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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Atorvastatin for peak identification C
Xnuwn Ovopacio : Atorvastatin calcium trihydrate
apOpuog CAS 1 344423-98-9

Kodwdg mpoiévtog : 202400108

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

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
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]

Kapkwoyéveon, katmyopio 2 H351
To&wdmTa 6TV avorapaywyr, katnyopio 1B H360
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV
"Yronto yuo tpdxinon kapkivov. Mropei va BAdyet ) yovipdmta 1 To Euppuo.
2.2. Xtoyeia eTIKETOG

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

Ewovoypappata kivovvov (CLP)

GHSO08
Ipoewomomtikn Aé€n (CLP) : Kivdvvog
AnAdoelg emkvdvvottag (CLP) : H351 -"Yronto yw tpdkAnon kapkivov.
H360 - Mmopei vo. BAdyet T yovipdtnta 1 1o Euppuo.
AnAdoelg Tpoevraéng (CLP) : P201 - Epodiaoteite pe T1g £101kéG 0dnyieg mpv amd T xpnomn.

P202 - Mnv 10 ypnoyonomioete mpv StofAoETe Kol KATOVONGETE TIG 0dNyieg TpoPOAAENG.
P280 - No popdte TPOOTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVLLOTO/ LEGO OTOMIKNG TTPOGTAGIOG Y10 TOL
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Atorvastatin for peak identification C
Agltio Agdopévev Acpaleiog

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

LAT10/T0 TPOCMOMO/TO AVTIAL.
P308+P313 - XE ITEPHITQZXH ékbeong 1 mbavotntog éxbeong: ZvpPovievdeite/Emokepbeite
ytpo.
P405 - dvrdooetar KA ®pEVO.
P501 - AudBeon tov mepieyopEvou/nepEKTn o€ oNUEi0 GVLAAOYNG EMKIVELV®V 1| £181KOV amofAiTmv,
GOUOOVO LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebveilg Kovoviorove.

Iipovon copeova pe: EEapeitor n ecwtepikn cuokevacia, to neplexdpeva g onoiag dev vepPaivovy ta 10ml.

Ewovoypdppoata kvdovov (CLP) :

GHSO08
2.3. Alhor kivovvor
AlAeg mAnpoopieg : Evepyd ovotatiko (o QopULoKeVTIKA TPoiovTa).

ITpocoyn - N Tapodca ovaio dev Exel aKOUN SOKIULACTEL TAPMC.

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

3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPoiovVTOg 1272/2008 EK [CLP]
Atorvastatin calcium trihydrate apOpog CAS: 344423-98-9 <100 Carc. 2, H351
Repr. 1B, H360

ITAnpeg keipevo tov Mniocewv H kot EUH: BAéne tunua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. Ileprypagn pétpov ap@ToV fondeidv

I'evikd pétpa tpodtev Ponderdv : Xe mepintoot apPoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd and elomvon 1 Metagépete Tov TofovTa 6ToV Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTACT) TTOV
S1evKOADVEL TV avomvor]. Apriote Tov Tafdvia va Eekovpaotel. Xe nepintoon adwbeciog :
XvpPovievdeite/Emoxeqbeite yiotpo.

Métpa tpdTev Bondeidv petd amd emagn pe To dEpuo 1 ATOPOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG HE OTAAD
GOamOVVL Kot VEPO, Kal TN GLVEXELD EemAévete pe (eoTd vepod.

Métpa tpdTev Bondeidv HeTd amd emapn He To LATIO : Eemlovete pe vepd kpotdvtog ta fAEeapa kakd avorytd. Zvpfovlevteite yiutpd edv cvveyiletat o
TOVOG M 1 KOKKIVIAQL.

Métpa tpdtav Bondeidv petd omd katdmoon : Eemlovete o otOpa pe vepd (Lovo edv o dtopo dtatnpei Tig arohnoeig Tov). Mnv yopnynoete moté
OTWONTOTE OO TO GTOU GE ATOUO TTOV £XEL XAOEL TIg 0o oelg Tov. ZupPovlievbdeite/Emokepbeite
OUES®OG YOTPO.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APEGES 1] NETAYEVEGTEPES
Agv vrtapyovv emmAéov TANpopopieg

4.3."Evé€1&n 0mo1a60NTOTE AMULTOOPEVG GIECT|G LUTPIKIG PPOVTIdUG Ko E101KN G Ogpaneiog

Agv vrtdpyovv emmAéov TANpoeopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPNON TS TVPKAYLAG

5.1. MvpooPestika péoa

Katdhnia péoa mopdofeong : Xpnowonomote péca KatdoPeons KatdAinia yia v neptBdilovcsa mupkayld. Atoéeidio Tov
avOpaxa. Yexaopog pe vepd. Enpn okovn. KovBépta mupodoPeonc.
AKaTIAANA0 TVUPOGPESTIKO HEGO : Mn ypnowonoteite peydin pon vepoo.
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Atorvastatin for peak identification 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

Emndéov kivdvvor katd v eneepyacio : Eykvpovobdoeg kot OnAalovoeg va punv €pyovtol o€ Kapio Emaen LE TO TPOIOV.
TIpoguraels yio ac@ain xeipiopd : Amogevyete k4B meprrth kBeon. Dpovtiote doTE 0 YDPos epyaciog va e&aepiletar cwoTd.
Métpa vyewvig : Mnv tpirte, mivete 1| kanvilete, dtav ypnoponoteite avtod 1o mpoidv. Ta porvopéva evovduato

epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oog mpv amd kibe
£pYOOLOKO StAELO KoL LETE TO TENOG TG EPYAGINGC.

TovOnkeg @OAUENG : Amofnkedeton oe KoAd agpllopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWoTOG. AmoQevyete
™ (éotn Kot TV dpecn nAlokt akTvoBolia.
Y\ikd cvokevasiog 1 AltnpioTe GTOVG APYLKOVG TEPLEKTES.

Aev vdpyovv emmAéov TANpoPopie

TMHMA 8: 'Eleyyog ¢ ék0eonc/atopiki tpoctacio.

Aev vdpyovv emmAéov TANpogopieg
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Atorvastatin for peak identification 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
Epgdvion 1 Zkovn.

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 : Nep6: 0.1-1g/1
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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Atorvastatin for peak identification 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

: Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprrnpio to&vounong dev minpovvan)
: Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprrnpia ta&vounong 6ev minpovval)
: Mn ta&wopnuévog (EMeipaticd dedopévar)

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

Atorvastatin calcium trihydrate (344423-98-9)

LD50 and tov 6tdpaTog 68 apovpaiong

> 5000 mg/kg

LD50 péow tov 3¢pprotog o€ KOuvEALL

> 2000 mg/kg

AGBpmon ko gpediopdg Tov d€ppatog

XoPapn opOaipkn PAPN/epedionog
Evaisbntomoinem tov avoamvevstikcob 1
gvaucbntomoinon Tov déppatog

Metalho&Ly€veon YEVWINTIKOV KUTTAPOV
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag éxbeon

Ewu to&ucotnta ota 6pyava-otoyovs (STOT) —
emavelnppévn €kbeon

Emucivduvomta avoppoenong

: Mn ta&wounpévog (EMelpaticd dedopévar)
: Mn ta&vopnpévog (Mn coprepacpoticd dedopévor)
: Mn ta&vounpévog (Mn cuprepacpoticd dedopéver)

: Mn ta&wopnpévog (Baoet tov dabéoiov dedopévmv, ta kprmpia To&vopnong dgv tAnpodvral)
: Yromto 1o mpdrinon Kapkivov.

: Mmnopei va. BAdyet T yovipoma i) 7o Euppuo.

: Mn ta&vounpévog (EAiepatikd dedopéva)

1 Mn to&wvopnpévog (EMetpnaticd dedopévar)

: Mn ta&wopnpévog (Advvapio GLALOYNIG dedOUEVMV Yo TEXVIKODG AGYOVS)

Agv vdpyovv emmAL0V TANPOPOPiES

TMHMA 12: Owkohoyikég TAnpo@opisg

Emwivduvo yia to vddrtivo mepiBdilov, Bpayvrpodecpog

(0809)

Emikivduvo yia to vddrtivo meptBdilov, pokporpodecpog

(xpdviog)

: Mn ta&wounuévog (EMeparticd dedopévar)

: Mn ta&wounuévog (EMeparticd dedopévar)
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Atorvastatin for peak identification C
Agltio Agdopévev Acpaleiog

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

Atorvastatin calcium trihydrate (344423-98-9)

AVvOeKTIKOTNTO KOt IKOVOTNTA ATOdOUNGONG | Toyémg amodounoipo

Aev vrdpyovv emmAéov TANPoPopieg

Agv vrdpyovv eEmmALOV TANPOPOPIES

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

TMHMA 13: Ztoyyeia oyeTikd pe 0 ova0eon

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAinpo@opies 6YETIKA IE TN HETAPOPD.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog tavtotnTog

Aev oy0et Aev woydet Aev oy0et

14.2. Oweia ovopacio amostoric OHE

Agv 1oy0gt Agv 1oy0et Agv 1oy0et

14.3. TaEn/-e1g KtvdHvov KOTA TN PETOPOPE

Aev 1oy0et Aev woydet Aev oy0et

14.4. Opada cvokevaciog

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.5. TleprfairovTiKi emKIVOLVOTNTO

Agv 1oy0gt Aev 1oyvet Agv 1oy0et

Agv vdpyovv emmAéov Stabécipues TANPOEOpis

Eniyewo petagopa
Aev 1oy0et

petapopd pécm Boraoong
Agev 1oy0et
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Atorvastatin for peak identification C
Agltio Agdopévev Acpaleiog

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

Evoépua petagopd
Agev 1oy0eL

14.7. @aldooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6@aiela, TNV vysio Ko 7o agpailov yio TNV ovoia 1 10 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev meptrapBavetat oto [Mapapmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov oveidv REACH (SVHC)

Aev tepthapfavetotl 6tov KatdAoyo vroyneuwv ovcuwv REACH

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

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

Kavoviopég tov Xvppoviriov (EK) yia Tov éheyyo e1d®@v dimhig ypriong
Aev neprappéveton otov Kavoviopd (EK) tov ZvpBoviiov yo to £in Sumhng xpriong.

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

Aev nepiéyet kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovctdv ekpnktikdv (Koavoviopos EE 2019/1148 oyetucd pe v epmopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog wepi apodpopmv overtdv vopkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mepthappavetayoval) 6Tov Kotdhoyo mpddpopmy ovctdv vapkatikdv (Kavovionog EK 273/2004 oyetikd e Tig TpOSpopes ovcieg
VOPKOTIKOV)

15.2. A&wordynon ymuikis oo@aierog

Agv vdpyovv emmALoV TANPOPOPiES

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyeio Mopatnpriceig
Avtikafiotd v £ékdoon Ipootédnke
EVNUEPOOT| Ipoctédnke
1.1 apOpog CAS Mpoctédnke
1.2 Ileplopiopoi otn xprion Ipootédnke
1.2 Xpron g ovciag/Tov pelypatog Ipoctédnke
1.2 Kamnyopia Aetrovpyiog 1 xpriong Ipootédnke
2.1 AvemBOunTEG PUOIKOYNUKEG EMSPACELS, KAODG TpomomouOnke
Kot EMOPACELS GTNV avOpOTIVI VYEiD Kot GTO
neptPariov
2.3 AlAeg TAnpoopieg Ipootédnke
4.1 levikd pétpa tpdTOV Pondeidv Mpoctédnke
4.1 Métpa tpdTev Pondeidv petd omd exapn pe To Ipoctédnke
déppa

20/01/2025 (svnuépwon) EL (eMnvikd) 7/9



Atorvastatin for peak identification 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
4.1 Métpa tpodtov Bondedv petd and lomvon Ipootidnke
4.1 Métpa tpdtmv Bonbeldv petd and katdnoon Ipootédnke
4.1 Métpa tpdTev Bondetdv petd amd emaen pe To Ipootédnke
pétio
5.1 Axatdrinlo mopooPeotikd péco Ipoctédnke
5.1 Katdiinka péoa mopdcfeong Ipoctédnke
5.2 Y mepinton TUPKAYIAS ToPAyoVToL ETIKIVOLVOL Ipootidnke
TPOidVTO. 0TocVVOESTG

53 TIpootaoio katd v TopdoPeon Ipootidnke
53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG Ipootédnke
6.1 E&omhondg mpootaciog Ipootédnke
6.1 Métpa EKTOKTNG OVAYKNG Ipootédnke
6.1 Tevikd pétpa Ipoctédnke
6.2 Tlep1Barrovtiég TPoPLAGEELG Ipootidnke
6.3 T v amobrikevon Ipootidnke
6.3 MéBodot kabapiopon pootédnke
6.4 Hapanouny oe dAho tunqpota (8, 13) Mpootédnke
7.1 Emm\éov kivduvor katd v eneéepyocio Ipoctédnke
7.1 IIpogurdéels yio aopain xepopuod Ipoctédnke
7.1 Métpa vylewvng Ipootidnke
7.2 YuvOnkeg O agNg Ipootédnke
7.2 YAkd cvokevaciog Ipootédnke
8.2 [Ipootacio TV AVOTVELGTIKOY 00MV Mpootédnke
8.2 IIpoctacio tov xepudv Ipootédnke
8.2 TIpootaoio o@Oaipmv Ipootidnke
8.2 Katdiinkot unyavikoi Ereyyot Ipootidnke
8.2 TIpootacio Tov déppoatog Ipootédnke
9 Epopdvion Mpootédnke
12.1 Owoloyia - yevikd Aparpédnke
IIMpeg keipevo ppaccowv H kon EUH:
Carc. 2 Kapkwoyéveon, katnyopio 2
H351 "Y7onto yio mpOKANCT KopKivov.
H360 Mmopei vo. BAdyet T yovipotnta 1 To EUPpuo.
Repr. 1B To&wodmta oty avamapayoyn, katmyopio 1B

Aghtio Agdopévov Acpadeiog (AAA), EE
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Atorvastatin for peak identification C
Agltio Agdopévev Acpaleiog

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

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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