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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog : Heptaminol impurity A
Kwducde mpoidvrog : 201900034

1.2. Zuvageic mpocolopilopevES P GELS TS OVGIAG 1] TOV UEIYNATOG KU OVTEVOELKVUOIEVES YPNGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

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

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026
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France
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

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

AGBpmon/epebiondg Tov déppatog, kotnyopia 2 H315
ZoPapn opborpkn PAAPN/o@Oarpdg epebiopds, kotnyopio 2 H319
Ewum to&ucomta o Opyava-otéyovs Dotepa and pia epdmnas £xdeon, kamyopio H335
3, epebIopOC TG AVATVEVGTIKNG 050V

Ewum to&ucodmto og 6pyava-ctoyous Hotepa amd emavenpupuévn ékbeon, H373
Kotnyopia 2

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIBaiiov
ATOQa0N HEGH KPIONG EUTELPOYVOUOVOV KoL ATOSEIKTIKNG LoYVOGC.
2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavoviouéd (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kvddvov (CLP)

GHS07 GHS08
Ipogworomtikn AéEn (CLP) : IIpocoyn
Ankaoeig emucivdvvotntog (CLP) : H315 - ITpokahet epebiopd tov déppotog.

H319 - Ipokaiei coPfapd o@Oaipd epebiopd.

H335 - Mnopei va mpokaréoet epebiopod TG avomvevoTikig 0500.

H373 - Mnopei va tpokoréoet PAGBES oTa Opyave, VOTEPD 0O TAPUTETOUEVT T) EXLOVEIANUUEVT
£xBeon.
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Anidoelg tpopOiaing (CLP) : P260 - Mnyv avonvéete okovn.

P314 - ZupBovievbeite/Emiokepbeite ylotpd dv acbavieite adiobesia.
Zhpoven cOpeove pe: eEalpeital 1) E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TNG omoiag dev vepPaivovv Ta 10ml
Ewovoypdppora ktvdovov (CLP) :

GHS08

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOgon/minpopopisg yio 10 6LOTOATIKG

Ovopa AvVayvopieTIKOg KOdKog | %0 Kotdarain copeove pe tnv odnyia
TPOIOVTOG 1272/2008 EK [CLP]
Heptaminol impurity A - <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319
STOT SE 3, H335
STOT RE 2, H373

IIMpeg keipevo tov Inkdoewv H kot EUH: BAéne tpunpa 16

Aev woydet

TMHMA 4: Métpo npaTtev fondsiov

Métpa ntpdrtmv fonbetdv petd and emoen pe to déppa  Kobapiote ) peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Lodakd amoppoenTikd
Tovi).

Métpa npadtmv fondetdv Letd and enapn pe o LATIOL : Eemldvete o patio pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOEOPIiES

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 5: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

Katddnka péca nuopdcPeong : KovBépra mupooPeong.

Kivduvog moprayidg : BMéme tunpa 2.2,

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLOG : Xpnowonowmote péca katdoPeong KatdAAnia yo Ty nepdAlovca TupKayid.
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TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'e. TPooOTIKG GALO 0TTO TO TPOGMOTIKO EKTAKTNG AVAYKNG

Métpa £kTOKTNG OVayKng 1 Amopevyete kGOe meprtn €xbeon.

6.1.2. T Gropa mov TPpocpipovy TPpMOTES Pondeieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 7: Xeipiopoég kot amodnkevon

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPIiES

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipnés emayyepatikig £k0song kau Broloyikés oprakés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeveg drudikosics Topakorovdneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. Xynparifovrar otoygio pOmTAVENS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agv vdpyovv emmAéov TANPOQOpieg

8.1.5. Mleproyég eréyyov

Agv vdpyovv emmAEov TANPOQEOPiEg

8.2.1. Kotdhinho pnyavikoi éreyyot

Koataiinior pnyavikoi éleyyou:
Awnpriote o€ KoAd e&oeptlopevo ydpo. Zuvifog amatteitol cOGTNUIA YEVIKOD HNYOVIKOD eE0EPIGLOD TOV XMDPOV.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG

8.2.2.1. IIpooTacio TOV HATIAOV KUl TOV TPOCATOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Agltio Agdopévov Acpareiog
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8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:
oS8 EpyacTnpiov
Mpoctocio TOV yEPLOV:
IIpoctotevTikd yavto

8.2.2.3. IIpo6Tacia TOV AVUTVEVGTIKADV 00MOV

Agv vrtdpyovv emmAéov TANpopopieg

8.2.2.4. O@gppikoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko wapokorovOnon g teptpaiiovroroyikiis £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 9: ®vokég Kot YnUIKES 1OL0TNTES

9.1. Zroyygia Yo TG fUGIKES QUOIKES KOL YNUIKES 1O10TNTES

Dok KoTdoToom T Yypo

APDLLOL © Mn dwbéorpo
Oopn © Mn dwbéorpo
Op1o oopng © Mn dwbéorpo
Inueio mEemg © Mn dwbéorpo
Inueio m&emg © Mn dwbéoipo
Inueio Bpoacpod © Mn dwbéorpo
Evpiextomra © Mn dwbéorpo
Opra Ktvdvvov ekpriéemg © Mn dwbéorpo
Xapunhotepo 6pio EkpnéEng © Mn dwbéorpo
AvdtoTo 0plo expnépotmrog © Mn dwbéorpo
Inueio avapieéng © Mn dwbéorpo
Bepprokpacio avTavaPAEENS © Mn dwbéoipo
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
EDAES, KivepaTikog (1) © Mn dwbéorpo
AwAvtomra : Nepo: 100 — 1000 g/l
TUVTEAEGTNG KATAVOUNG O Helypa n-0KTavOAng/vepoD © Mn dwbéorpo
(Log Kow)

Téon aTudv © Mn dwbéorpo
Iieon atpov ot Heppokpacio 50°C © Mn dwbéoipo
IMukvotnto © Mn dwbéorpo
TyeTIKN TUKVOTITOL © Mn dwbéorpo
TyeTikn TokvoTnTa aTudv otovg 20°C © Mn dwbéorpo
Xapoaktnplotikd copatdiov 1 Agv woydet

9.2. Aoutéc TAnpogopisg
9.2.1. TIMpo@opicg GYETIKA pE TI KLAGELS PUGLKOD KIvdOVOU
Agev vdpyovv emmAéov TANPOQOpieg

9.2.2. Ahho. YOpaKTNPLOTIKG 00QUAEiog

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 10: Z100gp4TNTO KO OVTIOPOUGTIKOTNTO

10.1. AvtidpacTikOTTO

Z100epd VIO KOVOVIKEG GUVOTKES.
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Agltio Agdopévov Acpareiog
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Agv vdpyovv emmAéov TANPOQOpieg

Kavévag yvootog/-1/-6.

Agv vapyovv emmAEov TANPOQOPieg

Kapio og kavovicr xprion. BAéne tunipa 7.

Ortav Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EXKIVIVYOUS KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oéeia to&ucdtnTa (amd 6TOHATOG)
Oéeia to&ucotnTa (SeppoTikn)

Oéeia to&ucotnta (avamvon)

AGBpmon kot epebiopdg Tov déppatog
ZoPapn opboiukn PAAPn/epediopog
Evawonronoinen tov avamvevotikol 1
gvaucOnTomoinc oL dEPUTOG
MetoAha&ryéveon YEVWINTIKOV KOTTAPOV
Kapkvoyéveon

To&woTa Yo TV avamopayoyn

Ewum to&ikdmra ota dpyava-otdyovg (STOT) —
epanag ékbeomn

Ewdum to€wodmra ota dpyava-otdyovg (STOT) —
emavenupévn xbeon

Teportépo mAnpoopieg

Enrucvéuvomta avappoenong

: Mn ta&wopnuévog (EAeaticd dedopévar)

: Mn ta&wopnuévog (EAeaticd dedopévar)

: Mn ta&wopnuévog (EAewaticd dedopévar)

. TIpokolei epebiopd tov 6éppatog.

. IIpokodei coPapd opOurptcd epebiopo.

: Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévav, Ta kprmmpio to&vounong dev minpovvan)

: Mn ta&wopnuévog (EMeaticd dedopévar)
: Mn ta&wopnuévog (EAeaticd dedopévar)
: Mn ta&wopnpévog (Ilepotépm minpogopieg: Ewduc to&ikdtra ota dpyova-ctoyovs (STOT) —

epanag ékbeomn)

: Mmopet vo TpokaA£cet epeBIopd TG VATVEVGTIKIG 030V.

: Mmopei va tpokarécet BAAPeg ota dpyava dotepa and TopateTapévn 1 emavenupuévn Exbeon.

T Ayyewkég dwatapoyés
: Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévmv, ta kprrnpio to&vounong dev minpovvan)

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 12: OwoAroyikéc mAnpo@opies

Owoloyia - yevikd

: Aev mapovcidlel wiaitepo kivovvo yio To meptBUAiov.

Emcivévvo ya to vddrtvo mepipdrrov, Bpayvnpdbecpog @ Mn to&vounuévog
(0&0¢)
Emkivévvo yia to vddtvo mepipdrlov, pokponpdespog : Mn to&vounpuévog

(xpoV105)

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg
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Agltio Agdopévov Acpareiog
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Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPoQOpieg

TMHMA 13: Ztovycio oyeTikd pe 1 ova0eon

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 14: ITAnpo@opies 6YETIKG IE TN HETAPOPT,

Xoppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpdg TavtotnTog

Agv 1o0gt ’ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopocio arostolis OHE

Aev 1oy0et | Aev 1oy0et | Agev 1oy0¢t

14.3. Taén/-1g KivdOvov Kata 1) PETOQPOPA

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.4. Opéoda cvokevaciag

Aev 1oy0et ‘ Aev 1oy0et ‘ Aev 1oy0et

14.5. ep1parhovTiKi ETIKIVOVVOTTA

Agv 1oy0eL I Aev 1oy0et l Aev 1oy0et

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eriysio petagopd
Aev woydet

HETOQOPA pécm Bahacong
Agv 1oy0gL

Evoépra petagopd
Aev oydet

Agv 1oy0et
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Heptaminol impurity A
Agehtio Aedopévav Acpaleiog

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

TMHMA 15: Xtovygio vopodetikov yopoxT

15.1. Kavoviopoi/vopoOscio 6YETIKG pe THY 06QaLELD, TNV VYEIX KoL TO TEPLPaLLoV Yia TNV 0VGia 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropiopov)

Aev neprapfaveton oto Hapdaptnua XVII tov REACH

Hapaptnpae XIV Tov REACH (Katdhoyog ad€1060T11010)

Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdhoyog adeioddtong)
Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaiveon petd omod evnpépoon)
Aev epappodletar.

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

Aev gpappodletat.

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

Aev mepthapfévetol otov Katdhoyo ovoidv mov e&acbeviCovy to 0lov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov meprapfavetai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ XpNoN TPOSPOUMY OVGIDV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KotdAoyo Tpddpopmv ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg

Agv vdpyovv emmaAEOV TANPOQEOPiES

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 16: Aldeg TAnpo@opisg

ITpeg keipevo ppacewv H kan EUH:

Eye Irrit. 2 Yopapn opOaipkn PAPN/0@Baipkdg epebiopodg, kKatnyopio 2

H315 Tpokaei epeBiopd tov déppatog.

H319 TpokoAei coPfapd o@OaAucd epebiopd.

H335 Mmopei vo. TpokaAEceL EpEBIOUO TG AVATVEVGTIKNAG 050V

H373 Mmopet va pokarécet BAAPeg ota dpyava HoTEPX b TOPATETAUEVN 1| ETAVEUUEVT EkDeOT).

Skin Irrit. 2 AGBpmon/epebiopndg Tov déppatog, kotnyopio 2

STOTRE 2 Ewum to&ikdmta og 6pyava-ctoyovs votepa and emavenupuévn ékbeon, katmyopio 2

STOT SE 3 Edun to&ucomta o 6pyava-otdyovg votepa amd pio epdnaé ékbeon, katnyopia 3, epeiopdg ™G avamTVELOTIKNG 0800

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpogopieg mov meptéyoviatl o antd 10 deATio TPoépyovtat amd myés Tis onoieg Bempodpe a&idomotes. [Tapodia avtd, divovtot

YOPIc Kapio gyyomon, pntm 1 appnTn, Yo TV okpifetd tove.
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