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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Atropine sulfate

Xnuwn Ovopacio : Atropine sulfate monohydrate
No. kotaidyov : 614-011-00-9

Kwd.-EE 1 200-235-0

apBpog CAS : 5908-99-6

Kodiodg mpoidvtog : 202100243

1.2. Zvvo@eic TPocdLopIlopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTikéc TpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog . Emompovikh épevva kon avémtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AvTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xprion 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iom
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdOPEVEOV aGPaLEiag

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. Ap1Opog THAEQAOVOL EMEYOVOAS AVAYKNG

ApBpds Aedvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvoUvVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

Koataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&ucodmta (14 g elomvong), Kotnyopia 2 H330
O&ela to&ucoda (amd Tov 6TOHNTOC), Katnyopio 2 H300
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALOV

BOavatneopo ot mepintwon Katdroons. Aavatnedpo oe TePITTMOT ELGTVONG.

2.2. Xtoyyeia eTIKETOG

Xapaxtnpropds copeove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

ok

Ewovoypappata kivovvov (CLP)

GHS06
Ipoewomomtikn Aé€n (CLP) : Kivdvvog
AnAdoeig emkvdvvotmtag (CLP) : H330 - @avameopo o€ Tepintmon 16Tvong.

H300 - @oavamedpo o€ TEPITT®OT KOTATOONG.
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Atropine sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

AnAdoeilg Tpoeoraéng (CLP) . P260 - Mnyv avanvéete okovn/avadopdosis/aéplo/otayovidia/otnods/sekvepduata.
P264 - ITAOvete ta xépio, Tovg THYELS (AvVTIBPAYLe) KOt TO TPOCHOTO GYOAACTIKA HETA TO YEPIGHO.
P270 - Mnv tpdrte, mivete M| kanvilete, dtav ypnoonoteite avtd To TPOiov.
P271 - Na ypnopomoteitat povo og avorktd 1 KaAd agptlopevo Ydpo.
P284 - Xpnoonoteiote pé€ca 0TOUIKNG TPOGTOGING TG AVOTVONG.
P301+P310 - XE IIEPIIITQXH KATAIIOXZHE: kaiéote apéomng to KENTPO AHAHTHPIAZEQN
1 éva yoTpo.
P304+P340 - XE ITEPHITQXH EIZIINOHE: Metagépate tov mabovta otov kabapd aépa Kot
apNoTe ToV Vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL TV OVOTTVOT.
P310 - KaAéote apéowg to KENTPO AHAHTHPIAXZEQN 1 éva yuatpd.
P320 - Xpeidleton eneryoving edkn ayoyn (BAéne cupminpopotikég odnyieg tpdtmv fondeidv
GTNV ETIKETA).
P321 - Xpeidleton e8icn ayoyn (PAéne copuminpopatikég odnyieg TpdTav Pondeidv oty etikéta).
P330 - Eemhvvete to otopa.
P403+P233 - Anofnkedetar o€ KoAd agplopevo ympo. O meptéktng Sratnpeiton epuntikd KAEWGTOG.
P405 - dvrdooetol KA ®EVO.
P501 - AudBeon tov mepieyopEvou/nepIEKT o€ oNUEI0 GLAAOYNG EMKIVELVMV 1) E18IKOV amofAiTmy,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot Sebvelg KavovioHove.

Iipoaven ocoppove pe: E€oipeitar n eomtepiki] cvokevooio, To tepreydpeva Tng omoiag dgv vaepPaivovv Ta 10ml.

o

GHS06

Ewovoypappata kivdvvov (CLP)

2.3. AALot Kivovvolr

Avti 1 oveia/piypa dev pet Ta kpreipla ABT tov kavoviopod REACH, Tapdaptnpa XIIT
Avti 1 ovsia/piypa dev pet Ta kprripla aAaB tov kavovicpov REACH, Iapdapmpa XIIT
Alheg TAnpoopieg . Evepyd ovotatikd (e pappokevtikd mpoidva).
[Ipocoyn - n Tapodca ovaio dev Exet aKOUN SOKIUAGTEL TANPMGC.

TMHMA 3: Z0vOeon/TApo@opiss Y10 TO GVGTATIKG,

3.1. Ovoigg
Ovopa AvayvopieTikog KOOIKOG % Koraraén cdopeova pe tnv odnyia
TPOIOVTOG 1272/2008 EK [CLP]
Atropine sulfate monohydrate ap1Bpdg CAS: 5908-99-6 <100 Acute Tox. 2 (A1 g eonvorg), H330
Kd.-EE: 200-235-0 (ATE=0,05 mg/l/4h)
No. xatardyov: 614-011-00-9 Acute Tox. 2 (And Tov otopatog), H300
(ATE=5 mg/kg copatikov Bapovg)

IIpeg keipevo tov dnhwoemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TPpAOTOV fondsrdv

Tevikd pérpa tpdTev Ponderdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbeidv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT TTOV
SevkoAvveL TV avarvor|. Agrote Tov Tafdva va Eekovpaotel. Karéote apéowng to KENTPO
AHAHTHPIAZEQN/ywotpd.

Métpa tpdTev Bondeidv petd omd enaen pe To dEpuo : AmOpoKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEUEVT TEPLOYN OEPLATOG LE ATOAD

GamTOvVL Kot VEPOD, Kat TN cLvEXELD Eemévete pe (eoTO vepo.
Métpa tpdtev Bondeidv petd amd exapn He o LaTio. . Eemhovete pe vepd kpatdvtog o frEeapa kakd avorytd. Zvpfovlevteite yuatpd edv ovveyiletat o
TOVOG M| 1| KOKKWVIAQL.
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Atropine sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Métpa tpdTmv ondeidv petd and katdmroon : Eemhdvete 1o otOpa pe vepd (Lovo edv To dtopo dratnpet Tig aoBnoelg tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE GTOWO OV £xeL YAoeL Tig aucbnoetg Tov. Karéote apéong to KENTPO
AHAHTHPIAZEQN/yotpo.

ZOUTTOUOTO/ETOPAGELS LETA OO E1GTVOT ¢ Oovatneopo o€ TEPITTMOO EIGTVONC.
ZOUTTOUOTO/EMOPAGELS HETA OO KOTATOoN ¢ Oovatneopo 6€ TEPITTMOT KATATOGNG.

Aev vdpyovv emmAov TANPoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAinia yio v epipdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAnAo TupocPeSTIKO HEGO : Mn ypnoonoteite peydin pon vepov.

X TePInTOON TUPKAYLIG TOPAyOoVTaL ENKIVOVLVO : H atelig kavomn anglevbepmvet emtcivouvo povo&eidio Tov avhpaka, d10&eidto Tov dvOpaia Kot
mpoidvta amocHvheong dALo To&d aépta. [TiBovn amoBoAn To&tkov vEpoug.

MéTpa Y100 TNV KOTOTOAEUNGT) TG TVPKOYLG 1 Amo@edyete T S1puyT TOL VEPOL TNG TVPOSPRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnyv erepfaivete yopig katdAAnio e£omAMopd. AVTOVOUT OVOTVEVGTIKY GUOKEVT UE HOVOOT).
OLOGOUN TPOSTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : ATOQEVYETE TNV EXOPT| TOV TPOIOVTOG LE TO SEPLOL, TO LATIO 1] TO POVYIOUO.

I TpocOmKé GAL0 076 TO TPOSOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dtopa mov Tpoceipovy TpATES foriOeieg

E&omhopdg mpoctaciog : Mnv erepPaivete ywpig katdAinio eEomhiopd. o nepiocdTepeg TANPo@opieg avatpéste otV
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

Na anopedyetar 1 Erevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG Oy@YOVG 1) 6TO dNUOGLO SIKTLO VEPOL.

INa v amobnkevon : Amoppo@noTe T0 pe £va adpavEG VAIKO Ko TOToDETHOTE TO 6€ évav KATAAANLO meptéktn S1dbeong
amofANTmV.
MéBodot kabapiopon : Eemhdvete TI LOAGUEVEG EMPAVELEG pe GpBovo vepd. Kabapiopog e amoppumavtid.

Agite To Tunpa 13 yio tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amofikevon

IIpo@ura&els yio acQaAn yepiopod 1 Amogevyete kaOe mepirt Ekbeon. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTar OOTA.
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Atropine sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Métpa vylewng : Mnv tpdre, nivete M| komvilete, 6tav ypnoponoteite ovtd to mpoidv. Ta poivouéva evévpora
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oog mpv amd kabe
£pYOOLOKO StAELpO KoL LETE TO TENOG TG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg @OLAENS, CUPTEPLONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eoAagng : Amofnkedeton og KoAG aepllopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV Gpecn nAlokt aktvoBolia.
YAkd cvuokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telukn xpion 1 yp1oeis

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 8: 'Edeyyog ¢ ék0eonc/atopiki mpoctacio.

8.1. [Tapapetpor eréyyov
Aev vdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Katarlinior pnyavukoi éreyyon:
Ppovriote hote 0 YDPog epyaciog vo eEaepiletol cmotd. TovnOmg amotteital GHGTNL YEVIKOD UNYOVIKOD E0EPIGILOD TOV YDPOV. LTO HETPO TOV SuVATOD M
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUSTNPLUKT YOAUV.

ATOPIKOG TPOCTATEVTIKOG EEO0TAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Mpootocio 0@OIAN®V:

Dopdre cuoKeLT TpocTaciog Yo Ta patia. [Ipocstatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdte KOTAAANAO TPOGTOTELTIKO povyiopd. Xprion og epyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtue. [Ipoctatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

IIpoctocio TOV AVATVEVGTIKOV 00DV

IIpooTUsio TOV AVATVEVGTIKAOV 00(DV:
X mepintmon Tapaywyng okOVNG, YPTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e ¢piktpo : P3

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon KotdoTacm

APOLOL

Epodvion

Mopraxn palo

Oopny

Op1o oopng

Inpeio mEemg

Inpeio m&ewg

Inpeio Bpacpod
Evplextomta

Xopniotepo 6pto £kpnéng
Avdrtarto 6pro ekpn&pdmrag
Inueio avagregng
®gppokpacio avtavaereéng
Bgppokpacio arocvuvheong
pH

Yteped

AEVKO. oYEDOV AEVKO.
Kpvotodiwn okovn. Kpvotarhot
695 g/mol

Mn dwabéoyo

Mn dwbéoyo

185 -195°C

Mn dwbéoyo

Mn dwbéoyio

Mn dbéoyto

Aev 1oy0et

Agv 1oy0et

Aev 1oy0et

Agv 1oy0et

Mn dwabéoyo

1 4,5 -6 (2% Ydatko didivpo)
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Atropine sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Awiopo pH : Mn dwbéopo
EmdeG, Kvepotikog (1) : Agv oy0eL
Awdvtomra : Nepo: > 1000 g/l
XuvTedeoTg KATOVOUNG OE pelypo N-0KTOVOAIG/VEPOD 1 <2 (EKTIHOUEVT TIUY)
(Log Kow)

Téon atumdv : Mn dwbéopo
Ilieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyeTIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUADV 6TOoVG 20°C : Agv woydet
Méyebog copatidiov : Mn dwbéopno

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPiES

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oToOHATOC) 1 Oavotnedpo o TepinT®OoN KATATOOoNG.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
Oé&eia to&ucdmra (avamvon) 1 Oavotn@dpo og TEPINTMOT ELGTVONG.
Atropine sulfate monohydrate (5908-99-6)
LD50 and tov otdpatog 68 0povpaiovg > 5 — <50 mg/kg (extipdpevn tyn)
LC50 Ewonvon - Eripg (Zxdvng/ouykévipmong > 0,05 — < 0,5 mg/l/4h (extipmdpevn Tipn)
oTayovidiov)
AGBpmon ko epedicpog Tov dEppratog : Mn ta&vounpévog (EAdepatikd dedopéva)
pH: 4,5 -6 (2% Ydatuo didhvpor)
ZoPapn opbaipkn PAPN/epediondg 1 Mn ta&vopnpévog (EAepatikd dedopéva)
pH: 4,5 — 6 (2% Ydatwkd SibAvpa)
EvasOntonoinon tov avomveuotikod 1 : Mn ta&wopnpévog (EAdeiatikd dedopévar)
guaieOntonoinon Tov déppratog
Metodho&lyéveon YEVWITIKOV KUTTAPOV : Mn ta&wopnpévog (EAketpaticd dedopévar)
Kapxwoyéveon : Mn ta&wvounpévos (EAdepatikd dedopéva)
To&wodmTa 6TV avamopay®yn 1 Mn ta&wvounpévog (EMdetpaticd dedopévar)
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Atropine sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Ewdu to&uwcotnta ota dpyava-ctoyovg (STOT) — : Mn ta&wopnuévog (EMeiparticd dedopévar)
epano ékbeon

Ewdu to&ucotnta ota dpyava-ctoyovs (STOT) — 1 Mn ta&wounpévog (EMepartucd dedopévar)
emavelnupévn ékbeon

Enucvduvotnta avappdenong 1 Mn ta&vounpévog (EAdepatikd dedopéva)

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 12: Owoloyikég TApopopisg

Emivduvo yia to vdativo mepiBdilov, Bpayvnpodbecpog : Mn ta&wopnpévog (Baoet tov dtabéotumv dedopévav, To Kkpimmplo TaSvopnong dgv TANpovvTaL)
(0800)

Emivduvo yia to vdativo meptBdAlov, pakponpdbespog : Mn ta&wopnpévog (Baoet tov dtabéotumv dedopévav, To kpimplo TaSvopnong dgv TAnpovvTaL)
(xpoV10G)

Atropine sulfate monohydrate (5908-99-6)

LC50 - Yapur [1] > 100 mg/1 (96 mpeg, Xpvooképarog) (MéBodog OOZA 203)

EC50 - Kapxwvoewdn [1] > 100 mg/1 (24 mpeg, Daphnia magna (Nepoyuvilog))

Atropine sulfate monohydrate (5908-99-6)

AVOEKTIKOTNTA KOt IKOVOTNTO ATOdOUNGNG Aev voiotaton Tayeio amocvvieon

Atropine sulfate monohydrate (5908-99-6)

TUVTEAEGTNG KOTAVOUNG G HEYHO N-0KTAVOANG/VEPOD <2 (ekTipudpevn Tin)
(Log Kow)

Agv vdpyovv emmALov TANPOPOPieg

Atropine sulfate monohydrate (5908-99-6)

Avti 1 ovsio/piypa dev mpei ta kprripra ABT tov kavoviepod REACH, IMoapdptmpo XIIT

Avti 1 ovoio/piypa dev mpei ta kprripla aAaB tov kavoviopod REACH, Mopdaptnpo XIIT

Agv vrdpyovv emmALoV TANPOPOPiES

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 13: Xtovyeia oyeTika pe tn 61d0gon

Aev vdpyovv emmAéov TANpoPopieg
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Atropine sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 14: ITAnpo@opieg 6YeTIKA pE T PETAPOPA

Zoupova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. ApwOpoc OHE 1 apr@pdg tavtotnTog
UN 1544 | UN 1544 UN 1544

14.2. Oweia ovopacia amostoric OHE

AANATA AAKAAOEIAQN, XTEPEA, E.A.O. |

ALKALOIDS SALTS, SOLID, N.O.S.

Alkaloid salts, solid, n.o.s.

Heprypagi eyypaowv petagopds

UN 1544 AAATA AAKAAOEIAQN, XTEPEA,

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

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

E.A.0., 6.1, 11, (D/E) 6.1, 11
14.3. Ta&n/-e1g KivdOvov KOTA TN PETAPOPE.
6.1 6.1 6.1

14.4. Opado cvokevaciog

1I

1I

1I

14.5. Ileprforrovtikn emKivovvéTnTo

Enwivduvo yia to nepifdiiov: Oyt

Emwcivduvo yio to mepipdirov: Oyt
MoAvopoTikOS TapAyovVTag Yol TO VIATIVO
nepdArov: Oyt
ApOpog EmS (ITvprayd): F-A
ApBpoc EmS (Awppony): S-A

Enwivduvo yia to nepifdiiov: Oyt

Agv vrapyovv emmAéov dabéoies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia tov ypiotn

Eniyewo petagopa

Kodwag tagvounong (ADR)

Ewwég datdéerg (ADR)
Mepropiopéveg moodteg (ADR)
E&upovpeveg mocdmteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)
Awtdéelg pektg cvokevacieg (ADR)

: T2

. 43,274
: 500g

. E4
: P002, IBCO8
. B4

. MP10

Odnyieg yio popnTég de€opevég Kat epmopevpotokifotie @ T3

x0onv (ADR)

Ewwcéc dratdéers yio popntés deEapeveg Ko
eumopevpotokiPdTie Yodnv (ADR)

Koducodg de&apevig (ADR)

Ewwéc datdcers v de€apevég (ADR)

Oympa yo petopopd deEapevig

Katmyopio petagopds (ADR)

Ewducés drataéers yuo ) petapopd - Kéra (ADR)
Ewducée drataéers yuo ) petapopd - Poptmon,
eKQOpTOON Kat xeptopos (ADR)

Ewducég drataéers yuo ) petapopd - Agtrovpyia (ADR)
ApBv avayvopiong kvdvvov (Képiep ApBp.)

. TP33

. SGAH, L4BH
. TUI15, TEI9

. AT

: 2

. V11

: CVI13,CV28

: 89,819
1 60
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Atropine sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Toptokoi dickot

Kodwods tepropiopdv yio onpayyes (ADR) : D/E

petapopd péco Baraoong

Ewu mpopreyn (IMDG) 1 43,274
Iepropiopéveg mosdtnteg (IMDG) : 500 g
E&mpovpeveg mosdtnteg (IMDG) . E4
Odnyieg ovokevasiog (IMDG) : P002
Odnyieg ocvokevaciog sunopevpotokiBotiov-deEapevav : IBCO8
(kddwkog IMDG)
Ewwég dorageg IBC (IMDG) : B21,B4
Odnyieg v de&apevég (IMDG) ¢ T3
Ewucég darageis yu de&apevég (IMDG) : TP33
Kamyopieg poptiov (IMDG) A
1310 teg ko mapatnprioeg (IMDG) ;A wide range of toxic solids, generally of vegetable origin. Toxic if swallowed, by skin contact or by
inhalation.

Evoépuo petagopd

PCA E&apovpeveg mocdmteg (IATA) . E4
PCA Tlepropiopéveg mocdtteg (IATA) 1 Y644
KaBapn péyrom mocomra yuo mepropiopévn tosomeo. - lkg

EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)
0dnyieg ovokevaoiog ya emPatnyd ogpookden (IATA) : 669

Kabapn péyiom mocdtnta yio emBotnyd aepookaen : 25kg

Kat ylo agpookden petapopds eoptiov (IATA)

Odnyieg ovokevaoiog HOVO Yo 0EPOSKAPT) LETAPOPES 1 676

poptiov (IATA)

Méyiotn mocdTNTO HETAPOPAS ATOKAEIGTIKG ad : 100kg
aepookden petapopds poptiov (IATA)

Ewducée drotaéelg (IATA) : A3, AS, A6, A801
Kwdikog ERG (IATA) : 6L

14.7. @ardooreg peTapopis yvony copepmva pe Tig Tpasels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aierda, Tnv vysio Kot 7o agpiairov yio TV ovcia 1 10 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobécseig mepropiopov)

Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61\G)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynermv oveidv REACH (SVHC)

Aev neptlapPévetar otov KatdAoyo vroyneuey ovoidv REACH

Kavoviopog mepi 6lovtog (2024/590)

Aev nephapfdvetonr otov Katdroyo ovciav mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviopog tov Zoppoviiov (EK) yia tov Ereyyo e10dv dimhg ypiong
Aev mepirapBavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dumhng ypnone.

Kavoviopog mepi ekpnkTik®v Tpédpopmv overdv (EE 2019/1148)

Agv ovoypageTaL GToV KATdAoyo TPOSPOUmY 0VGLdvV eKpNKTIKOV VAGV (EE)
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Atropine sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Kavoviopog mepi mpodpopmv overdv vapkotikav (EK 273/2004)

Agv ovoypageTal 6Tov KatdAoyo Tpddpoprav ovcldv vapkotikov (EE)

15.2. A&ordynon ymuikig aoc@dierog

Aev vrtdpyovv emmAéov TANpopopieg

TMHMA 16: A)Leg TANpOQPOPiES

Emonqpavon arlrhayov

Tpnpa Tpomomompévo croryeio Hapotnpiicers
Avtikofiotd v ékdoon Ipoctédnke
EVNUEPOOT| Ipoctédnke

1.2 Tleplopiopoi otn xpron TpomomouOnke

1.2 Xpnon g ovsiog/Tov Helypatog TpomomouOnke

1.2 Kopuo katmyopia ypnong Aparpédnke

2.1 AvemBOuNTEG PLOTKOYNKEG EMOPAGELS, KAOMG TpomomouOnke
KoL €mOPAGELS 6TV avOpdTIvY vYEia Kot 6T0
nepBaiiov

2.3 AMeg mAnpogopieg Ipoctédnke

4.1 Tevikd pétpa TtpdTRv Pondeidv Ipoctédnke

4.1 Métpa tpdtev Bonbewdv petd amd enaen pe T0 TpomomouOnke
dépuo

4.1 Métpa mpdTov Bondeidv petd omd slomvon TpomomouOnke

4.1 Métpa tpdTev Bondeidv petd amd katdmoon TpomomouOnke

4.1 Métpa tpdTev Bondeidv petd amd exogn pe to TpomomouOnke
pétio

4.2 ZOUTTOUOTO/EMOPACELS LETE OO ELGTVOT| TpomomouniOnke

4.2 ZoURTOUOTH/ EMOPACELG HETE 0d KaTdmoon TpomomouOnke

42 ZOURTOUATO/EMOPACELG UETG OO EMAPT LLE TO Aparpédnke
dépuo

42 ZOUNTOUATO/EMOPACELG LETG OO EMOPN LLE TO Aparpédnke
pétio

43 AN woTpikn yvopdtevon 1 Oepaneio Aoupidnke

5.1 Axatdrinko mopooPeoticd péco Ipoctédnke

5.1 KatdAinka péoa mopdcPeong TpomomoumiOnke

52 Y mepinTon TUPKAYLAS TOPAyOVTOL ETKIVELVEL Ipootidnke
TPOIOVTO. 0TocVVOESNG

5.2 Kivdvvog mupkaytdc Aparpédnke

53 Ipootacio katd Thv mopdoPeon pootédnke

53 METpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG TpomomouOnke

6.1 E&onhonog mpoctaciog Ipoctédnke

6.1 Métpa EKToKTNG AVAYKNG Ipoctédnke

6.1 Tevikd pétpa TpomomouOnke

6.2 Tep1parrovtiég Tpo@LAGEELG Ipootédnke
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Atropine sulfate
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpicseig

6.3 T v amobfikevon Ipootidnke

6.3 MébBodot kabapiopon TpomomouOnke

6.4 Hapanopm oe dAho tuqpota (8, 13) Ipootédnke

7.1 IIpo@ulaéels yio ao@ain xEPLoHd TpomomounjOnke

7.1 Métpa vylevnig TpomomouOnke

7.1 Emmléov kivduvor katd v ene&epyocio Aparpédnke

7.2 SuvOnkeg O aENg TpomomouOnke

7.2 YAkd cvuokevaciog Ipootédnke

7.2 Teyvikd pétpa Aparpédnke

7.3 Ewdwég yprioetg telucod katavoimt Agarpédnke

8.2 [Ipoctacio TV AVOTVELGTIKOY 0dMV TpomomouniOnke

8.2 IIpoctacio Tmv xeptov TpomomouOnke

8.2 TIpootacio opBaipmv TpomomouOnke

8.2 Katdiiniot unyavikoi Ereyyot TpomomouOnke

8.2 TIpoctacio tov déppoatog TpomomouOnke

9 Mopuaxr pao Ipootédnke

9 xpdpo Ipoctédnke

9 Epopdavion Ipootidnke

9 pH Ipootidnke

9 Inueio T&emg Ipootédnke

9 YUVTELEOTNG KATAVOUNG G€ pelypa n- Ipootédnke
oktavoing/vepoo (Log Kow)

9 Ooun Apurpédnke

10.1 AvtidpactikdTnTa Aparpédnke

10.5 Mn ovppatd vikda Aparpénke

10.6 Emwivduva tpoidvta amocdvieong Aparpédnke

11.1 LDS50 and tov otdpatog o€ apovpaiovg TpomomouOnke

12.1 EC50 - Kapkwvoewdn [1] TpomomouOnke

12.1 LC50 - Yapw [1] TpomomouOnke

12.1 LC50 Ewnvon - Exipug (Zxdvng/cuykévipoong TpomomouOnke
GTOYOVISi®V)

12.1 Oworoyia - yevika Aparpédnke

13.1 YV0TACELS GYETIKG [Le TNV amdppLym Aparpédnke
TPOIOVIMV/GVGKEVOCLDV

13.1 Teprpepelakdg kavoviopog mept anofAnTwv Aparpédnke

14 ApBuoc OHE (RID) Ipootédnke

14 ApOpds kKOVoV/pumhe ehtov (ADN) Ipoctédnke

14 Yroypewtikog eEomiopog (ADN) Ipootidnke

14 E&aupovpeveg mocdmteg (ADN) Ipootidnke
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Atropine sulfate
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyEio Hopatnpicseig
14 Tlepropiopéveg moodtteg (ADN) Ipootidnke
14 Etucéreg kivddvov (ADN) Ipootédnke
14 Kwdwog ta&vopnong (ADN) Ipootédnke
14 KatdAinin ovopacio aroctodng (RID) Ipoctédnke
14 Ap. Tavtomoinong kwdvvov (RID) Ipoctédnke
14 Aépota e&npég (RID) Ipoctédnke
14 Ewwcég datdéels yio m petapopd - Doptwon, Ipootidnke
eKQOpTOON Kot xepopog (RID)
14 Ewwcéc datdéers yio  petagopd - Aépota (RID) | [Ipootédnke
14 Metagopikn katnyopia (RID) Mpootédnke
14 Ewdwcég dratagers yuo tig de&apevég RID (RID) Ipoctédnke
14 Kodwoi de&opevav yio tig defapevég RID (RID) | IIpoctédnke
14 Ewdwcéc dratdéerg yio kivntég de€opevéc ko yoonv | IlIpootédnke
nepiéxteg (RID)
14 Odnyieg yo kvntég delapevég kat ooy nepiékteg | lIpootédnke
(RID)
14 Awtdéeis yio Tig pektég ovokevaoies (RID) Ipootédnke
14 Edwég dataéers ovokevaoiag (RID) poctédnke
14 Odnyieg ovokevaciog (RID) Ipootédnke
14 E&mpovpeveg mocdtnteg (RID) Ipootidnke
14 Tlepropiopéveg moodtteg (RID) Ipootidnke
14 Ewwn mpoPreym (RID) Ipootidnke
14 Katmyopia cvokevaciog (RID) Ipootédnke
14 Kodwoag ta&vounong (RID) pootédnke
14.1 ApBuog OHE (ADN) Ipootédnke
14.2 KatdAinin ovopacio arostolng (ADN) Ipootédnke
14.2 Katdhinin ovopacio amostodric (ADR) TpomomouOnke
14.3 Etucéreg kivdvvov (RID) Ipootédnke
14.4 Katmyopia cvokevaciog (ADN) Mpootédnke
14.6 Ewdun npopreyn (ADN) Ipoctédnke
IIMpeg keipevo ppaceowv H kon EUH:
Acute Tox. 2 (And Tov O&eia To&wotnta (06 TV GTOHATOC), KoTnyopio 2
GTOLOTOC)
Acute Tox. 2 (A1d g O&eia To&wotnta (S1é TG €l0TVoTS), Katnyopia 2
€10TVONC)
H300 BOavatneopo o TePInTOOT KOTATOOoNGS.
H330 BOavatneopo o€ TEPINTWON EIGTVONG.

Aghtio Agdopévov Acpadeiog (AAA), EE
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Atropine sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ATIOINOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtat and myég Tig onoieg Bempodpe aéiomotes. [Tapdia avtd, divovtat
YOPIG Kapio eyyvnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot péBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoiovVTog dev
VIOKEWVTOL 6T S1KN [ag gvBHVI Kot Hropet Kat vo. v UminTouy Kot 6TIS approdtdotntég pog. I'iontoig kat yio GALovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVIEVELEVN LLE, TO YEPLGUO, TNV 00BN KELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTlov. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, OL TANPOPOPIES TOV TUPEXOVTAL £ EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG Ol TANPOPOpies PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo vo TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKAOV ATAITCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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