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TMHMA 1: IIpocowopiopog ovoioc/peiypatos kKon eTarpeiag/emyeipnong

Mopen Tpoidvtog : Ovoia

Ovopo ovoiag : Nifedipine

Kodikdg mpoiovrog : 201600632

Tovdvopa : Nifedipine, salts, hydrates, isomers and impurities where applicable

1.2.1. Zyenikéc mpofhemdpeveg yposig

Kvpia kammyopia xpriong 1 To mpoiév mpoopiletal yio TNV £pgvva Kot avamTuén KoL TV ETAyYEAUATIKY EKTaidevo.
Xpnon g ovoiag/Tov petypatog : Mobvo Yo emaryyeApaTIKn YpHon
Katnyopia Aertovpyiog 1 xpriong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Ilepropiopoi ot yprion © Mn ypnowonoteite : Katdmoon, Etomvon, Agppoticd

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

ApOpog nhepdvou eneiyovoag aviykng : +33(0)390215608

TMHMA 2: I1p0o6o10piopég EMKIVOUVOTNTOG

Kotaroén sdpowva pe tnv 0dnyia 1272/2008 EK [CLP]

Oé&gia to&cdtta (amd tov 6TdHTOG), Katnyopio 4 H302
TTpeg keipevo tov dnidoewv H ko EUH: BAéne tuipa 16

AvemOOINTES QUOIKOYNIIKEG EMOPAGELS, KAOAGS KoL EMIPATELS 6TV avOpOTIVY VYEio Kot 6T0 Tepfdrlov

ATOQaoN LECH KPIoNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 1GYVOC.

Xapaxmnpropnds coppova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

GHS07
Tpogdomomrtikn AéEn (CLP) . Ilpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H302 - Emprapés oe mepintmwon katdmoong.
Anhdoeg tpoedraing (CLP) : P301+P312 - XE IEPIITQXZH KATAIIOXZHE: KaAéote to yotpd edv oncBavbeite adiabeoio.

INpavon cOppave pe: eEopeital 1| ECOTEPIKT CLOKEVAGIN, To TEPLEXOUEVE TNG omoiog dev vepPaivovy Ta 10ml
Agv anarteitol onjpavon

Agev vrdpyovy emmAov TANpoPopieg
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ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

TMHMA 3: XOv0eon/ainpo@opies yio T0 6GVOTUTIKA

Ovopa AvayvopleTikog Kodikog | % Kartaraén copeovae pe v odnyic
mPoidvTOg 1272/2008 EK [CLP]
Nifedipine - <100 Acute Tox. 4 (A6 tov otoparog), H302
(ATE=300 mg/kg copatikov Bapovg)

IIMpeg keipevo tov nrdcewmv H ko EUH: BAéne tpnpo 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa tpdTav Pondeidv petd and enaen pe o déppo . KoBapiote ™ peyaivtepn dvvarh moodtna okovmilovidg tn (kabapd Kot LoAako amoppoenTikod
mavi).
Métpa tpdtav Bondetdv petd and enaen pe o patio 1 Eemlovete o Patior pe vepod yio Aoyoug acporeiog.

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 5: Métpa yio TV KaTamoAEpnon TS TUPKAYLag

KatdAnka péca mopdcPeong : KovuBépta nupdcPeong.

Kivévvog mopkayidg . BMéme tpnua 2.2.

METpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLAG 1 Xpnowomomote péca Katdofeons katdAinia yio v TepBUALOVGH TUPKAYLA.

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. T TPocsOTIKG GALO 06 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa €kTaxTng ovaykng . Amogevyete kGOe mepith Ekbeon.

6.1.2. T dTopo mov TPooPEpovy TPpdOTES o dsieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg
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Agv vdpyovv emmAfov mANpoPopieg

TMHMA 7: Xepiopog ko awodnkevon

Agv vrdpyovv emmAéov TANpoeopie

Agv vrdpyovy emmA£ov TANPOPopieg

BAéme tuqpa 1.

TMHMA 8: "EAeyyog Tn¢ ék0eong/otopiki Tpoctacio

8.1.1 EOvikég oprokég Tipég emayyeipatikig £ék0eong ko froroykég oprakés Tipég

Aev vrdpyovv emmAéov TANpoeopie

8.1.2. ZuvieTdpevES dradikacics Tapakorovdneng
Aev vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHmaveng Tov aépa
Agv vrdpyovv emmAéov TANpoeopieg

8.1.4. DNEL kax PNEC

Aev vadpyovy emmAfov TANpoPopieg

8.1.5. Ileproyés eréyyov

Agv vrdpyovv emmAéov TANpoPopieg

8.2.1. Katariinhotr pnyovikoi £reyyot

Kotdhinhor pnyoavikoi £reyyol:
Awnpiote og kaAd e€aepildpevo ydpo. TuviBog amarteitor GOOTNHA YEVIKOD UnyavikoD eEaepiopod Tov ydpov.

8.2.2. ATopikdg TPOSTUTEVTIKOG EEOTAGNOG

8.2.2.1. IIpocTucio TOV HUTIAV KOl TOV TPOGATOV

Agv vrdpyovy emmAfov TANpoPopieg
8.2.2.2. TIpoctocio déppatog
Ipootacia Tov déppatoc:

oS8 EpyasTnpion

Ipootacio TOV LePLOV:
IIpoctatevtikd yavtio

8.2.2.3. IIpooTucia TV UVATVEVGTIKAV 00DV

Agv vdpyovv emmAfov mANpopopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovy emmAfov TANpoPopieg

8.2.3. OproBétnon kot TapakorovOnon g meprfariovroroyikis £k0eong o€ Kivovvo

Agv vdpyovv emmALov TANpoPopieg
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TMHMA 9: ®voikég Ko YNUIKES 1O0TNTES

Duon kotdotacn T Xteped
APDOHO : Mn dwbéopo
Epgdvion TXZKovVI.

Oopny : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inpeio méewg © Mn dwbéoo
Enpeio Téewg © Mn dwbéoo
Inpeio Ppacpov © Mn dwbéoo
Evelektotmnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agvioyvet
Xapniotepo O6pro £xpnéng T Agvioyvet
Avdtato dpro ekpn&dmrag T Agv oyvet
Inueio avapredng 1 Asvioyoet
Bgppokpacio avtavapreéng T Agvioyvet
Ogppokpacio arocHvieong © Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agvioyvet
Awdvtoétto : Mn dwbéopo
ZUVTEAEOTIG KOTAVOUNG OF HElyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Tdon atpdv © Mn dwbéoo
Ilieon atpov og Beppokpacio 50°C : Mn dwbéopo
TTvkvotnto : Mn dwbéopo
Zyetikn mokvoTnToL © Mn dwbéoo
ZyeTikn ToKvOTTO 0TUOV 6ToVG 20°C T Agv ioyvet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVIVVOU
Agv vrdpyovv emmAfov TANpoPopieg
9.2.2. AMA0 {OPpOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

2t08ep6 VIO KAVOVIKEG GUVOTKES.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmAfov TANpoPopieg

Kopia o kavovikn xprion. BAéne tunqpa 7.

Otav Beppaivetor péypt Tov oNUEIOL SACTACNG, EKTEUTEL EMKIVOLVOLG KUTVOUG.
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Nifedipine
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&gia to&icdta (and otdpaToC) . EmProfés o nepintoon kotdroong.
Oé&eia to&ucdtn o (deppoTicy) 1 Mn ta&wvopnpévog
O&eia To&otta (avomvon) © Mn ta&wvopnpévog
Nifedipine
LD50 and Tov 6TOHATOS GE 0povPaiovg 300 — 2000 mg/kg
AGBpwon kot gpeiopdg Tov dEppratog © Mn ta&wopnpévog (EArepatikd dedopéva)
ZoPapn opOaipikn PAAPN/epedionds © Mn ta&wvopnpévog (EArepatikd dedopéva)
EvaisOntomoinon tov avomvevotikod 1 © Mn taé&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripa tavounong dev mAnpovvat)
gvaucOntomoinom Tov d€ppatog
MetaAro&ryéveon YEVWINTIKOV KUTTAP®OV © Mn ta&vopnpévog (EAepatikd dedopéva)
Kapxwvoyéveon : Mn tag&vopnpévog (EAdeipatikd dedopéva)
To&wdmTa Yo TV avomapoyoyn © Mn ta&wvopunpévog (Ilepartépw minpogopies: Oeia to&idTar)
Ewdu to&wotnra ota dpyava-otoyovs (STOT) — © Mn ta&wvounpévog
gpamag £xbeon
Ewum to&wotnta ota dpyava-otoyovs (STOT) — © Mn ta&wvopnpévog (EArepatikd dedopéva)
emavelnupévn ékbeon
Enucvduvomta avappdenong : Mn tag&vopnpévog (Baoet tov dtobéoyiov dedopévav, ta kptipia Tagtvounong dev mAnpovvrat)

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TANpopopisg

Owcoroyia - yevika © Agv Topovotdlet wiaitepo kivouvo yia 1o TEPBAALOV.
Emcivouvo yia to vddtvo mepipdirov, Bpoayvrpdecpog : Mn ta&wvopunpuévog

(0&bg)

Emcivouvo yia to vddtvo mepipdirov, pakporpodecpog : Mn ta&wvopunpuévog

(xpoV106)

Agv vrdpyovv emmAéov TANpoPopie

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg
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Nifedipine
Aghtio Aedopévav Acpalreiog

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

TMHMA 13: Xtovyeio oyeTika pe 1 6130gon

13.1. Mé0odor emeéepyaciog amopfrntmv

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 14: [TAnpo@opisg 6YeTIKE pe T1 NETAPOPE

Zopgavo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 ap1Opég tavtétnTog

Agv 1oy0g1 ‘ Agv 1oyvet | Aev 1oyder

14.2. Oweio ovopacio arostomig OHE

Aev 1oybet ‘ Aev 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-e1g Kivdvvov KOTH TN HETAPOPA

Agv 1oy0gt ‘ Agv 1oy0et ‘ Aev 1oydet

14.4. Opada cvokevaciog

Agv 1oy0g1 ‘ Aev 1oyvel ‘ Aev 1oyder

14.5. Tlgprfairovtikn emKivoLvOTITO

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

Aev vrdpyovy emmAéov Stabéoipueg TANpoPopieg

14.6. Exdukég Tpo@uAa&els yia Tov ypioTn

Eriyewo petagopa
Agev 1oy0et

petapopd pécm Boraoong
Aev 1oy0et

Evoépuo petagopd
Aev 1oy0et

14.7. @alaooreg peTa@opég y0oNV cdpemva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe TNV 06QALED, TNV VYEIX KOl TO TEPIPGALOY YI0 TNV OVGiA 1] TO peiypa
15.1.1. kavoviopoi EE

Hapapnpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepihappaveton oto Moapapmuo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog ad£1060TNn01|G)

Aev meprapfavetot oto apapmpe XIV tov REACH (Katdloyog adei0d6tong)

Kataroyog vroyiguov oveidv REACH (SVHC)

Aev nepthapfavetor otov Katdloyo vroyneiev ovoidv REACH

Kavoviopiog PIC (EE 649/2012, ITpornyodpevn cuvaivesn peTd omoé evpépmon)

Aev gpappoletar.
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Nifedipine
Aghtio Aedopévav Acpalreiog

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

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

Aev gpappoletar.

Kavoviopig mepi e€aodévnong tov 6Lovrog (EE 1005/ 2009)

Aev tepthapfavetol 6Tov KatdAoyo ovoumv mov e&acbevifovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnkTik®v Tpodpopmv over@v (EE 2019/1148)

Aev mepiéyet kapia ovoio(eg) mov meprapPdvetar(ovrar) 6tov Katdroyo Tpddpopav ovoldv ekpnktikav (Kavoviopdg EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNON TPOSPOUOV OVGLDYV EKPNKTIKMDV)

Kovoviopdc nepi mpodpopmv overdv vapkotik®dv (EK 273/2004)

Agev mepiéyel ovoia(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmv ovctdv vapkaTik®v (Kavoviopog EK 273/2004 oxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotagerg

Aev vrdpyovy emmAfov TANpoPopieg

15.2. A&orhdoynon yMuikig oo@aielog

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opieg

M peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (A6 Tov O&elo to&ikomta (amd Tov 6ToOHNTOC), Katnyopia 4
GTOHATOG)
H302 Emproapés oe nepintwon kotdmoong.

Aghtio Agdopévov Acpadeiag (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyoviat oe outd To deATio mpoépyovtat amd Ty Tig omoieg Bempovpe adiomotes. [Tapdra avtd, divovrat
xopic Kapio eyydnon, pnty 1 appnTn, Yoo v aKpifetd Tous.
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