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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Rosuvastatin for peak identification
Xnuwn Ovopacio : Rosuvastatin calcium

apBpuog CAS : 147098-20-2

Kodwog mpoidvtog : 201600806

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

YyeTikéc mTpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épgvva kot avamtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iom
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 TMAedVOV £Metyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIvouvOTNTOS

2.1. Ta&wvoépnon g ovoiog 1| TOL pelypoTog

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

To&wodmTa 6TV avamopayyn, katnyopio 2 H361

Ewu to&ucotnta o 6pyova-otod)ovs votepa and exovelinupuévny  H372

£xfeom, katmyopio 1

Emicivduvo yio to vddtvo mepipdilov — Xpoviog kivduvog, H410

Kkatnyopiag 1

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV

IToAb to&td Yo Tovg VEPOPLOVG OPYAVIGLOVG, LLE HOKPOYXPOVIES ETTTMOGEL. Y TOTTO Y1t TpdKAnon PAaPng ot yovipdmra 1 oo éufpvo. [pokaiel PAafes ota
opyava Hotepa amd TopateTapéVn 1 eETavenupévn £xbeon.

2.2. Zroyyeia eTIKETOG

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

$ )

GHS08 GHS09
Ipoewomomtikn Aé€n (CLP) : Kivdvvog
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Rosuvastatin for peak identification
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP) : H361 -"Yronto ywa tpdkinon AP ot yovipudtnta 1 oto Eufpvo.
H372 - Tlpoxahei fAaPeg ota Opyava (Amap, veppd, Huikd cOoTN ) VOTEPO OO TOPUTETALEV I}
gmavelnupévn ékbeon.
H410 - TIoAd T0&1K6 Y10 TOLG VIPOBLOVG OPYAVIGLOVGS, LE LOKPOYPOVIEG EMATOCELS.
AnAdoetg Tpoevraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 00N yieg mpv omd Tt xprion.
P202 - Mnv 10 gpnoiponomoete mpv SofAoETE KOl KOTAVOHGETE TIG 001YiEg TPOPOANENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/ekvepduata.
P264 - ITAovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA HETH TO XEPLOUO.
P270 - Mnv 1pdrte, nivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P273 - No amogevyeton 1) ehevbépwon oto meptBdAiov.
P280 - No popdte TpOoCTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVEOLATO/UEGO ATOUIKNG TPOCTAGIOG Y10 TOL
LATI0/T0 TPOCMOTO/TO AVTLAL.
P314 - ZupPovievbeite/Emokepeite yiatpd edv arcbavieite adiobeoio.
P391 - Maléyte ™ yopévn mocdTA.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuiBeon tov mepiexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPARTOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KavovioHove.

Iipoven ooppove pe: E€oipeitar n eomtepiki] cvokevooio, To tepreydpeva Tng omoiag dgv vaepPaivovv Ta 10ml.

Ewovoypappata kivdovvov (CLP)

GHSO08

2.3. AlLot Kivovvor

Avti 1 oveia/piypa dev pet Ta kprriplo ABT tov kavoviopod REACH, Tapdapnpa XIIT
Avti 1 ovsia/piypa dev pet Ta kprripla aAaB tov kavovicpov REACH, IMapdapmpa XIIT
Alheg TANpopopieg . Evepyd ovotatikd (o€ gappokevtikd mpoidva).
[Ipocoyn - N Tapodca ovaio dev Exet aKOUN SOKIUACTEL TAPMGC.

TMHMA 3: Z0vOeon/TApoQopiss Y10 TO GVGTATIKG,

3.1. Ovoigg
Ovopa AvayvopieTikog KOOIKOG % Koraraén cdopeova pe tTnv odnyia
TPOioVTOg 1272/2008 EK [CLP]
Rosuvastatin calcium apBpdg CAS: 147098-20-2 <100 Repr. 2, H361
STOT RE 1, H372
Aquatic Chronic 1, H410

IIpeg keipevo tov dnhdoemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fondeiov

4.1. Meprypoon péTpov TpOTOYV fondsiov

evikd pétpa tpodTev Ponbeidv . Ye mepintoom ap@PoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbetdv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1evKoADVEL TV avomvor|. Apriote Tov Tafdvta va Eekovpaotel. e nepintoon adwbeciog :
Zopfovievdeite/Emoxeqbeite yiotpo.

Métpa tpdTev Bondeidv petd omd exaen pe To dEpuo : ATOPOKPUVETE TO LOADGUEVO POVYIGHO, TAVVETE OAN TNV eKTEDEUEVT TEPLOYN OEPLATOG LE ATOAD
GamTOvVL Kot VEPOD, Kat TN cLvEXELD Eemévete pe (eoTO vepo.

Métpa tpdtev Bondeidv petd amd exapn pe o PaTio . Eemhovete pe vepd kpatdvtog ta Bréeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o
TOVOG M 1 KOKKWVikaL.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete o otOpa pe vepd (Lovo edv to dropo dratnpel tig atofoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOUA GE ATOUO TTOV £XEL XAOEL TIG a1oBfoelg Tov. TupPovievbeite/Emokepbeite
ApECOG YLTpo.
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Rosuvastatin for peak identification
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmA£ov TANPOPOPieg

Aev vdpyovv emmAov TANPoPopieg

TMHMA 5: ¥ L Y10, TV KOTOTOAEUON

Katdinka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAinia yio v nepipdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopodg pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTikd HEGO : Mn ypnoonoteite peydin pon vepov.

X TePInTOON TUPKAYLIG TOPAYOVTaL ENKIVOVLVO : H atelig kavomn aneglevbepmvet entkivouvo povo&eidio Tov avhpaka, d10&eidto Tov dvOpaia Kot
mpoidvta amocHvheong Ao To&d aépta. [TiBovn amoBoin To&tkod vEQoug.

MéTpa Y100 TNV KOTOTOAEUNOT) TG TVPKOYLG 1 Amo@edyete T S1puyT TOL VEPOL TNG TVPOSPRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv enepfaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEVGTIKI GUGKELT HE HOVAOCT).
OLOGOUN TPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : Amo@elyeTe TNV EMAPT) TOV TPOTOVTOG LE TO SEPLLAL, TOL LATLO 1] TO POVYICUO.

I TpocOTIKS GALO 076 TO TPOSOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dtopa mov Tpoceipovy TpAdTES foriOeieg

E&omhopdg mpoctaciog : Mnv erepBaivete ywpig katdAinio eEomhiopd. o nepiocdTepeg TANpo@opieg avatpéste otV
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpoctacia.

Na anopedyerar 1 Elevbépmon oto mepipdrrov. Epmodiote Ty €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v arobnkevon : AmoppoenoTe 10 Pe £va adpavEG DAIKO Kot TOToDETHOTE TO 68 évav KATAAANLO mepéktn Stdbeong
amofANTOV.
MéBodot kabapiopon : Eemhivete TIC LOAMGLEVEG EMPAVELEG pe GpBovo vepd. Kabapiopog e amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

Emndéov kivdvvor katd v encepyocio : Eyxvpovotoeg kot Onialovoes va pmv £pyovial o€ Kopio EToQ He T0 TPOoidy.
IIpo@ura&els yio acQaAn yepiopod 1 Amogevyete kabe mepirt Ekbeon. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTar OGTA.
Meétpa vytevng 1 Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd To Tpoidv. Ta poivouéva evévpota

epyaciog dev mpémnet va Pyaivovv and to xdpo epyacioc. [TMdvete ta xéplo oag mpv omd kabe
£pYOOLOKO StAEYLHO KO LETE TO TENOG TNG EPYAGINGC.
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Rosuvastatin for peak identification
Agltio Agdopévev Acpaleiog

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

7.2. ZovOnkeg a6Qaiovg QOLAENS, cupTEPLONPAVOREVAOY TVYOV acvpfoToTiTOV

ZovOnkeg eOAagng : Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV dpeon nAlokt aktvoBolia.

YAkd cvuokevaciog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telukn xpnion 1 (p1oeis

Aev vdpyovv emmAov TANPoPopie

TMHMA 8: 'Eleyyog g ék0gonc/atopiki mpoctacio

8.1. [TapapeTpor eréyyov
Aev vdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Kataiinior pnyavikoi éreyyon:
Dpovriote Gote 0 YDPog epyaciog va eEaepiletol 6moTd. ZvvnOmg amoTeital GUGTNLL YEVIKOD UNYOVIKOD EQEPIGLOD TOV YDPOV. LTO HETPO TOV SuUVATOD M)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUSTNPLUKT YOAUV).

ATOPIKOG TPOOTATEVTIKOG EEOTAO NGOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Dopdre GLoKeELT TPocTaciog Yo Ta patia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTGAANAO TPOGTOTELTIKO povyicHd. Xprion og epyactipla : modid epyactnpiov. (EN 13034)

Ipootacia TV yePLOV:
Na popdrte kordAAnia yavte. [Ipoostatevticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootucio TOV AVATVEVGTIKOV 00DV

IIpooTucio TOV AVATVEVGTIKAOV 00(DV:
X mepintmon Tapaywyng oKOVIG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e gpiktpo : P3

TMHMA 9: ®voikég Ko YnNUIKES WOOTNTES

9.1. Zroyyeio Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon kotdoTacm 1 Xteped
APOLOL 1 AguK0. oYEdOV AEVKO.
Epgdvion 1 ZKovI.
Mopuoxn pada : 1001,1 g/mol
Oopn 1 Mn Swbéopo
Op1o oopng : Mn dwbéoyo
Inueio &emg 1 >130°C
Inpeio m&ewg : Mn dwbéoyo
Inpeio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdrtarto 6pro ekpn&pdmrag 1 Agv oydet
Znpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet

Bgppokpacio arocvuvieong

: Mn dwbéoyo

pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
EDEC, KIVEUOTIKOG (17) 1 Agv oydet
AwAvtomTo : Nepd: 1-10 g/l

08/07/2026 (svnuépwon)
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Rosuvastatin for peak identification

Agltio Agdopévev Acpaleiog

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

TOVTEAEGTNG KOTAVOUNG G eV N-0KTAVOAN G/ VEPOD

(Log Kow)

Téon atumdv

Tlieon atpov ce Oeppokpascio 50°C
TTvkvémta

ZYETIKN TOKVOTNTO

Zyetkn mokvoTnTa aTHAY 6tovg 20°C
Méyebog copatidiov

. <4

: Mn dwbéoipo
: Mn dwbéopo
: Mn dwbéopo
: Mn dwbéopo
: Agv oydet

: Mn dwbéopo

Agv vdpyovv emmALov TANPOPOpieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

Aev vdpyovv emmAov TANpoPopie

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrtdpyovv emmAéov TANPopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmAL0V TANPOPOpPiEg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oToONHATOC)

Oé&ela to&ucdmra (Seppotikn)
Oé&ela to&ucdmra (avamvon)

: Mn ta&wvopnpévos (Baoet tov dabéoumv dedopivav, ta kpreipia tovounong dev mAnpovvay

EMepatikd dedopéva)

: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)

Rosuvastatin calcium (147098-20-2)

LD50 and tov 6tdpaTog 6€ 0povpaiovg

> 2000 mg/kg

AGBpmon ko epediopdg Tov dEppatog

XoPapn opOaipkn BAPN/epedionog
Evaisbntomoinem tov avamvevstikob 1
gvoucOntomoinon Tov déppatog

Metarlho&ryéveon YEVWNTIKOV KUTTAPOV
Kapxwoyéveon

To&wodmTa 6TV avamopay®yn

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
spanag éxbeon

Ewu to&ucotnta ota dpyava-ctoyovs (STOT) —
emavelnppévn €kbeon

Enivduvotnta avappdenong

: Mn ta&wounuévog (EMeparticd dedopévar)
: Mn ta&vounpévog (Eriepatikd dedopéva)
1 Mn ta&vounpévog (EAepatikd dedopéva)

: Mn ta&wopnpévog (Baoet tmv dtabéoiov dedopévmv, ta kprmmpia To&vopnong dgv tAnpodvrat)
: Mn ta&wopnpévos (Baoet tov Stabéoimv dedopévav, ta kptmpta tagvounong dev mAnpovvar)
: Ymonto yio mpdrinon BAaPng ot yoviudtnto 1| 60 Epppvo.

1 Mn ta&vounpévog (EAdepatikd dedopéva)

. Ipokaiei PAaPeg ota dpyava (map, veppd, puikd cOoTa) HOTEPA ATO TOPATETAUEVN T}

emovelAnppévn ékbeon.

: Mn ta&wopnuévog (EMeiparticd dedopévar)
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Rosuvastatin for peak identification
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 12: Oworoyikég TANpoQopies

Emwcivduvo yio to vddativo mepiBairov, Bpayvrpodbeopog : Mn ta&wopnuévog (Baoetl tov dabéctumv dedopévav, to kprmmpla ta&vopunong dgv TAnpodvor)
(0&00)

Emwcivduvo yio to vddrtivo meptpdrrov, pokporpodbecpog : IToAd T0&kd yio TovG VIPOBLOVG OPYOVIGHOVS, HE LOKPOYPOVIEG EMMTAOGELS.

(xpoviog)

Rosuvastatin calcium (147098-20-2)

EC50 - Kopxivoedn [1] 63 mg/l (48 dpeg, Daphnia magna (Nepoyvirog)) (MéBodog OOZA 202)

NOEC ypbévia ywépo 1 mg/1 (32 nuépec, Pimephales promelas) (Mé0odog OOZA 210)

NOEC ypévia kapKivoetdn 0,018 mg/1 (28 nuépeg, Daphnia magna (Nepdyvirog)) (FDA Technical Assistance Document
4.09)

Rosuvastatin calcium (147098-20-2)

AVOEKTIKOTNTO KO IKOVOTNTO ATOdOUNGNG Aev voiotaton Taygio amocvvieon

Rosuvastatin calcium (147098-20-2)

ZUVTEAEGTNG KOTAVOUNG O el N-0KTOVOANG/vEPOD <4
(Log Kow)

Agv vrapyovv emmAéov TANpopopieg

Rosuvastatin calcium (147098-20-2)

Avt n ovoio/piypa dev mpet ta kprripra ABT tov kavoviepod REACH, IMapdptnpo XIIT

Avt 1 ovsio/piypa dev mpei ta kprripa aAaB tov kavoviopod REACH, Hapdaptmpa XIIT

Agv vrtdpyovv emmAéov TANPopopiesg

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 13: Xtovyeio oyeTika pe 0 61d0gon

Agv vdpyovv emmALov TANPOPOPie

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

Xoppwvo pe ADR / IMDG / IATA
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Rosuvastatin for peak identification

Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA
14.1. ApwOpoc OHE 1 ap@pdg TavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacia amwostoric OHE

TTEPIBAAAONTIKA EITIKINAYNEX OYZXIEZ,
XTEPEEZ, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Heprypagi eyypaowv petagopds

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEZ
OYZIEZ, XTEPEEZ, E.A.O., 9, 111, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, III

14.3. Ta&n/-g1g KivdHvov KOTA TN PETAPOPE.

14.4. Opada cvokevaciog

I

1II

I

14.5. Ileprforrovtikn emKivovvéTnTo

Emwcivduvo yio to mepipdiiov: Non

Emcivouvo yuo to mepipaiiov: Not
MoAvoHoTIKOS TPAYOVTAG Y10l TO VIATIVO
neppdiiov: Now
ApOudéc EmS (TTupkayid): F-A
ApBuodc EmS (Awppon): S-F

Emwcivduvo yo to mepipdiiov: Now

Aev vrdpyovv emmAéov dabéaies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia tov ypioetn

Eniyewo petagopa

Kddwag ta&vopnong (ADR)

Ewwég datdéerg (ADR)
Meplopiopéveg moodteg (ADR)
E&upovpeveg mocdtteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)
Awtdéelg pektg cvokevaocieg (ADR)

Odnyieg Yo @opNTEG de&OUEVES KL EUTOPEVUOTOKIPATIOL

x0onv (ADR)

Ewwcéc dratdéers yio popntég deEapeveg Ko
gumopevpotokiPdTie 6NV (ADR)

Koduodg de&apevig (ADR)

Oynua yo petagopd deEapevig

Katmyopio petagopds (ADR)

Ewwéc datdéers yio ) petagopd - Kora (ADR)
Ewwéc dratdéers yuo ) petapopd - Xvdnv (ADR)
Ewwég dratdéels yio ) petagpopd - Poptwon,
eKQOpTOON Kat xeptopos (ADR)

ApBv avayvdpiong kwvdovou (Kéurep ApBu.)
Toptokoi dickot

Kwdwods mepropiopdv yio onpayyes (ADR)

;. M7

. 274,335,375, 601
. Skg

. El
. P002, IBCO8, LP02, ROO1
. PP12,B3

. MP10

. T1, BK1, BK2, BK3

. TP33

. SGAV, LGBV
AT
: 3

. V13

: VC1,VvC2
: CV13

: 90

90
3077
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Rosuvastatin for peak identification
Agltio Agdopévev Acpaleiog

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

petapopd pécm Boraoong

Ewduc mpopreyn (IMDG) 1 274,335,375, 966, 967, 969
[epropiopéveg moodteg (IMDG) : Skg

E&apovpeveg moodmreg (IMDG) : El

Odnyieg ovokevaoiog (IMDG) : LP02, P002

Ewducés datdéers ovokevaoiog (IMDG) : PP12

0Odnyieg ovokevaoiog eunopevpotokiPotiov-de&opevav : IBCO8

(kddwcog IMDG)

Ewucés dataées IBC (IMDG) : B3

Odnyieg yio de€apevég (IMDG) : BKI1, BK2, BK3, T1
Ewducés drataéers yuo deEapevég (IMDG) : TP33

Katyopieg poptiov (IMDG) A

Amobnkevon kot yepopds (IMDG) : SW23

Evoépuo petagopd

PCA E&aupovpeveg mocdmteg (IATA) . El
PCA Tlepropiopéveg mocdtteg (IATA) : Y956
Kabapn péyom mocdta yo tepopiopévn tocoémta  : 30kgG
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPatnyd agpookden (IATA) : 956

Kabapn péyiom mocdtnta yio emBatnyd aepookaen : 400kg

KO yuo 0epookaen petapopds eoptiov (IATA)

Odnyieg cvokevaGiog LOVO Yol AEPOGKAPT LETUPOPES 1 956

poptiov (IATA)

Méyiot mocOTNTO. LETAPOPAG OTOKAEIGTIKG AT : 400kg

aepookden petapopds poptiov (IATA)

Ewwég dotases (IATA) 1 A97, Al1S8, A179, A197, A215
Kwdwkog ERG (IATA) : 9L

14.7. Oardooreg petapopis yvony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Xtoryeio vopoOetikod yopaxTipa

15.1. Kavoviopoi/vopoOeoio 6yeTikd pe TNV a6@arera, tTny vysio kou to nepifariiov yia Ty ovcia 1 To peiypo
kavovicpoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev nepthapfaveton oto Mapaptnua XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev nepihappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyigrov overdv REACH (SVHC)

Aev nepthapfdaveton otov Katdroyo vroyneuwy ovoidv REACH

Kavoviopog mepi 6 ovtog (2024/590)

Aev nepilapfdvetor otov Katdloyo ovoiav mov e&acbeviCovv to 0lov (Kavoviepog EE 2024/590)

Kavoviopdog tov Zvpfoviriov (EK) yio Tov £heyyo e1d®@v Sumhig ypiong
Aev nephappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

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

Aev avaypaeeTal 6Tov KatdAoyo TpOdpop®v ovstdv ekpnKTik®v VA®V (EE)
Kavoviopiog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Agv avoypageTon 6Tov Katdroyo Tpddpopav ovoldv vapkotikoav (EE)
15.2. A&ordynon ymuikis oo@dierog

Aev vdpyovv emmAov TANPoPopie
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Rosuvastatin for peak identification
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Mopatnpiceig
Avtikafiotd v £ékdoon Ipootidnke
svnuépmon Ipootédnke

1.1 apBpog CAS Ipootédnke

1.1 Zuvevopa Aparpédnke

1.1 Ovopa TpomomouniOnke

1.2 Iepropiopoi otn xprion TpomomoumiOnke

1.2 Xpnon g ovsiog/Tov Helypratog TpomomouOnke

1.2 Kopa xatmyopio xprong ApupiOnke

2.1 Katdraén ooppova pe mv odnyia 1272/2008 EK | TpomororOnke
[CLP]

2.1 AvemBOuNTEG PLOTKOYNKEG EMOPAGELS, KAOMS TpomomouOnke
KO €MOPACELS 6TV avOpdTvn vyeia Kot 6T0
nepBaAiov

22 Anhooeig emkvdvvotnrog (CLP) TpomomoumiOnke

2.2 TIpogidoromtikn AéEn (CLP) TpomomouOnke

2.2 Euwcovoypappata kvddovov (CLP) TpomomouOnke

2.2 Anidoelg mpoeoraéng (CLP) TpomomouOnke

2.3 AMeg mAnpogopieg Mpoctédnke

4.1 Tevikd pétpa tpdTOV Pondeidv Ipoctédnke

4.1 Métpa tpdTOVv Bondeidv petd omd eilomvon Ipoctédnke

4.1 Métpa tpodtmv Bonbeldv petd and katdroon Ipootidnke

4.1 Métpa tpdTev Bonbewdv petd amd emaen pe To TpomomouOnke
pétio

4.1 Métpa tpdtev Bonbeldv petd amd enaen pe T0 TpomomouOnke
déppa

5.1 Axatdrinko mopooPeotikd péco Mpoctédnke

5.1 Katdiinka péoa mopdcfeong TpomomouniOnke

52 Ye nepinton mopkoyldg nopdyovton emkivovva | IIpoctédnke
mpoidvta amocvvheong

5.2 Kivdvvog mupkayidc Aparpénke

53 Ipootacio katd v TopdoPeon Ipootédnke

53 Métpa Yo TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke

6.1 E&onhopnog npoctaciog Ipoctédnke

6.1 Tevikd pétpa Ipoctédnke

6.1 Métpa EKTAKTNG OVAYKNG TpomomouOnke

6.2 Tep1Barrovticég Tpo@LAGEELG Ipootédnke

6.3 T'o v amobrkevon Ipootédnke

6.3 MéBodot kabopiopod poctédnke

6.4 Mapamopnn oe dAho tpfpota (8, 13) Ipoctédnke
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Rosuvastatin for peak identification
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
7.1 Emumhéov kivéuvor kotd v enegepyacio Ipootidnke
7.1 TIpo@uAdéels Yo acQaAn XEPIGHO Ipootédnke
7.1 Métpa vytewvnig Ipootédnke
7.2 ZovOnkeg eOAaENG Ipoctédnke
7.2 YAkd cvuokevaciog Ipootédnke
7.3 Ewwég yprioetg telcod kotavoimt Aparpédnke
8.2 TIpootocio TV AVOTVEVSTIKOV 030GV Ipootidnke
8.2 TIpootacio opBaipmv Ipootédnke
8.2 IIpooctacio tov yepudv TpomomouOnke
8.2 [poctacio Tov déppatog TpomomouOnke
8.2 Katdiinkot pnyavucoi Edeyyot TpomomouniOnke
9 YUVTEAEGTNG KOTAVOUNG G€ Melypo n- Ipootédnke
oktavorng/vepoo (Log Kow)
9 Moproxn palo Ipootédnke
9 Inueio T&emg Ipootédnke
9 XPOHOL Ipootédnke
10.1 Avtdpactikémro Apurpédnke
10.3 MBovoTa emKivELVEV ovTIdpAcE®Y Agorpédnke
10.5 Mn ovppatd vika Aparpédnke
10.6 Emwivduva tpoidvta amochvieong Aparpénke
11.1 LD50 and tov otdpatog o€ apovpaiovg Ipootédnke
12.1 NOEC ypovia yapua Mpootédnke
12.1 NOEC ypdvio kopKvoedn Ipootédnke
12.1 EC50 - Kapxwvoewdn [1] IpootiOnke
12.1 Oworoyia - yevikd Aparpénke
14 Amobfkevon kot yeptopog (IMDG) Ipootédnke
14 Ewwéc datdéels yio  petagopd - Doptwon, Mpootédnke
£KQOPTOON Kat xepopog (ADR)
14 Edwcég dotaéers yio ) petagpopd - Xoonv (ADR) | Ipoctédnke
14 Ewdwcég dotagers yio ) petapopd - Kora (ADR) | IIpoctédnke
14 Kwdwog de&apevig (ADR) Ipootidnke
14 Ewdwcéc dratdéers yio popntés deEapevg Ko Ipootidnke
gumopgvpatokiPatia yvdnv (ADR)
14 Odnyieg o popntég deapevég Kot Ipootédnke
gumopgvpatokiPatia yvdnv (ADR)
14 Awtdéeig petktg ovokevaoieg (ADR) Ipootédnke
14 Ewdwég dotaées cvokevasiog (ADR) Ipoctédnke
14 Odnyieg ovokevaciog (ADR) IIpoctédnke
14 Metagopiny katnyopio (RID) Ipootidnke
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Rosuvastatin for peak identification
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyEio Hopotnpiicers
14 Kodwoi de&apevav yo tig de&apevég RID (RID) | MTpootédnke
14 Ewwn mpoPreyn (RID) Ipootédnke
14 Ewwég datdéerg ovokevaciog (RID) Ipootédnke
14 Educég drataéers yio kvmtég defapeveg ko xoonv | lpoetédnke
nepiékteg (RID)
14 Odnyieg yio kvntég de€apevég kat ooy mepiékteg | lIpoctédnke
(RID)
14 Katdiinin ovopacio omootors (RID) Ipootidnke
14 Ewwcéc datdéerg yio  petagopd - Aépota (RID) | MIpootédnke
14 Ewwéc dratdéels yio  petapopd - Doptwon, Ipootédnke
£KQOpTOON Kot xewpopdg (RID)
14 Ewwcéc datdéers yio  petagopd - Xodny (RID) | [Ipootédnke
14 Odnyieg ovokevaoiog (RID) Ipootédnke
14 Kamyopia cvokevaciog (RID) Ipoctédnke
14 Awtdéeis yio Tig pektég ovokevaoies (RID) Ipootidnke
14 Teplopiopéveg moodteg (RID) Ipootidnke
14 Ap. tavtoroinong kvovvou (RID) Ipootédnke
14 E&apovpeveg mocotteg (RID) Mpootédnke
14 Aépata e&npég (RID) Ipootédnke
14 Kodwag ta&vounong (RID) Ipootidnke
14 Tlepropiopéveg moodtteg (ADN) Ipootidnke
14 Etucéreg kivddvov (ADN) Ipootidnke
14 E&apovpeveg mocdtteg (ADN) Ipootédnke
14 Ymnoypentucdg eEomhiopog (ADN) pootédnke
14 Kodwog tag&vounong (ADN) Ipoctédnke
14 Emupenopeva péoa petapopdc (ADN) Ipootédnke
14 ApOpodc kdvov/pumie potov (ADN) Ipootidnke
14 Ewwés datdéers yuo deapevég (IMDG) Ipootédnke
14 Odnyieg ya de&apevég (IMDG) Mpootédnke
14 Katnyopieg popticv (IMDG) Ipootédnke
14 Ewwm npopreyn (IMDG) Ipootédnke
14 Katdiinin ovopacio amostodric (IMDG) Ipootidnke
14 Tlepropiopéveg moodteg (IMDG) Ipootidnke
14 Ewwés datdéerg IBC (IMDG) Ipootédnke
14 Odnyieg cvokevaciog epmopevpatokiPotiov- Ipootédnke
dekapevov (kddkag IMDG)
14 E&apovpeves tocdtteg (IMDG) Ipootédnke
14 ApOudc EmS (Awppory) IIpoctédnke
14 ApOuoc EmS (TTupkayid) Ipootidnke
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Rosuvastatin for peak identification
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyEio Hopotnpiicers
14 Ewwcég datacers (IATA) Ipootidnke
14 Katdhinin ovopacio aroctoAng (IATA) Ipootédnke
14 Odnyieg cvokevaciog Yo emPatnyd aeposKaen Ipootédnke
(IATA)
14 Kabapn péyiotm mocdmta yio empPornyd Ipoctédnke
AEPOCKAPT KO Y10 0EPOCKAPT LETAPOPES
poptiov (IATA)
14 Kabapn péyot mocdmta yio TEPLopIopevn Ipootédnke
TOGOTNTA EMLTPETOUEVN Yl EMLPATNYE 0EPOCKAPN
Ko yuo, 0gpockden petapopds eoptiov (IATA)
14 PCA Tlepropiopéveg mocotteg (IATA) Ipootidnke
14 PCA E&aupovpeveg mocomteg (IATA) Ipootidnke
14 Kwdwog ERG (IATA) Ipootédnke
14 Odnyieg cuokevaciog LOVO Yo AEPOSKAPN Ipootédnke
petapopds poptiov (IATA)
14 Méyiom mocdTTa LETAPOPas amokAeloTikd and | [IpocTédnke
aepookaen petapopds poptiov (IATA)
14 Oynpa yro peta@opd Se&apevig Ipoctédnke
14 Etucéreg kivdvvov (IMDG) Ipootidnke
14 Etucéreg kivddvov (IATA) Ipootidnke
14 ApOuodc OHE (RID) Mpootédnke
14.1 ApBuoc OHE (ADN) Mpootédnke
14.1 ApBuoc OHE (IMDG) Ipootédnke
14.1 ApBuoc OHE (IATA) IpootéOnke
14.1 ApOuoc OHE (ADR) Ipootédnke
14.2 Katdiinin ovopacio amostorrc (ADN) Ipootédnke
14.2 Katdhinin ovopacio arootolic (ADR) Mpootédnke
14.3 Etwcéteg ktvdvvov (ADR) Ipootédnke
143 KX\éon (ADR) Ipoctédnke
14.3 Etucéreg kivdvvov (RID) Ipootidnke
14.4 Katmyopio cvokevaciog (ADN) Ipootédnke
14.4 Kamyopia cvokevaciog (IMDG) Ipootédnke
14.4 Katmyopio cvokevaciog (IATA) Mpootédnke
14.4 Opdda cvokevacios (ADR) Ipootédnke
14.6 Ewu mpopreyn (ADN) Ipoctédnke
14.6 ZOUTANPOUOTIKEG OTTOLTOES/TOPAUTPNOELS Ipootidnke
(ADN)
14.6 Ewwég darages ovokevasiog (IMDG) Ipoctédnke
14.6 Odnyieg ovokevaciog (IMDG) Ipootédnke
14.6 Kodwoag ta&vounong (ADR) Ipootédnke
14.6 ApBv avayvopiong kivdvvov (Képrep Apop.) Ipoctédnke
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Rosuvastatin for peak identification
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
14.6 Katyopio petagpopds (ADR) Ipootidnke
14.6 Ewwég datdéerg (ADR) Ipootédnke
14.6 Tepropiopéveg moodteg (ADR) Ipootédnke
14.6 E&mpovpeves mocdtnteg (ADR) Mpootédnke
14.6 Kodwodg meplopiopumv yio onpayyes (ADR) Ipoctédnke

IMTpeg keipevo ppacemv H xan EUH:

Aquatic Chronic 1 Emkivduvo yua to vddrvo mepifdArov — Xpoviog kivduvog, katnyopiag 1

Repr. 2 To&wodmTa otV avamapay®yn, katnyopio 2

STOTRE 1 Edun to&ucdtnta o Opyava-ctoyovs Dotepa and enavelnupévn ékbeon, katmyopia 1

H361 "Yronto yun mpdxinon BAAPNG otn yovidmta 1) 670 £UPpvo.

H372 Ipokaiei PAaPeg ota Opyava (Mrap, veppad, puikd cOoTU) VOTEPX ATO TOPATETAUEVN 1) ETAVERLUEVT EkDeoT).
H410 TIoA) T0&1Kd Y1 TOVG VIPOPLOVG OPYAVIGHOVG, LE LAKPOXPOVIES EMATMOCELG.

Aghtio Agdopévov Acpakreiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtar and myég Tis onoies Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPIG Kapio eyydnon, pnty N appnn, Yo v akpifetd tovg. Ot cuvinkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPOiOVTOG deV
VIOKEWVTOL 6T S1KN [ag VOOV Kot PHTopet Kot Vo v UTITTOuY Kot 6TIG ApprodtoTnTég pog. I'iontoig kot yio GALovg AOYoug, 0momolovpacte kabe evbuvn oe
TMEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG CNpiag oo, 1 LLe 0TTOL0dNTOTE TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 0T0ONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpareiog cuvTaydnKe KeL TPEMEL VO YPTGILOTOLEITOL Y0l TO GUYKEKPILEVO TTPOTOV. Edv 10 Tpoidv ypnoipomoteitent g cuoTatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTUL £ EVOEYETOL VO LNV IVOL EQUPUOGLLES. VTEG 0L TANPOPOPieg PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
poopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV OTOKAEIGTIKA Y10 AOYOLG VYIRS, AoQUAENG Kt TEPPAAAOVTIKAOV OIOITOEWY. ZVVETAMG, dev o mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.

08/07/2026 (svnuépwon) EL (eMnvikd) 13/13



