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Agltio Agdopévev Acpaleiog
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&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 01/04/2023  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Clonidine impurity B
Xnuwn Ovopacio : Acetyl clonidine
Kodiodg mpoidvtog : 202300092

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
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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]

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALoV
ATOQOOT LEG® KPIONG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Zroyyeia eTIKETOG

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

GHSO07
Ipogworomtikn AEn (CLP) . IIpocoyn
AnAdoelg emkivdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
AnAdoelg Tpoeoiaéng (CLP) 1 P264 - ITAdvete ta xépua, Toug TyelS (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.

P270 - Mnv tpirte, mivete M| kanvilete, 6tav ¥pnoylonoteite avtd T0 TPOIov.
P301+P312 - XE IEPIIITQXEH KATAIIOXZHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
ytpo, av acbavieite adabeoio.
P330 - EenAdvete 10 oTONO.
P501 - AGBeon tov TepleyopEVOL/TEPIEKTT 08 ONUEID GLALOYNG EMKIVOLV®V 1] EWIKGV amoBANTOV,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Ko diebveic Kavoviopode.

Zhpavon cOUove. pe: eEapeital 1 E6MTEPIKT GUOKELAGIM, TO TEPLEXOLEVO TNG omoiag dev vepPaivovv ta 10ml
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Clonidine impurity B
Agltio Agdopévev Acpaleiog

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

Agv amarteitol oypavon

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

Ovopa AvayvoploTikos Kodwkés | % Kotaroln cdpoova pe tny odnyia
TPOiOVTOG 1272/2008 EK [CLP]
Acetyl clonidine - <100 Acute Tox. 4 (Amd tov otoparog), H302
(ATE=315 mg/kg cmpatikov Bapovg)

II\peg keipevo Tov dnidcemv H kot EUH: PAéne tunpa 16

Aev 1oy0et

TMHMA 4: Métpa npotov fondeiov

Métpa npdtmv fondetdv HeTd and exaet pe TO dEPO : KoBapiote ™ peyaivtepn dvvorn mosdtnto okovmilovtdg m (kabapd Kot Lolakd amoppoenTikd
movi).
Métpa tpdTev fonderdv petd and exapn pe o LaTio : Eemlovete to patio pe vepo yio AOyous acpoeiag.

Aev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoQopieg

TV KATATOAEP| O] TS TOPKAYLAG

KoatdAinio péoa mopdoPeong : KovBépta mupdoPeong.

Kivduvog mupkaytdg : BMéme tuipo 2.2.

Métpa Y10 TV KOTOTOAEUNGT THG TUPKOYLAG . Xpnowonowmote péca katdoPeons KatdAAnia yio v nepipdilovoa TopKayid.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVGLOG EKAVOTNG

6.1.1. ' Tpocs TS GALO 06 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa €kToKTNG OVAYKNG 1 Amogevyete kabe mepirtn £kbeon.

6.1.2. T GTope mov TPocPEpovy TPpdTES fondeieg

Aev vdpyovv emmAov TANPOPOpieg
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Clonidine impurity B
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 7: Xeipiopog omo0nkevon

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

BM\éne tunqpa 1.

TMHMA 8: ‘Eleyyoc g ékBeonc/atopikn wp

8.1.1 EOvikéc oprokég Tipés enmayyelpotikig ék0eong kan froroyikég oprakés Tipég

Aev vdpyovv emmAéov TANpoPopieg

8.1.2. ZuvicTdpeveg drodikacics TopakorovOneng
Agv vrdpyovv emALOV TANPOPOPIES

8.1.3. Zymparilovrar otoygio pHTaveong tov aépo
Agev vdpyovv emmAéov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmALov TANPOPOPies

8.1.5. Ileproyéc eréyyov

Agev vrdpyovv emmAéov TANpoPopieg

8.2.1. Katdiinkor pnyavikoi Eheyyor

Katalinior pnyavikoi éreyyou:
Awatmpniote og koAl e€aepilOpHevo Ydpo. ZuvO®E amotTeiTon GOGTNHO YEVIKOU UNYOVIKOD £E0EPLGLLOD TOV YDPOL.

8.2.2. ATopkog TPOGTOTEVTIKOG EE0TAMGPOG

8.2.2.1. IIpocTucio TOV POTIOV KL TOV TPOGAHTOV

Aev vdpyovv emmAfov TANpoPopieg
8.2.2.2. Ilpootacia déppatog
IIpootacia Tov déppatog:

Tod1d EpyooTNpiov

IIpocrocia TOV yEPLOV:
IIpoctatevtikd yavtio

8.2.2.3. [IpocTacic TOV AVATVEVGTIKAOV 00OV

Agv vrtdpyovv emmAéov TANpopopieg
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Clonidine impurity B
Agltio Agdopévev Acpaleiog

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

8.2.2.4. Ogppikoi kivovvor

Aev vrdpyovv emmAéov TANpogopieg

8.2.3. Opro0Bétnon ko wapakorovOnon g nepifaiiovroroyikiig £k0eong o€ Kivovvo

Agv vapyovv emTALOV TANPOPOPiEg

TMHMA 9: ®voikég Kon ynNRIKES 10T TES

Duowkn KoTdoToom 1 Zteped
APDLLOL : Mn Swbéorpo
Oopn : Mn Swbéopo
Op1o ooung : Mn Swbéopo
Inueio Eemg : Mn Swbéorpo
Inueio mEemg : Mn Swbéorpo
Inueio Bpoacod : Mn Swbéorpo
Evopiektomra : Mn Swbéopo
Opra Ktvdvvov ekpnéemg : Aev woyvet
Xapunhotepo 6pio £kpnéng 1 Aev woyvet
AvdtoTo 0plo expnEpomTag 1 Agv oydet
Inueio avapreéng 1 Aev woyvet
Beppokpacio avtavapreéng : Aev woyvet
Beppokpacio arocHvieong : Mn Swbéopo
pH : Mn Swbéorpo
Awdropo pH : Mn Swbéopo
1EDOEC, KIveHaTkog (17) 1 Aev woyvet
Awdvtomro : Mn Swbéorpo
TUOVTEAEGTNG KOTAVOUNG G Mely Lo N-0KTavOAN S/ vEPOD : Mn Swbéorpo
(Log Kow)

Tdon otumv : Mn Swbéorpo
ITieon atpov o Oeppoxpacio 50°C : Mn Swbéorpo
TTvkvémta : Mn Swbéorpo
THETIKN TOKVOTNTO : Mn Swbéorpo
TyETIKN TUKVOTNTA ATUAV 6TOVG 20°C 1 Aev oyvet
Méyebog copatidiov : Mn Swbéorpo

9.2.1. IIAnpoopics GYETIKA IE TIC KAAGELS PUOIKOD KIvOHVOL

Agv vdpyovv emmALOV TANPOPOPiEg

9.2.2. AAA (OPUKTNPIGTIKA 0.6Quleing

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xto0gp6tnTo KOl AVIIOPUoTIKOTNTO.

2100epd VIO KAVOVIKEG GUVOTKES.

Agv vrdpyovv emmAéov TANpopopieg

Kavévag yvootog/-7/-6.

Agv vdpyovv emmALov TANPOPOPies
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Clonidine impurity B
Agltio Agdopévev Acpaleiog

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

Kapio og kavovicr yprion. BAére tunpa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S106TOONG, EKTEUTEL EXKIVEVYOVG KOTVODG.

TMHMA 11: KOLOYIKEG TANPOPOPiES

Oé&ela to&codmra (amd oTOHUTOC) : EmProfés oe nepintoon kotdmoong.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&vounpévog (EAiepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) 1 Mn ta&vounpévog (Erdepatikd dedopéva)
Acetyl clonidine
LDS50 and tov 6tdpatog 68 0povpaiovg 315 mg/kg
AGBpmon ko epediopog Tov d€ppratog : Mn ta&vounpévos (EAdepatikd dedopéva)
ZoPapn opbaipkn PAAPN/epedionog 1 Mn ta&vounpévog (EAeipatikd dedopéva)
EvaisOntonoinon tov avomveuotikod 1 : Mn ta&wopnpévog (EAdeiatikd dedopévar)
guaiedntonoinon Tov dépratog
Metodho&lyéveon YEVWITIKOV KUTTAP®OV : Mn ta&wvopnpévog (EAketpaticd dedopévar)
Kapxwoyéveon : Mn ta&wvopnpévos (EAiepatikd dedopéva)
To&wodTa Yo TV avamTopayoyn 1 Mn ta&wvounpévog (EMdetpaticd dedopévar)
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnpévog (EXeiparticd dedopévar)
epanag £kbeon
Ewdu to&wcotnta ota dpyava-ctoyovg (STOT) — : Mn ta&wopnuévog (EMeparticd dedopévar)
enavelAnppévn ékbeon
Emkivduvomta avappoenong : Mn ta&wopnpévog (Advvapio cuALoyNg dedopévmv Yo TeXVikodg Adyoug)

Aev vrdpyovv emmAov TANPoPopieg

TMHMA 12: Oworoyikég TAnpo@opisg

Owoloyia - yevikd 1 Aev mopovctalet Wiaitepo Kivouvo Yo to TepPaiiov.
Emcivduvo yio to vdartvo mepipdrrov, Bpayunpdbecpog : Mn tagwvounuévog (EAeyatikd dedopéva)

(0&0¢)

Emwcivduvo yio to vdatvo mepipdilov, pakporpodbespog : Mn tagwounpévog (EAeyaticd dedopéva)

(xpdviog)

Aev vopiotaton Tayeio amocvvieon

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoopieg

Agv vrtdpyovv emmAéov TANpopopieg

Agv vapyovv emmALOV TANPOPOPIiES
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Clonidine impurity B
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. ApwOpég OHE 1 apBpéc tavtétnTag

Agv 1oy0€t Agv 1oy0€t Aev 1oy0et

14.2. Oweia ovopacio amostorlic OHE

Agv 1oy0gt Agv 1oy0g1 Aev 1oy0et

14.3. TaEn/-e1g KtvdHvov KOTA T PETOPOPE

Aev 1oy0et Agv et Agv oyvet

14.4. Opada cvokevaciog

Agv 1oy0et Agv 1oy0€L Aev 1oy0et

14.5. IleprparrovTiKi emKIVOUVOTTA

Aev 1oy0et | Aev 1oy0et | Agv oyvet

Agv vrdpyovv emmAéov Stabéctpueg TANPOEOpisg

Eniysiwo petagopa
Agev 1oyvet

HETOPOPE pécm Buhacong
Aev woyvet

Evoépuo petagopd
Agev 1oy0et

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1.1. kavovicpoi EE

Hopaptmpe XVII oo REACH (Ilpobmodiceis mepropiopov)
Aev nephapPaveton oto Mapaprnua XVII oo REACH
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Clonidine impurity B
Agltio Agdopévev Acpaleiog

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

Hapaptpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)
Aev nephappaveton oto Mapaptmua XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev nepthapfdaveton otov kKatdroyo vroyneuwy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnpépmon)

Aev gpappoletor.

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

Aev gpappodletar.

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev neptlapfdveton otov Katdloyo ovstdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyel kopia ovoio(eg) mov mepthapfdvetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopég mepi mpédpopmv overdv vapkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mepthapfavetayoval) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 oyetikd pe Tig TpOSpOLES 0voieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vdpyovv emmALov TANPOPOpies

15.2. A&ordynon ymuikis a.o@dierog

Aev vdpyovv emmAéov TANPOPopies

TMHMA 16: Alheg TAnpo@opisg

Ipeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And tov O&eia To&wotnta (06 T0V 6TOHATOC), KoTnyopia 4
GTOLOTOC)
H302 EmPraBég o nepintwon katdmoong.

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtar and myég Tig onoieg Bempodpe a&idomotes. [Tapodia avtd, divovtat

YOPic Kapio eyydnon, pnty N appntn, Yo Ty akpifetd tove.
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