pasnopendu (IATA)

ERG xog (IATA)

S9, S19

60

D/E

1 43,274

500 g
E4
P002
IBCO8
B21, B4
T3
TP33

DA
;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

1 A3, AS, A6, A801

6L

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA Memyﬂapom{aTa MOPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenda

15.1. Cl'[el.l]/l(l)ll‘ll-ll/l 3a BeIIEeCTBOTO HJIH CMECTAa HOPMATHBHA ypenﬁa/salcononaTechTBo OTHOCHO 6630ﬂaCHOCTTa, 3ApPaBE€TO U OKOJIHATA

cpena

Pernamentn Ha EC

REACH, Ilpuioxenune XVII (YenoBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

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

REACH, Cnucsbk ¢ kanauaart-seurecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BeniecTsa

PersiaMeHT 0THOCHO BelleCTBAa, KOUTO HAPYIIABAT 030HOBUS ¢J10ii (2024/590)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOUTO HapymaBat o30HoBus cioit (Permament EO 2024/590)

Peraament (EC) Ha ChBeTa 3a KOHTPOJI Ha U3/1eJIUs € IBOHHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpON Ha H31e1us ¢ JBOHHA yroTpeba.
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Atropine sulfate

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

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He ¢urypupa B crimcska ¢ npekypcopu Ha B3pusHH Bemiectsa (EC)

PersiaMeHT 0THOCHO NpeKkypcopuTe Ha HapKOoTH4YHHM BemecTBa (EO 273/2004)

He ¢urypupa B cnimcbka ¢ npekypcopu Ha Hapkotidnu Bemrecta (EC)

15.2. OneHka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa JOMBIHATENTHA HHQOPMALHS

PA3JIEJI 16: [Ipyra undgopmanus

HNupuxanus 3a npoMeHu
Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcHATa OT Jlo6aBeno
JlaTa Ha peakIusITa Jlo6aBeHo
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BeleCTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeoa IIpemaxunato
2.1 Heb6naronpustau QU3HKOXUMHUYHY e(DeKTH 1 IIpomeneno
HeOIaronpusaTHY e()eKTH 3a 3APAaBETO HA YOBEKA U
OKOJTHaTa cpena
2.3 Jpyra nadopmarus Jlo6aBeno
4.1 IIppBa nomo1 - 00K MEPKH JobaBeHo
4.1 IIppBa mOMoOIIL TP KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomoll pu BIUIIBAHE IIpomeneno
4.1 ITspBa nomom Ipy MOrIbIaHe IIpomeneno
4.1 IIppBa mOMOIL TP KOHTAKT C O4UTE IIpomeneno
4.2 Cumnromu/eheKTy cie]] BAUIIBaHE IIpomeneno
4.2 CumnroMu/epexTH ciel MorTbIane IIpomeneno
4.2 CumnToMu/epexTH ciel KOHTAKT ¢ KoyKaTa IIpemaxnarto
4.2 CuMnromu/edeKTH ciiely KOHTaKT C OYUTe IIpemaxunaro
43 JIpyro MEANIMHCKO CTAHOBHUILE WIIH JICUEHHE IIpemaxuato
5.1 Henoxxonsmy noxxaporacuTeNnHu CPeACTBA Jlo6aBeno
5.1 IToaxonasiiy nokaporacCUTEIHU CPeICTBA IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3lajiaHe B cilyyaid Ha JobaBeHo
oXap
5.2 OnacHocT OT nmoxap IIpemaxunaro
53 3amuTa npy raceHe Ha Moxap JobaBeHo
5.3 WHCTpyKIuy 3a raceHe Ha MoXapH IIpomeneno
6.1 3aIuTHY CpeCTBa Jlo6aBeno
6.1 ABapuiiHu 1m1aHoBe JobaBeHo
6.1 OO0y Mepku IIpomeneno
6.2 IIpeana3sHu Mepky 3a ona3BaHe Ha OKosHaTta cpeza | JlobaBeHo
6.3 3a 3agpprKane Jlo6aBeno
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Atropine sulfate

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU

Paznen IIpomeHeHn enemMeHT KomenTapu

6.3 Meroau 3a MOYUCTBAHE IIpomeneno

6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JobaBeHo

7.1 TIpennasuu Mepku 3a 6e3omacHa paboTa IIpomeneno

7.1 XUrHeHHH MEPKH IIpomeneno

7.1 JloIbIIHUTEHU ONIACHOCTH 0 BpeMe Ha paborta IIpemaxunaro

7.2 YcnoBus 3a chbXpaHsBaHE IIpomeneno

72 OnakoBBbYHHE MaTepHAIU JlobaBeHo

7.2 TexHu4eckn MEpKu IIpemaxunarto

7.3 CreunduyHu KpaiHu ynorpedu IIpemaxuarto

8.2 3aluTa Ha JUXaTeIHUTE IIbTUIIA IIpomeneno

8.2 3amura Ha phleTe ITpomeneno

8.2 3amuTa Ha OYUTE IIpomeneno

8.2 IToaxomsiy MHKEHEPEH KOHTPOI IIpomeneno

8.2 3amura Ha KO’KaTa U TSUIOTO IIpomeneno

9 MornekyiaHa Maca JobaBeHo

9 st Jlo6aBeno

9 BroHiien Bux Jlo6aBeHo

9 pH Jlo6aBeHo

9 Touka Ha TOTICHE Jlo6aBeHo

9 Koeduuuenr Ha pasnpenenenue: n-okraHon/soga | JlobaBeHo
(Log Kow)

9 Mupuc IIpemaxnarto

10.1 Peakimonna criocoOHOCT IIpemaxunarto

10.5 HecwsBmecTumu Marepuanu IIpemaxunarto

10.6 OmnacHy IPOIYKTH HA pa3lafaHe IIpemaxnaro

11.1 LD50 opanHo mabx IIpomeneno

12.1 EC50 - PakooOpasuu [1] IIpomeneno

12.1 LC50 - Pubu [1] IIpomeneno

12.1 LC50 Baumsane - [Tnex (Ilpax/mbria) IIpomeneno

12.1 Exosorust - 06110 IIpemaxunarto

13.1 Ipenopbku 3a 00e3BpexIaHE HA IIpemaxunarto
MIPOIYKTa/ONaKOBKaTa

13.1 Pernonanuu pasnopendu 3a OTHaIbIHUTE IIpemaxuarto

14 OOH Ne (RID) Jlo6aBeHo

14 Bpoii cunun konycu/cBeriuau (ADN) Jlo6aBeHo

14 3ansmkuTenHo odopyasane (ADN) JobaBeHo

14 Usxmouenn xommdectsa (ADN) JobaBeHo

14 Orpannuenu konudectsa (ADN) Jlo6aBeno

14 Etukerun 3a onacuoct (ADN) Jlo6aBeHo
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Atropine sulfate

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuaukanus 3a NMPOMEHHU

Paznen IIpomeHeHn enemMeHT KomenTapu
14 Krnacudukannonen xox (ADN) JlobaBeHo
14 Touno npeBo3HO HanMeHoBaHue (RID) JobaBeHo
14 Wnentuduxanuonex Homep 3a onacHoct (RID) JobaBeHo
14 Excnpecuu npartku (RID) JobaBeHo
14 Crerpaiiy pa3nopeou 3a NpeBo3 - TOBapeHe, JlobaBeHo

pa3toBapBaHe 1 00paboTka (RID)

14 Crienmaiiiy pasrnopenou 3a npeosa - OnakoBKH Jlo6aBeno
(RID)
14 Tpancnoprra kareropus (RID) Jlob6aBeHo
14 Crennanau paznopendu 3a RID mucteprau (RID) | lo6aBeHo
14 Konose na nucrepuu 3a RID nuctepuu (RID) JobaBeHo
14 Crerpaiiy pa3nopeos OTHOCHO IPEHOCUMU Jlob6aBeHo
LUCTEPHH M KOHTEHHEPH 32 HACHIIHU TOBApU
(RID)
14 VHCTpyKINHM 32 IPEHOCUMH LIUCTEPHU U JlodaBeno

KOHTeitHepH 3a HacuHu ToBapy (RID)

14 Cwmecenn onakoku (RID) JobaBeHo
14 Creruaniu onakoBbuHH pasznopendu (RID) Jlo6aBeno
14 OnakoBbyHHu uHCTpYKIuH (RID) JobaBeHo
14 W3kirouenu konmuuectna (RID) Jlo6aBeno
14 Orpannuenu konuuectsa (RID) Jlo6aBeno
14 Crienmaniau pasnopenou (RID) JobaBeHo
14 OmnakoBbyHa rpymna (RID) JlobaBeHo
14 Knacudukarmonen xop (RID) JobaBeHo
14.1 OOH Ne (ADN) JobaBeHo
14.2 Touno npeBo3Ho HauMeHoBaHue (ADN) Jlo6aBeno
14.2 Touno npeBo3HO HaumeHoBaHKe (ADR) IIpomeneno
14.3 Erukeru 3a onacuoct (RID) Jlo6aBeHno
14.4 OmnakoBbyHa rpyna (ADN) Jlob6aBeHo
14.6 Crennanau pasnopendou (ADN) JobaBeHo

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a OacHOCT:

Acute Tox. 2 Ocrtpa TokcnuHocT (MHxal.), Kareropus 2
(MHXaJalMOHHA)

Acute Tox. 2 (opanHa) Octpa Tokcu4HOCT (OpanHa), Kateropus 2
H300 CMBPTOHOCEH NP HOTITBIIAHE.

H330 CMBPTOHOCEH MU BIMIIBAHE.

Mudopmannonen mmct 3a 6ezonacuoct (UJ1B), EC
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Atropine sulfate

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

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxkaiia ce B To3u MHdopMaroneH juct 3a 6e30MacHOCT, € MoJdy4eHa OT U3TOYHHIIM, KOUTO CMsTaMe 3a
HajekK/HU. Bbopeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [0/ipa3oupaliia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WIIN
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE J1a ca U3BBH Hamata komrnereHTHocT. [Topaau
Tasu U APYrd HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT U M3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PAa3X0/IH, IPOU3TUYAIH OT WIH CBbP3aHH
10 HAKAKbB HAUMH C paboTaTa, ChbXpaHEHUETO, yroTpedaTa uian 00e3BpexIaHeTo Ha npoaykra. To3u MHpopMannoHeH JIucT 3a 6€30MacHOCT € U3TOTBEH U TPpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3U MPOIYKT. AKO HPOIYKTHT CE U3M0NI3BA KATO ChCTABKa Ha APYrH MPOLYKTH, HaJINYHATa MH(OpPMALHs 61 MOTIIa J1a ce OKake
Henpuiokuma. Ta3u nHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYIH MO3HAHMS U € NPEAHA3HAYCHA JIa []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOIHATa cpera. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATA HA MPOAYKTA.

07/07/2026 ([data Ha pepakuusra) BG (6barapckn) 12/12



