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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Enalapril

Kodiog mpoidvtog : 201600338

Zovavopo : Enalapril, salts, hydrates, isomers and impurities where applicable

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) 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 Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

ZoPapn opbaipkn BAAPN/0@Baipkdg epebiopdg, kKatnyopio 2 H319

Ewu to&ucotnta 6 Opyova-oToYous VoTEPa amd ETOVEIANUpEVT EKOEDT, H373

Kotnyopia 2

ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpo 16

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

ATOQOoT LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xroyyeia eTIKETOG

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

GHSO07 GHSO08
Ipogworomtikn AéEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H319 - IIpokodei coPapd o@Boipkd epebiopd.

H373 - Mnopei va mpokarécetl PAGPeg ota dpyava (Kopdioyyelokd cOoTNIN) VOTEPA Amd
TOPATETAPEVN 1] ETOVEAUUEVT EkOeDT.
Anhaoeig tpoevraing (CLP) : P260 - Mnyv avanvéete ooV
P314 - ZvpBovrevdeite/Enokepbeite yiatpd ebv arcBavbeite adwbeoio.
P280 - Na popdrte péoa ATOUIKNAG TPOOTAGING YioL TO. HATLOL.
P305+P351+P338 - XE I[IEPIIITQXH ETTAOHE ME TA MATIA: EenAdvete TPOCEKTIKG LE vEPO
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v apkeTd Aemtd. Edv vdpyovv @oxoi emaens, apaipEoTe Toug, EpOcoV ival 0koro. Xuveyiote va
Eemhéverte.

INpaven cOHeOVe. pE: eE0IpEiTaL 1| ECMTEPIKT GLOKEVAGIN, TO TEPIEXOHEV TG OToiag dev vrepPaivovv Ta 10ml

Ewovoypappata kivddvov (CLP) :

GHSO08

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

Ovopa AvayvoploTikos Kodwkés | % Kotaroln cdpgoovae pe tny odnyia
TPOioVTOG 1272/2008 EK [CLP]
Enalapril - <100 Eye Irrit. 2, H319
STOT RE 2, H373

TIMpeg keipevo tov nkdoewmv H xar EUH: BAéne tpunpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondeiov

Métpa npdtmv fondetdv HeTd and enapt pe T0 dEPHOL : KoBapiote ™ peyaivtepn duvorr mosdtnto okovmilovtdg ) (kabapd Kot Lokakd amoppoenTikd
movi).
Métpa npdtev fondeidv petd and exapn pe o LaTio. : Eemlovete to patio pe vepo yio AOyous acpoeiog.

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoQopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPNON TG TVPKAYLAG

KoatdAinio péoa nopodsPeong : KovBépta mupdoPeong.

Kivévvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT THG TUPKOYLAG : Xpnowonowmote péca katdoPeong katdAnia yio v nepipdilovoa TopKayid.
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TMHMA 6: Métpo o€ Tepinton aKovoLos EKAVONG

6.1.1. '@ Tpocs®TKO GALO 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa €KToKTNG OVAYKNG 1 Amogevyete kabe meprtn £kbeon.

6.1.2. T GTope mov TPpocpipovy TpdTEg fonieieg

Agv vdpyovv emmAéov TANPOPOpie

Aev vrdpyovv emmAov TANPoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 7: Xeipiopoég ko amodnkevon

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoeopieg

BAéme tunpa 1.

TMHMA 8: ‘EAeyyoc tng ék0eonc/atopikn apoctacia

8.1.1 EOvikéc oprokég Tipés enayyeipatikig ék0eong ko froroyikég oprakéc Tipég

Agev vrdpyovv emmAéov TANpoopieg

8.1.2. ZuvieTApEVES SL0d1KaGiEg TUPaKOLOVONONG

Agv vdpyovv emmAéov TANPOPOpie

8.1.3. Zymparilovrar otoyycio pHTavong tov aépo
Agv vrdpyovv emmAéov TANpoQopieg

8.1.4. DNEL xox PNEC

Agv vdpyovv emmALov TANPOPOPieg

8.1.5. Ileproyéc eréyyov

Agev vrdpyovv emmAéov TANpoQopieg

8.2.1. Katdiinkior pnyavikoi éheyyor

Kotdiinhor pnyavikoi éleyyou:
Awmpriote og KaAd e&aeptlOpevo xdpo. Zuvibog anatteitatl GOGTNHO YEVIKOD UNYaviKoD eE0EPIGHOD TOV YOPOL.

8.2.2. ATopkog TPOoTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [IpocTucio TOV PUTIAOV KL TOV TPOGAHTOV

Agev vrdpyovv emmAéov TANpoPopieg
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Enalapril
Agltio Agdopévev Acpaleiog

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

8.2.2.2. lIpoctacio déppoTog
Ipootacia Tov déppotoc:
mod14 epyooTnpiov
IIpocrocia ToV yepLOdV:
IpoctotevTikd yévTio

8.2.2.3. IIpocTucio. TOV AVOTVEVGTIKAOV 00®V

Aev vdpyovv emmAéov TANpoPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TAnpogopieg

8.2.3. OproBétnon kot TapakorovOnon g tepifariiovroroyikng £ékOeong og Kivovvo

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®vokég Kol ynNUIKEG 1016TNTEG

9.1. Zroyeia o Tig facukéc QUOIKES KoL YNUIKES 1OLOTNTEG

Puon KotdoTaom 1 Xteped
APDOHOL : Mn Swbéopo
Epgpdvion 1 Ziovn.

Oopn : Mn dwbéoyio
Op1o oopng : Mn dwbéoyio
Inueio &emg : Mn dwbéoyio
Inueio m&emg : Mn dwbéoyio
Inueio Bpacpod : Mn dwbéoyio
Evplextomto : Mn dwbéoyio
Opo kvdvvov ekpnéemg : Agv oydet
Xoapniotepo 6pio £kpnéng : Agv oydet
Avdtato 6pro expnEpomrag : Agv oydet
Inueio avaereéng 1 Agv woydet
Bgppokpacio avtavaereéng : Agvoydet
Bgppokpacio arocvvieong : Mn dwbéoyio
pH : Mn dwbéoyio
AwdAvpo pH : Mn dwbéoyio
EDEC, KIVELOTIKOG (1]) : Agv oydet
AwAvtomTo : Nepd: 10-33,3 g/l
TUVTEAEOTIG KOTAVOUNG GE HELYHLOL N-0KTAVOANG/VEPOD : Mn dwbéoyio
(Log Kow)

Téon atudv : Mn dwbéoyio
ITieon atpov og Beppokpacio 50°C : Mn dwbéoyo
TTukvotnta : Mn dwbéoyo
ZyeTikn TokvoOTTOL : Mn dwbéoyo
ZyeTikn ToKkvOTTO 0TUOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyo

9.2. Aoutéc TAnpogopicg
9.2.1. IIxnpo@opicg oYeTIKA pe TIS KLAGELS PUOLKOV KIVOUHVOL
Aev vdpyovv emmAéov TANPoPopieg

9.2.2. AAL0 YOPUKTNPIGTIKG 0GQUAELOG

Agv vrdpyovv emmAéov TANpoPopies

TMHMA 10: Xta0gpdtnTo Kol avIIdPpUoTIKOTNTO

10.1. AvnidpaoTikOTNTO

2100epd VIO KAVOVIKEG GLUVONKES.
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Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Kavévag yvootog/-1/-6.

Aev vrdpyovv emmAéov TANPoPopieg

Kapio og kavovuc yprion. Biéne tunqpoa 7.

Ortov Beppaiverar péypt Tov onpeiov SACTOONG, EKTEUTEL EMKIVEVVOVG KOTVOVG.

TMHMA 11: To&woloyikég TANpOPOpPiEg

L1 Tlknpogopiss 7iu s Tiais kvdivov, Gmos opiCovean ooy kavoviops (EK) api0. 12722008
O&eia To&wotnta (0md oTOHATOG) : Mn ta&wopnpévog (Baoet tov dtabéoiuov dedopévmv, ta kprmmpia To&vopnong dgv tAnpodvrat)
O&eia To&otTnTa (depproTiKn) : Mn ta&wopnpévog (EAdeiatikd dedopévar)

O&eia To&wotnta (avomvon) : Mn ta&wopnpévog (EAleipatikd dedopévar)

AGBpmon ko gpediopdg Tov d€ppatog : Mn ta&wounpévog (EMeipaticd dedopévar)

ZoPapn opOaipkn PAPN/epedionog . IIpokodei coBapd opOurutkd epebiopod.

EvaisOnronoinen tov avamvenotikoo 1 : Mn ta&vounpévog (EAdepatikd dedopéva)

gvaucbntomoinon Tov déppatog

MetaAdo&ryéveon YEVVNTIKOV KUTTApOV 1 Mn ta&wopnpévog (EMeparticd dedopévar)

Kapxwoyéveon : Mn ta&wopnpévog (EMeiparticd dedopévar)

To&wodTa Yo TV avarzopayoyn : Mn ta&wounpévog (EMeparticd dedopévar)

Ewum to&icdmra oto opyava-ctdyovg (STOT) — : Mn ta&vopnpévog (EAdepatikd dedopéva)

epanag éxbeon

Ewuwm to&coémra oto opyava-ctdyovg (STOT) — : Mmnopei va npokarécet BAAPeg ota dpyava (Kapdiayyelokd cOGTNIE) VOTEPO OO TAPUTETOUEVT |
emavelnppévn €kbeon emovelnppévn €kbeon.

Enwcwvduvomta avappdenong : Mn ta&wopnpévog (Advvapio GLALOYNAG dedOUEVMV Yo TEXVIKODG AOYOVS)

Agv vdpyovv emmALOV TANPOPOPiES

TMHMA 12: OwoAoyikéS TANPOQPOPIEg

Owoloyia - yevikd : Aev mapovcidlet iaitepo kivéuvo yio to meptBdAiov.
Emikivduvo yia to vddrtivo mepiBdrlov, Bpayumpobecpog @ Mn ta&wounuévog (EAenaticd dedopéva)

(080¢)

Emkivéuvo ya to vddtvo mepipdilov, pokponpdespog : Mn tawvounuévos (EAdepatikd dedopéva)

(xpoV10G)

Aev vdpyovv emmAov TANPOPopies

Aev vdpyovv emmAéov TANpoPopie

Agev vrdpyovv emmAéov TANpoPopieg
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Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 13: Xto

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPD.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Ap1Opéc OHE 1 apOpog tavtotnTog

Aev 1oy0et Agv woyvet Aev woyvet

14.2. Oweio ovopacio arostoiig OHE

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.3. Taén/-e1g KIvdOvov KaTd TN PETOPOPA

Aev 1oy0et Aev 1oy0et Agv woyvet

14.4. Opada cvokevaociog

Agv 1oy0gt Agv 1oy0€1 Aev 1oy0et

14.5. MgprporlovTiKi ETKIVOLVOTTA

Agv 1oy0g1 Agv 1oy0g1 Aev 1oy0det

Agv vdpyovv emmAéov Srabéoeg TAnpopopieg

Eniyewo peragopd
Agev 1oy0et

HETOPOPE péc® Burhacong
Aev woyvet

Evaépra petagopd
Agev 1oy0et

Aev woyvet
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Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdog PIC (EE 649/2012, IIponyovpevny cuvaiveon peTd amd evnuépmon)
Aev gpoppodletar.

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

Aev gpappoletar.

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

Aev nepthapfdveton otov Katdhoyo ovotdv mov eEacbevilovy to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPHoN TPOSPOUMY OVCLOV EKPTKTIKDOV)

Koavoviepéc mepi mpoédpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev nepiéyetl ovaio(eg) mov mephappavetay(oviat) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dataéerg

Agv vrapyovv emmAéov TANpopopieg

15.2. A&orhoynon ymuikig aoQaielag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Ipeg keipevo ppacewv H ko EUH:

Eye Irrit. 2 YoPoapn o@Oaipcr BAAPN/0pBokkdg epediopdg, katmyopio 2

H319 TIpoxarei coPapd opBaipkd epebiopo.

H373 Mrmopei vo tpokarécetl PAAPEG ot Opyava VOTEPA OO TUPATETAUEVT 1) ETAVEIANUUEVT EKBEG).
STOT RE 2 Ewu to&ucdmnta o€ 6pyava-cto)ovs VoTepa and enovelinupévn ékbeon, katnyopia 2

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd 1o dehtio mpoépyovtat and myég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPIic Kapio eyydnon, pnty N appnTn, Yo Ty akpifetd tove.
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