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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Ciprofibrate for system suitability A
Kodiog mpoidvtog : 202300120

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

1.2.1. Xyetkég mpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTal yia TV £pevva Kot avamTuén Kot TV EnayyELLOTIKY ekTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyeALaTIKy ¥prion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg ypnosig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV 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.edqm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvépunon g 0vGiag 1| TOV PEIYPRATOG

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

Kapkwoyéveon, katmyopio 1A H350
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kon 6T0 TEPIPdALOV
ATOQOON LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeia eTIKETOG

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

GHSO08
Ipogworomtikn AEn (CLP) . Kivduvog
Iepiéyet : Ciprofibrate; 2-(4-ethenylphenoxy)-2-methylpropanoic acid; 4-(2,2-Dichlorocyclopropyl)phenol; 2-

[4-(2,2-Dichlorocyclopropyl)phenoxy]-2-methyl-1-propanol ; Methyl 2-[4-(2,2-
dichlorocyclopropyl)phenoxy]-2-methylpropanoate

AnAdoelg emkvdvvottag (CLP) : H350 - Mnopet va tpokaAiéoel kapkivo.

AnAdoelg Tpoeviaéng (CLP) : P201 - Epodiaoteite pe t1g 101kéG 0dnyieg mpv amd T xpnomn.
P202 - Mnv 10 ypnoyonomioete mpv SLofGoETe Kol KATOVONGETE TIG 0d1Yieg TpoPOAAENG.
P280 - No popdte TpOoTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVLLOTO/LEGO OTOMIKNG TPOGTAGIOG Y10 TOL
UATLO/TO TPOCMTO/TAL OVTIAL.
P308+P313 - XE INEPIIITQEH £éxbeong 1 mbavotmrog Ekbeong: Zopfovievbdeite/Emokepbeite
yopo.
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Ciprofibrate for system suitability A
Agltio Agdopévev Acpaleiog

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

P405 - dvrdooeton KAEWOUEVO.
P501 - AudBeon tov mepiexopévov/nepléktn o€ onpeio GLALOYNG ETKIVELVOVY 1 EWBIKOV amoPAfTOV,
GOUPOVO LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot SeBvelg KovovioHove.

ENpavon copeova pe: eEapeitol 1 E00TEPIKY CLOKEVAGIN, Ta TEPLEXOUEVA TNG oToiag dev vrepPaivovv ta 10ml

Ewovoypappata kvdovov (CLP) :

GHSO08
Emivduvo nepieyopevo . Ciprofibrate; 2-(4-ethenylphenoxy)-2-methylpropanoic acid; 4-(2,2-Dichlorocyclopropyl)phenol; 2-
[4-(2,2-Dichlorocyclopropyl)phenoxy]-2-methyl-1-propanol ; Methyl 2-[4-(2,2-
dichlorocyclopropyl)phenoxy]-2-methylpropanoate

2.3. AlLot Kivovvol

Aev mepiéyet ovaieg PBT/VPVB > 0,1%, ot omoieg £xovv a&toroynbet coppova pe to Moapdpmpa XIII tov Kavoviepod REACH

To piypo dev mepiéyet ovoia(eg) mov meptapPaveror otov katdloyo mov Kataptiletar cvppmva pe to apbpo 59 mapdypagog 1 tov kavoviopod REACH yo tig
10T TEG EVOOKPVIKAG dloTapoyng M dev avayvapiletot 6Tt £xEL 1B1OTNTEG EVOOKPIVIKNG dl0TapOyNG COUPMVL [LE TO KPLTNPLo. TOL opilovtotl oTov Kat'
e&ovctodoton Kavoviopd mg Entrporng (EE) 2017/2100 1 tov Kavovioud g Emrponng (EE) 2018/605, e cvykévipmon ion 0 peyardtepn and 0,1%

TMHMA 3: X0vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoieg

Aev woyvet

3.2. Meiypota

Ovopa AvayvopieTikog KOOKOG % Koatdraén copoova pe tnv odnyia
TPoidvTog 1272/2008 EK [CLP]

Ciprofibrate - >95- <100 Carc. 1A, H350

2-(4-ethenylphenoxy)-2-methylpropanoic acid - >0,01- <1 Carc. 1A, H350

4-(2,2-Dichlorocyclopropyl)phenol - >0,01- <1 Carc. 1A, H350

2-[4-(2,2-Dichlorocyclopropyl)phenoxy]-2-methyl-1- - >0,01- <1 Carc. 1A, H350

propanol

Methyl 2-[4-(2,2-dichlorocyclopropyl)phenoxy]-2- - >0,01- <1 Carc. 1A, H350

methylpropanoate

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tuniua 16

TMHMA 4: Métpa apdtov fonbsiov

4.1. Ieprypaon péTpov TpaTOV fonderdv

Métpa tpdtev Bondeidv petd anod eilomvon : Bydte tov mobovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPAnOnKe va avarvevoet kabapd
aépaL.

Métpa tpdTev Bondeidv petd omd emaen pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mosdtnto okovmilovtdg ) (kabapd Kot Lolakd amoppoenTikd
mavi). [TWvete pe debovo vepd Kot amoppuTavVTIKO.

Métpa tpdTev Bondeidv Hetd amd exapn He To LaTioL : Eemhovete pe vepd kpotdvtog ta BAEQapa Kakd avorytd.

Métpa tpdtev Bondeidv petd omd katdmoon . Eemhdvete to otopa. Evdéyetar va cvotOei nopatetapévn wotpikn mapokolovdnon.

4.2. ZNHOVTIKOTEPO. CUUTTONATU KOL ETOPACELS, APUECES 1] NETUYEVECTEPES

ZOUTTOUOTO/EMOPACELS : BAaPeg oty vyeio evééyetot va eppovioTovv pe kabvotépnon.
ZOUTTOUOTO/ETOPAGELG HETHL OO EIGTVOT 1 Avemapkn dedopéva.
ZOUTTOUOTO/EMOPACELS HETG AT EMOPT| LLE TO SEPHLOL 1 Avemapkn dedopéva.
ZOUTTOUOTO/EMOPAGELG HETG OO ETAPY HE TO HATIO 1 Avemapkn dedopéva.
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Ciprofibrate for system suitability A
Agltio Agdopévev Acpaleiog

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

TopPovievbeite/Emokepbeite yiotpd. Eqv givat duvatd deiéte avtd 1o gOIlo acpodeiog, KL av oxt, dei&te ) cvokevacio 1 TV ETIKETA.

TMHMA §: Métpa Y10, TNV KOTATOAEPN O] TNG TVPKAYLAG

Katddnka péca nopdcPeong : KovBépta nmupdoPeonc.

Kivévvog mopkayidg : BMéme tpnpa 2.2.

Métpa Y10 TNV KOTOTOAEUNGT) TG TUPKOYLIG : Xpnoworomote péca KotdoBeons KatdAnia yio v tepparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLUS EKAVONG

Tevikd pétpa : ATo@UyeTE TNV QLLECT) EMAQT HE TO TPOTOV. MnV avanviete
oKOVN/avabVIIAcELS/ 0EPLa/OTaYOVIOI/ A TOVG/ EKVEPDHATO.

6.1.1. I'a Tpoc®mTIKE GALO A6 TO TPOGMOTIKG EKTAKTNG UVAYKNG

Métpa éktaxtng avykng 1 Dopdte KOTAAANAO TPOGTOTEVTIKO POVYIGLO, YOVTLO KOL TPOGTAGIOL Yot TOL LATLOL KOl TO TPOGMTO.

6.1.2. T GTopo mov Tpocpépovy TpaTEg PoniOereg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

MéBodot kabapiopon : Zryovpéyre, 0Tt T amoppipata o mepiovAieyovv Kat Oa amobnkevtovv acparéc. Kabapiote
npocekTikd. [TAOVETE ToL VTOAEILpOTA TTOL GEV PTOPEITE VO OVOKTHGETE HE : AtGAVpA VTOXA@PLOSOVG
vatpiov.

Agev vdpyovv emmAéov TANPOPopies

TMHMA 7: Xeipiopog ko amodkevon

Emnléov kivdvvor katd v eneepyacio : Eguotdton emiong n mpoooyn tov xpfiotn 6Toug Thavovg Kvdivoug Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV YpnoyLomondel pue Tpdmo mov opileTar amd TIG KATUCKEVUGTIKES TPOSLOYPUAPES.

TIpo@ura&els yio ac@aAn YepIopod 1 XpNOWOnOMGTE TO TPOIdV e TPOSOoYT|. ATOPHYETE TNV GUECT ETAPN HE TO TPOIOV. XTO HETPO TOV
Sduvatov 1 xp1omN TOL TPOTOVTOG TPETEL VAL YIVETAL GE EPYOCTNPLAKT KOAVT.

Meétpa vytewvng : Xp1ion tov apoidvtog e ophr| Brounyavikn vyewn Kot Slodikacieg oc@aAeiog.

Teyvicd pétpo 1 Zoppopembeite Le TOVG IGYVOVTEG KAVOVIGHOVG.
ZovOnkeg OAUENG 1 dvrdcoetol KAEW®LEVO.

BAéme tunpa 1.
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Ciprofibrate for system suitability A
Agltio Agdopévev Acpaleiog

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

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. [TapapeTpor eréyyov

8.1.1 EOvikéc oprokég Tipés enayyelpatikig ék0eong ko froroyikég oprakéc Tipég
Aev vrtapyovv emmAéov TANPOPopieg

8.1.2. ZuvieTdpEvES SLad1Kacieg TaPaKOLOVONONG

Agv vdpyovv emmAéov TANPOPOpie

8.1.3. Zymparilovrar otoyygio pHmavong tov aépo

Aev vrtapyovv emmAéov TANPoPopieg

8.1.4. DNEL xau PNEC

Agev vdpyovv emmAéov TANPOPOpieg

8.1.5. Ileproyéc eréyyov

Aev vrtapyovv emmAéov TANPoPopies

8.2."ELeyyor £ék0gong

8.2.1. Katdiinkior pnyavikoi éheyyor

Katariinior pnyavikoi éreyyon:
Awnpriote o€ koAl eEaeplopevo ydpo. Xpnoomoeite amokAEIoTIKA 68 KAEIGTH X00vn HE EvoopaTopévo oiktpo. Oiktpo aepocmpatidiov vyning
amotereopatikomrag (HEPA filter).

8.2.2. ATopkdg TPOOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [IpocTucio TOV POTIAOV KL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. [Ipootucio déppotog

IIpocrocia Tov déppartog:
XpNOYOTOLEIGTE TPOGTUTEVTIKO POLYIGHO Yot ynpcé. DIN EN 13034

Ipootacia TV yePLOV:
[poctatevtikd yavtio aviektikd og ynukd mtpoidvra. ISO 374-1
8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®V

IIpocTocia TOV aVATVEVGTIKAV 00(DV:
Ye nepintoon anelevbépmong okovNg : pnaokes pe eiktpo Yo okdves P3. DIN EN 140 & 149. Yypo npoidv : Mdoka agpoidpatos. Popdte avamvensTikn
GUGKELT G€ TEPINTOO £kbeong o€ aTODG/GKOVES/ 0EPOAD AT

8.2.2.4. Ogppikoi kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. Oprofétnon ko TapakorovOnon g nepifariiovroroyikig £ékOeong og Kivovvo

Aev vdpyovv emmAov TANpoPopie

TMHMA 9: ®vokég Kot yNUIKEG 10160TNTEG

9.1. Zroyeia o Tig fucikéc QUOIKES KoL YNUIKES 1OL0TNTEG

Puown KoTdoTaom 1 Xteped
APDHOL : Mn Swbéorpo
Oopn 1 Aev oyt
Op1o oopng : Mn Swbéorpo
Inueio ™&emg : Mn Swbéorpo
Inueio m&emg : Mn Swbéorpo
Inueio Ppocpod : Mn Swbéotpo
Evpiextomta : Mn Swbéorpo
Opra ktvdvvov ekpn&emg 1 Aev oyvet
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Ciprofibrate for system suitability A
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 : Agv woydet
Inpeio avapreéng 1 Aev oydet
Ogppokpacio avtovapreéng : Aev oydet
Ogppokpacio anocHvbeong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awrvtomra : Mn dwbéopo
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

9.2.1. IIxnpo@opics GYETIKA IE TIS KAAGELS PUOIKOD KIVOHVOL

Agv vrapyovv emmAéov TANpopopieg

9.2.2. AAA0 (OPUKTNPIGTIKA 0.6QULEing

Aev vdpyovv emmAov TANPOPopieg

TMHMA 10: Z100gpdtNTO KO OVTIOPOCTIKOTITO.

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Kapia o kavovikn ypnon. BAéne tpfipo 7.

‘Ortav Oeppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVELYOUG KOTVODG.

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&codmra (amd oTOHUTOC) : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (deppotikn) : Mn tagwvounpévos (Baoet tov dtubéciumv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (avamvon) : Mn taéwvounpévos (Baoet tov dtabéciumv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
AGBpmon kot epebiopog Tov d€ppratog 1 Mn tag&vounpévos (Baoet tov dtabécimv dedopévav, ta kptipta Tagvounong dev TAnpovvrat)
ZoPapn opbaipkn BAPN/epedionog : Mn ta&wvopnuévog (Baoet tov Stobéoipav dedopévmv, Ta kprnpio toSvounong 6ev mAnpovvral)
EvaisOntomoinon tov avamvevuotikod 1 : Mn ta&wopnuévog (Baoet tov dtabéoipov dedopévav, ta kprrnpio to&vounong dev minpovval)

gvaucOntomoinomn Tov dEpRaTog
MetaAho&ryéveon YEVWNTIKOV KUTTApOV : Mn ta&wounuévog (Baoet tov dtabéoipov dedopévav, ta kprtnpia to&vounong dev minpovvar)
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Ciprofibrate for system suitability A
Agltio Agdopévev Acpaleiog

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

Kapxwoyéveon : Mmnopei va Tpokarécet Kapkivo.

To&wodTa Yo TV avamTopayoyn : Mn ta&wvounpévog (Baoet tov dtobéoipov dedopévav, ta kprrnpa ta&vounong dev mAnpovval)
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévos (Bdaoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvtar)
epanag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovg (STOT) — : Mn to&wvopnpévog (Baoet tov dtofécipov dedopévav, Ta Kprnpia tastvounong dev mAnpovval)
emavelnppévn €kbeon

Enivduvotnta avappdenong : Mn ta&wopnuévog (Advvopio cLAAOYNG SESOLEVOV Vi TEYVIKODG AOYOLC)

Agv vdpyovv emmALOV TANPOPOpPiEg

TMHMA 12: Owohoyikég TAnpo@opisg

Owoloyia - yevika . Emivdvva amdpinta. Xpnowonoteite katdAAnio doyeio amdppiyng.

Emivduvo yia to vddrtivo mepiBdrlov, Bpayvrpobeopog : Mn ta&wounuévog (Baoet tov dabéotumv dedopévav, o kprmmpla ta&vounong dgv Tinpodvor)
(080¢)

Emwivduvo yio to vddrtivo meptBdilov, pakporpodbecpog : Mn ta&wounuévog (Baoet tov dabéotumv dedopévav, to kprmmpla ta&vopunong dgv TAnpodvor)
(xpdviog)

Aev voiotaton Tayeio amocvvheon

Aev vrdpyovv emmAéov TANpoPopie

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vapyovv emmALOV TANPOPOPiEg

‘

Tomwr| vopobeoio (amdfinto) . Kotaotpéyte pe ac@ain tpdmo cOUPmVO e TOVG TomKoVs/ 0ViKovg Kavoviopovs.

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

Yopeova pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

Agv 1oy0et Agv 1oy0g1 Aev 1oy0et

14.2. Oweia ovopacio arostorig OHE

Aev 1oy0et Aev 1oy0et Agv woyvet
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Ciprofibrate for system suitability A
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.3. Ta&n/-€1g Kivovvov Katd T peTaQopa

Agv 1oy0gL | Agv woyvet | Agv woyvet

14.4. Opdaoa cvokevaciog

Agv 1oyvet | Agv et | Agv woyvet

14.5. Ilgprfoirovtikn emKivovvoTnTOo

Aev 1oydet Aev 1oybdet | Aev 1oy0et

Aev vrapyovv emmAéov Stabéoipues TANPoEopieg

14.6. Ewdwkég mpo@uAiaelg yia Tov ypnotn

Eniyewo petagopa
Aev 1oy0et

petagopd péco Baracong
Aev 1oy0et

Evaépro petagopd
Aev woyvet

14.7. @ardooreg peta@opég y0oNv cdppova pe Tig Tpageig rov IMO

Aev 1oyvet

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavoviopoi/vopo0soio 6YeTIKG pe THY 0.6QaLEWD, TNV VYEID KOl TO TEPIBaLLOY Yia TNV OVGiC 1] TO pEiypa
15.1.1. kovovicpoi EE

Hapaptpa XVII tov REACH (IlIpoimobéceig mepropiopov)

Aev nepiéyet kopia ovoio(eg) mov meprapfavetoiovrar) oto Mapaptnuo XVII oo REACH (Ilpodnobéceig meplopiopon)
Hapaptypa XIV 100 REACH (Katdroyog ad£1060Tno15)

Aev mepiéyet kapio ovsia(eg) mov nephappavetar(ovrar) oto Mapdpmmpa XIV tov REACH (Katdloyog adg1086tong)
Kataroyos vroyiouov overdv REACH (SVHC)

Aev mepiéyet kopia ovoio(eg) mov meprapfavetoiovrat) 6tov Katdroyo vroyneuv ovoiwv REACH

Kavoviopég PIC (EE 649/2012, ITponyovpevn cuvaiveon petd amd evnpépmon)

Aev gpappodletar.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpoppodletar.

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

Aev mepiéyetl kopia ovsio(eg) mov meptlapfdvetoi(ovtat) 6Tov KaTtdAoyo ovstdv mov e&acbevilovv To 6ov (Kavoviopnog EE 1005/2009 oyetikd pe Tig ovoieg mov
e&aoBeviCouv ™ otifdda Tov 6CovTog)

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

Aev nepiéyet kopia ovoio(eg) mov meptrapfdvetor(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 TEPLAUBAVETAL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIAV VapKOTIK®OV (Kavoviopog EK 273/2004 oyetikd pe tig mpddpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwatacerg

Aev vdpyovv emmAéov TANpoPopieg
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Ciprofibrate for system suitability A
Agltio Agdopévev Acpaleiog

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

15.2. A&oroynon ympuikng ao@aieloag

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacswv H ko EUH:

Carc. 1A Kapkwoyéveon, katnyopia 1A

H350 Mrmopei vo. TpoKaAEGEL KOPKIvo.

Kartnyopromoinon ko p@téKoiio Y10 THY KATYOPLOTOINGT TOV MIYRATOV oOpumva pe tov kavoviepo (EK) 1272/2008 [TEX]:

Carc. 1A H350 MéBodog voroyiopon

Aghtio Agdopévaov Acpaleiog (AAA), EE

ATIOITIOIHEH EY®NHEX Ot tAnpogopieg mov meptéyovtat 6& avtd 0 deATIo Tpoépyovtal amd TyEg Tig omoieg Oewpovpe a&omiotes. [Tapdia awtd, divovran
XOPIG Kapio gyydnon, pnti N appnTn, Yo Ty akpifetd tovg.
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