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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog . Candesartan

Kwducde mpoidvrog : 201600139

Tovavopo, : Candesartan, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing
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EDQM, Council of Europe 7, Allée Kastner, C530026
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Ewum to&ucodtta o 6pyava-ctoyovs Hotepa amd emavenpupuévn ékbeon, H373
Kotnyopia 2
ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOUNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL eMIPAceLS 6TV avOpAOmIVY VYEio Kor 6To TEpLpdiiov
ATOQa0T PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeio eTIKETOG

Xapaktnpiopds copeove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHS08
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anidoeig emkvdvuvomtag (CLP) : H373 - Mropei va mpokaAécel Prafeg oto opyava (kapdiayyelakd chomua) dotepa and
TOPOTETAREVN N ETOVEANUpéVT EkBeo.
Anhooeig tpopvraéng (CLP) : P260 - Mnv avanvéete okovn.

P314 - Zuppovievbeite/Emokepbeite yratpd edv arcbavieite adiobeoia.
Zhpavon cOUPovo pe: eEapeitar 1 EmTEPIKT GLOKELAGT, TO TEPLEYOLEVO TNG omoiag dev vepPaivovy o 10ml
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Ewovoypdppora ktvdovov (CLP)

GHS08

Agv vapyovv emmAéov TANPOQOPieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTOATIKG

Ovopa AvVayvopLeTIKOg KOdkos | %0 Katdroin copeove pe my odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Candesartan - <100 STOT RE 2, H373

IIpeg keipevo tov Inkdoewv H kot EUH: BAéne tpunpa 16

TPO TPAOTOV fonderdv

Métpa npadtmv fonbetdv petd and enoen pe 1o déppo  : Kobapiote ) peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HoAakd amoppoenTikd
Tovi).
Métpa tpdtmv fonbetdv Letd and enapn pe o LATIo : Hem\dvete o pation pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOQOPIiEg

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa muopdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLOG . Xpnowonowmote péca katdoPeong KatdAAnia yo Ty nepdAlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTMOON 0KOVOLUS EKAVONG

6.1.1. o TPoo®OTIKG GALO 0TT6 TO TPOGMOTLKO EKTUKTNG UVAYKNG

Métpa EKTOKTNG QVAYKNG 1 Amogevyete kG0 mepirn £kbeon.
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6.1.2. e GTopa mov TPooPEpovy TPAOTES Por Bereg

Aev vdpyovv emmAéov TANPOQOPieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: Xeipiopog kot amo0nkevon

Agev vdpyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAEOV TANPOQOPieg

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog tng ék0eonc/atopiki Tpo o

8.1.1 EOvikég oprokéc Tipég emayyeipatikig £k0eong ko frohoyikég oprokés Tipég
Agv vapyovv emmAEoV TANPOQOpieg

8.1.2. Zuvietdpeves drudikosiss TapakorovOneng

Agv vdpyovv emmAEOV TANPOEOPiEg

8.1.3. Zynpotifovror sToycia pomaveng Tov aépa

Agev vdpyovv emmAéov TANPOQOpieg
8.1.4. DNEL ko PNEC
Agv vdpyovv emmAEOV TANPOQOPIiEg

8.1.5. Ileproyég eréyyov

Agev vdpyovv emmAéov TANPOQOpieg

8.2.1. Katdhinhot pnyavikoi £leyyor

Kataiinior pnyavikoi éreyyon:
Awmpriote o€ KoAd eEoeptlopevo ydpo. ZuviBg amatteitol cOGTNUA YEVIKOD HNYovIKoD EE0EPIGLLOD TOL XMHPOL.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG

8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV
Agv viapyovy emmAov TANpoPopieg

8.2.2.2. Ilpootacio d¢ppatog

IIpootacio Tov déppatog:

o1 EPYaoTNPiOL

IIpootacio ToV yepLOV:
IIpoctatevtikd yavtio
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8.2.2.3. IIpocTacio TOV AVUTVEVGTIKAOV 0dMDV

Aev vdpyovv emmAéov TANPOQOpieg

8.2.2.4. Ogppkoi kivovvol

Agv vrtdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon kon wapokorovOnon tng teprpaiiovroroyikiig £k0eong o€ Kivovvo

Aev vdpyovv emmaAéov TANPOQOpieg

TMHMA 9: ®vuoikég Ko ynuKEg 1016TNTEG

9.1. Ztoysia o TS fucikés UOIKES KoL YNUIKES 1O10TNTES

Duoikn KotdoToom T Zteped
APDLLOL © Mn dwbéoipo
Epopdvion TZKovn.

Oopn © Mn dwbéoipo
Op1o oopng © Mn dwbéoipo
Inueio mEemg © Mn dwbéorpo
Inueio m&emg © Mn dwbéorpo
Inueio Bpoacpod © Mn dwbéoipo
Evpiextomra © Mn dwbéorpo
Opra Ktvdvvov ekpriéemg . Aev woyvet
Xapunhotepo 6pio Ekpnéng . Aev woyvet
Avdtoto 0plo expnépomrog 1 Agv woydet
Inueio avapieéng . Aev woyvet
Bepprokpacio avTavaPAEENS . Aev woyvet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
Awdropo pH © Mn dwbéorpo
1EDAES, KivepaTikog (1) . Aev woyvet
AwAvtomra © Nepo:<0,1g/l
TUVTEAEGTNG KATAVOUNG 6 Helyia n-0KTavOAnc/vepoD © Mn dwbéorpo
(Log Kow)

Téon aTudv © Mn dwbéoipo
[ieon atpov ot Beppokpacio 50°C © Mn dwbéorpo
IMukvotnto © Mn dwbéorpo
TyeTIKN TUKVOTTOL © Mn dwbéorpo
ZYETIKN TUKVOTNTO aTHAV 6TOoVG 20°C 1 Agv woydet
Méyefog copatidiov © Mn dwbéorpo

9.2. Aourtéc TAnpogopisg

9.2.1. TIMpo@opicg GYETIKA pe TI KAAGELS PUOLKOV KvdhVou

Agev vdpyovv emmAéov TANPOQOpieg

9.2.2. AMLa YOpUKTNPLOTIKG 06QaAEinG

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 10: Zta0gpétnTo KO OVTIOPUCTIKOTNTO

10.1. AvtidpasTikoTi|TO

21abepd VIO KOVOVIKEG GUVOTKES.

10.2. Xnpu ctabepétnTa

Aev vdpyovv emmAéov TANPOQOpieg

10.3. IMOavoTNTA EMKIVOUVOVY AVTIOPAGEOV

Kavévag yvootog/-1/-0.
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Agv vapyovv emmAEOV TANPOQOPieg

Kapio og kavovicr xprion. BAéne tpnquoa 7.

Ortov Beppaiverar LE Pt TOL oNUEIOL SIACTOONG, EKTEUTEL EMKIVIVYOUG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

Oé&ela to&omTa (0md oToOHATOS) © Mn ta&wopnuévog

Oé&ela to&ucomra (Seppatikn) : Mn ta&wopnuévog

Oéeia to&ucdtnta (avamvon) : Mn ta&wopnpévog

AGBpwon kot gpebiopds Tov dEppaTog : Mn ta&wopnuévog (EAeaticd dedopévar)

ZoPapn opboiukn PAAPn/epediopog : Mn ta&wopnpévog (EAkeotiicd dedopévor)

EvaisOnronoinon tov avamvevotikol 1 : Mn ta&wopnuévog (Baoet tov drabéoipmv dedopévmv, o Kprmmpio Ta&vounong 6ev mAnpovval)
gvoucOnTomoinot Tov dEPUITOG

MetoAho&ryéveon YEVVINTIKAOV KOTTAPOV : Mn ta&wopnpévog (EAkeltotiicd dedopévor)

Kapkwoyéveon : Mn ta&wopnuévog (EAeaticd dedopévar)

To&wodmTa Yo v avamopayoyn T Mn ta&wopnpévog (Iepautépo mnpogopieg: O&eio to&ikoTTO)

Ewum to&dtra ota dpyava-otdyovg (STOT) — : Mn ta&wopnpévog (Zagmn av Kot averapKkt SeSopéva Yo TV TaSvounon)

epanag ékbeomn

Ewum to&dtra ota dpyava-otdyovg (STOT) — : Mmopet va mpokarécet BAaPeg ota dpyava (Kopdioyyelokd cvotnua) HOTEPR OO TOPATETAUEVN 1
emovelknppévn éxbeon emovelhnppévn éxdeon.

Enucwvdvvomna avappdenong T Mn a&wvopnpévog (Bdoet tov dabéoimv dedopévav, ta kptmpto tagivounong dev mAnpovvrat)

Agv vdpyovv emmAEOV TANPOEOPIiEg

: Oworoyikég TAnpopopieg

Owoloyia - yevikd : Aev mapovctdlel iaitepo kivouvo yio To mepBAALOV.
Emucivéuvo yia to vddtvo mepipdirov, Bpayvnpddecpog @ Mn tovounpuévog
(0&0c)

Emucivéuvo ya o vddtvo mepipdilov, pokponpddecpog @ Mn tovounpuévog

3
2
2

Agv vdpyovv emmAEOV TANPOEOPiEg

Aev vdpyovv emmaiéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiE

3
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12.7. Ahhes apvNTIKEG EMTTAGCELG

Agv vrtdpyovv emmAéov TANpoPopie

TMHMA 13: Xtoyyeio oyetikd pe tn ovadeon

13.1. M£0odor enetepyacios amofiiTov

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT.

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

Agv 1oy0e1 ‘ Agv 1oy0et ‘ Agv 1oy0et

14.2. Oweia ovopacia arostoric OHE

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.3. TaEn/-e1g KtvdOvov KaTh TN PHETAPOPQ

Agv woyvet ‘ Aev 1oy0et ‘ Agev 1oy0¢t

14.4. Opdada ocvokevaciog

Agv oyvet ‘ Aev 1oy0et ‘ Agev 1oy0¢t

14.5. Mlgprfarrovtikny emKivovvéTHTO

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

Aev vdpyovv emmiéov drabéoiues TAnpoopieg

14.6. Exdwkéc TPpo@UAAGEELS Y10 TOV PN oTY

Eniyewo petagopa
Agv 1oy0gt

petagopd pécw Buraocong
Aev woydet

Evaépra petagopd
Agv 1oy0gL

14.7. @alaooieg peTa@opig VoV cdppova pe Tic Tpaseg tov IMO

Aev woydet

TMHMA 15: Xtoyygio vVopo0eTikov (opaKtipo

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6QaAELd, TNV VYEIO KO TO TEPLBAALOV Y10 TNV OVGIA 1] TO PEIYHO
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (IlpoimoBéceig mepropiopov)

Aev meprappavetor oto Mapdapmpa XVII tov REACH

Hopaptnpe XIV tov REACH (Katdloyog 00£1086tnoNC)
Aev neprapfdaveton oto Hapaptnua XIV tov REACH (Katdroyog adetoddtnong)
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Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cvvaiveon petd amd evnpuépoon)

Aev epappodletar.

Kavoviepég POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappoletor.

Kavoviepdg mepi e€as0évnong Tov 6Covrog (EE 1005/ 2009)

Aev teplappavetol 6tov KatdAoyo ovslmv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoaiovrat) 6tov Katdhoyo mpddpopmv ovctdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd e v epmopio Kot
™ XPpNoN TPOSPOUDY OVGLDV EKPNKTIKADV)

Kavoviepég epi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov meplapPaveTa(oviot) 6Tov Katdrloyo Tpddpopmy ovstdv vapketikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpoOSpopes ovcieg
VOPKOTIKAOV)

15.1.2. EOvikéc dwotdierg

Agv vdpyovv emmaAEOV TANPOYOPiEg

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

H373 Mmopet va tpokarécet BAAPeg ota dpyava HoTEPX A TOPATETAUEVN 1] ETMAVENUUEVT £kDeO).

STOTRE 2 Ewum to&icodmta og 6pyava-ctoyovs Hotepa and emavenpupuévn ékbeon, kotnyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot mAnpogopieg mov meptéyovial o€ antd T0 dEATIO TPOEPYOVTaL 0o TNYES TIC omoieg Bewpovpe a&omiotes. ITapoia avtd, divovron
XOPIGC Kapio yydmen, pnTn 1 appnTn, Yo Ty okpifeld tovg.
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