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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Rivaroxaban

Kwducde mpoidvrog : 201700651

Suvovopa . Rivaroxaban, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG

Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Emcivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 2 H411
ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemBOUNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kot 6TO TEPLPdilov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]

¥

Ewovoypdppoza kivdovov (CLP)

GHS09
Ipogworomtikn AéEn (CLP) Lo-
Anidoelg emkvdvuvomtag (CLP) © H411 - To&wd yo Toug VIPOPLOLE OPYAVIOHOVG, HE LOKPOXPOVIES EMTTMOCELG.
Anhaogig tpoedraing (CLP) : P273 - Na amoebyetor 1 eEevBépwon oto meptBaiiov.

P391 - Maléyte ™ yopévn mocoTTa.
P501 - AudBeon tov TEPLEXOpEVOL/TEPIEKT o€ ONUEID GLALOYNG EMKIVELVOV 1 EWIKOV aToPANTOV,
GOUP®VA LLE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot S1eBVEIG KOVOVIGHOUG.

Zhpavon cOUPove pe: eEapeitar 1 EmTEPIKN GLOKELAGT, TO TEPLEYOLEVO TNG omoiag dev vrepPaivouy ta 10ml
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Rivaroxaban
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv anarteitor 6jpoven

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdroin copeove pe vy odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Rivaroxaban - <100 Aquatic Chronic 2, H411

IMAnpeg keipevo tov dnidoewv H ko EUH: BAéne tpnpo 16

Aev oy0et

TMHMA 4: Métpo np@tev fondsiov

Métpa ntpadtmv fonbetdv petd and enogn pe 1o déppo  : Kobapiote  peyoaidtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Hodakd amoppoenTikd
Tovi).
Métpa tpadtmv fondetdv Hetd and enapn pe o LATIO : Hem\dvete o pation pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmaAEOV TANPOQOPiEg

Agv vdpyovv emmAEOV TANPOEOPIiEg

TMHMA 5: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa muopdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLOG : Xpnowonowmote péca katdoPeong KatdAAnAa yio T TepAALOVGO TUPKOYLA.

TMHMA 6: Métpo 6€ TEPITTMOON 0KOVOLUS EKAVONG

6.1.1. ' TPoo@mTIKG GALO 076 TO TPOGMOTLKO EKTUKTNG UVAYKNG

Métpa EKTaKTNG AVAYKNG 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'e. GTopa mov TPooPEpovy TPpMOTES Por)Oereg

Aev vdpyovv emmaAéov TANPOQOpieg
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Rivaroxaban
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOPieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Aev vdpyovv emmAéov TANPoQopieg

Agv vdpyovv emmAEOV TANPOEOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/aTopikn Ttpoctacio

8.1.1 EOvikég oprokés Tipés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAéov TANPOEOPieg

8.1.2. ZuvicTdpeves d1udikocsics Tapakorovdneng
Agv vapyovv emmAEoV TANPOQOpieg

8.1.3. Xynpartifovrar stoygio pOmAVeNS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. leproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPIiEg

8.2.1. Katdhinhor pnyavikoi £reyyot

Koataiinior pnyavikoi éleyyou:
Awmpfiote o€ koA eEoeptlopevo ydpo. Zuvibog amatteitor oo YEVIKOD HnyavikoD £E0EPIGLOD TOV XHPOL.

8.2.2. ATopukég TPOoTATEVTIKOG £E0TMONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Aev vdpyovv emmaAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
IIpoctacio Tov déppartog:

o314 EPYAOTNPiOL

IIpoctacio TOV XEPLOV:
IIpoctatevtucd yavta

8.2.2.3. IIpocTUGit TOV GVOTVEVGTIKAOV 06AOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Rivaroxaban
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

8.2.2.4. O@gppkoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. Oprwofétnon ko TapokorovOnon g tepifariovroroyikig £ékBeong o€ Kivdvvo

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 9: ®voikég Kot ynUIKEG 1010TNTEG

Duon KordoTaom © Zteped
APDOHOL : Mn Swbéoo
Oopn : Mn dwbéoo
Opto oopng : Mn Swbéoo
Inueio ™Eemg : Mn dwbéoo
Inueio m&emg : Mn Swbéoo
Inueio Bpoaciov : Mn dwbéoo
Evpiextomta : Mn dwbéoo
Opra Ktvdvvov ekprié&emg : Aevioydet
Xapnhotepo 6pio £kpnéng : Aevioydet
Avdtoto 0plo expnépuotrog : Aevioydet
Inueio avapreng : Aevioydet
Bgppokpacio avtovapreing : Aevioydet
Bgeppokpacio anocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeG, Kvepotucdg (1) 1 Agv ioydet
AwAvtomta : Nepo: <0,19/l
ZUVTELEOTNG KATOVOUNG O pely o N-0KTavOANg/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTkn ToKvOTHTO : Mn dwbéoo
ZyeTkn TOKVOTNTO ATUAV 6TOLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA HE TIS KLAGELS QUOIKOD KIvdHVOU

Agv vdpyovv emmAEOV TANPOEOPiEg

9.2.2. Ahha YOPAKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOQEOPiEg

Kavévag yvootog/-1/-6.

Aev vdpyovv emmaAéov TANPOQOpieg
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Rivaroxaban
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaiverar LEXpL TOL GNUEIOL SACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

O&elo to&koTTaL (Ad GTOHATOS)

O&ela to&otTa (Seppatikn)

Oé&ela to&omta (avamvon)

AGBpmon kot epebiopdg Tov dEppatog

ZoPapn opOoipkn PAaPn/epediopog
EvaisOnronoinon tov avamvevotikol 1
gvoucbnTomoinot Tov dEPUTOG

MetoAho&ryéveon YEVVINTIKAOV KOTTAPOV
Kapkvoyéveon

To&wodmTa Yo v avamopayoyn

Ewdu to&ucdtnra ota dpyova-ctoyovg (STOT) —
epanas ékbeon

Ewwn to&icomra ota opyova-ctoyovg (STOT) —

: Mn ta&wopnpévog (EAkeloticd dedopévor)
: Mn ta&wopnpévog (EAkeloticd dedopévar)
: Mn ta&wounuévog (EAeytaticd dedopévor)
: Mn ta&wounuévog (EXewtaticd dedopévar)
© Mn te&wounuévog (EAeytaticd dedopévar)
: Mn ta&wopnpévog (EArewotiicd dedopévor)

: Mn ta&wopnpévog (EAkeltotiicd dedopévor)
: Mn ta&wopnpévog (EAeaticd dedopévar)
: Mn ta&wopnuévog (EMeaticd dedopévar)
: Mn ta&wopnuévog (EAeaticd dedopévar)

: Mn ta&wopnpévog (EAkelotiicd dedopévor)

emaveknppévn kbeon

Enmucvéovomta avappoenong : Mn ta&wopnpévog (Advvapio cuALoYNG SEd0UEVAOV 1o TEXVIKODG AOYOVC)

Agv vdpyovv emmaAEOV TANPOQOPiEg

TMHMA 12: OwoAroyikéc mAnpoQopies

Owoloyia - yevikd 1 Aev mapovotdlel 1iaitepo kivouvo yio To mepBAALOV.

Emucivéuvo yia o vddtvo tepipdilov, Bpayvnpdbecspog @ Mn towvounpévos (Baoet tov doféciumv dedopévav, ta kprripia ta&vounong dev mAnpovvat)
(0&0¢)

Emucivéuvo ya to vddtvo mepipdrrov, pokponpddespog : To&ud yia Tovg v3pOPLovg opyavicpons, e HaKpoyPOVIES ETITTOGELS.

(xpdviog)

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

Aev vdpyovv emmaiéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Aev vdpyovv emmAEOV TANPOQOPiEg

Agv vdpyovv emmAEOV TANPOQOPiE

©
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Rivaroxaban
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 13: Xtoyyeio oyetikd pe tn ovadeon

13.1. M£0odor enetepyacios amofiiTov

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT.

Topewva pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpoc OHE 1 apOpég tavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweio ovopacia arostomig OHE

TTEPIBAAAONTIKA ETIIKINAYNEX OYZIEZ,
XTEPEEZ, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Ieprypaei eyypapov petopopdg

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEZ

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZXIEX, XTEPEEX, E.A.O., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. TaEn/-e1g KtvdOvov KaTa TN PHETAPOPQ
9 9 9

14.4. Opdada ocvokevaciog

14.5. Mgprfarrovtikny emKivoLvéOTNTO

Emcivéuvo yia to mepiBdAiov: Now

Emwcivduvo yia to mepidiiov: Nou
Molvopatikdg Topdyovtag yio To VOGTIVO
nepBdAiov: Nat

Emicivduvo yia to mepifdAiov: Now

Agv vdpyovv emmiéov Srabioiues TAnpoopieg

14.6. Exdwkéc TPo@UAAGEELS Y10 TOV (P oTY

Eriysio petagopd

Kodwog ta&wvopnons (ADR)

Ewdwég dataées (ADR)
Mepropiopéveg moodteg (ADR)
E&aupovpeveg mocomteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég datages ovokevaoiog (ADR)
Awtdéeig pektg ovokevooieg (ADR)

Odnyieg yio popnTég deEaplevé Kot UTopELIOTOKIPAOTIL

x0dnv (ADR)

Ewdwcéc dratdéers yio popntég deEapevég Ko
gumopevpatokiPatia yodnv (ADR)

Koducog de&apevic (ADR)

Oynua yo petaopd deEapevig

Kamyopia petagpopds (ADR)

Ewwég dratagels yio ) petapopd - Koéra (ADR)
Ewwég draragels yio ) petagpopd - Xoonv (ADR)

M7
. 274, 335, 375, 601
: 5kg
El
P002, 1BC08, LP02, R0O01
PP12, B3
MP10
T1, BK1, BK2, BK3

. TP33

. SGAV, LGBV
AT
03

: V13

: VC1,VvC2
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Rivaroxaban
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Ewwcés datdéels yio  petapopd - Doptwon, : CVvi1i3
eKQOPTOON Kot xePopog (ADR)

ApBv avayvopiong kwvdvvou (Képrep App.) : 90
IMoptokoAi dickot :

Kodwog meplopiopmv yio onpayyes (ADR) Do-

peTa@opd pécw® Boracong

Ewwm npopreyn (IMDG) 274,335, 966, 967, 969
[epropiopéveg mosdteg (IMDG) . 5kg

E&apovpeves mocodteg (IMDG) © El1

Odnyieg ovokevaciog (IMDG) : LP02, PO02

Ewwég datages svokevaoiog (IMDG) : PP12

Odnyieg cvokevaciog eunopevpatokiPotiov-deéapnevov : IBCO8

(kddwkag IMDG)

Ewwig datages IBC (IMDG) : B3

Odnyieg yio de€apevéc (IMDG) © BK1, BK2, BK3, T1
Ewdwég drataéers yuo de€apevég (IMDG) : TP33

ApBpog EmS (IMuvpxayid) . F-A

ApBuoc EmS (Awppon) © S-F

Kotnyopieg poptiov (IMDG) DA

Amobnkevon ko yepopos (IMDG) © SW23

Evoépra petagopd

PCA E&upovpeveg mocotreg (IATA) : El1
PCA Ilepropiopéveg mocotteg (IATA) © Y956
Kabapn péyrom nocdtnra yia mepopiopévn mocdtnta @ 30kgG

EMTPETOUEVT] Yot EMPOTIYE AEPOCKAPT KOL Y10
aepookden petapopds eoptiov (IATA)
Odnyieg cvokevasiog yo emPotnyd oepookden (IATA) : 956

KoBapn péyiom mocodtta yio emBotnyd aeposKaen : 400kg

KO Y10 0epOocKaQN petapopds poptiov (IATA)

Odnyieg cuokevAGLG LOVO Y10 AEPOTKAPT LETUPOPES : 956

poptiov (IATA)

Méyiot T0osOTNTO. LETAPOPAS OTOKAEIGTIKG AT : 400kg

aepookden petapopds poptiov (IATA)

Ewwég dotaées (IATA) . A97, Al158, A179, A197, A215
Kodwog ERG (IATA) 9L

14.7. @aracoreg peTO.QOPES yVONY cOpPmva pe Tig Tphéeg Tov IMO

Agv 1oy0gL

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe TNV 06QaLED, TNV VYEIX KOl TO TEPLPELLOV Y10 TNV 0VGi 1] TO pEiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropispov)

Aev neprapfaveton oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV 100 REACH (Kataloyog 0d£1000Tn61\6)

Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdioyog adeioddtong)

Kataroyog vroyngrov ovordv REACH (SVHC)

Aev meprapfdvetor otov Katdhoyo vroyneumv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omé evnuépmon)

Agv gpappoletor.
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Rivaroxaban
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kavoviepég POP (EE 2019/1021, Eppovor opyavikoi pomor)
Aev gpappoletor.
Kavoviepdg mepi e€as0évnong Tov 6lovrog (EE 1005/ 2009)

Aev teplappavetol 6tov KatdAoyo ovclmv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetaiovrat) 6tov Katdhoyo mpddpopmv ovctdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio Kot
™ XPpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepég epi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov meplapPaveTa(oviot) 6Tov Katdrloyo Tpodpopmy ovotdv vapkeTikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg
Aev vdpyovv emmAéov TANPOQOpieg
15.2. A&wordynon ynpuikig ac@aretog

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 16: Alleg TAnpo@opisg

Emonpaven olhay®dv:
To&wopmon g ovciag 1 Tov pelypoToc.

I peg keipevo pacswv H kar EUH:

Agquatic Chronic 2 Emikivéuvo yia to vddrvo mepifarlov — Xpoviog kivéuvog, kotnyopiog 2

H411 To&wo Yo Tovg VEPOPLOVG OPYAVIGHOVGS, HE HAKPOXPOVIEG ETTTMCELG.

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHEH EY®NHEX Ot mAnpopopieg mov teptéyovial o€ antd T0 dEATIO TPOEPYOVTUL 0d TNYES TS omoies Bempoipe a&iomotes. [Tapoia avtd, divovtat
XOPI Kapio yydmen, pnTn 1 appnTn, Yo TV okpifeld tovg.
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