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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Acetylsalicylic acid

Kodwog mpoidvtog : 201600013

Svvdvopo : Acetylsalicylic acid, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTLEN KoL TNV EXOYYEALOTIKY EKTAIOEVLOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

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

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

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

O&eia To&komra (amd Tov oTONATOG), KaTnyopio 4 H302
To&wdmta 6TV avamapayoyn, Katnyopia 2 H361d
IMnpeg keipevo twv dnidoewv H kon EUH: BAéne tunqpo 16

AvemOOunNTEG QUOIKOYNMIKES EMOPAGELS, KAODG KUt EMIPAGELS 6TNV 0vOpOTIVY VYEia Ko 610 TEPIfaihov
Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.
2.2. Zroyeio eTIKETOG

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

GHSO07 GHS08
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H302 - Emprapés oe mepintwon katdmoong.

H361d - "Yromnto yio tpdxhnon Prapng oo EuPpvo.

Anidoeig Tpoevraéng (CLP) : P201 - Epodiaoteite pe Tig £181k€G 00nyieg Tpwv amd ) ypnon.
P202 - Mnv 1o ypnoytomooete Tpv StaPAcETe Kot KATOVONGETE TIG 0dNYieg mpo@Oraéngc.
P264 - TI\bvete ta xépia, Toug TXE (avTIBpdyLo) Kot To TPOGOTO GYOAACTIKG HETA TO YEPIGUO.
P270 - Mnyv tpmre, mivete 1| kanvilete, dtav ypnotponoieite avtd T0 mPoiov.
P280 - Na popdte mpootatenTikd yEvTio/TpooTatevTicd evovpaTo/LEGo OTOMKNG TPOGTAGIAG Yo TO.
naTi0/10 TPOoMTO/TOL OVTLE.
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Acetylsalicylic acid
Agltio Agdopévov Acpaleiog

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

P301+P312 - XE ITEPIITOXH KATAIIOXHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
ytpd, av acbavieite adabecia.
P308+P313 - ZE ITEPIIITQXH £kbeong 1 mbavomrog ékBeong: Zupfovievdeite/Emokepbeite
yutpo.
P330 - ZEgmldvete T0 GTONO.
P405 - dvrdcoetot KAEW®UEVO.
P501 - AwdBeon tov Tepieyopévou/aeplEkTn og onpeio GLALOYNG EMKIVOLVOV 1) EWIKOV amoBANTOV,
GUUPOVO LLE TOVG TOTIKOVG, TEPLPEPELNKOVG, £0VIKODS 1/Kon diebveig kavoviopovs.

Zhpavon cOpemva pe: eEapeital 1) EMTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OTol0G dgv vIepPaivovv Ta 10ml

Ewovoypdappata kivdvvov (CLP) :

GHS08

2.3. AlLot Kivéovor

Agv vrdpyovv emmAéov TANpopopie

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

3.1. Ovoigg
Ovopa AvayvopoTikog Kodikos | % Kartaraén svopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]
Acetylsalicylic acid - <100 Acute Tox. 4 (Amd tov otoparog), H302
(ATE=500 mg/kg copoatikon Bapovg)
Repr. 2, H361d

IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunqpo 16

3.2. Meiypota

Agv woyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Meprypopin pETPOV TPAOTOV fonbstadv

Métpa tphrov Bondeidv petd omd emaen e To dEpua : KoBapiote ™ peyarvtepn dvvarh mocdmra okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
mavi).
Métpa tpdrov Bondeidv petd omd exapn pe to pdtio . Eemlovete T Latior pe vepod yio Aoyoug ocporeiog.

4.2. ZNpavTiK6TEPH COPTTONATO KON ETIPAGELS, APEGES 1] PETAYEVECTEPES
Agv vrdpyovv emmAéov TANpoPopieg

4.3."Evd€1&n 0010601 TOTE AmULTOOPEVIG GUEGTG LOTPIKNG PPOVTIdaG Kut £18WKNG Ogpamneiog

Aev vrdpyovy emmAfov TANpoPopieg

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

5.1. TIvpocPestika péca

KotdAAnio péoa mopocBeons : KovBépta nupdcPeong.

5.2. Exdwkoi Kivéuvol Tov TpoKvOITOUY 0T TV 0VGia 1] TO pHeiypo.

Kivduvog moprayidg : BMéme tpnpo 2.2.
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Acetylsalicylic acid
Agltio Agdopévov Acpaleiog

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

MEtpa ylon TV KOTOTOAEUNOT TNG TUPKAYLEG . Xpnowonomote péoa kotdoPeons katdAinia yio v meptdilovca TupKayid.

TMHMA 6: Métpa 6€ TEPinT@ON 0KOVOLOG EKAVGTNG

6.1.1. I'a TPOSOTIKG GLLO A6 TO TPOSMOMUKG EKTUKTIG UVAYKNG

Métpa €KTOKTNG AVAYKNG . Amogevyete kGOe mepit Ekbeo.

6.1.2. T Gtopa mov TPocPipovy TPAOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopie

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon awodnkevon

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

BM\éne tunpa 1.

0¢ NG £k0eonc/aTopkn TpooTacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frolhoyukég oprokis Tipég

Aev vadpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvEg d1ad1Kacics Tapakorovdneng
Agv vrdpyovv emmAéov TANpoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa
Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopieg

8.1.5. Ieproyés eréyyov

Agev vrdpyovy emmAfov TANpoPopieg

8.2.1. Katdiinior pnyavikoi éheyyol

Kotdhinhor pnyavikoi £reyyol:
Awmmpnote o€ kaAd e€aeptlopevo Ydpo. ZvvNnBOG aToITEITaL GVGTNIO YEVIKOD UNYovIKoy £0ePIGIOD TOV XDPOL.
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Acetylsalicylic acid
Agltio Agdopévov Acpaleiog

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

8.2.2. ATopKOG TPOOTATEVTIKOG E0TAMGNOG

8.2.2.1. IlpoocTocio TOV HUTIAV KOL TOV TPOGAHTOV

Agev vrdpyovy emmAfov TANpoPopieg
8.2.2.2. Ilpoctocio déppatog
IIpootacio Tov déppatoc:

o1l epyactnpiov

IIpocTocia TOV yePLOV:
[IpoototevTiKd yévtio

8.2.2.3. TIpo6TOGio TOV UVOTVEVGTIK®OV 00OV

Agv vrdpyovv emmAéov TANpoPopieg

8.2.2.4. Ogppikoi kivouvvor

Agv vrdpyovy emmA£ov TANPOPopieg

8.2.3. OproBétnon kot TapakorovOnon g meprforiovroroyikig ékBeong o€ Kivovvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Kon YNUIKES 1O10TNTES

9.1. Ztoyeia Yo TS facikés QUOIKES KoL YNUIKES 1O10TNTES

Mopon 1 Xteped
APOLLOL : Mn dwbéoyo
Epodvion T Xkovn.

Oopun © Mn dwbéoyo
TOp10 oopdv © Mn dwbéoyo
onpeio ™Méng / meproyn TENG : Mn Swbéopo
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn Swbéopo
Evpiektomta : Mn Swbéopo
Opo kvdvvov ekpnéemg 1 Agv oyvet
XapnAotepo 6pio £kpnéng 1 Asv ioyoet
YymAdtepo 6pro Ekpnéng 1 Asv ioyoet
Inueio avapredng 1 Asv ioyoet
Bgppokpacio avtavapreéng 1 Agv ioyvet
®eppokpacio dSdonoong : Mn Swbéopo
pH : Mn Swbéopo
Awdiopo pH : Mn Swbéopo
1EDOEG, KveHaTkog (17) 1 Asv ioyoet
AwdvtémTo © Nepo:1-10g/l
ZOVTEAEGTIG KOTAVOUNG OF HElYLLO N-0KTAVOANG/VEPOD © Mn dwbéoyo
(Log Kow)

ITieon atpov : Mn Swbéopo
ITieon atpov oe Beppokpoacio 50°C : Mn Swbéopo
Tukvomra © Mn dwbéoyo
ZYETIKN TOKVOTNTO : Mn dwbéopo
ZyeTkn TokvOTNTA ATHAV 6ToVug 20°C 1 Asv ioyoet
MéyeBog copatidiov : Mn dwbéopo

9.2. Aoutég TAnpogopicg

9.2.1. TIxpo@opieg oyeTIKA pe TIS KLAGELS PVOLKOV KIVOUVOL
Agev vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpoPopieg
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Acetylsalicylic acid
Agltio Agdopévov Acpaleiog

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

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

10.1. AvtidpaoTiKOTNTA

Z1afepd VIO KAVOVIKEG GUVONKES.

10.2. Xnpw) otabepotnro

Agv vrdpyovv emmAéov TANpoeopieg

10.3. IBavéTNTO EMKIVOUVOY AVTIOPACEDV
Kavévag yvootog/-1/-6.

10.4. ZovO ke Tpog amoPuynv

Agev vrdpyovy emmAfov TANpoPopieg

10.5. Mn cvpBata vika

Kapia og kavovikn gpron. BAéne tpuiua 7.

10.6. Emcivdovva mpoiévra amocvvleong

Otav Oeppaivetor péypt Tov oNUEIOL SACTACNG, EKTEUTEL EMKIVOLVOLG KOUTVOUGC.

TMHMA 11: To&koroyikég TANPOPOPiES

11.1. MAnpo@opisg Yo, Tig TAEELS KIvovvov, 6mmg opilovtar otov kavoviend (EK) apif. 1272/2008

O&eia To&komra (amd oTOUATOG)
O&eia To&ikomro (deppatikn)
O&eia To&uotnTa (avomvon)

. EmProPég og nepintoon kotdmoong.
1 Mn ta&wvounpévog (Baoet tov dtabéoipmv dedopévav, Ta Kpiripio To&vounong dev mAnpovvot)
1 Mn ta&wvopnpévog (EAeparticd dedopéva)

Acetylsalicylic acid

LD50 amd tov 6t6p0t0G 68 apovpaiong

300 — 2000 mg/kg

LD50 péow tov 8€pHoTog 6€ apovpaiong

> 7940 mg/kg

ABpwon Kot epebopog Tov dEPHATOG

ZoPapn opOaipukn BAGPN/epedionog
EvaisOntomoinon tov avomvevotikod 1
gvaicOnTomoinomn Tov d€ppatog

Metalha&ry£veon YEVWNTIKOV KUTTAp®V
Kapxivoyéveon

To&wdmTa Yo TV Avemepoy®yn

Ewdu to&iotnta ota dpyava-ctoyovg (STOT) —
gpamag £xbeon

Ewdumn to&wotnta ota 6pyava-ctoyovs (STOT) —
emavenupévn ékbeon

Enuivdovomta avappoenong

1 Mn ta&wvopnpévog (Baoet tov dtabéoipumv dedopévav, Ta KpLripio ToEvounong dev mAnpovvoL)
1 Mn ta&wvopnpévog (Baoet tov Stabécipumv dedopévav, Ta KpLripio To&vounong dev mAnpovvot)
© Mn taéwopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Ta&vopnong dev TAnpovval)

© Mn ta&wvopnpévos (Baoet tov dabéciov dedopévav, ta kptripta tagvounong dev TAnpovvrat)
1 Mn a&wvopnpévog (Baoet tov dtabéoipmv dedopévav, Ta Kpiripio ToEvounons dev mAnpovvot)
© Yromnto yio mpoxAnon PAAPNG oto Eufpvo.
© Mn ta&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Ta&vopnong dev mAnpovvrat)

1 Mn tag&wvopnpévog (Baoet tov dwbéciumv dedopévav, ta kprripta ta&vopunong dev mAnpodvrar)

: Mn taé&vounpévog (Advvapio GuAROYNAG SESOUEVMV Y10l TEXVIKOVS AOYOVG)

11.2. ITAnpo@opicg Yo GAAOVG TOTOVG ETIKIVOLVOTITOG

Agv vrdpyovv emmAéov TANPoPOpieg

TMHMA 12: Owoloyikég TANpopopisg

12.1. To&ikétnTo

Owoloyia - yevikd

Emivduvo o to vddtvo meptBaiiov, Bpayumpdbecog

(0&09)

Emikivouvo yia 1o vddtvo mepiBdAiov, pakporpoheciog

(xpdv10g)

: Aev mopovctdlet Wiaitepo Kivduvo o to tepBailov.
: Mn ta&vopnpévog (Baoet tov dabécytov dedopévav, ta kpttipta Tagvounong dev TAnpovvrat)

1 Mn ta&wvopnpévog (Baoet tov Stabécipmv dedopévav, Ta KpLTipio ToEvounong dev mAnpovvot)
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Acetylsalicylic acid
Agltio Agdopévov Acpaleiog

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

Acetylsalicylic acid

LC50 - Yapuo [1] > 1000 mg/1 (48 dpa, Kvmpivog (Leuciscus idus melanotus))
EC50 - Kapkoedn [1] > 100 mg/1 (48dpa, daphnia magna)
ErC50 @oxn 72 mg/1 (72 dpo, Desmodesmus subspicatus), (MéBodog OOZA 201))

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emmAéov TANpopopie

Agv vrdpyovy emmA£ov TANPOPopies

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeia oyeTika pe T 0100gon

Aev vrdpyovy emmAfov TANpoPopies

TMHMA 14: ITAnpo@opieg 6YETIKA LE T LETAPOPOD.

Topeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TovtétnTog

Aev 1oydet Aev 1oy0et Aev 1oybdet

14.2. Oweia ovopacio arostolig OHE

Agv 1oy0gL Agv 1oyvet Aev 1oydet

14.3. Taén/-€1g KivdOvov KaTd TN PETOPOPA

Aev 1oy0et ‘ Aev woydet | Agv et

14.4. Opddo cvokevaciog

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oydet

14.5. Mep1porlovTiKi ETKIVOVVOTNTO

Aev oy0et l Aev woyvet | Agv woyvet

Aev vrapyovv emmAéov dobéaieg TAnpopopies

Eniyewo peragopd
Aev 1oydel
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Acetylsalicylic acid
Aghtio Aedopévav Acpalreiog

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

petagopd péco Baracong
Aev woyvet

Evaépro petagopd
Agev 1oy0et

14.7. @alaooreg peta@opég y0dNy cdppova pe Tig Tpaeig rov IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavoviopoi/vopo0soio 6YETIKA pe THY 06QAaLEWD, TNV VYEIN KoL TO TEPLPELLOV YI0 TNV 0VGIA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hopaptpae XVII oo REACH (IlpodmoBiceis mepropiopov)

Aev meptrapfavetat oto apapmmpe XVII tov REACH

Hapapmnpa XIV 100 REACH (Katdroyog ad£1060Tn061G)

Aev nepihappaveron oto [Moapapmua XIV tov REACH (Katdloyog adei0d6tnomng)
Kotdhoyog vroyngrov oveidv REACH (SVHC)

Aev mepilappaveton otov Katdloyo vroyneuav ovcidv REACH

Kavoviopég PIC (EE 649/2012, ITponyodpevn cuvaiveon petd omdé evpépmon)
Aev gpappoletar.

Kovoviepéc POP (EE 2019/1021, Eppovor opyavikoi pomwot)

Aev gpappoletat.

Kavoviopég mepi e€aoBévnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepthapfavetor otov Katdroyo ovclav mov e&acbeviCovv to 6lov (Kavoviepog EE 1005/2009)

Kavoviopiog mepi ekpnkTik®v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyel kapia ovsia(eg) mov mepthapPavetar(oviat) 6Tov Katdhoyo npddpopmv ovcimv ekpnktikdv (Kavoviopudg EE 2019/1148 oyetikd pe v epmopia Kot
™ PO TPOSPOL®Y OLCLDY EKPNKTIKDV)

Kavoviopég mepi mpodpopmv oveidv vapkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mepthapfavetayoviat) 6Tov Katdhoyo Tpddpopmy ovatdv vopkatikav (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotateg

Agv vrdpyovv emmAéov TANpoPopieg

15.2. A&oroynon ynuiknig ocQarelog

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppaocwv H ko EUH:

Acute Tox. 4 (A6 Tov O&eia To&wotnta (ammd ToV 6TONHATOC), KaTnyopio 4
GTOLOTOG)

H302 Emprofég oe mepintoon kotdmoong.

H361d "Yronto yio mpoxkAnon PAAPNG oto Euppuo.

Repr. 2 To&wdmTa TNV avorapaywyn, katnyopia 2

Aghtio Agdopévov Acpadeiag (AAA), EE
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Acetylsalicylic acid
Agltio Agdopévov Acpaleiog

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

ATIOITOIHXZH EY®NHZX Ot mAnpo@opieg mov TEPLEXOVTAL GE VTO TO SEATIO TPOEPYOVTAL 0O TNYEG TIG omoieg Hewpovpe aomiotes. [lapdra avtd, divovtol
YOPig Kapio eyydnon, pnty N appnTn, Yot TV aKpifeid Toug.
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