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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa oveiog : Pregabalin
Xnuwn Ovopacio : Pregabalin
apOpuog CAS : 148553-50-8
Kodwdg mpoiévtog : 201600751

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog . Emompovik épevva kon avémtoén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV aGPaLeiag

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 AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

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

ZoPapn opbaipkn PAAPN/0@BaA oG epebiopOC, KaTnyopia 1 H318
To&wdTo 6TV avorapaywyn, Katnyopio 2 H361
Ewu to&ucotnta 6 0pyova-otod)ous VoTEpa omd pic EQATE H336

£xbeom, kotnyopia 3, vapkwon

Ewwn to&ikotmra o€ 0pyoava-ctdyovs Hotepa and exovelnuuévny  H373
£xbeon, katnyopio 2

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV

"Yromto yio mpdrinon PAAPng ot yovipdtnta 1 oo EuPpvo. [pokarel cofapn opbaipiky BAAPN. Mropei va tpokaréoet vavniio 1| {oAn. Mmopei va
mpokaAécel PAaPeg ota Opyava Hotepa amd TopateTapéVn 1 ETavEUpEVn £xbeon).

2.2. Zroyeia eTIKETOG

Xapaxtnpropds coppove. pe tov Kavoviopné (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivovvov (CLP)

GHSO05 GHS07 GHS08
Ipoewomomrikn Aé€n (CLP) : Kivdvvog
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Pregabalin
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP) : H318 - IIpokahei coPapr o@Ooipkn BAGSN.
H336 - Mmopei va tpokarécet vevniio 1) LoAn.
H361 -"Yronto yo mpdxinon PAAPNG ot yovipdtnta 1y oo épufpuo.
H373 - Mmopet va. tpokarécet BAaPeg ota dpyava (KEVTPLKd vevupikd cdotnud, 0pBol- poi) votepa
omd mapateTapévn 1 eravelAnuuévn éxbeon.

AnAdoeig Tpoeoraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 001 yieg mpv omd Tt xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SofACETE KOl KOTAVONGETE TIG 001YiEg TPOPOAAENG.
P260 - Mnv avonvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/sekvepduata.
P271 - Na ypnotpomnoteitol Lovo 6€ avolkto 1| KoAd agptlopevo xdpo.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov nafovta otov kabapd aepa kot
apNoTe ToV Vo EEKOVPOOTEL GE GTAGT TOV SIEVKOADVEL TV OVOTTVOT.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEen\ivete TpocekTiKd pe vepd
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPNC, OPAPESTE TOVGS, AV givar £0KOL0. XuveyioTe va
Eemhévere.
P308+P313 - XE IIEPIITQXH éxbeong 1 mbavotntag £xbeong: Zvpfovievdeite/Enorxepbeite
yuTpo.
P310 - KoAéote apéowg to KENTPO AHAHTHPIAZEQN 1 éva ylotpd.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adwabdeoia.
P403+P233 - Anobnkevetan og KaAd aeplopevo ydpo. O mepléktng dtoTnpeitot epunTikd KAEIGTos.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/aepléktn o€ oneio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPANTOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Ko SieBVelg KOvovIGHOUE.

ZNpavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta teplexoeva g omoiag dev vaepPaivovv to 10ml.

Ewovoypappoata kvdovov (CLP) :

Z3
GHS08 GHSO05
2.3. AXLot kivovvor
Alheg mAnpogopieg : Evepyd ovotatikod (68 QapHoKeLTIKE TPOIoVTaL).

ITpocoyn - N Tapodce ovsio dev Exel aKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG

3.1. Ovoicg
Ovopa AVayvoOpIeTIKOG KOOKOG % Katdraén copoova pe tnv odnyia
TPoidvTOog 1272/2008 EK [CLP]
Pregabalin apOpog CAS: 148553-50-8 <100 Eye Dam. 1, H318
Repr. 2, H361
STOT SE 3, H336
STOT RE 2, H373

ITAnpeg keipevo tv niocemv H kot EUH: BAéne tpnua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. lleprypoon pétpov TpoOTOv fonderav

Tevikd pétpo mpdtmv fonderdv 1 e mepintoon apEBOAM®Y 1| €0V T CUUTTOUOTA ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon 1 Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL G€ GTAGT TOV
S1eVKOADVEL TNV avamvon). Aenote Tov mabovta vo Eekovpaotel. Te mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bonbetdv petd and exaen pe To déppa : ATOPOKPOVETE TO LOAVGUEVO POVYIOUO, TAVVETE OAN TNV EKTEDEWEVT TEPLOYN SEPLOTOG e ATAAD
GOTOVVL KOt VEPO, Kol 6Tn cuvéyeta Eemlévete pe (eoTO vepo.
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Pregabalin
Agltio Agdopévev Acpaleiog

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

Métpa tpdtmv Bondeidv petd and emagn pe o paTio : Eem\OveTe oOpEcmG KoL TAPATETAUEVE LUE VEPO KPOTOVTOG avorytd ta fAEpapa tovkdyiotov 15
Aentd). Edv vedpyovv @akoi emagng, apapéote Toug, epOcOV gival e0koAo. Zvveyiote vo Eemhévete.
SvpPovievteite apéoms opbarpiotpo.

Métpa npdTov fondeidv petd omd Kotdmoon 1 Eemlivete 10 otOpO pE vePO (udvo eav To dTopo dtotnpel Tig aisbfoelg Tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE GTOWO OV £YEL XAGEL TIG aucbnoelg Tov. ZupPovievbeite/Emokeqbeite
apécmg yatpo.

ZOUTTOUOTO/EMOPAGELS LETO OO ETAPY LE TOL pATIO . Ipokoiei cofapn opBoipky PAafn. EpvBpdtnra, mévoc.

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAEPNN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : Xpnoworomote péca Kotdofeons katdAnia yio v teppdrlovca mopkayid. Ato&eidio Tov

avBpoxa. Yekaopodg pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAAnko TopocPeSTIKO HEGO : Mn ypnoonoteite peydin pon vepov.

Y TePInTOON TUPKAYLIG TOPAyOoVTOaL ENKIVOVLVO : H atelig kavomn anglevbepmvet enticivouvo povo&eidio Tov avBpaka, d10&eidio Tov dvOpaia Kot
mpoidvta amocHvheong dAlo To&d aépta. [TiBovn amoBoin To&tkod vEQoug.

Métpa yio TV KOTATOAEUNGN TG TUPKAYLHG : Amogedyete T Sapuy1 Tov vepod TG TupOSPeSNG 6T TEPPAAIOY.
IIpoctacio katd v TupdsPeon : Mnyv erepPaivete yopig katdAnio e£omAMopd. AVTOVOUN OVOTVEVGTIKY GUOKEVT UE LOVOOT).
OLOGOUN TPOCTUTEVTIKY) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : ATOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TOL LATIO 1] TO POVYIOUO.

I TpocOmKS GAL0 06 TO TPOSOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dropa mov Tpoceipovy TpATES foriOsieg

E&omhopdg mpoctaciog : Mnv erepPaivete ywpig katdAinio eEomhiopd. o nepiocdtepeg TANpo@opieg avatpéste otV
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

Na anogedyetar 1 Elevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

INa v amobnkevon : Amoppo@noTe 10 pe £va adpavEG VAIKO Kot ToToDETHOTE TO 68 évav KOTGAANLo meptéktn S1dbeong
amofANTmV.
MéBodot kabapiopon : Eemhdvete TIG LOAMGUEVEG EMPAVELES pe GpBovo vepd. Kabapiopog pe anoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.
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Pregabalin
Agltio Agdopévev Acpaleiog

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

TMHMA 7: Xepiopog ko awodnkevon

7.1. IIpo@vAGEELS Y10, AGQUA YEIPLONO

Emn\éov kivduvor katd v eneepyacio . Eyxvpovotoeg kot Onhalovoeg va pnv £pyoviat o€ Kopio EToet| He T0 Tpoidv.

Ipoeuld&ers yio aoorn XEPIoUO 1 Amogevyete kaOe mepirth ékbeon. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOOTA.

Métpa vylevng : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv amd kdbe
£pYOOLOKO StEAeyLpa KoL LETE TO TENOG TG EPYAGTINGC.

7.2. ZovOnkeg a6Qaiovg @OLAENS, cupmePLopfavopévay T 6y acoppototiTeOv

ZovOnkeg eoAagng : Amofnkedeton og KoAd aepllopevo ympo. O meptéktng dratnpeitat epunTikd KAEWGTOS. AToQevyeTe
™ (éotn Kot TV dpecn nAloKT akTvoBolia.
Y\id cvokevasiog 1 AltnpioTe GTOVG APYLKOVG TEPLEKTES.

7.3. Exducn) tehkn) yprion 1 yprioeig

Aev vrdpyovv emmAov TANPOPopieg

TMHMA 8: ‘Eieyyog g ék0eonc/atopiki tpoctacio

8.1. [Tapapetpor eréyyov
Agev vrdpyovv emmAéov TANpoQopieg

8.2."ELeyyor £ék0gong

Katalinior pnyavikoi éheyyon

Katariinior pnyavikoi éreyyon:
Ppovriote dote 0 YDPOg epyaciog vo eEaepiletol cmoTd. TvvN0mG AmoLTeital GUGTNLO YEVIKOD UNYOVIKOD EEQEPIGULOD TOV YDPOV. LTO HETPO TOV SLUVATOD M
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTNPLUKT YOAV).

ATopIKOG TPOOTATEVTIKOG EE0TAO NGOG

IIpootacio TOV pOTIOV KOL TOV TPOGAHTOV

Ipootacio 0@OaAN®V:

Dopdre cuokevh Tpoctaciog yio ta pata. [Ipostatevtikd yvaid pe TAdylo tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipocrocia Tov déppartog:
Dopdte KOTAAANAO TPOGTOTELTIKO povyicd. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocTocia TOV yEPLOV:
Na popdte kordAAnia yavtue. IIpoctatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

IIpoctacio TOV UVOTVEVCTIKAV 00®V

IIpooTacio TOV AVATVEVGTIKAOV 00(DV:
e mepintmon Tapaywyng oKOVNG, YPTCLLOTOWOTE TPOSTUTEVTIKY HAoKa pe ¢iktpo : P3

TMHMA 9: ®voikég Ko ynRIKES 10T TES

9.1. Zroyyeia Yo Tig facIKES QUOIKES KA YNMIKES 1O10TNTES

Duokn KoTdoToom 1 Zteped

APDHOL : AevKo. oyedov AgvKod.
Epopdvion 1 Xkovn.

Mopiaxn pala : 159.23 g/mol

Oopn : Mn dwbéopo

Op1o oopng : Mn dwbéopo
Inueio éemg : Mn dwbéopo
Inueio mEemg : Mn Swbéopo
Inueio Bpaocpod : Mn dwbéopo
Evopiektomra : Mn dwbéopo
28/07/2025 (evnuépoon) EL (eAnvicd) 4/8



Pregabalin
Agltio Agdopévev Acpaleiog

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

Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pio expnépomrag : Aev oydet

Inpeio avapreéng 1 Aev oydet
Ogppokpacio avtovapreéng : Aev oydet
Ogppokpacio anocHvbeong : Mn dwbéopo

pH : 6.22 — 6.88 Ydarodiolvtotta
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awrvtomra : Nepo: 10-33.3 g/l
TOVTEAEGTNG KOTAVOUNG G HETY L N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon aTumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTOL : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéorpo

Aev vdpyovv emmAov TANPoPopie

TMHMA 10: Zta0gp6TnTO KOl 0VTIOPAGTIKOTNTA

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOPieg

TMHMA 11: To&woloyikég TANpOPOPiES

Oé&ela to&codmra (amd oToONHOTOC) : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvounpévos (Erdepatikd dedopéva)

Pregabalin (148553-50-8)

LD50 and tov 6tdépatog 68 0povpaiovg > 5000 mg/kg
AGBpmon ko epediopdg Tov dEppratog 1 Mn ta&wounpévog (EXelparticd dedopévar)
pH: 6.22 — 6.88 Ydorodiolvtomta
ZoPapn opOaipkn PAPN/epedionog : Ilpokarel coPapn opOaiutkn BAGSN.
pH: 6.22 — 6.88 Ydotodiohlvtomta
EvatsOntomoinomn tov avamvevotikov 1 : Mn ta&wopnpévog (EALepaticd dedopévor)

gvoucbntomoinon Tov déppatog
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Pregabalin
Agltio Agdopévev Acpaleiog

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

MetaAro&ryéveon yEVWNTIKOV KUTTAP®OV : Mn ta&wopnpévog (EMeiparticd dedopévar)

Kapxwoyéveon : Mn ta&wvopnpévog (Mn coprepacpotikd dedopévor)

To&wodmTa 6TV avamopay®yn : Yronto yo mpdrnon BAAPng ot yovindtnto 1| 60 £uPpvo.

Ewu to&ucotnta ota 6pyava-ctoyovg (STOT) — : Mmnopei va npokarécet vovniio 1y {oAn.

epanag £xbeon

Ewdu to&wcotnta ota dpyava-otoyovg (STOT) — : Mmnopei va npokarécet BAGPeg ota dpyava (KEVIPIKO VELPIKO GVGTHLA, 0POA- pot) voTepa amd
gmavenupévn ékbeon mopoTETANEV 1 ETAVEANUpEVT EkBeon.

Enucvdovotnta avappdenong : Mn ta&wounpévog (EMelpaticd dedopévar)

Agev vdpyovv emmAov TANPoPopieg

TMHMA 12: Owolroyikég TANpoQopies

Emcivduvo yio to vddtvo mepipdrrov, Bpayvmpdbecpog : Mn tagwounuévog (EAeyaticd dedopéva)
(0&0¢)

Emcivduvo yio to vdartvo mepipdirov, pokporpodbeopog : Mn tagwounuévog (EAeyaticd dedopéva)
(xpdviog)

Pregabalin (148553-50-8)

Avbekticodtnta Kot ikavoTnte arodouneng Agv vpiototor taygio omocvvheon

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 13: Xtovyeio oyeTika pe ) o130gon

Agv vrdpyovv emmAéov TANpopopieg

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

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Ap1Opog OHE 1 aprOpog tovtétnTog

Agv 1oy0gt Aev 1oyvet Agv 1oy0gt
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Pregabalin
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.2. Oweia ovopacio arostoric OHE

Agv 1oy0et Agv 1oy0et Agv 1oy0et

14.3. TaEn/-e1g KtvdHvov KOTA TN PETOPOPE

Aev oy0et Aev woydet Aev oy0et

14.4. Opada cvoekevaciog

Agv 1oy0et Agev 1oy0et Agv 1oy0€L

14.5. IleprparrovtiKi emKIvOUVOTTO

Aev 1oy0et | Aev woydet | Aev 1oy0et

Agv vrdpyovv emmAéov dabéaies TAnpopopieg

Eniyewo petagopa
Agev 1oy0et

petapopd pécm Boraoong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0et

Agev 1oy0et

TMHMA 15: Xtovyeia vopo0etikov yopaxtipo

Kkavovicpoi EE

Hopapmpe XVII oo REACH (Ilpobmodiceis mepropiopov)
Aev nephapPaveton oto Mapdprnua XVII oo REACH

Hopapmpae XIV Tov REACH (KatdAioyog ader066tnong)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kotdroyog vroynigrov oveidv REACH (SVHC)

Aev nepthapfveton otov kKatdroyo vroyneuwy ovoidv REACH

Kavoviopéc mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev nepthappdvetor otov Katdroyo ovotdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Koavoviepég tov Zvppoviiov (EK) yia tov £reyyo £10@V Simrhig ypriong
Aev nephapfaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £i6n Sumhng xprions.

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

Aev nepiéyet kopia ovoio(eg) mov mepthapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovcotdv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Koavoviepdg mepi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Agv mepiéyet ovoia(eg) mov meptlapPavetar(oviat) 6Tov KoTdAoyo Tpddpopwv ovoldv vapkotikdv (Kavoviouog EK 273/2004 oyetikd pe TG TpOSpopLEs 0voieg
VOPKOTIKOV)

Agv vdpyovv emmA£ov TANPOPOpies
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Pregabalin

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 Hopatnpriceg
Avtikafiotd v £ékdoon TpomomouOnke
svnuépmon TpomomouOnke

1.1 Zuvavopa Aparpédnke

22 Anhaoeig emukvdvvotntog (CLP) TpomomounjOnke

9 APDLLOL Ipoctédnke

11.1 LD50 and tov 6T0p0T0G G Apoupaiong Ipoctédnke

12.1 EC50 72h - ®vkia [1] Aparpénke

12.1 EC50 - Kapxivoewdn [1] Aparpédnke

12.1 LC50 - Yapua [1] Aparpédnke

I\ peg keipevo ppacswv H ko EUH:

Eye Dam. 1 YoPoapn o@Oaipucr PAAPN/0pBatikdg epebiopdg, katnyopio 1

H318 TIpoxaiei coPapn opBaipky BAGLN.

H336 Mmopei vo mpokarécet vevniia 1) {aAn.

H361 "Yronto yuo mpdxinon BAAPNg ot yovipdtro 1) 670 £UPpvo.

H373 Mmropei va tpokarécet BAAPES ota dpyoava (KEVIPIKO VELPKO GVGTN A, 0PO0A- 1ot) VoTEPH OO TUPATETANUEVT 1) EXAVEIMNUUEV
£xBeon.

Repr. 2 To&wodmTa 6TV avamapay®yn, kKatnyopio 2

STOT RE 2 Ewum to&ucotnta 6 Opyova-otodYovs VoTEPa 0o eToveElANupévn EkBeon, katnyopia 2

STOT SE 3 Eww to&ikotra og 0pyava-otdyovs Hotepa and pio epanas £xbeon, katnyopia 3, vaprwon

Aghtio Agdopévov Acpakreiog (AAA), EE

ATIOIIOIHXH EY®NHZ Ot mAnpogopieg mov mepiéyovial o antd to dehtio mpoépyovtat and mnyég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtat

YOPIG Kapio gyydnon, pnt N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoioVTOg devV
VIOKEWVTOL 6T KN [ag OOV Kot HIopet Kot vor v UminTouy Kot 6TIS approdtotntég pog. I'iontoig kot yior GALovg AGYouG, 0momolovpacte Kabe evbuvn oe

TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG CNpiag oo, 1 [Le 0TOL0dNTOTE TPOTO GUVIEVELEVT LE, TO YEPLGUO, TNV 0toBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VO YPTGILOTOLEITOL Y0l TO GUYKEKPILEVO TPOTlov. Edv 1o Tpoidv ypnoiponoteitent g cuoTatikd GAAOL

TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EO( EVOEYETOL VO LNV VOl EQUPUOGLLES. VTEG 0L TANPOPOPies PacilovTol GTIC TPEXOVOES YVMGELS LLOG KO
poopilovTal Yo Vo TEPLYPAYOLY TO TPOIOV OTOKAEIGTIKA Y10 AOYOLG VYIRS, AoPUAEiNg Kot TEPPAAAOVTIKAOV OTOITHOEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATOAL OTOLUONTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.
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