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e o eyl Hyoscyamine sulfate

Agltio Aedopévav Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE LEUROPE  obpgova pe tov Kavoviopd REACH (EK) 1907/2006 6rnwg tpomomomOnke amd tov Kavoviouod (EE) 2020/878
Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag . Hyoscyamine sulfate
Xnuwn Ovopacio T dhato TG vooKvapivig
No. kataroyov : 614-013-00-X
Kodwog mpoidvtog 1 202100125

1.2. Zovogeic mpocdtopillopEvEg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOILEVES YPNOCELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpua katmyopia ypnong : To mpoidv mpoopiletar yia TV £pevva Kot avATTUEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciag/Tov peiypotog : Moévo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| xpnong © Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOV dEXTiOV dEdopEvEV acPaLEiag

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. ApOpog Tnre@@vov emeiyovcag avaykng

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIp0o6o10piop6g EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV peiypaTog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&komra (814 TG €16TVoNg), Katnyopio 2 H330
O&eia To&ikomTa (amd Tov 6TONATOG), KaTnyopio 2 H300
IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpo 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaiiov

Amopacn HESH KPioNG EUTELPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOGC.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

S

Ewovoypappata kwvdvovov (CLP)

GHS06
Ipogworomtiky AéEn (CLP) » Kivdvvog
Anhaoeig emkwvdvvomrog (CLP) : H330 - ®avateopo og nepintmon gilomvong.
H300 - Gavatneopo e mepintmon KaTdmoons.
Anhdogig tpoeoraéng (CLP) : P260 - Mnv avamvéete okdvn/avabupidoeis/aépio/otayovidio/atpodc/eKvepMUOTa.

P264 - TI\bvete ta xépia, Toug TXE (avTIBpdyLo) Kot To TPOGOTO GYOAACTIKG HETA TO YEPIGUO.
P270 - Mnyv tpmre, mivete 1} kanvilete, 0tav ypnotponoteite avtd To TPOiov.

P271 - Na ypnowomoteitar povo o€ avoikto 1 KoAd aeptlOpevo ydpo.

P284 - Xpnowponoteiote PEGH OTOUIKNG TPOGTAGING THG OVATVONG.
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Hyoscyamine sulfate
Agltio Aedopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

P301+P310 - XE ITEPIIITQXH KATAIIOXHZ: koAéote apécng to KENTPO AHAHTHPIAYEQN
1M éva y1oTpo.
P304+P340 - XE ITEPIIITQXH EIXIINOHE: Metagépate tov mabdovia otov kabopd aépa Kot
APNOTE TOV VO EEKOVPACTEL GE GTACT OV FLEVKOADVEL TNV CLVOTTVOT).
P310 - KaAéote apéowc 10 KENTPO AHAHTHPIAZEQN 7 éva yutpo.
P320 - Xpe1dletan enerydvtog dikn aywyn (BAEne copninpopatikéc odnyieg tpdtav fondeidv
TNV ETIKETAL).
P321 - Xpe1dleton ek ayoyn (BAEne cuumAnpopatikég 0dnyies Tpd@TOV Bonbedv oty TiKETa).
P330 - Egn\dvete o oTOMA.
P403+P233 - Amobnkedetar og kol agpiiopevo xmpo. O mepiékmg dratnpeiton epuntikd KAEGTOC.
P405 - dvldooetot KA mpévo.
P501 - Awébgomn tov Tepeyopévon/mepléktn o€ onpeio cLAAOYNG emkivduveV 1} E18IKOV amofANTmV,
GULPOVO LLE TOVG TOTLKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kkon diebveig kavoviopovs.

Zhpavon cOpemva pe: eEapeital 1) EMTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml

Ewovoypdappata kivdvvov (CLP)

GHS06

2.3. AALot Kivoovor

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 3: Z0vOeon/TApo@opiss Y10 T0 GVGTATIKG,

3.1. Ovoigg

Ovopa AvayvoploTIKOg KMOKOg % Katdraén ocopomva pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Aot TG VOsKLAMIVIG No. kataioyov: 614-013-00-X | <100 Acute Tox. 2 (A4 g eonvorg), H330

(ATE=0.05 mg/I/4h)
Acute Tox. 2 (Amé tov otoparog), H300
(ATE=5 mg/kg copatikod Bapovg)

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agv oyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Ileprypagn péTpav TpATOV fonder®dv

Métpa tpdtov Bonbeidv petd omd eilomvon : Bydte tov mofovta otov kabapd afpa. APiote To dTopo mov TpocPAnnke va avomvedoel kabapd
aépaL.

Métpa tphreov Bondeidv petd omd emaen pe To dEpua : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
mavi). [TAvete pe GeBovo vepd Kot amoppLTAVTIKO.

Métpa tpdtov Bondeidv petd omd exapn pe to pdTio . Eemhovete pe vepd kpotdvrtog o PAEQapo KoAd avorytd.

Métpa mpdrov fondeidv petd amd katdmoon . Eemhovete 10 otopa. Karéote apéong to KENTPO AHAHTHPIAXZEQN/yotp6. Edwkn wrpikn
TapoKorovOnon.

4.2. ZNpavTiKGTEPH COPTTONATO KOL ETOPAGELS, ANEGES 1] NETAYEVECTEPEG

SouTTOUOTO/EMBPACELS HETA OO ELGTVON . Avenopkn dedopéva.
ZOUTTOUOTO/EMSPACELS HETA 0O EXOPT LE TO dEPUaL © Avemapkn dedopéva.
ZOUTTOUOTO/EMOPACELS UETA OO ETOPT| LE TOL LATLOL © Avemapkn dedopéva.
ZOUTTOUOTO/EMBPACELS LETA OO KATATOOT . To copntopato evégyetor va givor (aAn, Keparadyies, vootio Kot ATM®AELL GUVTOVIGHOV.
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Hyoscyamine sulfate
Agltio Agdopévov Acpaleiag

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

XvpPovievdeite/ Emokepbeite yiatpo. Edv givat duvard dei&te avtd to goilo acpodeiog, Kt av oyl dei&te T cvokevaocia 1) v tkéto. Evepyn ovaia.
DoppoKevTIKO TPOIOV.

TMHMA 5: Métpa yio TV KaTomToAE{pnon TS TuPKayLag

KatdAnka péoa mopdcPeong . KovuBépta nupdoPeong.

Kivévvog mopkayidg . BMéme tpfiua 2.2.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowomomote péca Katdofeons KatdAinia yio v mepBAALovco TupKayLd.

TMHMA 6: ¥V 0€ TTEPITTMO 0KOVOLUG EKAVONG

Tevikd pétpo . Amo@lyete v dueomn enopn pe To mpoidv. Mnv ovomvéete
oKOVI/avabVILAGELY/ 0EPLa/GTaYOVISIO/ O THOVS/ EKVEPDLOLTA.

6.1.1. I'o TPOCOTIKG GLLO A6 TO TPOSMMUH EKTUKTNG UVAYKNG

Agv vrdpyovv emmAéov TANpopopieg

6.1.2. I dTopo mov TPooPEpovy TPpdOTES Podeieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAfov TANpoPopieg

MéBodot kabapiopow 1 Zyovpéyte, 0Tt To omoppipata Oa TepicuAleyodv kot Ba anodnkevtodv acparic. Kabapiote
TPOGEKTIKAL.

Agv vrdpyovv emmAéov TANpoPopieg

EPIGNOS Kot arodnkevon

Emmhéov kivéuvor katd v enegepyacio . Egiotdton emiong n mpocoyn Tov xpiotn 6Toug mhovong Kivdivoug Tov EVUTAPYOLV GTNV TEPITTOON
OV TO TPOIOV YpNoionom el e TpOTOo oV 0pileTal Omd TIG KUTUGKEVOGTIKES TPOSLOLYPAUPES.

TIpouAGEeLg Yo @O XEPIGHO 1 XpNoWonomote 10 TPOidV e TPOGOYT. ATOPVYETE TNV GUECT) EXOPT LLE TO TPOIOV.

Métpa vyevig 1 Xpnon tov Tpoidvtog pe ophn Propnyavikh vyewn kot dtadikaoies acQaAgiog.

Teyvikd pétpo T Zoppopembeite Le TOVG 1XVOVTEG KOVOVIGHOVG.
TovOnkeg @OAAENG 1 DdVAGooETOL KAEWB®UEVO.

Béme tpnua 1.
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Hyoscyamine sulfate
Agltio Aedopévov Acpaleiog

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

TMHMA 8: "EAgyyog Tng ék0eong/atopiki Tpoctacio

8.1. IMapapeTpor eréyyov

8.1.1 EOvikég oprokis Tipég emayyshpotikig £k0eong kot frolhoyikég oprokés Tipég
Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTdpeveS Sradikacisg mopaKorovOnoNg

Agv vrdpyovv emmAéov TANpopopieg

8.1.3. Zympatifovror sToygia pdmavens Tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyés eréyyov

Agev vrdpyovy emmAfov TANpoPopieg

8.2."ELeyyor £ék0gong

8.2.1. Katdiinior pnyavikoi éreyyon

Katarinior pnyovucoi Ereyyor:
Awampnote o koAl e€aeptlOpevo Ydpo. XpNGUYLOTOLEITE AMOKAEIGTIKG 08 KAELGTN YOOV UE EVOOUATOUEVO @iATpo. DIATPO 0EpOcOUOTIOIMV LVYNANG
amoteheopoticomtog (HEPA filter).

8.2.2. ATopKOG TPOGTATEVTIKOG E0TAMGNOG
8.2.2.1. IIpocTocio TOV HUTIAV KUL TOV TPOGAHTOV

Ipootacio 0@Oaipn®V:
Ipootatevtikd yvaAld. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpocrocio Tov déppatoc:
Xpnoonoteiote TPooTaTELTIKO povyIoHd Yo ynpkd. DIN EN 13034

Ipootacio TV (epLOV:
Ipoototevtikd yavtio avOekTikd og ynukd tpoiovta. ISO 374-1

8.2.2.3. TIpo6Tucio TOV UVATVEVGTIK®OV 060GV

IIpooTtacic TOV OVATVEVGTIKAV 00AV:

Xe nepintwon omekevfEpmaong okovng : pdokeg pe eidtpo yio okéves P3. DIN EN 140 & 149. Yypé mpoidv : Mdoka agpoidpatog. Popdte avamvenosTik
GLOKEVT| O TEPInT®OoN £KOEONG OE ATHOVG/GKOVESG/AePOADLOITOL

8.2.2.4. Ogppikoi kivouvvor

Aev vrdpyovy emmAfov TANpoPopieg

8.2.3. Oprofétnon kot TapakorovOnon g neprfariovroroyikis ékOeong 6€ Kivovvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Ko YnNUIKES 1O10TNTES

9.1. Zroyegio Yo TG PAGIKES QUGIKES KoL YNUIKES 1G0T TES

Duowr Kotdotoon T Zteped
APDOUOL © Mn dwbéopo
Oopn . Agvoyoet.
Opto oopng © Mn dwbéoyo
Inpeio ™Eemg © Mn dwbéoyo
Inpeio mEemg © Mn dwbéoyo
Inueio Bpacpod © Mn dwbéoyo
Evplextomta © Mn dwbéoyo
Opua kvdvvov ekpnéemg 1 Agv oydet
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Hyoscyamine sulfate
Agltio Agdopévov Acpaleiag

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Xapniodtepo 6pro £xpnéng 1 Agvioydet
Avdtato pro ekpn&potrag 1 Agv ioydet
Inueio avapredng 1 Asvioyvet
Bgppokpacio avtavapreéng 1 Agvioydet
Beppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Adropo pH : Mn dwbéopo
1EDdeg, KvepoTicdg (1)  Aevioybel
AwAvtomro : Nepo: > 1000 g/l
ZUVTEAEOTIG KOTAVOUNG OF HelyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Tdon atpdv © Mn dwbéoo
Ilieon atpov og Beppokpacio 50°C © Mn dwbéopo
TTvkvotnto : Mn dwbéopo
Zyetikn mokvoTnToL © Mn dwbéoo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agv oydet
Méyebog copatidiov © Mn dwbéoo

9.2.1. Ik po@opies GYETIKA PE TIS KLAGELS QUGIKOD KIVdHVOU

Agev vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 (OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpopopie

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

Ztafepd VIO KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopies

Kapio og kavovicn ypnon. BAéme tunpa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVOVVOVG KOTVOVG.

O&eia To&komra (amd oTOUATOG) I OavoTneopo ot mePINTOOoN KATATOoNC.
O&eia To&ikomTo (deppratiKn) 1 Mn ta&wopnpévog

O&eia To&otta (avomvon) I OavoTneopo o€ TEPITTWON ELGTVONG.
AGBpwon ko gpeiopdg Tov déppatog © Mn ta&wvopnpévog

ZoPapn opOaipikn BAAPN/epedionds © Mn ta&vopnpuévog

Evaisbntomoinon tov avomvevstikod 1y : Mn ta&vounpuévog

gvaucOntomoinon Tov d€ppatog

MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV : Mn ta&vounpuévog
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Hyoscyamine sulfate
Agltio Agdopévov Acpaleiag

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Koapkwvoyéveon 1 Mn ta&wvopnpévog
To&kdTTaL Y100 TV ovemopoymyn © Mn ta&vopnpévog
Ewdu to&wotnta ota dpyava-ctoyovs (STOT) — © Mn ta&vopnpévog
gpanag £xbeon

Ewum to&wotnta ota dpyava-otoyovs (STOT) — © Mn ta&vopnpuévog
emavenupévn ékbeon

Enucvduvomta avappoenong : Mn ta&vounpuévog

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TANpopopisg

Oworoyia - yevika . Emivdvva amdfinta. Xpnowomroteite katdrAinia doyeio andppiymng.
Emikivduvo yio to vddtvo meptBaAiov, Bpayvmpdbeopog : Mn ta&vopunpévog

(0&bg)

Emikivduvo yio to vddtivo meptBdAlov, pakporpdbeopog : Mn ta&vopunpévog

(xpéviog)

Aev voiotaton Tayeio anocvvieon

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0130gon

Tomun vopobesio (amdPAnTo) 1 Kataotpéyte pe ao@ain tpdmo cOUP®VO LE TOVG TOTIKOVS/ €BVIKOVG KOVOVIGHOVG.
ZVOTAGELS OYETIKA [ TNV amdppLyn © Mnv anoppintete To VIOAEIUHATO GTOV VIIOVOLLO, SMGTE TO TPOIOV KO T GLCKEVAGIO TOV GE EOIKO
TPOIOVTIMV/CLGKEVUTLOV onpeio GLALOYNG EMKIVELVEOVY 1| EOIKAOV ATOPPLUUATOV.

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. ApwOpog OHE 1 aprOpog tovtéTTog

UN 2811 UN 2811 UN 2811
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Hyoscyamine sulfate
Agltio Aedopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

ADR

IMDG

IATA

14.2. Oweia ovopacia arostoric OHE

TOZEIKA XTEPEA, OPT'ANIKA, E.A.O.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Heprypaei eyypdowv psragopis

UN 2811 TOEIKA STEPEA, OPTANIKA, E.A.O.,
6.1, Il, (D/E)

UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,
1

UN 2811 Toxic solid, organic, n.o.s., 6.1, 11

14.3. Ta&n/-1g KivdOvov KoTd TN HETAPOPA

6.1

6.1

6.1

14.4. Opdoda cvokevaciog

14.5. Ileprfarrovtikn emKivovvoTnTa

Emucivouvo yia o meptpariov: Oyt

Emwcivduvo yua to mepiBdiiov: Oy
MOAVGHOTIKOG TOPAYOVTAS Y10 TO VIAUTIVO
mepipdrrov: Oyt

Emcivouvo yia to mepiBdiiov: Oyt

Aev vrapyovv emmAéov dobéaipeg TAnpopopieg

14.6. Exdukég Tpo@ura&elg yia tov ypneT

Eniyewo petagopa

Kodwog tagvounong (ADR)

Ewwég dotaéeg (ADR)
Iepropiopéveg mocotteg (ADR)
E&upovpeveg mocodtnteg (ADR)
Odnyieg ovokevaoiog (ADR)

Ewwés dotaéels ovokevooiog (ADR)
Awtdéelg pewtg ovokevaocieg (ADR)

T2
1 274,614
: 5009
E4
P002, IBC08
B4
MP10

Odnyieg yio popnTég de€apeveg kan epmopevpatokifotio : T3

xodnv (ADR)

Ewdwéc drata&erg yuo popntég de&apevég Kot
gumopevpoTokIPdTior 0oy (ADR)

Kodwog de&apevng (ADR)

Ewwég datagerg yu deopevég (ADR)

Oynua yloo petapopd deEopevig

Katmyopia petapopds (ADR)

Ewdwég datda&erg yuo  petapopd - Koro (ADR)
Ewwég datda&erg yuo  petapopd - Doptwoon,
eKQOPTOGN Kot XGOS (ADR)

Ewwéc datd&erg yuo m petapopd - Agttovpyio (ADR)

ApBv avayvoprong kwvdvvov (Képrep Apbp.)
IMoptokoi dickot

Kodwog teplopiopmv yio onpayyes (ADR)

petapopd pécm Boraoong
Ewwn mpopreyn (IMDG)
[epropiopéveg mocdtteg (IMDG)
E&apovpeveg moodmreg (IMDG)
Odnyieg ovokevaoiog (IMDG)

: TP33

. SGAH, L4BH

. TU15, TE19

. AT

D2

© V11
CV13,Cv28

: §9, 819

60
60
2811

D/E

1 274
: 5009
E4
P002
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Hyoscyamine sulfate
Agltio Aedopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

Odnyieg ovokevaoiog epmopevpatokiBotiov-deiapnevey : 1BCO8

(kddkag IMDG)

Ewwég datagerg IBC (IMDG) . B21,B4

Odnyieg v de&apevég (IMDG) © T3

Ewwég datagers yu de€opevég (IMDG) © TP33

ApBpds EmS (TTupxayid) . F-A

ApBpds EmS (Awppon) © S-A

Katmyopieg poptiov (IMDG) . B

1810t 1eg ko mapotnpioels (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Evoépuo petagopd

PCA E&apodpeveg mocomreg (IATA) . E4
PCA Ileplopiopéveg mocodmteg (IATA) 1 Y644
KaBopn} péytot nocdtnta yio neplopopévn tosdotre.  : 1kg

EMTPETOLEVT Y10 ETPOTNYER OEPOTKAPT KOL Y0
agpookden petapopdg optiov (IATA)
Odnyieg ovokevaoiog yo entfatmyd aepookden (IATA) : 669

Kabapn péyiom mocdtnta yio ematnyd aepookden . 25kg
KOl Yl 0epookaon petapopds poptiov (IATA)

Odnyieg cuokevAGILOG HOVO Y10 0EPOCKAPT LETAPOPAS . 676
poptiov (IATA)

Méy1ot 060 Te LETAPOPAG OTOKAELGTIKG OO : 100kg
agpookden petapopdg optiov (IATA)

Ewwcée dotaéerg (IATA) : A3, A5
Kodwos ERG (IATA) . 6L

14.7. @aldooreg peta@opég x0oNy cdpepmva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vVopo0eTikov YopaKTipo

15.1. Kavoviopoi/vopo0eoio 6YeTIKA pe THY 06QILED, TNV VYELX KOl TO TEPLPGALOV Y10 TNV OVGiA 1] TO peiypa
15.1.1. kavoviopoi EE

Hapaptnpae XVII too REACH (ITpoimoBéceig mepropiopov)

Aev nepihappaveton oto Moapapmmuo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog ad£1060TNn01|G)
Aev mepirappaveron oto Moapdpmmuo XIV tov REACH (Katdloyog 0de1050tnomg)

Kataroyog vroyiguov oveidv REACH (SVHC)

Aev nepthapfavetor otov Katdroyo vroyneiev ovcsliov REACH

Kavoviopiég PIC (EE 649/2012, TIponyodpevn cuvaivesn pPETd omd evynpépmon)

Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletat.

Kavoviopig mepi e&aodévnong tov 6Lovrog (EE 1005/ 2009)

Aev tepthapfavetal 6Tov Katdhoyo ovctdv mov e&acbeviCovv to 0lov (Kavoviopog EE 1005/2009)

Kavoviopdég mepi ekpnktik®v tp6dpopmv ovordv (EE 2019/1148)

Aev nepiéyet kapio ovoio(eg) mov meprapPdvetar(ovtar) 6tov Katdroyo Tpddpopav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oyetikd pe v epmopio. kot
™ XPNON TPOSPOLDV OVGLDY EKPNKTIKAOV)

Kavoviopog wepi apodpopmv oveidv vopkotikdv (EK 273/2004)

Aev mepiéyel ovoia(eg) mov meptiapfaverar(ovial) 6Tov KatdAoyo mpodpopmv ovotdv vapkaTikev (Kavoviopog EK 273/2004 oyxetikd pe tig mpodpopes ovoieg
VOPKOTIKAOV)

15.1.2. EOvikég dworacelg

Agev vrdpyovy emmAfov TANpoPopieg
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Hyoscyamine sulfate
Agehtio Aedopévav Acpareiog

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

15.2. A&wordynon ymukiis o.cQdierog

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 16: Alheg TAnpo@opisg

I peg keipevo ppaocewv H ko EUH:

Acute Tox. 2 (And tov Oé&ela to&kodmTa (amd Tov 6TOHNTOC), Katnyopio 2
G6TONOTOC)

Acute Tox. 2 (A4 g O&ela to&kodmra (814 ™G elomvong), Kotnyopio 2
£L6TTVONIG)

H300 BOavaTnEOpo o€ TEPINTOON KATATOONG.

H330 BOavatn@Opo GE TEPIMTMON EIGTVONG.

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov meptéyovtat 6e avtd T0 deATio Tpoépyovtal and Tnyég Ti§ onoieg Bewpodue a&omotes. [lapoia avtd, divovron

YOpig Kapio eyydnon, pntn 1 appnTn, Yo v aKpifeid toug.
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