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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa : Cmec
HauMmeHoBaHKe Ha MPOLYKTa : Atropine for peak identification
Kox Ha mpoaykra 1 202200386

1.2. UnenTHduUIMpaHu BHI0BE YIIOTPeda HA BeIECTBOTO WM CMECTa, KOUTO A OT 3HA4YeHHe, U BU/I0Be yNoTpeda, KOUTO He ce
NpenopbL4YBar

1.2.1. UnenTHUOUPAHN YIOTPeOH

OcHOBHA KaTeropusi Ha ynorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
VYnorpeba Ha BeleCTBOTO/CMECTa : Camo 3a mpodecronanHa yrnorpeda
OyYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce uznonssa : [Tornbuiane, Bauisane, [lepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYNKA HA HHPOPMAIHOHHMUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuumupane Ha BEMIECTBOTO HJIM CMeECTA

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

Ocrtpa TokcuuHOCT (opanHa), Kateropus 2 H300
OcTpa TOKCHYHOCT (MHXATAIMOHHA: IIpaX, Mbria), Kateropus 2 H330
Koxna cencubmmmzanus, Kareropus 1 H317

3a mpauus TekeT Ha H- n EUH-npenynpesxnenusaTa 3a 0macHOCT: BX. paszen 16

Hebnaronpusatan GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJIHATA cpeaa

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 gyma (CLP) : OmnacHo
Crabpxa : Atropine sulfate monohydrate; Xuocuun
Ipenynpexaenus 3a onacuoct (CLP) : H300+H330 - CMBbpTOHOCEH NpH MOTTBINAHE WK TIPU BIHIIBAHE.

H317 - Moxe 1a OpHYrHA alepriudHa KOXKHA PeaKIusl.
Ipemopbku 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 IPH yIoTpeOa Ha MPOAYKTA.
P271 - Jla ce u3mon3sa caMo Ha OTKPUTO HJIM Ha J0OpE MPOBETPHBO MSICTO.
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Atropine for peak identification

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

P272 - Jla He ce u3Hacs 3aMBbPCEHO PAOOTHO OOIEKIIO H3BBH PAOOTHOTO MIOMEIICHHE.
P280 - M3non3Baiite npena3sHu phKaBULIH/IPEANA3HO 00IEKIO/IPpeNa3Hy OYmIa/Ipena3Ha Macka
3a JIMIE/IpeNa3Hy CPeICTBA 3a 3alIUTa Ha CIIyXa.
P284 - Hocete cpeacTBa 3a 3alllMTa Ha TUXATEIHUTE TBTHIIA.
P301+P310 - ITPU TTOT'JIBILJAHE: He3a6asHo ce obanere B IEHTHP I10 TOKCUKOJIOT VS unu
Ha JIeKap.
P302+P352 - ITPY1 KOHTAKT C KOXATA: N3muiite 00MIHO ¢ BOAA.
P304+P340 - ITPU BJIUIIIBAHE: V3BeneTe JIULIETO HA YUCT BB3IYX U I'O MIOCTABETE B ITO3HIIHS,
yJIECHsIBAIIA AULIAHETO.
P310 - HezabasHno ce obanere B IEHTHP I10 TOKCUKOJIOT S wnu Ha nexap.
P320 - Crientna Hy>k/1a OT CIIELMANTU3UPAHO JIeUeHHE (BXK. JOBIHUTEIHA HHCTPYKLHS 32 IbpBa
TIOMOII] Ha TO3H ETUKET).
P321 - Cneunanu3upaso JieueHue (BK. JOMBJIHUTEIHA HHCTPYKIMS 3 IbPBA IIOMOIL] HA TO3U
€THKET).
P330 - U3nnakueTe ycrata.
P333+P313 - [Ipu nosiBa Ha KOXKHO Jipa3HeHe Mk 0OpHB Ha Koxara: [loThpcere MeANIIMHCKH
CBBET/IIOMOIII.
P362+P364 - Casiere 3aMbpPCEHOTO OOJIEKIIO U IO M3NEpeTe MPEar MOBTOPHA YHOTpeOa.
P403+P233 - [la ce chxpansBa Ha Jo0Ope npoBeTpuBO MscTO. CHIBT J1a C€ ChbXpaHsABA ILTBTHO
3aTBOPCH.
P405 - JTa ce chxpaHsiBa O KIIIOY.
P501 - CpabpikaHHETO/CHIBT J1a C€ U3XBBPIIM B MYHKT 3a ChOMpaHe Ha OMACHU MJIH CIICIUATHH
OTHafbL, B ChOTBETCTBHUE C MECTHHUTE, PETHOHAIHH, HALIMOHATHY W/HITH MEKyHAPOJHH
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHHMS 38 BBTPELIHN OIIAKOBKH, KOraTo ChABPKAHUETO He mpeBumasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS06
OnacHH ChCTaBKH . Atropine sulfate monohydrate; Xuocuun

2.3. Ipyr" OacHOCTH

He cpappixa PBT/vPvB Bemectsa > 0.1%, onenenu B cbotBercTBHe ¢ [Ipunoxenne XIII Ha Permamenr REACH

CwMecra He ChIbpiKa BEIIECTBO(a), BKIIOYEHO(M) B CITUCHKA, H3TOTBEH B ChOTBETCTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a mpuTexaBaHeTO Ha CBOWCTBA,
HapyIaBaiy (pyHKIUNTE HAa CHAOKPHHHATA CHCTEMA, WIIH 32 KOCTO/KOHTO HE € yCTaHOBEHO, Ye nMa(T) CBOMCTBA, HapyIuaBamy GyHKIUNATE Ha CHIOKPHHHATA
CUCTeMa, B ChOTBETCTBHUE ¢ KpuTepunte, onpenencuu B Jlenerupan Pernament (EC) 2017/2100 na Komucusra nnu Pernament (EC) 2018/605 na Komucusira B
KOHIIEHTpaN¥s, paBHa WX H0-Bucoka ot 0,1 Ternosen %.

PA3JIEJI 3: ChcTraB/mHpopManus 3a CbCTABKUTE

3.1. BemecrBa

He e npunoxumo

3.2. Cmecn
HaumenoBanue HUnentudurarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Atropine sulfate monohydrate CAS Ne: 5908-99-6 99 - 100 Acute Tox. 2 (naxanannonsa), H330
EO Ne: 200-235-0 (ATE=0.05 mg/l/4h)
EO ungekc Ne: 614-011-00-9 Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg
TEJIECHO TErJIO0)
Apoatropine hydrochloride - <1 Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg
TEJIECHO TETJIO)
Acute Tox. 2 (uaxanaunonHsa), H330
(ATE=0.05 mg/l/4h)
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Atropine for peak identification

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

HaumeHnoBanue HUnentuduxarop Ha % Knacuduxanus B cbOTBeTCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
6-hydroxyhyoscyamine hydrobromide - <1 Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg

TEJIECHO TETJIO)
Acute Tox. 2 (naxananuonsa), H330
(ATE=0.05 mg/l/4h)

XuocuuH CAS Ne: 51-34-3 <1 Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg
EO Ne: 200-090-3 TEJIECHO TETJIO)
EO unznexkc Ne: 614-014-00-5 Acute Tox. 1 (zepmanna), H310 (ATE=5

mg/kg TexecHo Terio)

Acute Tox. 2 (nuxananuonsa), H330
Eye Dam. 1, H318

Skin Sens. 1A, H317

Littorine - <1 Acute Tox. 2 (naxananuonsa), H330
(ATE=0.05 mg/l/4h)

Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg
TEJIECHO TETJIO0)

3a mpauus TekeT Ha H- 1 EUH-npenynpexaeHusaTa 3a OMacHOCT: BXK. pa3fen 16

PA3/IEJI 4: Mepku 3a mbpBa IIOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBA MOMOII]

ITspBa oMol Ipy BAUILIBAHE . Jla ce octaBu mocTpajanus Ha YUCT Bb3AyX. OCHIypeTe CBEX Bb3/yX Ha 3aCErHATOTO JIULE.

[IbpBa nOMOIIL TPU KOHTAKT € KOXKaTa : Jla ce oTcTpaHM MakCUMaJHO upe3 u30bpcBaHe (¢ yucTa M MeKa nonuaaia kepma). Jla ce usmue
OOMITHO ¢ BO/Ia B KOSITO € MPUOABEH JICTEPreHT.

ITbpBa MOMOII] IPK KOHTAKT C OYUTE : Usmaksere ¢ BOJa, KATO ABPKUTE OUHTE MIUPOKO OTBOPCHH.

IIppBa moMoIIL PHU TMOTITbIAHE . Wsmnakuere ycrata. Hezabasmo ce o6anere B IEHTHP 11O TOKCUKOJIOT Mfl/na nexap.

4.2. Haii-cbecTBeHun OCTPHU U HACTBIBALIHU CJIe/I U3BECTEH NMEPUOa OT BpeMe CUMIITOMU U e(l)eKTl/[

Cumnromu/eeKTH ciiel BAUIIBAaHE . Hemocrarb4Hu TaHHH.
Cumnromu/eeKTH ciiey KOHTAKT ¢ KOXKaTa . Hemocrarb4Hu TaHHH.
Cumnromu/eeKTH ciie[] KOHTAKT C OYUTE . Hemocrarb4Hu TaHHH.

4.3. Yka3zanue 3a HEOOXOUMOCTTA OT BCIKAKBHM HEOTJIOKHH MeIMIHHCKH T'PHUKU U CHIEIUAJIHO JIeYeHue

Hon:pceTe MEJIMIIMHCKH CHBET/TIOMOIIL. HpI/I BB3MOKHOCT J1a C€ ITOKAXKE HACTOALINA JIUCT, @ aKO HE € Ha Pa3IOJI0KCHUE, a CC NMMOKaXXE OITaKOBKaTa WJIK €TUKETA.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH
5.1. Cpencrsa 3a raceHe Ha moxap
TToaxoasiu TI0KapOTaCcUTCIIHU CPEACTBA . Opesuto 3a 3aracsiHe Ha OT'bHSL.

5.2. OcoGenu 0MacCHOCTH, KOUTO MPOU3THYAT OT BeIeCTBOTO HJIM CMeCTa

OmacHOCT 0T TmoXxap : Bk maparpad 2.2.

5.3. CbBeTH 32 NMO’KapHUKApHUTE

I/IHCprKI_II/[I/I 3a rac€He Ha Ioxkapu . )Ia C€ U3M0JI3BaT CPEACTBA, IOAXOAIIN 3a TaCEHE Ha MOXKapu B CCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO H3MyCKaHe

6.1. JInuHM NpeanasHu MEPKH, NPeINa3Hu CPEJCTBA U NPOLeIYPH NPH CHEHIHH CIy4Yan

O6mmu Mepku : Jla ce u30srBa MpeKust KOHTAKT ¢ Ipoxykra. He BaumBaiite
pax/ITymeK/ra3/AuM/U3IapeHus/aepo30IH.
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Atropine for peak identification

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

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

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

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CNIEIHH CJIydan

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsima Hanu4Ha ONBIHUTENHA UHOOPMALIHS

Mertoau 3a MOYHCTBAHE : VYGexere ce, e OTMAMBIMTE Ca CHOPAHH M CE CHXPAHSBAT Ha CUTYPHO MsICTO. [louncrere
CTapaTeHo.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

PA3JIEJI 7: PaGoTra u cbXpaHeHue

JIOITBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTka . Ha norpeGuress qa ce 00bpHe BHUMaHHE 32 PUCKOBETE, CBEHTYAIIHO CBBP3aHHU C U3II0JI3BAHETO HA
[IPOJYKTA 3a JAPYTH LIeH, PA3JIMYHH OT Te3H, 38 KOUTO € IIpeJHA3HAYCH.

Tpeanasuu mepku 3a GezonacHa pabora : C marepuaia TpsiOBa 1a ce paboTu BHUMaTenHo. [la ce n30sArsa npeKust KOHTaKT ¢ HPOIYKTa.

XHUrueHHH MepKU : Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHUATA HA 100paTa IPOMHILIICHA XMUTHEHA U [IPOLEIYPHUTE 3a
6e30I1aCHOCT.

TexHuuecku MEPKHU . I{a C€ CcIasBaT NPHUIOKUMUTE pasnopez(GH.
Vcenosus 3a CbXpaHsBaHE . I{a C€ CbXpaHsABa MO KJIIOY.

Bwx maparpad 1.

PA3J/IEJI 8: KoHTpPOJI HAa eKCIO3MIIUATA/JINYHYU NMPeANa3ZHu CpeacTBa

8.1.1 HannoHAa/IHU rPAHHYHH CTO{HOCTH HA NPO()eCHOHAHA eKCIO3HIHS H OHOJIOTHYHH FPAHMYHHI CTOHHOCTH

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

8.1.2. IlpenopbYMTETHH NPOLEAYPH 32 HAGII0JeHHE

Hsawma mamuanaa JOMBJIHUTCTHA HHq)OpMaIIPISI

8.1.3. O6pa3yBat ce 3aMBbPCHTE/IH HA BB3/IyXa
Hsima HanmuHa gonsaHuTENHA HHOPMALHT
8.1.4. DNEL u PNEC

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

8.1.5. Perysiupane upe3 o6xBatu (control banding)

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

8.2.1. IlonxoAsil TEXHUYECKH KOHTPOJI

Tloaxoasiiy TEXHHYECKH KOHTPOJI:
Jla ce chxpaHsBa B JoOpe NPOBETPUBO HoMelIeHue. la ce H3I0NI3yBa SANHCTBEHO B CMyKaTelIHa KabuHa ¢ MHTerpupan GuiTsp. Bucokoedexrusen puirsp 3a
gactuuu (HEPA ¢unrep).
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Atropine for peak identification

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

8.2.2. JIM4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa HA OYMTE U JIMIETO

3ammTa Ha OUYHTE:
Ipexnnasuu ounna. DIN EN 166

8.2.2.2. Ilpenna3BaHe Ha KOKATa

3amuTa Ha KOXKATA M TAJIOTO:
Jla ce u3noszyBa XUMHUYECKH YCTOHYMBO 3a1uTHO o6iaekio. DIN EN 13034

3amuTa Ha pbleTe:
XUMHYECKH YCTOHUYHBY Ipeana3nu pbkasumy. 1SO 374-1

8.2.2.3. 3amuTa HA AUXATEJTHUTE IIHTULIA

3amuTa Ha AMXaTEJIHATE MHTHINA
OtnensiHe Ha mpax: npoTuBonpaxosa Macka ¢ Gpuntsp P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oiaHa Macka. HoceTe auxateneH amapar, ako cTe
W3JI0’KEHHU Ha Mapy/TIpaxoBe/aepo30Ii

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanu4Ha JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

8.2.3. KoHTpo/1 Ha eKCIo3HIMsTA B OKOJIHATA cpela

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

3JIEJI 9: ®u3uyHu U XUHMHYHU CBOMCTBA

9.1. Mndopmauusi OTHOCHO OCHOBHUTE (PUBHYHM U XMMHYHHU CBOiiCTBA

ArperatHo ChCTOSIHHE : TBBpIO BELIECTBO
st . He e HanuuHo
BrbHuIeH Bua » Ilpax.

Mupuc : He e npunoxumo.
I'panuna Ha Mupuca © He e Hanuuno
Touka Ha ToneHe : He e Hanmuuno
Touka Ha 3aMpBb3BaHe © He e Hanuuno
Touka Ha KMIIEHE/MHTEPBAJ HA KUTIEHE : He e Hanuuno
3ananuMocT : He e Hanmuuno
I'paHuIM HA EKCIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha EKCIIIIO3UBHOCT : He e npunoxumo
[Inamua Temmneparypa : He e npunoxumo
Temneparypa Ha camo3anaiBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e Hanuuno
pH © He e Hanuuno
pH pastBop © He e Hanuuno
Bucko3uter, KHUHEMaTHYCH : He e npunoxumo
PaztBopumocT © He e Hanuuno
Koedunuenr Ha pasnpezneneHue: n-okranon/Boga (Log  : He e HanuuHo
Kow)

Hansrane Ha napure © He e Hanuuno
Hansrane na napure npu 50°C : He e Hanuuno
ITrbTHOCT : He e Hanmuuno
OTHOCHUTENNHA ITBTHOCT : He e Hanmumuno
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactuimre . He e naninuno

9.2. ipyra unpopmanus

9.2.1. Hudopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (GU3MYHA ONACHOCT

Hsima Hammana JOIIBJIHUTCITHA I/IHd)OpMaIII/ISI

9.2.2. JIpyru XapaKkTepHCTHKH 32 0€301acCHOCT

Hsima Hanu4yHa JONBIHUTEIIHA PIH(l)OpMaLlI/ISI
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Atropine for peak identification

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

PA3JIEJI 10: CTaGMIHOCT U PEAKTHBHOCT

10.1. PeaknoHHA CIIOCOOHOCT

Cra0uiieH Ipu HOPMAaJIHU YCIOBHSL.

10.2. XumMu4HAa cTA0MIHOCT

Hsma HanuvHa DOMBJIHUTENHA HHPOPMALUS

10.3. Bb3MOKHOCT 32 ONACHH PeaKIuu

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

10.4. YcaoBusi, KoNTO TPsidBa /1a ce H30siIrBaT

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLH/IH

10.5. HecbBMecTHMH MaTepHATIN

Hsima npu HopManHa ynotpe6a. Biokre Paznen 7.

10.6. OnacHu NpOAYKTH Ha pa3najaHe

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaaHe OTACIIA OIaCHU U3IapEHUs.

PA3JIEJI 11: ToxkcuxoaoruaHa HHpopManus

11.1. Mudopmanusi 3a KJIacoBeTe HA OMACHOCT, onpenejeHu B Pernmament (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpayHa) : CMBPTOHOCEH IPH MOTIIBLIAHE.

OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacuduuppa (Bs3 ocHOBa Ha HANWYHHUTE JAHHH HE Ca M3IIBIHEHH KPUTCPHUTE 32
KJIacCU(HIHPAHE)

OcTpa TOKCUYHOCT (BIHIIIBAHE) : CMBPTOHOCEH IPH BIHIIBAHE.

Atropine for peak identification

ATE CLP (opanna) 5 mg/kg TenecHo Terio

ATE CLP (upax, mbriia) 0.05 mg/1/4h

Atropine sulfate monohydrate (5908-99-6)

LD50 opanHo mibx 5 — 50 mg/kg (mporuo3Ha cTOHHOCT)

LC50 BaumBane - ITnbx (IIpax/mbria) 0.05 — 0.5 mg/1/4h (mporuo3Ha cTOHHOCT)

Apoatropine hydrochloride

LD50 opanHo mibx 5 — 50 mg/kg (mporuo3Ha cTOHHOCT)

LC50 BaumBane - ITnex (IIpax/mbria) 0.05 — 0.5 mg/l/4h (mporuo3Ha cTOHHOCT)

6-hydroxyhyoscyamine hydrobromide

LD50 opanHO mrex 5 — 50 mg/kg (mporuo3Ha cToifHOCT)

LC50 BaumBasne - [lnex (IIpax/mbria) 0.05 — 0.5 mg/1/4h (mporuo3na CTOHHOCT)

Xuocuun (51-34-3)

LD50 opanHO mrex 5 — 50 mg/kg (mporuo3Ha cToifHOCT)
LD50 mepmaitso 3aek 0 — 50 mg/kg (mporuo3Ha CTOHHOCT)
LC50 BaumBase - [lrpx (IIpax/mbria) 0.05 — 0.5 mg/1/4h (mporuo3na CTOHHOCT)
Littorine

LD50 opanHo mibx 5 — 50 mg/kg (mporHo3Ha CTOHHOCT)
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Atropine for peak identification

Nudopmanronen muct 3a 6€30macHOCT

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

Littorine

LC50 Baumsane - [Lnex (IIpax/mbria)

0.05 — 0.5 mg/l/4h (mporuo3na cTOHHOCT)

Kopo3uBHOCT/ Ipa3HEeHe Ha KoXKaTa
Cepuro3HO yBpeXK/aHEe Ha OYUTE/JPa3HEHE HA OYHUTE

CeHcuOMIM3aIus Ha IUXATSIHATE IBTUINA MK KOXKAaTa

MyTareHHOCT Ha 3apOJHIIHUTE KIETKH
Kanueporennoct
TokCHYHOCT 3a penpoAyKLUHUsATa

CTOO (cnenuduyHa TOKCHYHOCT 32 ONPEIeIICHN
OpraHy) — eJHOKPATHA eKCIO3HUIYS

CTOO (cnenuduyuHa TOKCHYHOCT 32 ONPE/ICIICHN
Oprafu) — MOBTAaPSIIa CE eKCIIO3HIIHS

OnacHOCT NpH BAUILIBaHE

11.2. Uudopmanusi 3a Jpyrd ONaACHOCTH

Hsma Hanmuna JOITBJIHUTEITHA PIH(bOpMaLH/ISI

He ce xnmacudunupa (B3 ocHOBa Ha HaJIMYHUTE JJAHHY HE Ca W3IIBIHEHN KPUTEPUHTE 32
KnacupuIupaHe)

He ce xiacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHU HE Ca W3IIBIHEHN KPUTEPUHTE 32
KIacuHIIpaHe)

Mooke fa IPUYKMHH aleprUYHa KOJKHA PEaKIs.

He ce ximacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JaHHU HE Ca U3IIBJIHEHU KPUTEPUUTE 32
KIacupHIHEpaHe)

He ce xiacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JAHHY HE Ca M3IIBIHEHN KPUTEPUHTE 32
KnacupuIupaHe)

He ce xinacuduuupa (B3 0cHOBa Ha HaJIMYHHUTE JAHHH HE Ca M3IIBIHEHH KPUTSPUHTE 3a
KIacHHIEpaHE)

He ce xiacuduuupa (B3 0CHOBa Ha HAJIMYHUTE JAHHY HE Ca W3IIBIHEHN KPUTEPUHTE 32
KIacuHIEpaHe)

He ce xnacuduuupa (B3 0CHOBa Ha HaJINYHUTE JAHHH HE Ca U3MBIHEHN KPUTEPUUTE 32
KIacudumpane)

He ce xiacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JAHHHU HE Ca U3IIBIHCHN KPUTEPUUTE 32
KIacuHIEpaHe)

3AEJI 12: ExonoruyHa undopmanus

12.1. TokcuuHOCT

Exonorus - 06110
OnacHo 3a BoJIHaTa cpejia, KpaTKkocpouHa (ocTpa)

OrnacHo 3a BOJ{HATA CPE/ia, AbJIrOCPOIHA (XPOHHYHA)

He ce pasrpaxna 6bp30

OmnacHu oTHaAbIH. Jla ce M3MoN3yBat MOAXOSIIM KOHTEHHEPH 38 OTIAHUTE TIPOLYKTH.
He ce knacuduimpa (Bb3 0cHOBa Ha HATMYHUTE JaHHH HE Ca U3ITBJIHCHU KPUTEPUHTE 32
knacupuImpaHe)
He ce knacuduimpa (Bb3 0cHOBa Ha HATMYHUTE JAHHH HE Ca U3ITBJIHCHU KPUTEPUHTE 32
KnacupuIupaHe)

Atropine sulfate monohydrate (5908-99-6)

LC50 - Pubu [1]

460 mg/l (3natHa mp3apyra - opda) (96 yaca) ((merox OECD 203))

EC50 - Pakoo6paznu [1]

356 mg/l Daphnia magna (Boxna 6bixa) (24 yaca)

12.2. YcToWYUBOCT H pa3rpauMocT

Hsma Hanuuna JIOIIBJIHUTEITHA I/IH(l)OpMaLH/Iﬂ

12.3. BuoakyMyJIHpaIna crocooHoCT

Hsima Hanmana JOITBJIHUTEITHA I/IH(i)OpMaLH/ISI

12.4. TIpeHocuMOCT B MOYBATA

Hsima Hanmmana JOITBJIHUTEITHA I/IH(i)OpMaLH/ISI

12.5. Pe3yarartu ot onenkarta Ha PBT u vPvB

Hsma nanmana JOIIBJIHUTCITHA I/IHq)OpMaIII/I}I

12.6. CoiicTBa, HapymaBany GyHKIHHATE HA eHAOKPHHHATA CHCTEMA

HsiMa HanuuHA JONBIHUTENHA HHGOPMALHS

12.7. Ipyru He41aronpusiTHu epekTH

HsiMa HanuuHA JOMBIHUTENHA HHGOPMALHS
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Atropine for peak identification

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

PA3JIEJI 13: OGe3BpeskaaHe Ha OTHATBIUTE

13.1. MeToau 3a TpeTHPaHe HA OTHAXBIH

MecTHO 3aKOHOJATENCTBO (OTAIbLIN)

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 MaTE€pUAT U HETOBUA

KOHTEHHEp B EHTHP 32 ChOMpaHe Ha ONACHU U CIICHUATHU OTNAIbLIH.

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. TouHo HaMMeHOBaHHe HAa NMpaTKaTa 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 okosHaTa cpena: He
Mopcku 3ambpeuten: He

OnacHo 3a okosiHaTa cpena: He

Hsima nonbyiHUTEIHA HAJTMYHA I/IH(l)OpMaHI/IH

14.6. Cnenua,iHu mpeAna3Hu MePKH 32 MOTPeONTETUTE

CyxonbTeH TPAHCHIOPT

Knacudukanmonen xox (ADR) © T2
Cnermanau pasnopenou (ADR) 1 43,274
Orpannuenn konunyectsa (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

HacunHu 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,CVv28

pasroBapBate u oopabotka (ADR)
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CrernuanHu paznopen0H 3a IPeBo3 — ONePaTHBHU
n3uckBanus (ADR)

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

Kox 3a tynennu orpanudenus (ADR)

TpaHcnopT no mope

Crnieunanuu pasnopendu (IMDG)
Orpannuenu konnyectsa (IMDG)
Wskirouenn konryectsa (IMDG)
Onakobunn uactpykuud (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 OrpanndeHr KOIHYECTBA IIBTHUHIECKU CAMOJIET H
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 IBTHUYECKI
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 MeXKIyHApOHATa MOPCKA OPraHU3alust

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypeada

15.1. Cneunqmqﬂn 3a BEeIeCTBOTO UJIM CMeCTa HOPpMAaTUBHA ypeuﬁa/salconouaTeﬂcnao OTHOCHO 6830]130]-!00’1'[‘2, 3APaBE€TO U OKOJIHATa

cpexa

15.1.1. Pernamentu Ha EC

REACH Ipuaoxenne XVII (YcinoBus 3a orpannyaBaHe)

He cpabpaxa BemecTso(a), BriarodeHo(n) B [Ipunoxenne XVII Ha REACH (YcnoBus 3a orpaHudaBaHe)

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

He cpabpixa Bemecto(a), BkmoyeHo(1) B [Ipunoxenne X1V vHa REACH (Cnicbk Ha BeriecTBara 3a pa3peliaBaHe)

REACH Cnucbk ¢ kananaar-semectsa (SVHC)

He cpappixa BemecTBo(a), BkiodeHo(n) B cimcbka Ha REACH ¢ kannuaaT-BenecTsa

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

Henpunoxumo.
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Atropine for peak identification

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

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

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapywaBat 030HoBus caoii (EC 1005/2009)

He cpappaxa BemecTBo(a), BKIIOYEHO(H) B CIIICHKA ¢ BEIeCTBa, KOUTO HapymasaT 030HOBHs cioit (Permament EO 1005/2009 oTHOCHO BemecTBa, KOUTO
HapylIaBaT 030HOBUS CJIOH)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha B3puBHM BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(M) B CIUCHKA ¢ MpeKypcopu Ha B3puBHU BemectBa (Pernmament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

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

He cpabpaxa BemecTBo(a), BKIIOUEHO(H) B cichKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha ra3apa Ha OIPE/ICIICHH BEIECTBa, U3MOJI3BAaHHU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH HIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HanmonaHu pasnopenou

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLH/IH

15.2. Onenka Ha 0e30mMacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra uagopmanus

II'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a onacHocT:

Acute Tox. 1 (zepmanna) Octpa Tokcu4HOCT (nepmaina), Kareropus 1
Acute Tox. 2 Ocrtpa TokcuuHOCT (MHXa.), Kareropus 2
(MHXaJIAlMOHHA)

Acute Tox. 2 (opasnHa) Octpa TokcuuHocT (opanHa), Kateropus 2

Eye Dam. 1 CepHo3HO yBpexaaHe/apa3HeHe Ha ounte, Kareropus 1
H300 CMBPTOHOCEH NP HOTIIBIIAHE.

H310 CMBPTOHOCEH ITPU KOHTAKT C KOXKara.

H317 Moxe 1a MPUYMHH aJepruYHa KOKHA PEeaKIys.
H318 Ipenu3BUKBa CEPHO3HO YBPEXKIaHE HA OUHTE.
H330 CMBPTOHOCEH MPH BAHUIIBAHE.

Skin Sens. 1A Kosxna cencubnmzanus, Kareropus 1A

Kaacudunuupane u npouneaypa, U31no/I3BaHa 3a M0Jy4aBaHe HA KJIacCHPUKANUATA 32 cMecH cbriiacHo Persament (EO) Ne 1272/2008
[CLP]:

Acute Tox. 2 (opanna) H300 W3uncnutenen MeTox
Acute Tox. 2 H330 W3uncnuteneH MeTo
(MHXAJIALMOHHA: [Ipax,

MBIJIA)

Skin Sens. 1 H317 M3unciuTeneH METO

Wnpopmarmonen iucr 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusta, cpabpikama ce B To3u MHpopMannoneH et 3a 6e301macHoCT, € IOJIyYeHa OT H3TOYHULH, KOUTO CMATaMe 3a

HaJiex(HU. Beripexku ToBa, MHpoOpManusTa ce npeaocrans 63 HUKaKBa rapaHIys, U3pUYHA WM 0pa30upalla ce, OTHOCHO HeliHaTa KOPEKTHOCT
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