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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Nicergoline Impurity D

Xnuwn Ovopacio : 5-bromopyridine-3-carboxylic acid
Kodiodg mpoidvtog : 201700217

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

AGBpmon/epebiopnog Tov déppatog, kotnyopia 2 H315
ZoPapn opbarpkn BAPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319
Ewu to&ucotnta o Opyova-otodxovs votepa and pia epdmas Exdeon, katnyopia H335
3, gpebIOPOG TG AVATVEVGTIKIG 050V

I peg keipevo tov dniwcemv H kot EUH: BAéne tunqua 16

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

ATOQOOT LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOG.
2.2. Xtoyyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogworomtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H315 - Ilpokoket epebiopod tov d€ppatog.

H319 - IIpoxaiei coPapd opBaipicd epediopo.
H335 - Mropei va tpokarécet epebiopid e avamveLGTIKNG 030V.

Anhaoeig tpoevraing (CLP) 1 P261 - Anogebyete vo avomvéete okdvn/avabupidosis/aépia/oToyovidio/ aTHoVS/ EKVEPMLOTA.
P264 - ITAOvete ta xépia, Toug Tels (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.
P271 - Na ypnopomoteitat pévo o€ avorkto 1 KaAd agptlopHevo Ydpo.
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Nicergoline Impurity D
Agltio Agdopévev Acpaleiog

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

P280 - No 9opdte TpooTaTELTIKG YAVTLO/TPOCTATEVTIKA EVOVLOTO/HEGE OTOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOMO/TO AVTIAL.
P302+P352 - XE IIEPIIITQXH EITA®HX ME TO AEPMA: IT\Ovte pe dpbovo vepo.
P304+P340 - XE ITEPIHITQXH EIZTINOHE: Metagépate tov mabdvta otov kabapd aépa Kot
aPNoTE TOV Vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL THV OVOTTVOT.
P305+P351+P338 - XE INEPIIITQXZH EITA®HE ME TA MATIA: Eenhdvete TpocekTikd e vepod
Y10 OPKETE AEMTA. AV VILAPYOVV QK0T ETAPNC, APALPESTE TOVG, OV £ival €0KOA0. Xvveyiote va
Eemlévere.
P312 - Koiéote to KENTPO AHAHTHPIAXEQN 1 éva yotpd, av arcBavdeite adiobeoia.
P321 - Xpedlerar e1dwn ayoyn (BAéne cupninpopoticég odnyieg tpdtmv fondeidv oty TiKETA).
P332+P313 - Eav mapatnpnei epebiopdg tov déppatog: Zvppovievdeite/Emokepdeite yiatpo.
P337+P313 - Eav dev vroyopei 0 00Baipikig epebiopdc: Zvppovievdeite/Emokepbeite yotpd.
P362+P364 - Bydte to polvopéva povya Kot TAOVTE Ta TPy 1o EOVOYPTGULOTOUGETE.
P403+P233 - Anofnkevetar o€ KoAd aeplopevo ympo. O meptéktng Sratnpeiton epuntikd KAEWGTOG.
P405 - dvrdooetor KA ®LEVO.
P501 - AudBeon tov mepieyopEvou/nepIEKTN o€ GNUEID GVAAOYNG EMKIVELVMV 1) £181KOV oA Tmy,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Ko SebVElg KOvoVIGHOUG.

INpavon coppova pe: eEapeitol 1) E0OTEPIKY CLOKELAGIN, TO TEPLEXOLEVA TNG OToiag dev vepPaivovv ta 10ml

Agv antarteitol opavon

2.3. AlLot Kivovvol

Aev vdpyovv emmAov TANPoPopieg

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 GVGTATIKG,

3.1. Ovoieg
Ovopa AVayvOPIeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
5-bromopyridine-3-carboxylic acid - <100 Skin Irrit. 2, H315
Eye Irrit. 2, H319
STOT SE 3, H335

ITAnpeg keipevo tov niocewv H ko EUH: BAéne tunipa 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Métpa tpdtev Bondeidv petd amd emagn pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mosdtnto ckovmilovtdg ) (kabapd Kot Lodakd amoppoenTikd
Tavi).
Métpa tpdTev Bondeidv HeTd amd emapn e To LATIO : Eemlovete to patio pe vepod Yo AOyous acpoleiag.

4.2. InpavTIKOTEPO. CUUTTONATO KoL ETLOPACELS, APEGES 1| PETAYEVECTEPES

Aev vrtdpyovv emmAéov TANpoPopieg

4.3."Evé€1&n omo1a6dNToTE AMULTOOPEVG GIECT|G LUTPIKIG PPOVTIdUG Ko 181K G Oepaneiog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPNON TS TVPKAYLAG

5.1. MvpooPestika péoa

Katdhnia péoa mopdofeong : KovBépta mupdoPeong.
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Nicergoline Impurity D
Agltio Agdopévev Acpaleiog

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

Kivévvog mopkayidc : BAéme tunpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG : Xpnowomromote péca KotdoBeons katdAnia yio v tepiparlovca TopKayid.

TMHMA 6: Métpa o€

6.1.1. I'a TPpoc®TIKG GALO 076 TO TPOGMOTIKO EKTAKTNG UVAYKNG

Meétpa £KTaKTNG OVAYKNG : Anogevyete kGO mepirtn ékbeon.

6.1.2. T GTopo mov TPpoceipovy TpdTEg fonidereg

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 7: Xeipiopog ko amodnkevon
Agv vrdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmAéov TANPOPOpieg

BAéme tunpa 1.

TMHMA 8: 'Eleyyog tg ékBeonc/atopikn Tpoctacio

8.1.1 EOvikég oprokés Tipés emayyeipotikig £€k0song ko frohoyikég oprokés Tipég

Agv vrdpyovv eEmmALOV TANPOPOPIES

8.1.2. ZuvioTApEVES S1001KOGIES TOPAKOLOVONONG
Aev vrdpyovv emmAéov TANpoPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vdpyovv emALOV TANPOPOPIES

8.1.4. DNEL ka1 PNEC

Aev vrdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmALov TANPOPOPiEs
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Nicergoline Impurity D
Agltio Agdopévev Acpaleiog

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

8.2. "Edeyyon ék0gong
8.2.1. Katdiinkior pnyavikoi éreyyor

Koataiinhor pnyavikoi éleyyou:
Awnpriote og KoAd eEaeptlOpevo xdpo. Zuvibog amatteitol GOGTNUA YEVIKOD UNyavikoD eE0EPIGHOD TOV XDHPOL.

8.2.2. ATopkdg TPOoTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [Ipoctucio TOV PATIAOV KL TOV TPOGAHTOV

Agv vrdpyovv emmAéov TANpopopieg
8.2.2.2. TIpoctacio déppoTog
Ipootacia Tov déppoatoc:

mod14 epyooTnpiov

Ipootacio TOV yEPLOV:
IIpoototevTiKd yavTio

8.2.2.3. TIpo6TOcio. TOV AVOTVEVGTIKMOV 00OV

Agev vdpyovv emmAov TANPoPopieg

8.2.2.4. Ogppikoi kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. OproBétnon ko TapakorovOnon g nepifariovroroyikig £kOeong og Kivovvo

Aev vdpyovv emmAov TANPOPopie

TMHMA 9: ®vokég Kot yNUIKEG 10160TNTEG

9.1. Ztoyeia Yo TS facikéc QUOIKES KOL YNUIKES 1OL0TNTEG

Dok KoTdoToom 1 Zteped
APDUOL : Mn Swbéotpo
Epepdvion 1 Zkovn.

Oopn : Mn Swbéorpo
Op1o oopng : Mn Swbéorpo
Enpeio téewg : Mn Swbéorpo
Enpeio mgemg : Mn Swbéorpo
Enpeio Bpacpon : Mn Swbéopo
Evpiextomrta : Mn Swbéotpo
Opra ktvdvvov ekpn&emg 1 Aev oyvet
Xoaunidtepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 0plo ekpnEpoTnTog 1 Aev oyvet
Enpeio avaereéng 1 Aev oyvet
Beppokpacio avTavapreing 1 Aev oyvet
Bgppokpacio arocHvheong : Mn Swbéorpo
pH : Mn Swbéorpo
Addopo pH : Mn Swbéorpo
1EDdeg, KvepoTiedg (1) : Aev oybdel
AwdvtomTo : Mn Swbéorpo
ZUVTELEGTNG KOTAVOUNG O Pely o N-0KTavOANG/vEPOD : Mn Swbéorpo
(Log Kow)

ZUVTELEGTNG KOTAVOUNG O Pely o N-0KTavOANG/vEPOD 1 2,38 at 20°C
(Log Pow)

Taon atuodv ;. Mn dwbéoyio
ITieon atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotnta : Mn dwbéoyio
TyeTikn ToKkvOTHTOL : Mn dwbéoyio
TyeTikn TuKvOTTO 0TUOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyio
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Nicergoline Impurity D
Agltio Agdopévev Acpaleiog

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

9.2.1. IIxnpo@opieg oyYeTIKA pe TIS KLAGELS PVOLKOV KIVOUVOL

Agev vrdpyovv emmAéov TANpoQopieg

9.2.2. AMha YOPUKTNPIGTIKA 0.6QULEing

Agv vdpyovv emmA£ov TANPOPOPie

TMHMA 10: X100gp0T1TO KO GOVTIOPAGTIKOTTA

21abepd VIO KAVOVIKEG GUVOTIKEG.

Aev vrdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-1/-6.

Agev vrdpyovv emmAéov TANpogopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

‘Ortav Beppaivetar péypt Tov onpeiov SAOTOONG, EKTEUTEL ENKIVELVOVG KOTVODG.

TMHMA 11: To&wkoroyikég TApoPopie

Oé&ela to&ucodmra (amd oToONATOC) : Mn ta&wounpévog (EMelparticd dedopévar)

Oé&ela to&ucdmra (deppotikn) 1 Mn ta&wounuévog (EMeparticd dedopévar)

Oé&ela to&ucdmra (avamvon) : Mn ta&wounuévog (EAelparticd dedopévar)

AGBpmon kot epediopog Tov d€ppratog : Ilpokaiel epebiond tov déppatog.

ZoPapn opbaipkn PAPN/epedionog : Ilpokaiel coPapd o@Baipcod epebiopo.
EvaisOntonoinon tov avomveuotikod 1 : Mn ta&wopnpévog (EAdeiatikd dedopévar)
guaieOntomoinon Tov déppratog

Metodho&tyéveon YeEVWTIKOV KUTTAP®OV : Mn ta&wopnpévog (EAketpaticd dedopévar)
Kapxwoyéveon : Mn ta&wvopnpévog (EAdepatikd dedopéva)

To&wodTTa Yo TV avamTopayoyn : Mn ta&wvounpévog (EMetpaticd dedopévar)

Ewu to&ucotnta ota 6pyava-ctoyovg (STOT) — : Mmnopei va tpokarécel epeBIGHO TG AVATVEVGTIKAG 050V.
epanag £xbeon

Ewdu to&wcotnta ota dpyava-otoyovg (STOT) — : Mn ta&wopnuévog (EMepartikd dedopévar)
enavelAnppévn ékbeon

Enuivdovotnta avappdenong : Mn ta&wounuévog (Baoet tov dtobéoipwv dedopévav, ta kprtnpio ta&vounong dev minpovvon)

Aev vdpyovv emmAov TANPoPopies

TMHMA 12: OwoAoyikég TAnpo@opisg

Owoloyia - yevikd 1 Aev mopovctalet Waitepo Kivduvo yio to TepPariov.
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Nicergoline Impurity D
Agltio Agdopévev Acpaleiog

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

Emikivduvo yia to vdartivo mepiBdrlov, Bpayunpodbeopog : Mn ta&wounuévog (EAhenaticd dedopéva)
(0&0¢)

Enwivéuvo yu to vddrtvo mepiBdilov, pakponpdbespog : Mn ta&vounpévog (Erkepatikd dedopéva)
(xpoV10G)

5-bromopyridine-3-carboxylic acid

EC50 - Kapkwoewdn [1] | 0,34 mg/1 EC50 - 48 Hour - Daphnia magna

5-bromopyridine-3-carboxylic acid

Buoamodounon 0

5-bromopyridine-3-carboxylic acid

XuvTeleoTg KOTOVOUNG O€ pelypo n-0KTovOANG/vepOD 2,38 at 20°C
(Log Pow)

Agv vdpyovv emmA£ov TANPOPOpieg

Aev vdpyovv emmAov TANPOPopie

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 13: Xtovyeio oyeTika pe ) 0100gon

Agv vrdpyovv emmAéov TANpogopieg

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

Toupovo pe ADR /IMDG / IATA
ADR IMDG TIATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev 1oy0et Aev 1oy0et Agv woyvet

14.2. Oweia ovopacio amostoric OHE

Agv 1oy0gL Agv 1oy0€t Aev 1oy0et

14.3. Ta&n/-€1g KivdOvoL KOTE TN HETAPOPA

Agv 1oy0g1 Agv 1oy0g1 Aev 1oy0det

14.4. Opddo cvokevaciog

Aev 1oy0et Aev et Aev woyvet

14.5. Meprforhovrikn emkivouvoTnTo

Agv 1oy0gt Agv 1oy0g1 Agev 1oy0et
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Nicergoline Impurity D
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

Aev vrapyovv emmAéov Stabéoiueg TANPOPopieg

14.6. Exdukég Tpo@uAa&els yia tov ypioetn

Eriyswo petagopd
Aev 1oy0et

petagopd pécm Baraoong
Aev 1oy0et

Evoépua petagopd
Aev 1oyvet

14.7. @araooreg peta@opég y0oNy cdpemva pe Tic Tpagerg trov IMO

Agv oydet

TMHMA 15: Xtovyeio vopo0eTikov yopaxtipo

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe TNV 06QaLEWD, TNV VYEID KOt TO TEPIBGALOY VIO TNV OVGiC 1) TO pEiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Agv mepthappaveton oto Iapapmmpa XVII too REACH

Hapaptpae XIV tov REACH (Katdroyog 061066t omng)
Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroyiguov ovordv REACH (SVHC)

Aev neptlapfdvetor otov Katdloyo vroyneuv ovoidv REACH

Kavoviopiog PIC (EE 649/2012, IIponyoduevy cuvaivesn peTd amd evnpuépmon)
Aev gpappodletar.

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

Aev gpappoletor.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepthapfhaveton 6tov Katdloyo ovotdv mov eEacbevilovy to 6Lov (Kavoviopog EE 1005/2009)

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

Aev nepiéyet kopia ovsio(eg) mov meptlapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovcoidv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ PN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopiog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyetl ovoio(eg) mov mephappavetayovior) 6tov Kotdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dratacerg

Agv vrtdpyovv emmAéov TANPoPopieg
15.2. A&orhoynon yMuikig acQaielag

Agv vrtdpyovv emmAéov TANpopopieg
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Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Tpomomoinon Mopatnpriceg
svnuépmon TponomomOnke
Avtikofiotd v ékdoon TponomomOnke

14 TIAnpogopieg oyeticd pe T peTa@opd TpomomowOnke

I peg keipevo ppacewv H ko EUH:

Eye Irrit. 2 ZoBoapn o@Oaipucr BAAPN/0pBokkdg epediopdg, katmyopio 2

H315 TIpoxalei epebiopd Tov déppartoc.

H319 TIpoxarei coPapd opBaiikd epebiopo.

H335 Mmnopei va. tpokarécet pebiopd TG AVATVEVGTIKAG 050V.

Skin Irrit. 2 AGBpmon/epediondg tov déppatog, kotnyopia 2

STOT SE 3 Ewdum to&ucotnta o Opyava-ctodxous Dotepa and pio epdmas Ekbeon, kotnyopia 3, epeBoog TG OVOTVELGTIKNG 0000

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o€ antd to dehtio mpoépyovtat and mnyés Tig onoieg Oempodpe a&iomotes. [apoia avtd, divovtot
XOPIG Kapio gyydnon, pntn N appnTn, Yo Ty akpifetd tove.
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