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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiog . Fosinopril impurity |

Xnuwcr Ovopaocio . [(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy] (4-phenylbutyl)phosphoryl]acetic acid
No. koraAdyov : 607-629-00-5

Kwd.-EE : 419-270-1

apOpog CAS 1 123599-82-6

Kmdwog mpoiovtog : 201601055

1.2. Zovo@eic Tpocdlopilopeves YPNGELS TG OVGING 1] TOV PEIYHATOS KO OVTEVOSIKVUOUEVES AP GELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopuo katnyopia yprong : To mpoidv mpoopiletar yio TV Epgvva Kot avamTuén Kot TV EXayYEALOTIKT EKTOIOEVOT).
Xp1on g ovciag/tov peiypatog : Movo Yo emoyyeALATIKY ¥PIOT
Kotnyopia Aetrovpyiog 1 xpriong T Xnukég ovaieg epyactnpiov

1.2.2. Avtevdgikvoopeveg yp1oeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdopévEV acPaLEing

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 TNAEQAOVOL EMETYOVOUS AVAYKNG

Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVOUVOTN TG

2.1. Ta&woépnon g oveiag 1| Tov peiypatog

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

ZoPapn opborpkn PAAPN/o@OaApcdg epebiopde, kKotnyopia 2 H319
ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLBailov
ATOQa0N PEG® KPIONG EUTEPOYVOUOVOV KoL OTOSEIKTIKNG 1o)VOG.
2.2. Zroyeio eTIKETOG

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

GHSO07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anidoelg emkvdvuvomTag (CLP) : H319 - IMpoxarei coPapd opBakpikd epediopo.
Anhaogig tpoedraing (CLP) : P280 - Na @popdrte péco OTOUIKNG TPOGTOGING Y10, TO, (ATioL.

Zhpavon cOUPovo pe: eEapeitar 1 EmTEPIKT GLOKELAGT, TO TEPLEYOLEVO TNG omoiag dev vepPaivovy o 10ml
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Agv anarteitor 6jpoven

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdroin copeove pe vy odnyio
TPOI6VTOG 1272/2008 EK [CLP]
[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4- apBpog CAS: 123599-82-6 <100 Eye Irrit. 2, H319
phenylbutyl)phosphoryl]acetic acid Kwd.-EE: 419-270-1
No. koraAdyov: 607-629-00-5

IMAnpeg keipevo tov dnidoewv H ko EUH: BAéne tpnpa 16

Aev oy0et

TMHMA 4: Métpo npaTtev fondsiov

Métpa ntpadtmv fonbetdv petd and enogn pe 1o déppa  : Kobapiote  peyaidtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Hodakd amoppoenTikd
Tovi).
Métpa tpadtmv fondetdv Letd and enapn K o LATIo : Hemldvete o pation pe vepd yo Adyoug acaieiog.

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa mupdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprarytdg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLOG : Xpnowonowmote péca katdoPeong KatdAnia yio Ty nepPAlovca TupKayid.

TMHMA 6: PO, 6€ TEPITTMO 0KOVGLOG EKAVONG

6.1.1. o TPoo@mTIKG GALO 07T6 TO TPOGMTLKO EKTUKTNG UVAYKNG

Métpa EKTOKTNG QVAYKNG 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'we. GTopa Tov TPosPEpovy TPpMOTES Por)Osreg

Aev vdpyovv emaAEOV TANPOQOPiEg
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Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 7: Xeipiopog ko amodkevon

Aev vdpyovv emmAéov TANPoQopieg

Agv vdpyovv emmAEOV TANPOEOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyog ¢ ék0eonc/aTopikn Tpoctacio

8.1.1 EOvikég oprokés Tipés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOQOPiEg

8.1.2. ZuvicTdpeves d1udikocsics Tapakorovdneng
Agv vapyovv emmAEoV TANPOQOpieg

8.1.3. Xynpartifovrar stoygio pOmAVeNS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. leproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPIiEg

8.2.1. Katdhinhor pnyavikoi £reyyot

Kataiinior pnyavucoi éieyyou:
Awmpfiote o€ koA eEoeptlopevo ydpo. Zuvibog amatteitor oo YEVIKOD HnyavikoD £E0EPIGLOD TOV XHPOL.

8.2.2. ATopkég TPOOGTATEVTIKOG EE0TAONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Aev vdpyovv emmaAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
IIpoctacio Tov déppartog:

o314 EPYAOTNPiOL

IIpoctacio TOV XEPLOV:
IIpoctatevtucd yavta

8.2.2.3. IIpocTUGit TOV BVOTVEVGTIKAV 06MOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Fosinopril impurity |
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.2.2.4. O@gppkoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon kor wapokorovOnon g meppaiiovroroyikiig £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 9: ®vokég Ko YNUIKES 10T TES

9.1. Zroyyeia Yo TG fUGIKES QUOIKES KOl YNUIKES 1O10TNTES

DuoIKN KOTAoTOOT T Zteped
APOLOL © Mn dwbéopo
Eppdvion T Xkovn.

Oopn © Mn dwbéopo
Opro oopng © Mn dwbéopo
Znueio méewg :895-914°C
Inueio m&emg : Mn dwbéorpo
Inueio Bpoaciov : Mn dwbéorpo
Evpiextomta : Mn dwbéorpo
Opra Ktvdvvov ekpri&emg : Aev oyet
Xapnhotepo 6pto £kpnéng : Aev woyet
Avdtoto 0plo expnépuotrog : Aev oyet
Inueio avapreng : Aev woyet
Bgppokpacio avtovapreing : Aev oyet
Bgppokpacio arocvvheong : Mn dwbéorpo
pH : 6,3(2-5¢9/L)
Awdropo pH : Mn dwbéorpo
1EDdeg, Kvepotucdg (1) : Aevioyel
Awdvtomra : Mn dwbéorpo
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn dwbéorpo
(Log Kow)

ZUVTELEOTNG KATOVOUNG O pely o N-0KTavOANc/vepoD : 1,8lat20°C
(Log Pow)

Téon otumdv © Mn dwbéorpo
ITieon atpov oe Beppokpacio S0°C © Mn dwbéorpo
IMokvotnto : Mn dwbéorpo
ZyeTkN TUKVOTNTO : Mn dwbéorpo
ZyeTkN TOKVOTNTO ATUAV 6ToLG 20°C 1 Aev oyet
Méyefog copatidiov : Mn dwbéorpo

9.2. Aoutég TAnpogopisg

9.2.1. Iinpo@opies 6YETIKA HE TIS KLAGELS PUOIKOD KIvdHVOU
Agv vdpyovv emmAEOV TANPOEOPiEg

9.2.2. AMA0. YO.pOKTPIGTIKG 0.6QUAEiOG

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: X100gp4TNTO KO OVTIOPOUGTIKOTN T

10.1. AvtidpacTikOTTO

Z100epd VIO KOVOVIKEG CUVOTKES.

10.2. Xnpun etabepétnTa

Agv vrtdpyovv emmAéov TANpoPopieg

10.3. IMBavoTNTA EMKIVOUVOVY AVTIOPAGEDV

Koavévag yvootog/-i/-6.
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Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

10.4. ZovOnkeg mpog amouyn
Agv vrtdpyovv emmAéov TANpopopieg
10.5. Mn| coppata vika

Kapia og kavovikn yprion. BAéne tpunpa 7.

10.6. Emkivévva mpoiovra amocvvOeong

Otav Beppaivetar péypt Tov oNUEIOL ACTOONG, EKTEUTEL EXKIVEVVOLG KOTVOUG.

TMHMA 11: To&ukoroyikég TANPOPOPIES

11.1. IIAnpo@opisg yia Tig TAEELS KIvdvVoV, 0Tteg opilovtar 6Tov kavoviopod (EK) apif. 1272/2008

Oé&ela to&omTa (0md oToOHATOS) © Mn to&wvounpévog
Oé&ela to&ucomra (Seppatikn) © Mn to&wvounpévog
Oé&ela to&uoma (avamvon) © Mn to&wopnpévog

[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4-phenylbutyl)phosphoryl]acetic acid (123599-82-6)

LD50 péow tov d€ppratog o€ KOLVEALL > 2000 mg/kg
LC50 Ewsnvon - Enipwg > 2000 mg/kg
AGBpwon kot gpebiopdg Tov dEppatog © Mn to&wopnpévog
pH: 6,3 (2-5 g/L)
ZoPapn opboipkn PAaPn/epediopog . Ipokarel coPapd opBaipuicod epebiopod.
pH: 6,3 (2-5 g/L)
EvaisOntomoinem Tov avamvensTikov 1 © Mn to&wvounuévog
gvoucOnTomoinom Tov dEPUITOG
MetaAha&ryéveon YEVWNTIKOV KUTTAP®V © Mn to&wvounuévog
Kapxvoyéveon © Mn to&wopnpévog
To&wodmTa Yo v avamopayoyn © Mn to&wopnpévog
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — © Mn to&wvounuévog
epanas éxbeon
Ewum to&ikotmra ota opyava-ctdyxovg (STOT) — © Mn ta&wopnpévog
emaveknupévn kbeon
Enucivduvotnto ovappdenong © Mn to&wvounpuévog

11.2. IIAnpo@opiss Yo GAAOVS TOTOVG EMIKIVOVVOTNTUG

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owkoroytkég TANPOQPOPiEg

12.1. To&kétTnTa

Owoloyia - yevikd . Aev mopovoildlet uoitepo kivouvo yio to mepaiiov.
Emucivduvo yia to vddrtivo mepiBdrlov, Bpayvrpodbeopog : Mn ta&wounpévog
(0200)
Emucivduvo yia to vddrtivo mepiBdrlov, pakporpobecpog : Mn ta&wopnpévog
(xpoviog)
[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4-phenylbutyl)phosphoryl]acetic acid (123599-82-6)
LC50 - Yapa [1] > 87 mg/l LC50-96 Hour - fish
EC50 - Kapkwvoedn [1] > 87 mg/l EC50 - 48 Hour - Daphnia magna
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Fosinopril impurity |
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4-phenylbutyl)phosphoryl]acetic acid (123599-82-6)

Buoomodounon ‘ 68

[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4-phenylbutyl)phosphoryl]acetic acid (123599-82-6)

XuvTekeotg KOTOVOpNG o€ pHelylLo n-0KTovOAN G/ vepoD 1,81 at 20°C
(Log Pow)

Agv vapyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPiEg

TMHMA 13: Ztovycio oyeTikd pe tn ovd0son

Agev vdpyovv emmAEOV TANPOQOPieg

TMHMA 14: ITAnpo@opies GYETIKA IE T1| PETAPOPA.

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtéTnTog

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.2. Oweio ovoposia aroctoriig OHE

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Taén/-g1g KivdHvov KaTa T1) PETUPOPA

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

14.4. Opéoda cvokevaciag

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt

14.5. Mep1pailovTiKi ETKIVOUVOTNTA

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

Aev vdpyovv emmiéov Srabéotues TANpoopieg

Eniyewo petogopa
Aev oydet
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Fosinopril impurity |
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

peTaQOpa péco Baraocong
Agv 1oy0et

Evaépra petagopd
Agv 1oyvet

14.7. O@alacoieg peta@opig 0oy cdppova pe Tic Tpatelg tov IMO

Agv 1oy0et

TMHMA 15: Xtoygio vopoBetikod yopoxktipa

15.1. Kavoviepoi/vopoOecio oyeTikd pe Ty 06QaAeld, TNV VYEI Kot TO TEPIPAALOY Yoo TV OVGIA 1] TO peiypa
15.1.1. kavoviopoi EE

Hapaptnpae XVII Tov REACH (IlIpotmoBicers mepropiopom)
Aev neprapfaveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1006Tn61G)
Aev meprapPavetor oto Hapaptnua XIV oo REACH (Katdhoyog adetoddtnong)

Kataroyos vroynorov overdv REACH (SVHC)

Aev neprapfévetol otov Katdrloyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnpépmon)

Aev gpappdletart.

Kavoviepog POP (EE 2019/1021, "Eppovor opyavikoi pomor)
Aev gpappoletor.
Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbevilovv to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopog nepi ekpnkTik®v Tpodpopmv over®v (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov mephapfdvetayovtat) 6Tov Katdhoyo mpddpopmv ovcidv ekpnktikdv (Koavoviopog EE 2019/1148 oyetikd pe v epmopio Kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPavetayovior) 6Tov KoTdAoyo Tpddpopmv ovotdv vapketikdv (Kavoviopog EK 273/2004 oyeticd pe Tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vdpyovv emmAéov TANPOQOpieg

15.2. A&wohoynon ynukig ac@diglog

Agev vdpyovv emmAEOV TANPOQOPieg

TMHMA 16: Alheg TAnpo@opies

ITqpeg keipevo ppacemv H kan EUH:

Eye Irrit. 2 ZoBopn opBaipkn PAAN/0@OoiKkdG epediopdg, Katnyopio 2

H319 TIpokaiel coPapd o@OaApcd epebiopd.

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTTIOIHEZH EY®NHEX Ot tAnpogopieg mov meptéyovtal oe avtd to deATio Tpoépyovat amd Tnyés Tig onoieg Bewpovpe a&omiotes. [Topoia avtd, divovran
XOPIG Kopio yydmon, pnTn 1 appnTn, Yo Ty akpifeld tovg.
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