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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Pregabalin impurity C
Xnuwn Ovopacio : Mandelic acid
Kwd.-EE 1 202-007-6

apOpuog CAS : 90-64-2

Kodwodg mpoidvtog : 202000290

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

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

ZoPapn opbaipkn PAAPN/0@BaA oG epebiopdS, KaTnyopia 1 H318
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV
Ipokarei coPfapn opOaiutkr BAGSN.
2.2. Xtoyeia eTIKETOG

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

GHSO05
Ipogworomtikn AEn (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H318 - IIpokadei coPapr o@Ooipkr BAASN.
AnAdoelg Tpoeviaéng (CLP) : P280 - Na popdte TpooTaTenTIKG YAVTIH/TPOGTATEVTIKE EVOVLATO/LEGH ATOUIKNG TPOCTAGING Y10l TO.

UATLO/TO TPOCMTO/TAL OVTIAL.
P305+P351+P338 - XE IIEPIIITQXH ETTAOHE ME TA MATIA: EenAdvete TpocEKTIKG LE vEPO
Y10 OPKETE AEMTA. AV VITAPYOVV POKOT ETAPNC, APALPESTE TOVG, OV Eivol E0KOA0. Zuveyiote va

28/07/2025 (svnuépwon) EL (eMnvikd) 1/9


mailto:sds@edqm.eu
http://www.edqm.eu/

Pregabalin impurity C
Agltio Agdopévev Acpaleiog

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

Eemhévere.

P310 - Kaiéote apéowg to KENTPO AHAHTHPIAXZEQN 7 éva yuatpd.
Iipovon copeova pe: EEapeiton n eowtepikn cuokevacia, to nepleydpeva g onoiag dev vepPaivovy ta 10ml.
Ewovoypappata kvdovov (CLP) :

GHS05

2.3. AlLot Kivovvolr

Avt 1 ovoio/piypa dev mpet ta kprripta ABT tov kavoviepod REACH, Ioapdptnpo XIII
Avt n ovoio/piypa dev mpet ta kprripa aAaB tov kavoviopod REACH, Hoapdaptpo XIIT
AlAeg mAnpoopieg : Evepyd ovotatiko (o€ QopULaKeVTIKA TPOiovTa).
ITpocoyn - N Tapodca ovaio dev Exet aKOUN SOKIULAGTEL TAPOC.

TMHMA 3: Z0vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg

Ovopa AVayvopeTIKOg KOOKOG % Koatdraén copoova pe tnv odnyia
TPOi6VTOG 1272/2008 EK [CLP]

Mandelic acid apOpog CAS: 90-64-2 <100 Eye Dam. 1, H318
Kwd.-EE: 202-007-6

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tunqua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. Ileprypagn pétpov np@ToV fondeidv

Tevikd pétpa tpodTev fonderdv : Xe mepintoot apPoAdV 1| €4V T0 GUUTTOUATO ETLUEVOVV, KAAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd and eilomvon 1 Metagépete Tov T0HovTa 6ToV Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTAGT) TTOV
S1evKoADVEL TV avomvor|. Apriote Tov Tafdvia va Eekovpaotel. Xe nepintoon adwbeciog :
ZvpPovievdeite/Emoxeqbeite yiotpo.

Métpa tpdTev Bondeidv petd omd emagn pe To dEpuo : ATOPOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG HE OTAAD
GOaTOVVL Kot VEPO, Kal TN GLVEXELD EemAévete pe (eoTd vepod.
Métpa tpdTev Bondeidv HeTd amd emapn 1e To LATIO 1 Eemldvete apéomg Kol TOPATETAUEVO [LE VEPO KPATMOVTAG avotyTd To. PAEQapa TOVAG IGTOV 15

Aentd). Edv vdpyovv @aicoi emaeng, apatp€ate Toug, epocov eival evkolo. Zvveyiote vo Eemiévete.
ZvpPovievteite apéoms oeBaipioTpo.

Métpa tpdtav Bondeidv petd omd katdmoon : Eemldvete o otOpa pe vepd (Lovo edv to dtopo dtatnpei Tig arohnoeig Tov). Mnv yopnynoete moté
OTWONTTOTE OO TO GTOU GE ATOUO TTOV £XEL XAOEL TIG aloOnoelg Tov. ZupPovlievbdeite/Emokepbeite
QUES®OG YIOTPO.

4.2. ZNPavTIKOTEPO COPTTONATO KUL EMOPAGELS, APEGES 1] NETAYEVECTEPES
ZOUTTOUOTO/EMIPACELS LETA OO EMAPT] LLE TOL LOTIOL . TIpoxaiei coPapn opBaipkn BAGPN. EpuOpotnta, movoc.
4.3."Evé€1&n omo1a6dNToTE AMOLTOOPEVG GIECT|G LUTPIKIG PPOVTIdUG Ko 101K G Oepaneiog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TNV KOTOT0AEP)ON TS TVPKAYLAG

5.1. MvpooPestika péoa

Katdhnia péoa mopdofeong 1 Xpnowonomote péca KatdoPeons KatdAAnia yia v neptBdrlovcsa mupkayld. Atoéeidio Tov
avBpaxa. Pexaopos pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AKATIAANA0 TUPOGPESTIKO LEGO : Mn ypnoonoteite peydin pon vepoo.
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Pregabalin impurity C
Agltio Agdopévev Acpaleiog

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

X nePInTOON TVPKAYLIG TaPayovTaL ENKIVELVA : H orelg kadon amekevbepdver emkivovvo povoleidio tov dvBpaka, dto&eidio Tov avBpaka Kot
mpoidvta arochvieong Ao o€ aépta. [Tibovn amoBoin to&kod vEpoug.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG 1 Amogevyete T d1QLY1 TOL vEPOD TG TVPOGPecng 6To TEPPAALOV.
IIpocrtacio katd v TopdcPecn : Mnv enepoivete yopic katdAnio e£omAopd. AvTOVOUT OVOTVEVGTIKT GUGKELT UE HOVOGCT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TepinTton aKovoLaS EKAVONG

Tevikd pétpa : Amo@evyete TV ETAPN TOV TPOIOVTOG LLE TO SEPHA, TOL HATLO ) TO POVYIGUO.

I'a TpocmmKd GALO 076 TO TPOCOTIKO EKTUKTNG AVAYKNG
Métpa éktaxtng avykng : ATOPOoKPOVETE TO TEPLTTO TPOSWTIKO.
TN dropa wov TpocPépovy TpdTES fo10reg

E&onhopog mpootaciog : Mnv engpoivete yopic katdrinio egomhopd. ' tepiocdtepeg TAnpoPopics avatpié&te oty
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpoctacio.

No amogevyeton 1 ehevbépwon oto nepifdirov. Epmodiote v €i6080 6TOVG amoyeTeLTIKOVG 0y®@YohG 1] 6TO dNUOGLO SIKTVO VEPOD.

T v anoBnikevon : ATOppoPNoTE TO HE £V 0dPAVEG DAIKO KO TOTOOETNOTE TO G £vav KATAAANAO TEPLEKTN d1aBeaNg
amopfATov.
MébBodot kabapiopon 1 Eemhdvete TG polvopéves empaveles pe apbovo vepd. Kabapiopdg pe amoppumovtikd.

Agite 10 Tpnpa 13 yio tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog ko awodnkevon

TIpo@ura&els yio ac@ain yeipiopd . Amogevyete kGBe meprrth kbeon. Ppovtiote doTe 0 Y Dpog epyaciog va e&aepiletar cwoTd.

Métpa vyevig : Mnv tpare, mivete 1| kanvilete, dtav ypnoponoteite avtod to mpoidv. Ta poivopéva evévdpato
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv amd kabe
£pYOOLOKO StAELpO KoL LETE TO TENOG TG EPYAGTINGC.

TovOnkeg @OAUENG : Amofnkedeton oe KoAd agpllopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWGTOG. AToQevyeTe
™ (éotn Kot TV Gpecn nAlokT akTvoBolia.
Y\ikd cvokevasiog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopiki tpoctacio

Aev vdpyovv emmAéov TANpoPopieg

28/07/2025 (evnuépwon) EL (eMnvikd) 3/9



Pregabalin impurity C
Agltio Agdopévev Acpaleiog

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

8.2. "Edeyyon ék0gong

Kataiinior pnyavikoi éreyyol

Katalinior pnyavikoi éreyyou:
DpovticTte ®OTE 0 YDOPOS epyosiog vo e&aepiletal cmotd. Zuvndmg omatteitol GHOTNLA YEVIKOD HNYavIKoD eEQEPIGHOD TOV YMPOV. XTO HETPO TOV SLVATOL T
XPNOT TOV TPOIOVTOG TPEMEL VO, YIVETOL GE EPYUGTNPLUKT YOAUVN.

ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:

Popdte cuokevn TpocTaciog yio o patio. [Ipoctatevtikd yvad pe Tidylo tpoctatevtikd. (EN 166)
Ipootacio Tov dépparog

IIpootacio Tov déppoToc:
Dopdte KATIAANAO TPOGTOTEVTIKO POVYICUO. XpHon 6€ epyacTipia : Todld epyactnpiov. (EN 13034)

Ipootacio TOV YEPLOV:
Na gopdte katdAinia yévto. [Ipootatevtikd yavtia avOektikd o ynukd apoiovta. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00®V

IIpootacio TOV OVATVEVGTIKOV 00(V:
Yg neplnton Topaymyng GKOVNG, XPNCULOTOUOTE TPOCTATEVTIKN HdoKa pHe iktpo : P3

TMHMA 9: ®vokég Kot ynNUIKEG 10160TNTEG

9.1. Zroyeia Yo Tig facikéc QUOIKES KOL YNUIKES 1OL0TNTEG

Dok KoTAoTUoT 1 Zteped
APDHOL 1 Mn Swbéopo
Mopuaxr pada : 152.15 g/mol
Oopn : Mn Swbéotpo
Op1o oopng : Mn Swbéorpo
Enpeio téewg : Mn Swbéorpo
Enpeio mhgemg : Mn Swbéotpo
Enpeio Bpacpod : Mn Swbéorpo
Evpiextémrta : Mn Swbéorpo
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
Awddopo pH : Mn Swbéorpo
1E®deg, KvepoTiedg (1) : Aev oybdel
Awdvtomro : Nepo: 139 g/1 (20°C)
ZUVTELEGTNG KOTAVOUNG O Pely o N-0KTavOAN G/ vEPOD : Mn Swbéorpo
(Log Kow)

Téon otumv : Mn Swbéorpo
ITieon atpov oe Beppokpacio S0°C : Mn Swbéopo
TTukvotnta : Mn dwbéoyio
TyeTIKn TUKVOTNTOL : Mn dwbéoyio
ZyeTIKN TUKVOTNTA ATUAV 6TOVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyio

9.2. Aoutéc TAnpogopisg

Agv vrdpyovv emmAéov TANPoPopieg
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Pregabalin impurity C
Agltio Agdopévev Acpaleiog

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

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Agv vdpyovv emmALov TANPOPOPiEg

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&eia to&ucdmra (amd 6ToOpaTOC)
Oé&eia to&ucdmra (deppotikn)
Oé&eia to&ucdmra (avamvon)

: Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprrnpio to&vounong dev minpovvan)
: Mn ta&wopnpévog (EMeipaticd dedopévar)
: Mn ta&wopnuévog (EMeipaticd dedopévar)

Mandelic acid (90-64-2)

LD50 and tov 6tdpaTog 68 apovpaiong

> 2000 mg/kg

AGBpwon ko gpediopdg Tov dEppatog

ToPapn opOaipkn PAPN/epedionog
EvaisOntomoinemn tov avamvevoticob 1
gvaucOntomoinomn Tov dEppatog

MetaAdogryéveon YEVVINTIKOV KUTTApOV
Koapkwvoyéveon

To&KdTNTO 6TV AVATAPOYOYN

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) —
epamag éxbeon

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnupévn ékbeon

Enucvduvotnta avappdenong

: Mn ta&wopnuévog (EMeiparticd dedopévar)
. IpokoAei coBapn opBoipkn PAGHEN.
: Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

1 Mn ta&vounpévos (Baoet tov dtabéciov dedopévav, Ta kpttipia Tagvounong dev TAnpovvtat)
: Mn ta&wopnpévog (EAdeiatikd dedopévar)
: Mn ta&wvopnpévog (EXketpaticd dedopévor)
: Mn ta&wvounpévog (EAdepatikd dedopéva)

: Mn to&wvounpévog (Baoet tov dtobéoiov dedopévav, Ta Kprtnpla ta&tvounong dev mAnpovval)

1 Mn ta&vounpévog (EAdeipatikd dedopéva)

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpoQoOpies

Emikivduvo yia to vddrtivo mepiBdilov, Bpayvrpobecpog

: Mn ta&wopnuévog (Baoet tov dtoféoipwv dedopévav, ta kprrnpio to&vounong dev minpovvaon)

(0&bg)

Emikivduvo yia to vddrtivo meptBdAlov, pakporpodbeopog : Mn ta&wopnpévog

(xpoV10G)
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Pregabalin impurity C
Agltio Agdopévev Acpaleiog

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

Mandelic acid (90-64-2)

EC50 - Kapxwvoewdn [1] > 100 mg/1 (48 dpeg, Daphnia magna (Nepoyvirog)) (Mébodog OOZA 202)

ErC50 gdxn > 100 mg/1 (72 mpeg, Pseudokirchneriella subcapitata (ITpdotva @oxn)) (Mébodog OOZA 201)

Mandelic acid (90-64-2)

AVOeKTIKOTNTO KoL IKOVOTNTO, ATOdOUNGNG Toyfmg amodounoipuo

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Mandelic acid (90-64-2)

Avt n ovoio/piypa dev mpet ta kprripta ABT tov kavoviepuod REACH, IMoapdptnpo XIIT

Avt ) ovoio/piypa dev mpet ta kprripa aAaB tov kavoviopov REACH, Hapdaptmpo XIIT

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpoPopieg

,

13: Xtoyyeia oxeTIKd pe T 016.0gon

Agv vrdpyovv emmAéov TANPopopieg

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

Topeove pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opog OHE 1 aprOpég tovtétnTog

TOUPOVO e TIS STAEELS LETAPOPAG TO TTPOIOV VT de YapoakpileTar g emkivouvo

14.2. Oweia ovopaosia amostorisc OHE

Mn poOulopevo Mn poOuldpevo Mn poOulopevo

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

Mn pvBulopevo Mn pvBuldpevo Mn povBulopevo

14.4. Opddo cvokevaciog

Mn poOulopevo Mn poBuldpevo Mn poOulopevo

14.5. Meprforhovtikn emkivovvoTnto

Mn pvBulopevo Mn pvOuldpevo Mn pvBulopevo

Aev vrapyovv emmAéov Stabéciues TANPOPopieg
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Pregabalin impurity C
Agltio Agdopévev Acpaleiog

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

14.6. EWduéc mpo@uAhdgels yia Tov (pioetn

Eniyewo petagopa
Mn pvOuldpevo

petapopd pécm Boraoong
Mn pvOuildpevo

Evoépuo petagopd
Mn pvOuildpevo

14.7. @ardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Kot 7o agpifadirov yio TV ovoia 1 10 peiypa
kavovicpoi EE

Mapéptpe XVII tov REACH (IlpodmoBéceic mepropiopov)
Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn061G)
Aev nephappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroyneromv oveidv REACH (SVHC)

Aev nepthapfdvetor otov Katdloyo vroyneuwy ovoidv REACH

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

Aev nepthapfdveton otov Katdloyo ovatdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yra Tov £heyyo 8@V Simhig ypiong
Aev nepihappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £i6n Sumhng xprions.

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

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovoidv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ PN TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopdog EK 273/2004 oyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Agev vdpyovv emmAov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tpnpo Tpomomompévo cTorycio Hapotnpiicerg
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Ipootédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apopog CAS Ipoctédnke

1.1 ZUVOVOHOL TpomomouOnke

1.1 Ovopa TpomomouOnke
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Pregabalin impurity C
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyeio Hopatnpicseig
1.2 Tleplopiopoi otn xpron Ipootidnke
1.2 Xpnon g ovsiog/Tov Helypatog Ipootédnke
1.2 Katmyopia Aertovpyiag 1 xpriong Ipootédnke
2.1 AvemBOpunteg Qoo IKEG emdpacels, kabog | [Ipoctédnke
KoL €mOPAGELS 6TV avOpdTIvn vYEia Kot 6T0
nepBéiiov
2.1 Katdraén ooppova pe my odnyio 1272/2008 EK | IIpoctédnke
[CLP]
2.2 AnAdacelg Tpoporaéng (CLP) Ipootidnke
2.2 Anioceig emkvdvvomtag (CLP) Ipootidnke
2.2 TIpogdoromtikn AéEn (CLP) Ipootédnke
2.2 Ewovoypappata kivddvov (CLP) Ipootédnke
2.3 AMeg mAnpogopieg Ipoctédnke
4.1 Tevikd pétpa TpdTRv Pondeidv Ipoctédnke
4.1 Métpa tpdtev Bondedv petd amd enaen pe 10 Ipootidnke
dépuo
4.1 Métpa tpdtev Bondewdv petd amd lomvon Ipootidnke
4.1 Métpa tpdtmv Bonbeldv petd and katdnoon Ipootédnke
4.1 Métpa tpdtev Bonbdeidv petd amd exoen pe to Mpoctédnke
pétio
4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOPT| UE TOL Ipootédnke
pétio
5.1 Axatdrinlo mupocPecticd pEco Ipootidnke
5.1 Katdiinko péoa mopdoPeong Ipootidnke
5.2 Y mepinton TUPKAYLAS TOPAyovVTaL ETKIVELVEL Ipootédnke
TPOIOVTO 0TOGVVOESNG
53 Ipootacio katd v TopdoPeon Mpootédnke
53 MEtpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG Ipootédnke
6.1 Métpa EKTOKTNG OVAYKNG Ipootédnke
6.1 E&omhopndg mpoctaciog Ipootidnke
6.1 Tevikd pétpa Ipootédnke
6.2 Tep1parrovticég Tpo@LAGEELG Ipootédnke
6.3 To v arobfkevon Mpootédnke
6.3 MéBodot kabopiopod Ipoctédnke
6.4 Iapamopnn o dAha Tppota (8, 13) Ipoctédnke
7.1 TIpo@uAGEeLs Yo AGQOAN XEPIGUO Ipootidnke
7.1 Métpa vylevnig Ipootédnke
7.2 YAkd cvuokevaciog Ipootédnke
7.2 ZovOnkeg eOAaENG Mpootédnke
8.2 [Ipoctacio TV AVOTVELGTIKOY 0dMV Ipootédnke
28/07/2025 (evuépwon) EL (eMviké) 8/9



Pregabalin impurity C
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
8.2 TIpootaoio TV yepudv Ipootidnke
8.2 TIpootacio opBaAipmv Ipootédnke
8.2 Katdiiniot umyavikoi Ereyyot Ipootédnke
8.2 [poctacio tov déppatog Mpootédnke
9 Moptoxn padae Ipoctédnke
9 YdoarodalvtotnTa Ipoctédnke
11.1 LD50 and tov 6TOp0T0g 6 0povpaiong Ipootidnke
12.1 ErCs0 @ixn Ipoctédnke
12.1 EC50 - Kapkwvoewdn [1] Mpootédnke
I\ peg keipevo ppacewv H ko EUH:

Eye Dam. 1 YoPoapn o@Oaipucr PAAPN/0pBaipikdg epebiopdg, katnyopio 1
H318 TIpoxaiei coPapn opBaipky BAGLN.

Aghtio Agdopévov Acpakeiog (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 eyydnon, pnty N appnTn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoioVTOg devV
VIOKEWVTOL 6T S1KN [ag 0OHVI Kot HITopet Kot vor v UmInTOuY Kot 6TIG approdtotnTég pog. I'iontoig kot yio GALovg AOYoUG, 0momolovpacte Kabe evbuvn oe

TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG CNuicg oo, 1] LLe OTTOL0ONTOTE TPOTO GUVIEVELEVT LLE, TO YEPLGUO, TNV 0TOONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acpareiog cuvTaydnKe KeL TPEMEL VO YPTGILOTOLEITOL Y0l TO GUYKEKPILEVO TTPOTOV. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TOV TUPEXOVTUL £ EVOEYETOL VO LNV VOl EQUPUOGLLES. VTEG 0L TANPOPOPieg PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL

poopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYEINS, AGPUAENG Kt TEPPAAAOVTIKOV OmOITOEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel

OTL £YYLATOAL OTOLUINTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.
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